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I.

Summary of Decision

1.

The Panel of the Patented Medicine Prices Review Board (the "PMPRB" or the
"Board") seized with this proceeding has considered the evidence adduced (including
expert evidence) and submissions made by Board Staff, Alexion Pharmaceuticals Inc.
("Alexion" or the "Respondent") and the intervenors, 1 and finds that the price of Soliris
(eculizumab) 10mg/mL ("Soliris") was and is excessive under sections 83 and 85 of the
Patent Act. 2 The Panel orders Alexion to (i) pay to Her Majesty in right of Canada an
amount calculated by the parties in accordance with Schedule A to this decision, to be
approved by this Panel, and (ii) lower the list price of Soliris in Canada as of the date of
this decision to no higher than the lowest price in the seven comparator countries set out
in the current Patented Medicines Regulations ("Regulations"). 3

II.

Introduction

2.

Soliris is a breakthrough drug indicated for the treatment of Paroxysmal Nocturnal
Hemoglobinuria (PNH), a rare and life-threatening blood disorder that is characterized by
complement-mediated hemolysis (the destruction of red blood cells).

3.

Soliris is also approved as a treatment for patients with atypical hemolytic uremic
syndrome (aHUS), a rare and life-threatening genetic disorder characterized by
"complement-mediated thrombotic microangiopathy" or TMA (blood clots in small
vessels).

4.

Soliris is sold in Canada by Alexion. Board Staff filed a Statement of Allegations on
January 15, 2015 alleging that the price of Soliris was excessive between 2012 and 2014,
and seeking an order from this Panel under section 83 of the Patent Act requiring Alexion
to, inter alia, reduce the price of Soliris to a price that does not exceed the international
highest price among the comparator countries, and pay $5,617,480.42 to offset the

1

Ministers of Health, Canadian Life and Health Insurance Association Inc. and BIOTECanada.

2

RSC 1985, c P-4 [Patent Act].

3

SOR/94-688. These countries are France, Germany, Italy, Sweden, Switzerland, the UK and the US.
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cumulative excess revenues Alexion had received during the period of January 1, 2012 to
June 30, 2014.
5.

On January 22, 2015, the Board issued a Notice of Hearing with respect to Board Staff's
Statement of Allegations. After the filing of an Amended Statement of Allegations and
numerous preliminary motions, this hearing was held on the following days in 2017:
January 16 to 19, and 23 to 26; February 20 to 24, 27 and 28; March 1 to 3; and April 18
and 19. The purpose of the hearing was to determine whether, under sections 83 and 85
of the Patent Act, the Respondent is selling or, since 2012, has sold Soliris in any market
in Canada at a price that, in this Panel's opinion, is or was excessive, and if so, what
order(s), if any, should be made.

III.

Interlocutory Decisions

6.

Given the lengthy procedural history of this case, the Panel will summarize the main
preliminary motions brought in this proceeding.

7.

Alexion filed a motion on May 15, 2015 requesting that Board Staff be ordered to
provide particulars of all allegations in the Statement of Allegations. This motion was
heard on June 22 and 23, 2015 and granted by the Panel in an order dated June 23, 2015. 4

8.

Alexion brought a motion on August 21, 2015 raising allegations of conflicts of interest
and reasonable apprehensions of bias on the part of a number of the individual counsel
involved in this proceeding and the Chairperson of the Board. This motion was heard on
September 16, 2015 and dismissed by the Panel in a decision dated October 5, 2015. 5

9.

At a pre-hearing conference held on October 28, 2015, the Panel heard various motions
relating to procedural issues. In its decision dated November 24, 2015, the Panel:

4

Board Decision – Order Regarding Requests for Particulars and Scheduling of Filing of Amended Respond
and
Reply
(23
June
2015),
online:
PMPRB
<http://pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/Orderregardingparticu
larsJune23.pdf>.

5

Board Decision – Respondent's Motion Relating to Conflicts of Interest (5 October 2015), online: PMPRB
<http://pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/MotionRelatingtoConf
lictsofInterest-October5thdecision-Final.pdf>.
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•

dismissed Alexion's motion to strike certain parts of the Further Amended Notice
of Appearance of the Minister of Health for British Columbia, in particular those
parts related to the use of the Lowest International Price Comparator Test (or the
"LIPC");

•

dismissed Alexion's motion to strike certain parts of Board Staff's Amended
Reply, in particular allegations related to section 85(2) of the Patent Act (but
granted Alexion an option to file a Sur-reply); and

•

granted Board Staff's motion to strike certain parts of Alexion's Amended
Response, in particular inflammatory allegations relating to the integrity of
counsel for Board Staff. 6

10.

On February 26, 2016, Alexion moved to strike certain parts of Board Staff's expert
evidence. In a decision dated March 29, 2016, the Panel dismissed Alexion's motion,
without prejudice to Alexion's right to challenge both the admissibility and the weight to
be given to any of the expert evidence at the hearing on the merits. 7

11.

On May 20, 2016, Board Staff moved to (i) amend its Statement of Allegations to include
alternate remedies in the event that the Panel finds that the price of Soliris is excessive,
including inter alia the application of the LIPC test, and (ii) strike or require particulars
of certain portions of the will-say statement of Mr. Barry Katsof. Through the requested
amendments, Board Staff seeks (i) excess revenues in the range of $4,743,572.88 to
$91,908,321.21, depending on the test adopted by the Panel, and (ii) an order requiring
Alexion to reduce the price of Soliris to a price that does not exceed the LIPC. On June
10, 2016, the Panel granted Board Staff's motion to amend the Statement of Allegations,

6

Board Decision – Various Motions Related to Procedural Matters (24 November 2015), online: PMPRB
<http://www.pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/SOLIRISPMPRBNovember24th2015decision.pdf> [Board Decision – Various Motions Related to Procedural
Matters].

7

Board Decision – Respondent's Motion to Strike Expert Evidence (29 March 2016), online: PMPRB
<http://www.pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/Solaris_Motion_to_St
rike_Expert_Evidence_Decision_March_29_2016.pdf>.
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and dismissed Board Staff's motion to strike portions of Mr. Katsof's will-say statement. 8
The hearing was adjourned for several months to allow Alexion to respond to the
Amended Statement of Allegations.
12.

At the commencement of the hearing, before the start of opening arguments and the
hearing of any evidence, the Panel informed the parties that Mr. Normand Tremblay had
resigned from the Panel due to personal reasons, and that the hearing would proceed with
two Panel members, Dr. Mitchell Levine and Ms. Carolyn Kobernick, which is a quorum
under Rule 4 of the PMPRB's Rules of Practice and Procedure (the "Rules"). 9 On
January 16, 2017, Alexion moved for an order requiring that the Panel be reconstituted to
restore a third member for the purposes of the hearing. The Panel dismissed the motion
on January 17 with reasons to follow, and these reasons were provided on February 1,
2017. 10

13.

On January 20, 2017, Board Staff moved for the issuance of subpoenas requiring Mr.
Eric Lun and Mr. John Haslam to produce certain documents regarding Product Listing
Agreements ("PLAs") negotiated between Alexion and various provinces concerning
Soliris. On January 23, 2017, Alexion moved under Rule 24 of the Rules for an order
requiring production of further documents from Board Staff. On January 24, 2017, the
Panel granted Board Staff's motion and issued subpoenas to Messrs. Haslam and Lun,
and dismissed Alexion's motion. 11

8

Board Decision – Motion to Amend Statement of Allegations and Strike Certain Portions of Will-Say
Statement
(10
June
2016),
online:
PMPRB
<http://www.pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/Decision_Motion_to_
Amend_Pleadings_and_Strike_Will_Say_Statement.pdf>.

9

SOR/2012-247.

10

Board Decision – Motion to Reconstitute Panel (1 February 2017), online: PMPRB < http://www.pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/Panel_constitution_or
der.pdf>.

11

Board Decision – Motion to Issue Subpoenas (24 January 2017), online: PMPRB <http://www.pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/DECISION_ON_SUB
POENA.pdf>; Board Decision – Motion to Request Further Documents (24 January 2017), online: PMPRB
<http://www.pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/Panel_order_producti
on_respondent.pdf>.
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IV.

Fact Evidence

14.

Board Staff called one fact witness: Mr. Richard Lemay. Alexion called three fact
witnesses: Mr. John Haslam, Mr. Barry Katsof and Mr. Matthew George. The fact
evidence is briefly summarized in this section of the decision.
(a)

15.

Richard Lemay

Mr. Richard Lemay is the Manager of the Outreach and Investigations Unit of the
PMPRB. He joined the PMPRB in 2015 and, as at the time of his testimony, reported
directly to Ms. Ginette Tognet, Director of the Outreach and Investigations Unit. Mr.
Lemay's testimony focussed on the various filings made by Alexion with the PMPRB in
relation to Soliris, including the sources used for the calculations of excess revenues.

16.

Mr. Lemay was not involved in the preparation of most of Board Staff's documents in
this case, and was not able to answer questions or provide details about various aspects of
the documents filed by Board Staff. It would have been much more helpful to the Panel
if Board Staff had called a witness with direct involvement in, or knowledge of, Board
Staff's investigation. However, Mr. Lemay's lack of knowledge was not material to the
Panel's decision in this case, except with respect to the prices to be used for the purposes
of calculating excess revenues (which the Panel deals with later in this decision).
(b)

17.

John Haslam

Mr. John Haslam is the President and General Manager of Alexion Canada.

His

testimony focussed on Alexion's activities in Canada, the discussions between Alexion
and Board Staff related to Soliris, and the filings made with the PMPRB in relation to
Soliris.
(c)
18.

Barry Katsof

Mr. Barry Katsof is a PNH patient and the founder of the Canadian Association of PNH
Patients. His testimony discussed his experience with PNH, the benefits of Soliris, and
the activities of the association that he founded.
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(d)
19.

Matthew George

Mr. Matthew George is a PNH patient. He testified about the debilitating nature of PNH
and the positive impact of Soliris on his life.

V.

Evidence of the Ministers of Health

20.

On March 9, 2015, the Minister of Health for British Columbia filed a Notice of
Appearance (the "Initial Notice of Appearance"). In the Initial Notice of Appearance,
the Minister of Health for British Columbia, on his own behalf and on behalf of the
Minister of Health for the Province of Manitoba, provided notice of an intention to make
representations pursuant to subsection 86(2) of the Patent Act supporting the orders
requested by Board Staff in the Statement of Allegations. This is the first proceeding
before the Board where a Minister of Health has exercised this right.

21.

On March 13, 2015, the Secretary of the Board wrote to the Ministers of Health for
British Columbia and Manitoba advising them that they had failed to meet the
requirements of Rule 21(2) of the Rules. On March 17, 2015, the Ministers requested the
right to amend the Initial Notice of Appearance to provide further particulars of the
material facts upon which the Ministers intended to rely and to permit them to also make
representations on behalf of the Ministers of Health for Ontario and for Newfoundland
and Labrador (collectively, the "Ministers of Health"). On March 26, 2015, the Board
issued an order extending the time to allow the Ministers of Health to file an Amended
Notice of Appearance (the "Amended Notice of Appearance").

22.

On April 2, 2015, the Ministers of Health filed the Amended Notice of Appearance,
along with an affidavit sworn by Mr. Eric Lun, Executive Director of the Drug
Intelligence and Optimization Branch, Medical Beneficiary and Pharmaceutical Services
Division of the Ministry of Health of British Columbia.

23.

In a letter dated April 16, 2015, Alexion objected to the filing of the Amended Notice of
Appearance and sought leave to cross-examine Mr. Lun on his affidavit. In response, the
Ministers of Health sought leave from the Panel to withdraw the affidavit and, on June
23, 2015, the Panel granted the Ministers of Health's request.
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24.

On June 26, 2015, the Ministers of Health filed a Further Amended Notice of
Appearance, where they set out their intention to make additional representations as
outlined in paragraphs 1 and 3 of the Further Amended Notice of Appearance. In
paragraph 1, the Ministers of Health state that they intend to make representations
supporting the orders sought by Board Staff, but also make representations to request that
the Panel issue the following relief pursuant to section 83 of the Patent Act:

25.

"(a)

the Respondent reduce the price of Soliris to a price that
does not exceed the lowest price for Soliris among all
comparator countries; and

(b)

the Respondent offset cumulative excess revenues that it
has received by paying to the federal government an
amount equal to the excess revenues the Board estimates
that the Respondent has generated from the sale of Soliris
at an excessive price, with the Board to use the lowest price
for Soliris among all comparator countries as the basis for
the calculation."

A statement of the representations that the Ministers of Health intended to make and the
material facts on which the Ministers of Health were relying were referenced in
paragraph 3 and set out in detail in Appendix A of the Further Amended Notice of
Appearance.

26.

Alexion brought a motion to strike out paragraphs 1 and 3, and Appendix A of the
Further Amended Notice of Appearance. This motion was heard on October 28, 2015,
and dismissed by the Panel in a decision dated November 24, 2015. 12

27.

At the hearing, Mr. Lun testified on behalf of the province of British Columbia, as well as
on behalf of the Ministers of Health of Manitoba, Ontario and Newfoundland and
Labrador.

Mr. Lun's testimony focussed on, inter alia, the provinces' approach to

funding medicines, including Soliris; negotiation of the PLAs for Soliris; the costs
associated with Soliris, including in comparison to the costs of other expensive drugs for
rare diseases ("EDRDs"); and the effects of EDRDs, including Soliris, on the provincial
health budget. Mr. Lun testified that, in 2015/2016, British Columbia funded 14 EDRDs
12

Board Decision – Various Motions Related to Procedural Matters, supra note 6.
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at a total expenditure of approximately $
of that $

, or almost

British Columbia was $

Soliris represented $

%. The average cost of EDRDs (including Soliris) in
per patient per EDRD, an amount considerably less than

the annual average cost of Soliris to treat adult patients with PNH or aHUS. 13
VI.

Expert Evidence

28.

Board Staff and Alexion filed multiple expert reports on the issues in dispute in this
proceeding.

These reports were reviewed in detail by the Panel prior to the

commencement of the hearing. During the hearing itself, the evidence of each expert was
provided during an examination-in-chief 14 and was tested in thorough cross-examination
by the other side.

The expert evidence and the parties' submissions concerning its

relevance and the weight that should be given to it were then the subject of detailed
written closing submissions, as well as the subsequent oral closing submissions. The
Panel has considered the evidence thoroughly and will not reproduce it in detail in this
decision, but will only refer to it where salient to the Panel's determination of the issues
before it.
29.

Board Staff called two expert witnesses: Dr. Richard Schwindt and Dr. Sumanth
Addanki. Alexion called three expert witnesses: Mr. Errol Soriano, Dr. Jonathan Putnam
and Dr. Aslam Anis. Their expert evidence is very briefly summarized in this section of
the decision. The Panel struck out portions of Dr. Addanki's expert report, and did not
qualify Mr. Tom Brogan as an expert witness. The reasons for these decisions are also
provided in this section of the decision.

30.

For the most part, and except as noted in these reasons, the Panel did not find the expert
evidence to be of assistance to it in determining the issues in this proceeding. The
experts who testified were clearly qualified and their evidence was interesting, but a large
portion of the expert evidence focussed on extraneous or tangential issues, and most of it

13

BC Minister of Health Closing Submissions dated March 31, 2017 at paras 17–19.

14

With the exception of those portions of Dr. Addanki's report that were struck by the Panel, and the report of
Mr. Brogan which was not admitted by the Panel, for the reasons expressed later in this decision. Also, Dr.
MacLeod, one of Alexion's proposed witnesses, was not ultimately called to testify.
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did not ultimately assist the Panel in determining whether the price of Soliris is or was
excessive under sections 83 and 85 of the Patent Act.
(e)
31.

Richard Schwindt

The Panel qualified Dr. Schwindt as an expert in microeconomics and economics of
industrial organization. Dr. Schwindt is an economist and a professor, and holds A.B.
and Ph.D. degrees in economics.

32.

Dr. Schwindt provided an opinion about the use of external reference pricing ("ERP") to
set ceilings on prices of patented drugs. ERP, also called international reference pricing,
involves a comparison of the prices in other jurisdictions to prices and price changes
domestically.

33.

Dr. Schwindt testified that there are numerous developed countries which impose
restraints on the pricing of pharmaceutical products. In Dr. Schwindt's opinion, prices
charged in other countries with similar conditions can provide a perspective on costs; in
other words, if the comparator country has similar demand conditions, a conclusion can
be drawn that a patentee is covering its costs and earning a normal rate of return selling at
that price in that country. Overall, the tests currently set out in the Guidelines are
reasonable and favourable to patentees in Dr. Schwindt's opinion.
(f)

34.

Sumanth Addanki

The Panel qualified Dr. Addanki as an expert in the economics of industrial organization
and the economics of the pharmaceutical industry. Dr. Addanki holds a Ph.D. degree in
economics and is currently the Managing Director of National Economic Research
Associates, Inc.

35.

Dr. Addanki provided an opinion on what economic measures, tests and considerations
are appropriate for determining whether the price of Soliris in Canada is or was excessive
under s. 85 of the Patent Act, and whether the application of these economic measures,
tests and considerations indicates that the price of Soliris in Canada is or was excessive.
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Dr. Addanki testified that price needs context, which can be provided by looking at
median household income and Gross Domestic Product (GDP) per capita. 15
36.

After Dr. Addanki was qualified, Alexion brought a motion to exclude Dr. Addanki's
expert report. The Panel granted Alexion's motion in part. The Panel did not permit Dr.
Addanki to give evidence on the interpretation of section 85(1)(b) 16 of the Patent Act and
struck paragraphs 18 to 23, 28 to 31, 34 to 44 and 46 to 50, and related exhibits from his
report. In these paragraphs, Dr. Addanki proposes that the definition of "therapeutic
class" should include "a class of medicines that are similar, in relevant economic respects,
to the patented medicine at issue" and puts forth various comparators from an economic
perspective (e.g., based on an analysis of supply/demand factors, prevalence, duration of
treatment, etc.) that he says should be considered by the Panel to be in the same
therapeutic class as Soliris for the purposes of section 85(1)(b) of the Patent Act. The
Panel struck these paragraphs because they are based on a concept of "therapeutic class"
that is not based on clinical equivalence.

As explained further below, the Panel

concludes that clinical equivalence is the appropriate concept to use when defining a
therapeutic class for the purposes of implementing section 85(1)(b) of the Patent Act, and
Dr. Addanki's presentation of another definition of therapeutic class is not relevant or
necessary to the Panel's determination of the issues in this proceeding.
(i)
37.

Decision to Strike Portions of Dr. Addanki's Report

The Panel considered the oral and written submissions of the parties, as well as the case
law provided. The Supreme Court of Canada set out the basic test for the admissibility of
expert evidence in R v Mohan. 17 To be admissible, expert evidence must be relevant,
necessary to assist the trier of fact, not be subject to any exclusionary rules, and must be
given by a properly qualified expert.

15

GDP per capita is the total value of goods and services produced in Canada expressed on a per head basis;
this is the measure of economic activity.

16

This factor requires the Panel to consider the prices at which other medicines in the same therapeutic class
have been sold in the relevant market.

17

[1994] 2 SCR 9.
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38.

It is also important to note that the Rules give this Panel broad discretion with respect to
the admissibility of evidence. In particular, Rules 6(1)(a) and (b) provide that the Board
may "receive any evidence that it considers appropriate" and "take notice of any
generally recognized scientific or technical facts, information or opinions concerning
patented medicines".

39.

As discussed in more detail later in this decision, section 85(1) of the Patent Act sets out
the factors that this Panel is required to consider in determining whether the price of
Soliris is or was excessive. In particular, section 85(1)(b) states that the Panel shall
consider "the prices at which other medicines in the same therapeutic class have been
sold in the relevant market". [emphasis added]

40.

Previous panels of this Board have consistently defined therapeutic class to mean clinical
equivalence, and this Panel agrees with that interpretation. For example, the panel in
Dovobet noted that "the therapeutic class of a medicine includes those medicines that are
similar to the medicine under review in ways that are relevant to the pricing of the
medicine, such as the condition the medicines treat, the way the medicines are delivered
to the body, their chemical compositions, and the way they work in the body." 18

41.

Further, in Penlac, the panel noted that therapeutic class should be defined as "clinical
equivalence" and "[i]f the new medicine is not demonstrated to be comparable in efficacy
and safety to existing medicines in Canada, it will not be considered to be clinically
equivalent and thus there will be no therapeutic class for price comparison purposes." 19
This approach was also adopted by the panel in the Quadracel and Pentacel
proceeding. 20

18

Board Decision –Leo Pharma Inc. and the Medicine "Dovobet" (19 April 2006), online: PMPRB
<http://www.pmprb-cepmb.gc.ca/view.asp?ccid=827&lang=en> [Dovobet], rev'd in part Leo Pharma Inc. v
Canada (Attorney General), 2007 FC 306 [Leo Pharma].

19

Board Decision –Sanofi-Aventis Canada Inc. and the Medicine "Penlac Nail Lacquer" (31 January 2011) at
paras 18 and 20, online: PMPRB <http://www.pmprb-cepmb.gc.ca/view.asp?ccid=848&lang=en>
[Penlac].

20

Board Decision –Sanofi Pasteur Limited and the Medicines "Quadracel and Pentacel" (21 December 2009)
at
para
68,
online:
PMPRB
<http://www.pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/Quadracel-Pentacel-
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42.

This Panel is of the view that the concept of "therapeutic class" is within its area of
expertise, and it does not require expert evidence to assist it in giving meaning to that
phrase in this proceeding. The Panel concludes that clinical equivalence is the correct
principle to use when defining a therapeutic class for purposes of section 85(1)(b)
because it reflects the wording and intent of the Patent Act. Therapeutic class connotes a
group of medicines that share a common feature or features.

As to what that

commonality should be, the Panel agrees with the panel in Penlac that clinical
equivalence captures the intent of the Patent Act; section 85(1)(b), as well as 85(1)(c),
deal with price comparisons and the main factors in that regard are the relative efficacy
and safety of the medicines being compared. 21
43.

The Panel notes that the Guidelines are consistent with this interpretation, and concludes
that this aspect of the Guidelines appropriately implements the term "therapeutic class" in
section 85(1) of the Patent Act. 22

44.

Applying this interpretation for purposes of section 85(1), there are no medicines in the
same therapeutic class as Soliris. The expert Human Drug Advisory Panel ("HDAP"),
although not binding on this Panel, reached the same conclusion for Soliris. For this
reason, the prices of medicines that are not in the same therapeutic class as Soliris are not
a factor for consideration under section 85(1). 23

45.

For these reasons, the Panel did not accept Dr. Addanki's alternative interpretation of
therapeutic class and its application to Soliris. Those portions of his report are neither
relevant nor necessary to the Panel's determination of the issues in this proceeding. As a
result, the Panel struck paragraphs 18 to 23, 28 to 31, 34 to 44 and 46 to 50, and related
exhibits as they related to section 85(1)(b) of the Patent Act, and the Panel did not permit

Merits-Reasons-D5-Amended-March-1-2010.pdf> [Quadracel (2009)], amended 1 March 2010,
implemented by order issued March 16, 2010, rev'd on other grounds Sanofi Pasteur Ltd. v Canada
(Attorney General), 2011 FC 859.
21

Penlac, supra note 19 at paras 18, 22.

22

Canada, Patented Medicine Prices Review Board, "Compendium of Policies, Guidelines and Procedures",
(February 2017) at C.8 [Guidelines].

23

Penlac, supra note 19 at para 86.
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Dr. Addanki to give oral evidence on the interpretation of section 85(1)(b) of the Patent
Act at the hearing.
(g)
46.

Errol Soriano

The Panel qualified Mr. Soriano as an expert in valuation, financial analysis and
quantification of financial loss. Mr. Soriano holds an H.B.A. degree, and is qualified as a
FCPA, FCA, Chartered Business Valuator and a Certified Fraud Examiner. Mr. Soriano
was the Managing Director of Campbell Valuation Partners Limited, which was recently
acquired by Duff & Phelps.

47.

Mr. Soriano's report, among other things, provides a calculation of the Canadian price of
Soliris from year to year using the CPI methodology in the Guidelines, and the additional
profit that Alexion could have realized during the period under review if it had increased
the price by the CPI factor year after year. Mr. Soriano further testified that although the
nominal price of Soliris has not changed from 2009 to 2015, in "real dollars" the price of
Soliris has decreased by 9.7% (based on inflation).

48.

Mr. Soriano also proposed two alternative approaches to compare Canadian and foreign
prices, that he argued would be more consistent with the principles of fairness as
compared to the current Guidelines. First, a "Comprehensive Test" that compared prices
based on price inflation in Canada with prices in the comparator countries – applying this
test would result in excess revenues of $

, which Mr. Soriano opined would be

reduced to zero if certain offsets were permitted. Second, the use of Purchase Price
Parity ("PPP") Benchmarking, which takes into account relative purchasing power in
Canada and the comparator countries. Mr. Soriano testified that the application of this
approach would result in the Canadian price of Soliris never being the highest among the
comparator countries.
(h)
49.

Jonathan Putnam

The Panel qualified Dr. Putnam as an expert in economics of patents, and international
trade involving patents.

Dr. Putnam is the founder and principal of Competition
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Dynamics LLC, a litigation and management consulting firm in Boston, and holds B.A.,
M.A. and Ph.D. degrees in economics.
50.

Dr. Putnam's opinion focussed on the current methodologies employed by the Board, in
particular the use of exchange rates to compare prices across the comparator countries.
Dr. Putnam also responded to the reports of Drs. Schwindt and Addanki.

51.

In Dr. Putnam's opinion, the Board: fails to employ the CPI methodology, as required
under section 85(1)(d) of the Patent Act; then introduces foreign exchange rates to
implement section 85(1)(c), even though such rates are not mentioned in section 85 and
are neither necessary nor sufficient to implement s. 85(1)(c); and then avoids using
exchange rates adjusted by the CPI (or any other adjustment that removes the effects of
currency fluctuations on price levels). Dr. Putnam also notes that Soliris is a non-traded
good, and thus, in his view, an exchange-rate converted price is not a "price" and should
not be used to conduct an analysis under s. 85(1). Contrary to Dr. Schwindt, Dr. Putnam
ultimately concludes that the Board's methodology as set out in the Guidelines is
unreliable.
(i)

52.

Aslam Anis

The Panel qualified Dr. Anis as an expert in health economics and pharmacoeconomics.
Dr. Anis holds Bachelors, Masters and Ph.D. degrees in economics, and holds various
positions, including Professor of Health Economics at University of British Columbia,
Director of the Centre for Health Evaluation and Outcomes Sciences, and National
Director of the CIHR Canadian HIV Trials Network.

53.

Dr. Anis responded to Drs. Addanki and Schwindt. Dr. Anis testified that the health gain
from a drug is disease-specific, and the methodology used to compare the relative costeffectiveness of various drugs is to convert their disease specific effectiveness to a
common metric known as the Quality-Adjusted Life Year (QALY) Gained. Dr. Anis
testified that for orphan drugs, the standard Cost/QALY approach is generally not used
for various reasons, and that such drugs have to be priced at a higher level due to both
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market factors and the difficulties inherent in quantifying the cost-effectiveness threshold
for rare diseases.
54.

Dr. Anis testified that there is an internal inconsistency in the Guidelines because
patentees are asked to control prices in conjunction with exchange rates and CPI, neither
of which is within the patentee's control. His opinion is that PPP exchange rates are more
appropriate than market exchange rates for making more equitable comparisons to assess
the financial burden of acquiring the same commodity in different countries.
(j)

55.

Tom Brogan

At the hearing, Mr. Tom Brogan was proffered by Alexion as an expert in Canadian drug
pricing and reimbursement; market access for drug companies in Canada; and collection
and interpretation of data concerning drug sales in Canada. Mr. Brogan is an independent
consultant and holds a B.A. degree in economics. Mr. Brogan's expert report, which was
filed prior to the hearing, focussed on issues related to compliance with, or reliance on,
the Guidelines (and not on the matters in which Alexion proposed to qualify Mr. Brogan
as an expert at the hearing).

56.

The Panel decided not to qualify Mr. Brogan as an expert in this proceeding because he
was sought to be qualified on matters outside his expert report and, in any event, his
evidence was not relevant and/or necessary for the Panel's determination of the issues in
this proceeding.

57.

The Panel recognizes that Mr. Brogan has significant experience with domestic and
international pharmaceutical companies, particularly in respect of filings with the
PMPRB. As noted above, the matters in which Mr. Brogan was proposed to be qualified
as an expert were not dealt with in his report. The Panel has reviewed the mandate which
was provided to Mr. Brogan by Alexion, as set out in paragraph 10 of his report. In
particular, Mr. Brogan was "asked to comment on the following questions:
(a)

Had you advised a company like Alexion in 2009 on the
introductory price of a new drug like Soliris, what test
under the Guidelines would you have indicated would
apply in setting the introductory or benchmark price if the
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drug was a breakthrough medicine without domestic or
foreign comparators?
(b)

In 2009, would you have cautioned a company like Alexion
that at some future date the price of the company's
medicine could be retroactively "re-set" back to the date of
first sale to some other price and that the "other" price
would be either a re-calculation of the median international
price comparison test ("MIPC') or a new test like the socalled lowest international price comparison test ("LIPC")
and that the company could be liable for any consequential
excess revenues?

(c)

Was there any basis in 2009 to provide advice to Alexion
that the Board would change the basis for calculating
"excess revenues" based on tests or price sources that were
not in the Guidelines, including the so-called LIPC?

(d)

Do patentees, in your experience, generally rely upon the
Guidelines in setting, maintaining, or increasing the price
of patented medicines?

(e)

Are you familiar with any circumstances in which the
Board has departed from the Guidelines to a patentee's
detriment to seek increases in excess revenues based on
factors or tests not found in the Guidelines? In what
circumstances, to your knowledge, has the Board, or a
hearing panel, departed from the Guidelines?

(f)

Are you familiar with any circumstances in which the
Board has held a patentee responsible for excess revenues
based solely on fluctuations in foreign exchange rates?

(g)

Is IMS Health data publicly available in Canada, or
internationally, as you understand the term "publicly
available"?

(h)

In its Reply to Alexion's Supplementary Response, the
Board has indicated that Alexion's relies "at its own peril"
on "publications, practices, and representations of the
Board" (including presumably the Guidelines) because only
a hearing panel can determine "whether the price of Soliris
is excessive". Does this statement reflect your
understanding of how the industry, in particular patentees,
regard the regulatory system?"
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58.

As noted above, the Panel is of the view that the matters set out in this mandate (i.e.,
related to compliance with, or reliance on, the Guidelines) are either not relevant or not
necessary to the Panel's determination of whether the price of Soliris during the relevant
periods is or was excessive based on sections 83 and 85 of the Patent Act. What Mr.
Brogan may have advised a patentee does not assist the Panel in determining whether the
price of Soliris is or was excessive. As explained in the section of this decision below
dealing with the role of the Guidelines, the Guidelines are not binding on this Panel, and
the past practices of the Board or Board Staff are not determinative of the issues in this
proceeding. Furthermore, Mr. Brogan is not qualified to opine on legal questions, such as
the definition of "publicly available" or the legal status of the Guidelines.

59.

For these reasons, the Panel did not qualify Mr. Brogan as an expert in this proceeding,
and his report was not considered by the Panel in reaching its decision.

VII.

Key Documents and Chronology

60.

Given the long and rather complex factual background, the Panel provides a chronology
of key events in this section of the decision.

61.

On February 4, 2009, RTI Health Solutions Inc. ("RTI"), on behalf of Alexion, provided
the PMPRB with the product monograph and Form 1 for Soliris. 24 Shortly thereafter, on
March 18, 2009, RTI provided the Board with the new medicine submission for Soliris
for consideration by the HDAP. 25

62.

HDAP reviewed Soliris at its May 15, 2009 meeting.

HDAP's report, provided to

Alexion on June 2, 2009, recommended that Soliris be classified as a category 2 new
drug product. 26 Based on the then (and current) Guidelines, the highest possible price at
introduction, known as the Maximum Average Potential Price or "MAPP", 27 for a
breakthrough drug is the median price of the seven comparator countries set out in the
24

Exhibit 1, Tabs 4, 5.

25

Exhibit 1, Tab 6.

26

Exhibit 1, Tab 85.

27

Under the then Guidelines, this was referred to as the Maximum Non-Excessive (or "MNE") price.
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Regulations (known as the Median International Price Comparison, or "MIPC" test).
The ceiling or maximum price for breakthrough drugs in subsequent years, referred to as
the Non-Excessive Average Price or "NEAP", is the lower of (i) the price from the
previous year increased by the allowable increase based on the Canadian Consumer Price
Index (CPI), or (ii) the highest price in the comparator countries (known as the Highest
International Price Comparison, or "HIPC" test). These price comparison tests and
methodologies are commonly referred to as External Reference Pricing, or "ERP".
63.

Soliris was first sold in Canada in June 2009. At that time, Soliris was sold in six of the
seven comparator countries. The list price of Soliris in Canada at introduction was
$224.7333 per unit; this is not the cost of one package, as Soliris is supplied as a
10mg/ml solution in 30ml single-use vials, and a vial (containing 30 units) of Soliris
costs $6,742. 28 The product monograph sets out the dosing information for Soliris, and
the maintenance dose of Soliris for PNH for an average adult costs approximately
$20,000 every two weeks. 29

64.

On June 25, 2010, approximately a year after the first sale of Soliris in Canada, the
PMPRB sent a letter to David Hallal of Alexion, advising him that Board Staff had
commenced an investigation into the price of Soliris after reviewing the introductory
price and sales data (for July to December 2009) filed by Alexion. 30 The MAPP for
Soliris, calculated using the MIPC, was $217.6772, and the $224.7333 price being
charged by Alexion at the time exceeded that by 3.2%. The letter indicated that Alexion
had generated excess revenues of $78,322.61 during that period.

Board Staff also

advised that they were unable to find a public price for Soliris for Germany and France,
and had found discrepancies between the public prices and the prices filed by Alexion for
the United Kingdom and the United States.
65.

On July 5, 2010, PDCI Market Access Inc. (previously RTI) responded to the June 25,
2010 letter (referenced above), noting that Alexion was in the process of assembling

28

Exhibit 1, Tab 12.

29

Estimate based on dosing information in product monograph.

30

Exhibit 1, Tab 14.
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source materials for prices reported in its filings, and that the method used by the PMPRB
to remove the mark up in the UK is not consistent with the Board's reference
publication. 31
66.

On July 13, 2010, PDCI filed Alexion's Form 2 for Soliris for January to June 2010. 32 A
Form 2 contains information about the sales and prices of the drug product in Canada and
the comparator countries. Patentees are required to file this pricing information with the
PMPRB twice a year (for January to June and July to December of each year).

67.

On August 25, 2010, PDCI provided Board Staff with the requested source materials for
France (Theriaque) and Germany (Medikamente-per-klick). 33

68.

On October 21, 2010, PDCI sent Board Staff revised Block 5 data for Soliris for January
2009 to June 2010, which reflected the "correct distribution chain for [Soliris]". Block 5
data on Form 2 is the data related to sales and prices of the drug in the comparator
countries. PDCI noted that the "previous reports incorrectly included wholesale and
pharmacy classes for Europe" but "with the exception of Germany, Soliris is supplied
directly to hospitals." 34 On November 30, 2010, PDCI corrected an error in the forms
filed on October 21, 2010 – PDCI had inadvertently entered a non-hospital customer code
for France (even though Soliris was supplied only directly to hospitals in Europe except
for Germany). 35

69.

On February 1, 2011, PDCI filed the Form 2 for Soliris for July to December 2010. 36

70.

On June 21, 2011, Board Staff sent a letter to Alexion in regard to Board Staff's
investigation into the price of Soliris that had been commenced on June 25, 2010. Board
Staff accepted the amended Form 2 information filed on October 21 and November 30,

31

Exhibit 1, Tab 16.

32

Exhibit 1, Tab 15.

33

Exhibit 1, Tab 17.

34

Exhibit 1, Tab 18.

35

Exhibit 1, Tab 19.

36

Exhibit 1, Tab 20.
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2010, and noted that there were cumulative excess revenues remaining as of December
2010 of $16,946.37:
Alexion Pharma is being given the opportunity to take a voluntary
price reduction to offset the cumulative excess revenues. To offset
excess revenues via a price reduction, the average price will be
considered to have been reduced if it is below the previous year's
national non-excessive average price (N-NEAP). The current
Guidelines state that excess revenue balances below the amount
sufficient to trigger the investigation criteria that are carried for six
consecutive six-month reporting periods (three years) will be
expected to be offset through a Voluntary Compliance Undertaking
(VCU). Alexion Pharma is expected to offset the outstanding
$16,946.37 excess revenues by December 31, 2012 or it may be
subject to a VCU for that amount. 37
71.

Mr. Lemay testified that this amount was eventually offset by the deadline.

72.

On August 25, 2011, the PMPRB sent Alexion a Compliance Status Report ("CSR") for
Soliris for the period January to June 2011. 38 The cover letter explained that Board Staff
reviews prices on an annual basis (i.e., any investigations are commenced on a review of
the full-year data). In other words, although the PMPRB issues CSRs twice a year
following the reporting of the relevant information by the patentee, compliance is
determined on a full-year basis (and not for each reporting period individually). The NNEAP for this reporting period was calculated at $231.6936.

73.

On January 31, 2012, PDCI filed the Form 2 for Soliris for the July to December 2011
reporting period. 39

74.

On February 27, 2012, Board Staff provided Alexion with the CSR for Soliris for 2011.
The N-NEAP for Soliris for 2011 was calculated at $226.5297 and the compliance status

37

Exhibit 1, Tab 116.

38

Exhibit 1, Tab 24.

39

Exhibit 1, Tab 25.
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was "Within Guidelines". 40 The cumulative excess revenues were "0" because they had
been offset.
75.

On July 9, 2012, PDCI filed the Form 2 for Soliris for the January to June 2012 reporting
period. 41

76.

On August 2, 2012, Board Staff sent Alexion a CSR for Soliris for January to June 2012.
The N-NEAP for this reporting period was calculated at $222.2143; the average price of
Soliris in Canada, referred to as the National Average Transaction Price or the "N-ATP",
during this time period was $224.7333, and thus was above the N-NEAP. 42

77.

On October 25, 2012, PDCI corresponded with Board Staff, referencing a telephone
conversation between PDCI and Board Staff, and requesting a meeting "to discuss an
emerging international price comparison / exchange rate issue concerning Soliris." 43

78.

On December 11, 2012, a meeting between Board staff, Alexion and PDCI took place.
Meeting notes indicate that Alexion is expected to "have a problem in 2012 [and]
possibly 2013", "certainty is important for [the] company" and Alexion is "prepared to
make commitments" or "could agree to a price freeze". 44

79.

On January 30, 2013, PDCI filed the Form 2 for Soliris for July to December 2012. 45

80.

On February 25, 2013, Board Staff provided Alexion with the CSR for Soliris for 2012.46
The investigation criteria for Soliris was triggered in 2012 because the N-ATP of Soliris
($224.7333) was above the N-NEAP for that year ($214.2568), and Board Staff asked
Alexion to lower the price to the N-NEAP by December 31, 2013. The compliance status
was "Investigation" and the excess revenues for the period (as well as the cumulative

40

Exhibit 1, Tab 26.

41

Exhibit 1, Tab 28.

42

Exhibit 1, Tab 29.

43

Exhibit 1, Tab 86.

44

Exhibit 1, Tab 103A.

45

Exhibit 1, Tab 31.

46

Exhibit 1, Tab 32.
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excess revenues) were calculated at approximately $1.7 million. The letter sent by Board
Staff states:
The PMPRB's policy with respect to the Highest International
Price Guideline addresses situations where a drug product's price is
within the Guidelines in one review period, but outside the
Guidelines in a subsequent period as a result of events other than
actions directly attributed to the patentee. In this situation, the
patentee is notified of the commencement of an investigation and
informed that it is expected to adjust the price of the drug product
so that its price is within the Guidelines or be subject to a VCU and
repayment of excess revenues dating back to the original excessive
price. [emphasis added]
81.

Alexion did not adjust the price of Soliris to the N-NEAP by December 31, 2013, nor did
it enter into a VCU.

82.

On March 1, 2013, Alexion received a Notice of Compliance (NOC) for Soliris for
aHUS. 47 The current Guidelines do not provide for a rebenching of a price of a patented
drug product in these circumstances and the price of Soliris remained at $224.733 per
unit. However, the dosing regimen for aHUS is different than that for PNH. The
maintenance dose of Soliris for aHUS for an average adult costs approximately $27,000
every two weeks. 48

83.

On July 25, 2013, PDCI filed the Form 2 for Soliris for January to June 2013, noting
"that the Canadian average transaction price of Soliris (as reported on Block-4) has
remained unchanged since introduction in 2009. As previously discussed with Board
Staff, fluctuations in exchange rates and the appreciation of the Canadian dollar has
resulted in the Canadian price of Soliris appearing to be higher than corresponding
international prices. Alexion would like to meet with Board Staff to discuss this situation
and find a resolution to this matter in an expeditious manner." 49 As noted below, Mr.
Lemay testified that this (second) meeting did take place and the focus of the meeting
was on certain benefits provided by Alexion, which Alexion proposed to include in its

47

Exhibit 1, Tab 34.

48

Estimate based on dosing information in product monograph.

49

Exhibit 1, Tab 35.
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Form 2 – Block 4 filings. Block 4 data on Form 2 is the data related to sales and prices of
the drug product in Canada.
84.

On July 26, 2013, Board Staff provided Alexion with a CSR for Soliris for January to
June 2013. The N-NEAP was calculated at $214.7355; the N-ATP for Soliris during this
time period was $224.7333, and thus was above the N-NEAP. 50

85.

On December 11, 2013, the second meeting between Board Staff, Alexion and PDCI took
place. Meeting notes indicate that although exchange rates are the primary reason for
Alexion being offside the Guidelines, a principled reason would be required to deviate
from the Guidelines. The notes also reference that "no benefits filed" and Alexion "to get
back to [the PMPRB] in mid-January 2014". 51

86.

On January 29, 2014, PDCI filed the Form 2 for Soliris for July to December 2013, as
well as amended Block 4 information for July to December 2011, January to December
2012, and January to June 2013. The reason for the amendment, according to Alexion,
was to "[include] the rebates given during that period." 52 On February 6, 2014, Board
Staff advised Alexion that it requires evidence to support any revisions to Form 2 data. 53

87.

On February 12, 2014, PDCI responded to Board Staff as follows:
Further to Alexion's meeting with Board Staff in December 2013,
Alexion refiled its Form-2 Block-4 data for Soliris to include
"benefits" that had not previously been reported to PMPRB (for the
periods July to December 2011 through January to June 2013).
The benefits in question were rebates paid to provincial drug plans
under the terms of product listing agreements (PLAs). 54

88.

Board Staff responded to PDCI on February 20, 2014:

50

Exhibit 1, Tab 36.

51

Exhibit 1, Tab 103B.

52

Exhibit 1, Tab 37.

53

Exhibit 1, Tabs 38, 39.

54

Exhibit 1, Tab 39.
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When the subject of including benefits was first raised at our
meeting in December 2013, there was no mention of the fact that
the benefits being referred to were in fact third party payments.
Board Staff was under the impression that the benefits to be
included in the anticipated re-filing of Block 4 data related directly
to a sale or sales to customers.
[…]
Although Board Staff would not typically require evidence to
support the reporting of third party payments, provided they had
been consistently included or excluded in their Form 2 reporting
from the outset, this is not the case for data revisions. With any and
all data revisions, it is mandatory to provide verifiable evidence to
support the revised data. As a result, the Soliris investigation team
has determined that at a minimum, the company shall be required
to provide copies of the Product Listing Agreements entered into in
2011 with the provinces of Nova Scotia, Ontario and BC. 55
89.

On February 25, 2014, Board Staff provided Alexion with a CSR for Soliris for 2013. 56
The N-NEAP for this reporting period was calculated at $213.9103; the N-ATP for
Soliris during this time period was $216.4597, and thus was still above the N-NEAP.
The N-ATP for Soliris was not $224.7333 because the original Form 2 filed for July to
December 2013 for Soliris included rebates. 57 With respect to a patentee's original Form
1, Form 2 and Form 3 filings, Mr. Lemay testified that Board Staff does not take any
steps to verify the information filed by the patentee. 58 If a filing is amended, the
amendment is verified by Board Staff.

The compliance status for 2013 was

"Investigation". The excess revenues for 2013 were approximately $572,697, and the
excess cumulative revenues were approximately $2.24 million.
90.

Also on February 25, 2014, PDCI advised Board Staff that "John Haslam will be in
Ottawa on Tuesday March 4th and could be available to meet briefly with Board staff…
Alexion will provide Board staff with an opportunity to review the PLA agreements…

55

Exhibit 1, Tab 39.

56

Exhibit 1, Tab 41.

57

Exhibit 1, Tab 37.

58

Examination In-Chief of Mr. Lemay (Cont'd), January 17, 2017, Hearing Transcript, Vol 2 (Confidential) at
p. 8, lines 5-25.
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and ask any questions… it is not Alexion's intention to leave copies of these documents
with Board [Staff]". 59 This meeting did not take place.
91.

On April 29, 2014, Board Staff advised Alexion that it would not accept data revisions to
past filings related to rebates under PLAs, and asked Alexion to refile the Form 2 for July
to December 2013 removing the rebates. 60 Board Staff's letter shows cumulative excess
revenues of approximately $4 million as at the end of 2013, attaches a draft VCU and
states:
Based on our review of the price and sales data for the January to
December 2013 reporting period, the N-ATP of Soliris in 2013
was $216.4597. As the 2013 N-ATP is not lower than the 2012 NNEAP, in accordance with the Board's Guidelines, Alexion is
being given the opportunity to provide a Voluntary Compliance
Undertaking (VCU).
[…]
Since the N-NEAPs for 2012 and 2013 were established by the
Highest International Price Comparison (HIPC) tests, Board Staff
verified the Block 5 International prices filed by Alexion for
Soliris for 2012 and 2103 [sic]. There appears to be discrepancies
with the German price which is the highest priced country in 2012.
From 2009 to 2011 and for 2013, Alexion filed a Pharmacy and a
Wholesale price for Germany. For 2013, the highest priced
country based on the Block 5 information submitted by Alexion is
Sweden. There was no price for Sweden in Board Staff's publicly
available sources. Attached is a comparison of Board Staff's
publicly available prices and the Block 5 information submitted in
[Alexion's] Form 2 filing for 2012 and 2013.
Given the discrepancies between [Alexion's] Form 2, Block 5
international prices and Board Staff's public sources, Alexion is
requested to provide an explanation of the discrepancies and copies
of the source documents that the company relied upon for the
Block 5 information. 61

59

Exhibit 1, Tab 127.

60

Exhibit 1, Tab 117.

61

Exhibit 1, Tab 117.
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92.

Charts attached to Board Staff's letter note that the German price filed by Alexion in 2012
(which is the highest price in the comparator countries in 2012) is $214.2588, and the
German price found by Board Staff through its price verification process is $212.8455.
As noted above, the N-ATP for 2012 for Soliris is $224.7333, higher than both of these
prices. The highest price filed by Alexion in 2013 was the Swedish price ($213.9103).

93.

On May 28, 2014, PDCI advised Board Staff that the "Canadian price of Soliris is
expected to be lower than the Swedish price based on the expected 2014 exchange rates."
Board Staff replied on June 25, 2014, stating, "Board Staff is not prepared to rely on
forecast compliance based on expected exchange rates in order to delay compliance with
the [HIPC]… [t]he price of Soliris has been the highest of the comparator countries since
2012." 62

94.

On July 30, 2014, PDCI filed the Form 2 for Soliris for January to June 2014. 63 On
August 5, 2014, Board Staff sent Alexion a CSR for Soliris for that reporting period. The
N-NEAP was calculated at $220.3276; the N-ATP for Soliris during this period was
$224.7333, and thus was above the N-NEAP. 64

95.

On August 6, 2014, PDCI filed amended Block 4 data for Soliris for July to December
2013 reporting period, removing the rebates/benefits to the provinces, as requested by
Board Staff. 65

96.

On August 20, 2014, Board Staff asked PDCI for international price sources for Germany
(July to December 2012), Sweden (July to December 2013 and January to June 2014) and
Italy (January to June 2014). PDCI responded the same day attaching the price sources,
which included Rote Liste for Germany, Apoteket for Sweden and Pagine Sanitarie for
Italy. 66

62

Exhibit 1, Tab 88.
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Exhibit 1, Tab 43.
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Exhibit 1, Tab 44.

65
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97.

On September 23, 2014, in response to the price sources provided by PDCI, Board Staff
rejected the German and Italian prices (and asked Alexion to refile), and accepted
Apoteket as a pricing source for Sweden. 67

98.

On January 15, 2015, Board Staff filed the Statement of Allegations alleging that the
price of Soliris was excessive between 2012 and 2014, and seeking an order under
section 83 of the Patent Act. On January 22, 2015, the Board issued the Notice of
Hearing.

99.

There is no cover e-mail or date, but Alexion filed the Form 2 for Soliris for July to
December 2014. 68 Block 4 data on this form (as well as previously filed Block 4 data by
Alexion) reflects two customer classes: hospital and pharmacy customers (class 1 and 2,
respectively), and not wholesalers (class 3).

100.

On January 29, 2015, PDCI filed amended Form 2s for Soliris for 2012, 2013 and for
January to June 2014, as requested by Board Staff on September 23, 2014. 69

101.

On February 18, 2015, Board Staff provided Alexion with a CSR for Soliris for 2014.
The compliance status was "Notice of Hearing" and the N-NEAP, N-ATP and excess
revenues were not calculated. 70 Mr. Lemay testified that once a case proceeds to this
stage (i.e., a hearing before the Board), these values are not calculated by Board Staff.

102.

On June 30, 2015, Board Staff wrote to PDCI about the Block 4 information for Soliris
for July to December 2014, noting that it appears very different from all other reporting
periods since the date of first sale, and not all sales of Soliris in this filing were reported
at the list price. PDCI replied on July 2, 2015, that "[t]he lower average prices reported
for the July to December 2014 reporting period accurately reflect reductions from the List
Price of Soliris provided by Alexion to its wholesaler/distributor and reported as required
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under the Regulations." 71 Block 4 data for July to December 2014 (as noted above), as
well as previously filed Block 4 information for Soliris reflects only two customer
classes: hospital and pharmacy customers (class 1 and 2, respectively), and not
wholesalers (class 3). 72
103.

During the hearing, Mr. Haslam testified that Alexion's only customer in Canada is
Innomar, and put into evidence credit memos from Alexion to Innomar (two dated
November 7, 2014, one dated December 16, 2014, and one dated June 16, 2015) which
reflect the different prices reported in Alexion's Form 2 for 2014. 73 These credit memos
and the rebates to Innomar will be addressed by the Panel later in these reasons when
dealing with the appropriate order under section 83 of the Patent Act.

104.

There is no cover e-mail or date, but Alexion filed the Form 2 for Soliris for January to
June, and for July to December, 2015. 74 On February 2, 2016, Board Staff provided
Alexion with a CSR for Soliris for 2015. The compliance status for 2015 was "Notice of
Hearing" and the N-NEAP, N-ATP and excess revenues are not calculated. 75

105.

Form 2s for the two reporting periods in 2016 were not in evidence at the hearing, nor
was the CSR for 2016.

VIII. Issues in this Proceeding
106.

There are two issues for the Panel to determine:
(i)

Is or was the price of Soliris excessive within the meaning of sections 83 and 85
of the Patent Act?

(ii)

If the answer to issue (i) is yes, what order(s), if any, should this Panel make?

71

Exhibit 1, Tabs 55.

72

Exhibit 1, Tab 89.

73

Exhibit 46; Exhibit 47.

74

Exhibit 1, Tabs 90, 91.

75

Exhibit 1, Tab 97.
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IX.

Analysis
(k)

The correct benchmark for determining whether the price of Soliris is
excessive is the LIPC test
(i)

107.

The Consumer Protection Mandate of the PMPRB

Amongst other things, this Board has a consumer protection mandate, which was
affirmed by the Supreme Court of Canada in Celgene. 76 In particular, the Supreme Court
of Canada in Celgene references the Hansard and notes:
[27]
When the Patent Act was further amended in 1993 (Patent
Act Amendment Act, 1992, S.C. 1993, c. 2), the then Minister of
Consumer and Corporate Affairs and Minister of State
(Agriculture), the Hon. Pierre Blais, reiterated the Board's
consumer protection mandate:
With Bill C-91, we also wanted to strengthen consumer
protection, so that consumers can continue to obtain
patented medicine at reasonable prices. I think that all
Canadians are entitled to that.
…
… The board will thus be able to provide all Canadian
consumers with even more effective price control. These
new powers will authorize the board to order a reduction of
prices it considers too high...
… I am convinced that these new provisions will assure
Canadian consumers, of reasonable prices, like those they
have had since 1987.
(House of Commons Debates, vol. XII, 3rd Sess., 34th
Parl., December 10, 1992, at pp. 14998 and 15001)

108.

The Panel recognizes and accepts that, when making its determination under section 85,
it must consider the Board's consumer protection mandate – specifically, the Board's role
in ensuring that all Canadians are able to obtain patented medicines at "reasonable prices"

76

Celgene Corp. v Canada (Attorney General), 2011 SCC 1 at para 27 [Celgene]; see also, ICN
Pharmaceuticals Inc. v Patented Medicine Prices Review Board, [1996] FCJ no 206 at para 24 (FC), aff'd
[1996] F.C.J. No. 1065 (FCA).

- 30 Public Version
and that prices of patented medicines do not rise to "unacceptable levels." 77 As noted by
the hearing panel in the Celgene proceeding, this mandate applies to all purchasers –
there is no indication in the Patent Act that Parliament intended the Board to leave any
purchaser unprotected from the general remedial powers of the Board, whether the
purchaser is a government, insurer, wholesaler or consumer. 78
109.

Alexion went to considerable efforts in the hearing to try to convince the Panel that it
acted responsibly and fairly, that it did nothing wrong, and that it was a victim of forces
outside of its control. It is not necessary for this Panel to decide whether Alexion has
accurately described its conduct and the situation because, as set out in greater detail
below, such factors are irrelevant to the Panel's determination under section 85(1). As
confirmed by the Federal Court of Appeal, this Panel's focus must be on the persons who
are in need of protection from excessive pricing, and not on the conduct of the patentee
alleged to have excessively priced. 79 In other words, a Panel can certainly find that
Canadians are in need of protection from excessive pricing of a patented medicine
through an order from the Panel even where the situation is caused by forces outside of
the patentee's control.
(ii)

110.

The Role of the Guidelines

The Guidelines were first published in 1994 and, since then, have been revised on an
ongoing basis. The current version of the Guidelines was released on June 9, 2009,
implemented on January 1, 2010, and last updated in February 2017. For the purposes of
the Panel's decision in this proceeding, any revisions that have been made to the version
of the Guidelines implemented on January 1, 2010 are not material.

77

Celgene, supra note 76 at paras 25-28; Board Decision –Ratiopharm Inc. and the Medicine "ratioSalbutamol HFA" (27 May 2011) at para 13, online: PMPRB <http://www.pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/ratio-SalbutamolHFA-Merits-Reasons-D3-May-27-2011.pdf> [ratio-Salbutamol (Board Decision)], rev'd on other grounds
Ratiopharm Inc. v Canada (Attorney General), 2014 FC 502, Federal Court decision rev'd and Board
Decision aff'd Canada (Attorney General) v Sandoz Canada Inc., 2015 FCA 249 [Sandoz (Appeal
Decision)].

78

Board Decision –Celgene Corporation and the Medicine "Thalomid" (21 January 2009) at para 23, online:
PMPRB <http://www.pmprb-cepmb.gc.ca/view.asp?ccid=881&lang=en>.

79

Sandoz (Appeal Decision), supra note 77 at para 67.
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111.

The Guidelines were prepared in consultation with relevant stakeholders. Amongst other
things, they advise patentees how Board Staff will approach compliance, how Board Staff
reviews the prices of patented drug products, and when an investigation by Board Staff
will be triggered. The Guidelines do not address how a hearing panel will apply the
Patent Act to determine whether a price is excessive, or to impose a remedy should the
hearing panel conclude that a price is excessive.

112.

Board Staff applies the factors set out in section 85 of the Patent Act to determine if the
price of a patented drug product sold in Canada is excessive, and the Guidelines are
meant to provide assistance in the application of these factors.

There is also a

complementary Patentee's Guide to Reporting, which sets out technical and other details
related to a patentee's reporting obligations. 80
113.

The Guidelines deal with both the introductory price and the price going forward of
patented drug products. For breakthrough drugs, such as Soliris, the Guidelines adopt the
MIPC test for the introductory price, and the maximum price is set as the median exfactory price of the same strength and dosage of the drug for France, Germany, Italy,
Sweden, Switzerland, the United Kingdom and the United States. As noted above, at
introduction the price of Soliris in Canada exceeded the MIPC, and an investigation was
triggered because the excess revenues were calculated at approximately $78,000 (which
was above the $50,000 threshold for triggering an investigation under the Guidelines).
However, Alexion amended its filings, reducing the amount of excess revenues to an
amount (approximately $16,000) that was not sufficient to trigger the investigation
criteria in the Guidelines (albeit the price was still above the MIPC).

114.

For the price going forward, the Guidelines adopt the HIPC or CPI tests – the ceiling
price for a breakthrough drug going forward is the lowest of either the HIPC test or the
CPI test set out in the Guidelines.

115.

The current Guidelines state at section A.5.3:

80

Exhibit 2, last updated July 2015.
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The Board, following considerable deliberation and consultation
with all stakeholders, pursuant to subsection 96(5) of the Act,
published the PMPRB's Guidelines pursuant to subsection 96(4) of
the Act. Although the Guidelines are not binding on the Board or
the patentee, they establish an approach and methodology in
applying the factors set out in subsection 85(1) of the Act.
(emphasis added)
116.

There is no doubt that the Guidelines are advisory only and are not binding on this
Panel. 81 While not binding, the Panel will give the Guidelines due consideration in light
of their provenance and the role that they play in assisting patentees in the application of
the provisions of the Patent Act. 82 There is a need to balance certainty and consistency
(which the Guidelines promote) with the need to be flexible and have fact-specific
solutions. In any event, this Panel cannot apply the Guidelines as if they are the law, and
cannot rely on them in a manner that inappropriately limits the discretion conferred on
this Panel by the Patent Act. 83 To the extent that the Guidelines conflict with the Patent
Act or the Regulations, the latter must prevail. 84

117.

For this Panel to rely on the provisions of the Guidelines to reach a conclusion on
whether Soliris has been or is excessively priced, it must be satisfied that the Guidelines
provide an appropriate implementation of the Patent Act specifically in relation to Soliris.
This Panel can reach that conclusion as a result of the evidence and argument provided
by the participants in this proceeding, or the Panel's own expertise, or a combination of
the two. 85

118.

The hearing panel in the Adderall case provided a helpful summary of the role of the
Guidelines:

81

Patent Act, supra note 2, s. 96(4).

82

Dovobet, supra note 18; Quadracel (2009), supra note 20 at paras 13, 14, 16; ratio-Salbutamol (Board
Decision), supra note 77 at paras 57-58.

83

Gordon v Canada (Attorney General), 2016 FC 643 at paras 29, 40, 41; Thamotharem v Canada (Minister
of Citizenship & Immigration), 2007 FCA 198 at paras 55-62, leave to appeal refused [2007] SCCA no 394
(SCC).

84

Sandoz (Appeal Decision), supra note 77 at para 75; Teva Neuroscience G.P.-S.E.N.C. v Canada (Attorney
General), 2009 FC 1155 at para 32 [Teva Neuroscience].

85

Quadracel (2009), supra note 20 at para 16; ratio-Salbutamol (Board Decision), supra note 77 at para 60.
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15.
The Guidelines were established after consultation with
stakeholders, as mandated by subsection 96(5) of the Act. The
Guidelines aim to provide a structure for the necessary
particularization and integration of the general factors listed in
section 85, to provide fairness through consistent treatment among
patentees, and to give patentees guidance on the process that will
be used in establishing the MNE for their medicines, both when the
medicines are first introduced to a market in Canada and each year
thereafter that they are sold in Canada.
16.
On the other hand, the Guidelines are not binding on the
Board.
Furthermore, situations could arise that are not
contemplated by the Guidelines, or changes in medicine or the
marketing of medicines in Canada could give rise to situations that
are no longer covered appropriately by the Guidelines. In each
case, where the review of the pricing of a medicine comes before a
panel of the Board, the panel must determine whether the medicine
is priced excessively within the terms of section 85 of the Act. To
the extent that the Guidelines speak to this issue, the panel must
determine whether the Guidelines provide for an appropriate and
reasonable implementation of the factors in section 85 of the Act
before establishing an MNE by the terms of the Guidelines. If the
Guidelines do not result in an appropriate implementation of
section 85 of the Act, the panel must depart from the Guidelines.
17.
Board Staff suggested in final argument that the Guidelines
establish an MNE for a medicine that should be presumed by a
panel of the Board, in a price review hearing, to be excessive
unless the patentee can satisfy the Board otherwise. The Panel
believes that this over-states the role of the Guidelines. In each
case, a hearing panel must be satisfied, through evidence,
argument, the application of its own expertise and judgment or a
combination of all of those factors that the Guidelines provide for a
reasonable implementation of section 85 of the Act. In deciding
whether to reach this conclusion, appropriate weight will be given
to the provenance and role of the Guidelines, but they will not be
presumed to correctly implement the Act. 86 [emphasis added]
119.

This is a unique case in terms of the parties' respective positions on the application of the
Guidelines. Generally, in past hearings, one party (usually the patentee) argues that a
certain aspect of the Guidelines should not be applied to the particular facts of the
medicine at issue, and the other party (usually Board Staff) argues that the Guidelines

86

Board Decision –Shire BioChem Inc. and the Medicine "Adderall XR" (10 April 2008) at paras 15-17,
online: PMPRB <http://www.pmprb-cepmb.gc.ca/view.asp?ccid=808&lang=en> [Adderall].
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should be adhered to. In this case, both parties argue that the Guidelines should not be
strictly applied, but they differ on what aspects of the Guidelines should be applied and
what aspects should not.
120.

Board Staff argues that the Guidelines are an appropriate implementation of the Patent
Act except for the benchmark test that should be used to determine whether Soliris has
been excessively priced and to calculate the amount of excess revenues. Board Staff
argues that the LIPC test, which is not a test in the Guidelines, should be applied. On the
other hand, Alexion submits that it is critical that the Panel adhere to the benchmark tests
in the Guidelines (for reasons of transparency, fairness and certainty), but argues that it
should be relieved from the consequences of foreign exchange rate fluctuations, which
the Guidelines clearly say are the responsibility of patentees.

121.

Based on a thorough consideration of the submissions of the parties and the evidence in
this proceeding, and after applying its own expertise and judgment, this Panel is of the
view that the Guidelines are appropriate for the application of section 85(1) of the Patent
Act to Soliris, subject to one exception which is necessary to properly implement the
Patent Act (through the order to be issued by this Panel). 87 The Panel has concluded that
the MIPC and HIPC tests do not appropriately implement the Patent Act in the case of
Soliris. Rather, the appropriate benchmark to determine whether the price of Soliris is
excessive is the LIPC. The reasons for the Panel's decision in this regard are contained in
the section of this decision dealing with the application of the factors in section 85(1),
which follows this discussion of the role of the Guidelines.

122.

In deciding to depart from the Guidelines on the issue of the benchmark test, the Panel is
certainly aware of the important role played by the Guidelines and the fact that
stakeholders generally rely on the consistent application of the Guidelines to provide
certainty and predictability. However, the Panel has no choice but to deviate from the
Guidelines if and to the extent they do not result, in the case of Soliris, in a reasonable
implementation of the factors in section 85(1) of the Patent Act. In those circumstances,

87

Quadracel (2009), supra note 20 at para 19.
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the Panel must apply its own judgment to the factors in section 85, and apply them
appropriately to evaluate the price of Soliris. 88
123.

Before proceeding further with these reasons, the Panel will address the position of
Alexion and the intervener, BIOTECanada, that it is not open to this Panel to deviate
from the benchmark tests that are set out in the Guidelines.

124.

First, Alexion argues that while previous hearing panels have deviated from the
Guidelines where they were found to not properly implement the Patent Act, 89 they have
only done so in a manner that was favourable to the patentee. Whether this is true or not
is of no consequence in this proceeding as this Panel must deviate from the Guidelines in
the case of Soliris to the extent they are not an appropriate implementation of section
85(1) of the Patent Act, regardless of whether that deviation favours the position of Board
Staff or the patentee.

125.

Second, Alexion and BIOTECanada argue that this Panel cannot apply any benchmark
test that is not in the Guidelines until the Guidelines are changed, and that the
consultation process required by the Patent Act must occur before any changes to the
Guidelines are made. The Panel disagrees – if the Panel accepted this submission, it
would in effect be treating the Guidelines as binding and thus fettering the discretion
afforded to it by sections 83 and 85 of the Patent Act. The Panel is not amending the
Guidelines and the Panel's decision is applicable only to Soliris.

126.

Third, Alexion places emphasis on the fact that Board Staff's ultimate position in this
proceeding departs markedly from the approach it originally took in this case, and has
taken in past cases (where Board Staff has advocated that the Guidelines are appropriate
to determine whether a medicine is or has been excessively priced and to calculate
excessive revenues).

The Panel notes that Board Staff's Amended Statement of

Allegations charts a markedly different course than the original allegations, as well as the
position taken by Board Staff generally in other cases. However, how Board Staff
88

Adderall, supra note 86 at para 36.

89

See for example, Adderall, supra note 86 at paras 5, 16, 34, 46.
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reached its ultimate position in this case, and whether that position is consistent with
Board Staff's usual or past practices or conduct, is not relevant to the Panel's
determination under section 85(1) of the Patent Act. 90 And, while the amendments did
alter this proceeding in some respects, the Panel is satisfied that Alexion was given a full
and fair opportunity to respond to the amendments. As noted above, the hearing was
adjourned for several months to allow Alexion to respond to the Amended Statement of
Allegations.
127.

Fourth, Alexion argues that the doctrine of legitimate expectations supports its argument
that the Panel in this proceeding is restricted to the tests and methodologies set out in the
Guidelines. The Panel disagrees. The doctrine of legitimate expectations is part of the
rules of procedural fairness that govern administrative bodies – it provides that where a
government official makes a clear, unambiguous and unqualified representation within
the scope of his or her authority to an individual about an administrative process that the
government will follow, the government may be held to its word as long as the
representations are procedural in nature and do not conflict with the decision maker's
statutory duty. Where it applies, the doctrine can create a right to make representations
or to be consulted. The doctrine of legitimate expectations cannot create substantive
rights. And, it cannot serve to fetter the discretion of the decision maker following the
representations or consultation. 91

128.

There is no clear, unambiguous and unqualified representation to Alexion that the Board
would apply the tests set out in the Guidelines in an excessive pricing proceeding. In
fact, the Patent Act states the exact opposite. Section 96(4) of the Patent Act provides
that "the Board may issue guidelines with respect to any matter within its jurisdiction but
such guidelines are not binding on the Board or any rights holder or former rights

90

Dovobet, supra note 18.

91

Board Decision –Galderma Canada Inc. and the Medicines Containing "Adapalene" (19 December 2016)
at
para
69,
online:
PMPRB
<http://pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/Galderma_Decision_
December_19_2016.pdf>, citing Canada (Attorney General) v Mavi, 2011 SCC 30 at para 68; MoreauBérubé c Nouveau-Brunswick, 2002 SCC 11 at para 78; Reference Re Canada Assistance Plan, [1991] 2
SCR 525 at para 67; Malcolm v Canada (Minister of Fisheries and Oceans), 2014 FCA 130 at paras 47-49
[Malcom]; Sanofi-Aventis Canada Inc v Canada (Attorney General), 2009 FC 965 at paras 53, 54.
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holder." The Guidelines do not purport to advise how a panel of the Board will apply
section 85(1) of the Patent Act in an excessive pricing hearing. Further, even if there had
been a representation that the Guidelines would be applied in a hearing concerning
Soliris, it would conflict with the Panel's statutory duty to apply section 85(1) without
fettering its discretion. And, even if the doctrine did apply, it only gives Alexion the
right to notice and to be consulted, both of which have been provided. Alexion has
always been aware that the Guidelines are not binding and that the Board may choose not
to follow them in an excessive pricing hearing. 92 In fact, Alexion itself urged the Panel
to deviate from the Guidelines with respect to foreign exchange rate fluctuations.
Alexion has had ample notice of the alternative tests ultimately advanced by Board Staff,
and a full opportunity to respond to Board Staff's position and to make its position clearly
known to this Panel.
129.

Lastly, BIOTECanada submitted that the doctrine of promissory estoppel precludes this
Panel from deviating from the tests and methodologies set out in the Guidelines. In
particular, BIOTECanada asserts that since Board Staff used the MIPC test to initially
determine the MAPP, and Alexion based its initial price based on that, estoppel applies so
as to prevent the Board from "changing course" and using the LIPC test to determine
excessive pricing or forfeitures. The Panel also rejects this submission. Promissory
estoppel requires proof of a clear and unambiguous promise made to a citizen by a public
authority in order to induce the citizen to perform certain acts. The citizen must have
relied on the promise and acted on it by changing his or her conduct.

However,

promissory estoppel cannot interfere with the proper administration of the law – it cannot
be invoked to preclude the exercise of a statutory duty, or to avoid the application of a
clear legislative provision. 93

92

The Panel notes that, in the 10-K (annual report) filed by Alexion in the United States for the year ending
December 31, 2008, Alexion states that, in certain foreign countries, pricing of drugs is subject to
governmental control, and Alexion may be unable to negotiate pricing on terms that are favorable to it.
Similar statements are found in subsequently filed reports.

93

Immeubles Jacques Robitaille Inc. c Quebec (Ville), 2014 SCC 34 at paras 19, 20; Lidder v Canada
(Minister of Employment & Immigration) [1992] 2 FC 621 at para 17 (FCA); Malcolm, supra note 91 at
paras 38, 39.
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130.

The Panel agrees with Board Staff that, to establish promissory estoppel, the elements of
estoppel must be proven with respect to Alexion itself (and not stakeholders generally),
and that no evidentiary basis was provided to establish the elements of the test with
regard to Alexion. Further, even if the evidentiary basis had been provided, estoppel
cannot operate to require this Panel to apply the benchmark tests set out in the Guidelines
where doing so would not be an appropriate implementation of section 85(1) of the
Patent Act, which is exactly the Panel's conclusion in this case.

131.

The Panel has set out below its analysis of the various factors in section 85(1) of the
Patent Act, resulting in the Panel's decision to apply the Guidelines in the case of Soliris,
with the exception that the benchmark for determining whether the price of Soliris is
excessive is the LIPC.
(iii)

132.

The price of Soliris is excessive based on an analysis of the factors in
section 85(1) of the Patent Act

Section 85(1) of the Patent Act states: "In determining under section 83 whether a
medicine is being or has been sold at an excessive price in any market in Canada, the
Board shall take into consideration the following factors, to the extent that information on
the factors is available to the Board:
(a)

the prices at which the medicine has been sold in the relevant market;

(b)

the prices at which other medicines in the same therapeutic class have been sold
in the relevant market;

(c)

the prices at which the medicine and other medicines in the same therapeutic class
have been sold in countries other than Canada;

(d)

changes in the Consumer Price Index; and

(e)

such other factors as may be specified in any regulations made for the purposes of
this subsection."
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133.

The Patent Act does not define "excessive" price. Further, it does not prescribe any price
tests or methodology in sections 83 and 85 for determining whether the price of a
medicine is or was excessive. Parliament clearly contemplated that different tests and
approaches may be appropriate for different patented medicines, and it chose to give the
Panel the discretion to determine what tests and approaches should be applied in an
excessive pricing hearing. Parliament clearly chose not to give patentees the certainty
and predictability that would come with a legislatively mandated test for determining
whether a price is excessive.

134.

This Panel is required to formulate an opinion as to whether the price of Soliris is or was
excessive and, in doing so, it must give due consideration to all of the factors in section
85(1). Section 85(1) leaves it to the Panel's discretion to determine the relevance and
weight of each factor and of all of the factors taken together. 94 In any event, the Panel is
obligated to provide clear and intelligible reasons as to the consideration and weight
given to each factor in reaching its decision. 95

135.

The Panel must consider the factors set out in section 85(1) according to some rationale,
methodology or approach, which may be derived from the Guidelines, or it may be ad
hoc. 96 As discussed above, there is certainly no requirement on the Panel's part to apply
the Guidelines, in whole or in part.

136.

If the Panel is able to make a determination by reference only to section 85(1), it is to
limit itself to a consideration of the factors under that section. If not, this Panel can,
under section 85(2), take into consideration the costs of making and marketing the
medicine. 97 This Panel agrees with other hearing panels who have concluded that there
would have to be compelling reasons to determine the issue of excessive pricing on the

94

Adderall, supra note 86 at para 14.

95

Teva Canada Innovation v Canada (Attorney General), 2013 FC 448 at para 42 [Teva Canada]; Teva
Neuroscience, supra note 84 at para 76.

96

ICN Pharmaceuticals Inc. v. Canada (Patented Medicine Prices Review Board), [1996] FCJ No 1112 at
paras 6, 8 (FC) [ICN].

97

ICN, supra note 96 at para 3; ratio-Salbutamol (Board Decision), supra note 77 at paras 56, 86.

- 40 Public Version
basis of the costs of making and marketing the medicine, and it is only appropriate to do
so in exceptional circumstances and on the basis of clear and reliable evidence. 98
137.

Board Staff and Alexion agree that this Panel can reach a determination under section
85(1), and the Panel need not and should not resort to section 85(2). The Panel agrees –
the Panel is able to reach a decision based on the factors in section 85(1), and as such, did
not have regard to the factors in section 85(2). The Panel also agrees with Alexion that
there is no clear and reliable evidence in the record that would allow the Panel to make a
determination based on the factors in section 85(2) in any event.

138.

Section 85(3) of the Patent Act provides: "In determining under section 83 whether a
medicine is being or has been sold in any market in Canada at an excessive price, the
Board shall not take into consideration research costs other than the Canadian portion of
the world costs related to the research that led to the invention pertaining to that medicine
or to the development and commercialization of that invention, calculated in proportion
to the ratio of sales by the patentee in Canada of that medicine to total world sales."

139.

The evidence about research and development costs offered at the hearing was limited.
Between 2010 and 2014, Alexion reported a total of approximately $

of Research

and Development expenditures in its Form 3s for Soliris. 99 Mr. Haslam also testified
about R&D expenditures generally in Canada (but not specifically for Soliris in
Canada). 100

98

Board Decision –ICN Canada Ltd. and ICN Pharmaceuticals Inc. (26 July 1996) at pp. 11, 12, online:
PMPRB
<http://pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/db-95d5v-e14LGJ492003-8710.pdf> [Virazole]; application for stay of board decision dismissed ICN, supra note 96; Board
Decision –Teva Neuroscience and the Medicine "Copaxone", (25 February 2008) at para 48, online:
PMPRB
<http://www.pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/COPAXONE_MeritsReasons_-_D2-_Feb_25_0838KCU-3102008-2953.pdf > set aside on other grounds in Teva Neuroscience,
supra note 84.

99

Exhibit 1, Tabs 21 (2010), 27 (2011), 33 (2012), 42 (2013), 50 (2014).

100

Examination In-Chief of Mr. Haslam, February 24, 2017, Hearing Transcript, Vol 13 (Public) at p. 1839,
line 23 – p. 1844, line 1.
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140.

R&D spend is not one of the factors required to be considered under s. 85(1) of the
Patent Act, and the Panel has not considered it. Even if the Panel was willing to consider
this factor, the Panel agrees with Board Staff that it did not receive the necessary
evidence that would allow it to do so. In particular, the Panel did not receive cogent and
reliable evidence of the specific R&D costs it is entitled to consider, as set out in section
85(3) of the Patent Act.
(A)

141.

Section 85(1)(a) – the prices at which the medicine has been sold
in the relevant market

Board Staff submits that section 85(1)(a) is a stand-alone factor which requires the Panel
to conduct a contextual analysis of the price of Soliris. Board Staff submits that the Panel
should consider factors such as the annual cost of treatment, social or opportunity costs,
median household income and per capita GDP. Board Staff submits that all of these
factors point to the price of Soliris being excessive.

142.

The Ministers of Health make a similar argument. They argue that section 85(1)(a)
allows the Panel to assess the annual treatment cost of Soliris in the context of its broader
effect on payors, including the opportunity costs resulting from the public funding of
Soliris, the cost pressures under which public payors operate, and the rising costs of
EDRDs. In particular and as noted above, Mr. Lun testified that, in 2015/2016, British
Columbia funded 14 EDRDs at a total expenditure of approximately $
Soliris represented $

of that $

, or almost

of EDRDs (including Soliris) in British Columbia was $

.

. The average cost
per patient per EDRD,

an amount considerably less than the annual average cost of Soliris to treat adult patients
with PNH or aHUS. 101
143.

Alexion disagrees with Board Staff's and the Ministers of Health's interpretation of
section 85(1)(a). Alexion submits that the price at which the medicine has been sold in
the relevant market (being Canada in this case) is based on the information filed by the
patentee under the Patent Act and Regulations, and that price is then used as the basis for
the comparisons mandated by sections 85(1)(b), (c) and (d) of the Patent Act. Alexion

101

BC Minister of Health Closing Submissions dated March 31, 2017 at paras 17–19.
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argues that section 85(1)(a) does not permit comparisons with factors such as GDP or
median family income.
144.

As confirmed by the Federal Court, a plain reading of the Patent Act leads to the logical
conclusion that it is on the basis of the information provided by the patentee under
section 80(1)(b) of the Patent Act that the Board will be able to determine the price at
which the medicine is being sold in the relevant market. 102 This interpretation was
applied by the hearing panels in both the Penlac and Quadracel and Pentacel
proceedings, and the Panel agrees with this approach.

145.

In Penlac, the panel concluded that the price at which the medicine is being sold is the
starting point of the section 85(1) assessment, and that this price, which is based on
information on file with the Board, is then considered in light of the other factors in
section 85(1). 103

146.

In Quadracel/Pentacel, the patentee argued that the panel should take into account
factors unique to vaccines in considering section 85(1)(a). The hearing panel rejected
this argument, concluding that section 85(1)(a) required the panel to establish a means of
determining the price at which a patented medicine is or has been sold in Canada, but
does not direct the panel to engage in an open inquiry into the price excessiveness (or
not) of a medicine. Rather, having established the price at which the medicine is sold in
Canada under section 85(1)(a), the Board is instructed by the balance of section 85(1) to
consider whether that price is excessive based on the other factors listed in section
85(1). 104

147.

The Regulations require patentees to file, pursuant to section 80(1) of the Patent Act, the
average price per package or the net revenue from sales in respect of each dosage form,
strength and package size in Canada, as well as the publicly available ex-factory prices in

102

Leo Pharma, supra note 18 at para 47.

103

Penlac, supra note 19 at para 14.

104

Quadracel (2009), supra note 20 at para 48.
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Canada and the comparator countries. 105 This information allows the Board to determine
the first factor as listed under paragraph 85(1)(a) of the Patent Act, namely the price at
which the medicine has been sold in the relevant market. 106
148.

For Soliris, the Panel considers the "relevant market" to be Canada, and the "prices" to be
the N-ATP as disclosed in Alexion's filings with the Board. In this case, Alexion has
consistently maintained that the price of Soliris in Canada has not changed since its
introduction and is $224.7333 per unit (notwithstanding any rebates or discounts).
(B)

149.

Section 85(1)(b) – the prices at which other medicines in the
same therapeutic class have been sold in the relevant market

If there is no other medicine in the same therapeutic class, this Panel should disregard s.
85(1)(b), and will (assuming changes in the CPI are not in issue) consider only the price
of the medicine under review in Canada and outside Canada. 107

150.

As already noted in the reasons for striking portions of Dr. Addanki's evidence, the Panel
accepts that Soliris is a breakthrough medication for which there are no other medicines
in the same therapeutic class that have been sold in Canada. This factor is therefore not
applicable to Soliris.
(C)

151.

Section 85(1)(c) – the prices at which the medicine and other
medicines in the same therapeutic class have been sold in
countries other than Canada

Since there are no other medications in the same therapeutic class as Soliris, the Panel is
left to consider the prices at which Soliris has been sold in countries other than Canada.
Section 85(1)(c) of the Patent Act does not prescribe how this should be done nor does it
set out the list of countries that must be considered. 108

105

Patented Medicines Regulations, SOR/94-688, s 4(f).

106

Leo Pharma, supra note 18 at para 47.

107

Penlac, supra note 19 at para 21; Virazole, supra note 98 at p.7.

108

The Regulations contain a list of seven countries for which a patentee must file pricing information under s.
80 of the Patent Act. However, there is no requirement in the Patent Act or the Regulations that these are
the countries that must be considered under s. 85(1)(c) of the Patent Act.
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152.

The Panel notes that the price of Soliris has been under scrutiny in countries, other than
the comparator countries. For example, the Health Service Executive in Ireland has
indicated that the cost of Soliris is "exorbitant" and "astronomical", and that Alexion
refused to provide a reasonable and sustainable price. 109

Initially in 2013, Ireland

declined to fund Soliris for PNH 110 but the National Centre for Pharmacoeconomics
reviewed the matter again in 2015, and decided to cover the costs.

Similarly,

PHARMAC in New Zealand refused to fund Soliris for PNH in October 2013, noting that
the price is "extreme" and "out of line with other comparable innovative new medicines
supplied by other companies". 111 In particular, PHARMAC notes that "Eculizumab
could benefit up to 20 people, at a cost of approximately $10 million per year." This
translates to an annual cost of treating a PNH patient as NZ$500,000 or approximately
CDN$437,000 (at market exchange rates in December 2013). 112
153.

The question for this Panel is whether the relevant sections of the Guidelines, including
the MIPC and HIPC tests, are an appropriate implementation of the requirement in the
Patent Act that the Board consider the international prices of Soliris when determining
whether the price of Soliris is or was excessive in Canada. The current ERP system in
the Guidelines is meant to apply section 85(1)(c) of the Patent Act and uses as
comparators the seven countries set out in the Regulations.

154.

The countries which are used for comparison under this factor are the seven countries set
out in the Regulations.

These seven countries were selected by Parliament in the

Regulations and are the only other countries for which price information for Soliris was
available in this proceeding. Furthermore, several of the seven comparator countries had
a higher GDP per capita than Canada (including if adjusted for PPP) in 2009 when Soliris
was introduced, reflecting that the set of comparators does not only include "poor"
countries which may bias price downwards. Dr. Schwindt also testified that the "set of
comparator countries used by the PMPRB… does not contain countries with significantly
109

Exhibit 1, Tab 71(a).

110

Exhibit 1, Tab 71(b).

111

Exhibit 1, Tab 72.

112

Board Staff Written Closing Submissions dated March 24, 2017 at para 16, n 1).
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lower standards of living, which could bias relative prices down, and does include
countries with significantly higher per capita GDP. It is also worth noting that the set of
comparators includes the U.S., a pharmaceutical market viewed as high priced amongst
developed countries." 113
155.

The Panel recognizes that, in performing the comparison required under section 85(1)(c),
it is limited to comparing the price in Canada with the publicly available ex-factory prices
in the comparator countries (which are often subject to discounts) filed by Alexion under
the Regulations. 114

No evidence regarding any rebates or discounts provided in

comparator countries was filed in this proceeding, and the Panel does not know whether
the publicly available ex-factory price of Soliris in the comparator countries is in fact the
actual price due to any discounts or rebates.
156.

Using the publicly available ex-factory price in the comparator countries filed by Alexion
as the reference point allows the Panel to conduct an apples-to-apples comparison when it
comes to comparing the price of Soliris in Canada to the price of Soliris in the other
jurisdictions because the list price of $224.7333 in Canada does not include any discounts
or rebates and, as noted above, no evidence regarding any rebates or discounts provided
in comparator countries was filed in this proceeding. These are also the prices used by
Board Staff in the various price tests set out in the Guidelines, and the Panel is satisfied
that the use of the publicly available ex-factory price for these purposes is an appropriate
implementation of section 85(1)(c) of the Patent Act.

157.

The fact that the Board may not be comparing actual prices does not render the factor in
s. 85(1)(c) unreliable or inherently deserving of less weight. As the Federal Court
explained in Teva Canada, having enacted section 85(1)(c), Parliament is presumed to be
aware of the difficulties in comparing the prices of medicines across borders and, despite

113

Exhibit 8, pp. 11-12.

114

Virazole, supra note 98 at p.10.
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this, section 85(1)(c) is a factor that must be considered. For this Panel to conclude
otherwise would be to subvert the will of Parliament. 115
158.

In Board Staff's submission, there "is nothing unfair or unreasonable in conducting such
an analysis which is referred to as ERP. There is also nothing unfair or unreasonable in
conducting ERP analysis based on "nominal" prices (i.e. the actual list prices in each
country) in foreign currency that is converted to Canadian currency using market
exchange rates." Board Staff submits:
"ERP for pharmaceutical prices is used in many other countries.
Professor Schwindt noted that it is used by 24 of the EU member
states.
[…]
Professor Schwindt noted that the use of ERP is also a substitute
for the fact that pharmaceutical consumers for the most part cannot
engage in arbitrage. If a market was competitive and there were no
constraints on purchasing products from other jurisdictions, then
the buyers would purchase their products in countries with lower
prices and then import the product. (In particular, this would be the
case for pharmaceuticals with a high value to weight ratio.)
Arbitrage would then take place at current market exchange
rates." 116

159.

The Panel agrees with this submission. The Panel found Dr. Schwindt's evidence on this
point helpful, in particular his reference to the article titled "Differences in external price
referencing in Europe—A descriptive overview," which shows that price comparison tests
are widely used in Europe. 117

Dr. Schwindt testified that prices in other countries

demonstrate a patentee's willingness and ability to supply at that price (and assume a
normal rate of return). In particular, Dr. Schwindt stated:
Prices in other developed countries disclose the patentee's
willingness to supply other, roughly comparable, markets.
Presumably, these prices compensate the patentee's costs. If a
patentee willingly supplied other, comparable markets at prices
115

Teva Canada, supra note 95 at para 41.

116

Board Staff Written Closing Submissions dated March 24, 2017 at paras 92, 95.

117

Exhibit 9.
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significantly below the Canadian price, this would call for a
justification of the Canadian price. Comparison with foreign
prices also addresses, to a limited extent, the fact that Canadian
pharmaceutical consumers cannot arbitrage across international
markets as is possible in other jurisdictions. 118 [footnotes omitted]
160.

Dr. Anis argued that one cannot infer a patentee's willingness to supply in a country
based on price alone, and we have to consider supply and demand factors. 119

Dr.

Schwindt acknowledged that price is not a perfect surrogate for estimating costs, but is
reasonable. 120 The Panel agrees.
161.

The Panel understands that countries may have different supply and demand
characteristics, but is satisfied that ERP systems such as the one in the Guidelines are
widely used in developed countries to compare prices, and are appropriate to evaluate
section 85(1)(c) of the Patent Act in this proceeding. Although the comparison
methodology (i.e., the ERP system) set out in the Guidelines is appropriate, the Panel
concludes after considering all of the evidence and submissions that the application of the
HIPC benchmark to the price of Soliris is not an appropriate implementation of sections
83 and 85 of the Patent Act. Rather, for the reasons set out below and in order to fulfill
the Panel's consumer protection mandate, price excessivity for Soliris should be
determined by reference to the LIPC test.

162.

The Panel notes that even the lowest price for Soliris among the comparator countries has
been under attack for being unreasonable.

The United Kingdom is the comparator

country that has had the lowest international price since 2011. In 2015, the price of
Soliris in the UK was approximately $188 – the Canadian list price of approximately
$224 is about 20% higher. Nonetheless, the National Institute for Health and Care
Excellence (NICE) in the UK noted in 2015, in the context of aHUS, that "it had not been
presented with enough justification for the high cost per patient of eculizumab, or for the

118

Exhibit 8, p. 4.

119

Examination In-Chief of Dr. Anis, March 1, 2017, Hearing Transcript, Vol 16 (Public) at p. 2026, line 25 –
p. 2027, line 8.

120

Examination In-Chief of Dr. Schwindt, January 26, 2017, Hearing Transcript, Vol 8 (Public) at p. 834, line
8 – p. 835, line 14, p. 842, lines 3-16, p. 893, lines 4-18.
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overall cost of eculizumab with reference to what could be expected to be reasonable in
the context". 121 While this Panel cannot comment on whether the UK price of Soliris is
excessive under the regime in the UK, this certainly suggests to the Panel that permitting
Alexion to sell at a price up to the UK price is generous to Alexion. 122
163.

While Alexion tried to refute this fact, the evidence establishes that patented medicines
are generally more expensive internationally (especially in the United States) than in
Canada. 123 The House of Commons debates in 1986 surrounding the then amendments to
the Patent Act refer to drug prices in Canada being approximately 80% of those in the
United States. 124 The House of Commons debates in 1992 surrounding the subsequent
amendments to the Patent Act refer to a (then) recent study from the United States'
General Accounting Office that concluded that medicines in Canada are priced 32%
lower than in the United States, 125 and refer to the PMPRB as being successful in keeping
Canadian prices lower than in the US. 126 Lastly, an article in the 2016 Journal of the
American Medical Association refers to prices being 10 to 15% higher in the US than
they are in Canada. 127 Drs. Addanki, Schwindt and Putnam agreed that Canadian prices
of pharmaceuticals are generally lower than in the United States (where prices are not
regulated).

164.

In light of this, one would expect the price of Soliris in Canada to have been lower than
the price in the US, which it was not.

121

Exhibit 69, p.27.
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The Panel agrees with the principle adopted by previous hearing panels that establishing the maximum
allowed price of a medicine by reference to the price of a medicine that is itself excessively priced should
be avoided. See, Board Decision –Hoechst Marion Roussel Canada Inc. and the Medicine "Nicoderm" (9
April
2010)
at
para
13,
online:
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165.

When Soliris was introduced in Canada, and in 2010, the price of Soliris in the US was
the lowest international price. In his report, Dr. Addanki showed that, between 2009 to
2016, the Canadian price of Soliris exceeded the US wholesale or "WAC" price when
converted at the market exchange rate for most of the period (and by almost 20% as late
as January 2016). He opined that this was even more remarkable given that the US WAC
price was steadily increasing during this period. Professor Schwindt opined that the US
price of Soliris shows Alexion's willingness to supply a market like the US at a much
lower price than the Canadian price, which, Dr. Addanki argues, is useful information
indicating that the Canadian price may be excessive.

The Panel agrees with Drs.

Schwindt and Addanki in this regard.
166.

This Board's mandate, amongst other things, is to ensure that all Canadians are able to
obtain patented medicines at reasonable prices.

This Panel concludes, based on a

thorough consideration of all of the evidence and the unique circumstances of this case,
that the reasonable price for Soliris in Canada is one that does not exceed the lowest
international price ("LIP") in the seven comparators. Based on the most recent evidence
available to the Panel, the LIP is the price charged in the United Kingdom. Using the UK
price as an example (because it is the current LIP), Alexion is willing to supply Soliris in
the UK at the LIP. The Panel accepts Dr. Schwindt's evidence that a price charged in
another country can provide a reasonable (although admittedly not perfect) perspective
on costs, in that one can reasonably assume that by selling at the LIP in the UK, Alexion
is covering its costs and earning a normal rate of return. No explanation or justification
was provided to the Panel as to why Canadians should be paying significantly more for
Soliris than comparable developed countries, including the United States and the United
Kingdom.
167.

In these circumstances, the Panel can see no justification why Canadians should not have
the benefit of the lowest price being paid in any of the comparator countries, such as the
UK (or the United States for that matter), especially considering the significant impact
that the cost of Soliris is having on the provinces' health care budget even as compared
(in the case of British Columbia as explained by Mr. Lun) to other EDRDs.
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168.

Since the date of first sale in Canada and continuing to the present, Soliris has been
priced above the lowest price in the comparator countries specified in the Regulations.
Accordingly, the Panel concludes that the price of Soliris is, and has been since 2009,
excessive within the meaning of sections 83 and 85 of the Patent Act.

169.

The Panel wishes to make clear that Board Staff's submission that Alexion's market
power requires this Panel to apply greater scrutiny to its prices, and that this justifies the
LIPC test, is rejected by the Panel and did not form any part of its decision. The Federal
Court of Appeal has clearly stated that the existence of market power is not a precondition to the Board's exercise of its jurisdiction, nor is it relevant to the exercise of
that jurisdiction. 128 This Panel also agrees with the statement made by the hearing panel
in Quadracel and Pentacel that it is not necessary or appropriate for the Board to inquire
into the existence of market power of either the patentee or the purchaser, in exercising
its discretion under sections 83 and 85 of the Patent Act. 129

170.

In the remainder of the analysis of section 85(1)(c), the Panel will address the issues
raised regarding exchange rates and the credibility of some of the data and calculations
relied on by Board Staff.
Exchange Rates

171.

The parties disagreed on the use of foreign exchange rates to compare prices of Soliris in
the comparator countries to the Canadian price.

172.

Alexion's position is that it has not changed the price of Soliris since its introduction in
Canada, and the only reason it is non-compliant with the Guidelines is because of
exchange rate fluctuations. Alexion submits that it should not be held responsible for
forces outside its control.

128

ratio-Salbutamol (Board Decision), supra note 77 at para 89, citing ICN Pharmaceuticals Inc. v. Canada
(Patented Medicine Prices Review Board), [1996] F.C.J. No. 1065 (FCA).

129

Quadracel (2009), supra note 20 at paras 44-47.
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173.

The Guidelines are clear in respect of the situation in which Alexion found itself.
Schedule 6 of the Guidelines provide:
3. Existing Drug Products with Unusual Circumstances
3.1 The Guidelines require that patentees take appropriate action
when an investigation concludes that the price of its patented drug
product appears excessive. There are, however, circumstances
where a patented drug product whose price does not appear to be
excessive in one review period then appears excessive in a
subsequent period, due to the application of the HIPC test. This
could be as a result of events beyond the control of the patentee.
The following are examples of three such circumstances:
•

Exchange rate variations;

•

A foreign regulator forcing price reductions; or

•

The highest priced drug product is removed from the
market.

Under the circumstances identified above, patentees will be
notified that the patented drug product's price appears excessive
and will be expected to adjust the National Average Transaction
Price and Market-Specific Average Transaction Prices for the
pharmacy and hospital customer classes, and for each province and
territory by the end of the next two reporting periods, in which
case the price will not be presumed to have been excessive. Failing
this, the patentee would be requested to submit a Voluntary
Compliance Undertaking (VCU) and repay any excess revenues
dating back to the first period in which the price exceeded the
HIPC test. If the patentee declines to submit a VCU, then the
matter would be reported to the Chairperson with the
recommendation that a Notice of Hearing be issued. [emphasis
added]
174.

The Panel notes that this section was not in the 2003 version of the Guidelines, but that
fact is not material. It is clear that such a situation (i.e., exchange rate fluctuations
leading to breaches of the price test) could occur, even if this warning was not explicitly
included. In any event, section 3.1 of Schedule 6 was contained in the Guidelines
implemented on January 1, 2010, giving Alexion more than sufficient notice that Board
Staff considers exchange rate fluctuations to be the responsibility of the patentee.
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175.

The Panel agrees that exchange rates are not within a patentee's control but, this is not
relevant for the reasons already provided in the Panel's discussion of section 85(1) above.

176.

In any event, Alexion was aware during the relevant time of the potential impact of
currency exchange rate fluctuations on its business and has adopted business strategies to
hedge against this risk. In its annual report for the fiscal year ended December 31, 2008,
filed with the Securities Exchange Commission prior to the sale of Soliris in Canada,
Alexion notes that its business is subject to the risk of "fluctuations in currency exchange
rates". 130 In particular:
While we attempt to hedge certain currency risks, currency
fluctuations between the U.S. dollar and the currencies in which
we do business have caused foreign currency transaction gains and
losses in the past and will likely do so in the future. Likewise, past
currency fluctuations have at times resulted in foreign currency
transaction gains, and there can be no assurance that these gains
can be reproduced.
[…]
In the first quarter of 2008, we began a program to limit the foreign
currency exposure of our monetary assets and liabilities on our
balance sheet. In the third quarter of 2008, we commenced a
program to hedge a portion of our forecasted product sales to
mitigate fluctuations in foreign exchange rates. Both programs
utilize forward foreign exchange contracts intended to reduce, not
eliminate, the impact of fluctuations in foreign currency rates.
[…]
We operate internationally and, in the normal course of business,
are exposed to fluctuations in foreign currency exchange rates. The
exposures result from portions of our revenues, as well as the
related receivables, that are denominated in currencies other than
the U.S. dollar, primarily the Euro and British Pound. We manage
our foreign currency transaction risk within specified guidelines
through the use of derivatives. We do not use derivatives for
speculative trading purposes. 131 [emphasis added]
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Exhibit 1, Tab 58, p. 41.

131

Exhibit 1, Tab 58, pp. 41, 76, F-24.
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177.

Similar statements are found in Alexion's other annual reports filed in this proceeding,
making it clear that Alexion is aware of the risk of fluctuations in currency exchange
rates, and has adopted practices to manage this risk. 132 For example, Alexion notes:
We enter into foreign exchange forward contracts, with durations
of up to 60 months, to hedge exposures resulting from portions of
our forecasted revenues, including intercompany revenues, that are
denominated in currencies other than the U.S. dollar. The purpose
of the hedges of revenue is to reduce the volatility of exchange rate
fluctuations on our operating results and to increase the visibility
of the foreign exchange impact on forecasted revenues. Further, we
enter into foreign exchange forward contracts, with durations of
approximately 30 days, designed to limit the balance sheet
exposure of monetary assets and liabilities. We enter into these
hedges to reduce the impact of fluctuating exchange rates on our
operating results. 133 [emphasis added]

178.

Alexion chose not to comply with the Guidelines to address the excess revenues
generated by the exchange rate fluctuations. It could have easily done so by reducing the
N-ATP of Soliris. Instead, it decided to attempt to negotiate a resolution with Board
Staff outside of the Guidelines. 134 Alexion was of course free to take this approach, but
it did so with full knowledge that it was not complying with the Guidelines. Alexion was
well aware of the appreciating Canadian dollar and the 36-month flexibility provided for
by the Guidelines, as well as the risk that a hearing panel may conclude (as this Panel
does) that the Guidelines' treatment of foreign exchange fluctuations is an appropriate
implementation of section 85(1)(c) of the Patent Act.

179.

Alexion also argues that this Panel should not convert international prices into Canadian
dollars for the purposes of the section 85(1)(c) comparison. Relying on Dr. Putnam's
evidence 135, Alexion submits that foreign exchange rate fluctuations are irrelevant to the
evaluation of the price of a non-traded good like Soliris, and an exchange-rate converted
price is not a "price" that should be used for comparison purposes under section 85(1)(c).
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Exhibit 1, Tabs 59-64.
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Exhibit 1, Tabs 103A, 103B.
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Exhibit 34, paras 41-57.
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180.

The Panel disagrees.

The Panel concludes that foreign prices of Soliris must be

converted into Canadian dollars for the purpose of conducting the comparison mandated
by section 85(1)(c). This Panel agrees with the conclusion reached by the hearing panel
in Dovobet that "[i]nternational price comparisons over time must take account of
fluctuations in exchange rates in order to be appropriately accurate." 136
181.

The Panel heard evidence about two possible methods for conducting the conversion into
Canadian dollars: using (i) market exchange rates, or (ii) PPP rates. As noted previously,
PPP rates adjust market exchange rates for differences in local purchasing power. The
Guidelines require the use of market exchange rates averaged over a 36-month period of
time. 137 The Panel has considered both methods for conversion and, for the reasons set
out below, the Panel concludes that the method for conversion in the Guidelines is an
appropriate implementation of section 85(1)(c) of the Patent Act in the case of Soliris.

182.

As explained by Dr. Schwindt, market exchange rates are appropriate and used in many
jurisdictions that use ERP, and he was not aware of any jurisdiction that used PPP rates
instead of market exchange rates.

Noting that the purpose of ERP is to reflect a

willingness of a patentee to supply, he explained that market exchange rates are
appropriate because they demonstrate the price at which Alexion is prepared to supply
Soliris, and it is fair to assume that the price in the comparator countries is set so as to
cover the patentee's costs. 138
183.

Also, importantly, market exchange rates are more straight-forward to determine as
compared to PPP rates. For example, there are difficulties associated with assembling the
identical basket of goods in the countries being compared, and there is no clear consensus

136

Dovobet, supra note 18.

137

More specifically, the Guidelines provide that the exchange rates to be used to convert international prices
into Canadian dollars are the simple average of the 36 monthly average noon spot exchange rates for each
country (taken to eight decimal places) as published by the Bank of Canada.

138

Examination In-Chief of Dr. Schwindt, January 26, 2017, Hearing Transcript, Vol 8 (Public) at p. 880, line
13 – p. 881, line 5, p. 882, line 6 – p. 883, line 5. Dr. Addanki was of a similar view – he believes that
market exchange rates are appropriate because what should be measured is what would occur if the goods
had been tradable. In other words, for example, what would Canadians have paid if they purchased Soliris
in the US at the US price. See Examination In-Chief of Dr. Addanki, February 22, 2017, Hearing
Transcript, Vol 11 (Public) at p. 1287, line 22 – p. 1289, line 4.
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in respect of the right basket of goods for determining PPP rates. Dr. Putnam also agreed
that there were issues with PPP rates. 139
184.

In addition, the 36-month period provided in the Guidelines is generous to patentees in
that it irons out the volatility that can happen with market exchange rates and means that
patentees are not forced to immediately adjust prices based on market exchange rates. In
other words, the Guidelines provide enough time to eliminate the effects of any sudden
fluctuations in exchange rates, and give patentees a reasonable period of time to monitor
and react to changes in exchange rates. Dr. Schwindt testified that some jurisdictions
provide for a much shorter time frame (e.g., six months in Norway). 140

185.

The Panel acknowledges that Mr. Soriano and Dr. Putnam advocated various alternative
approaches to conducting the comparison required by section 85(1)(c) of the Patent Act.
The Panel was not persuaded that these alternative approaches appropriately implement
that section.

186.

For example, Mr. Soriano assumes that Alexion raised its price by the relevant CPI in
Canada and in the comparator countries, both of which did not occur. The Panel agrees
with Board Staff that this comparison of hypothetical prices is not the appropriate
analysis under section 85(1)(c). The Panel also notes that Mr. Soriano used PPP rates for
the purposes of his analysis. The Panel was not persuaded that Mr. Soriano's approach
would lead to an appropriate implementation of section 85(1)(c) of the Patent Act for the
following two additional reasons: first, he did not apply PPP rates consistently, but only
for the years 2010 forward. 141 Second, his analysis applied the PPP rates but the prices
were not constrained by the CPI methodology as set out in the Guidelines. As explained
when discussing the factor in section 85(1)(d) below, the Panel is of the view that the

139

Cross-Examination of Dr. Putnam (Cont'd), February 24, 2017, Hearing Transcript, Vol 13 (Public) at p.
1798, line 11 – p. 1799, line 19.

140

Examination In-Chief of Dr. Schwindt, January 26, 2017, Hearing Transcript, Vol 8 (Public) at p. 887, lines
11-22.

141

There was general consensus amongst the experts, and the Panel agrees, that whatever exchange rate is
used, it should be used consistently. Using PPP rates from the price at introduction forward for Soliris
would have made Alexion worse off in that the ceiling for the introductory price would have been set at
approximately $200, as compared to the actual introductory price of $224.7333. See Dr. Schwindt's Expert
Reports, Exhibit 8, Table 5, p. 15 and Exhibit 81, Table 1, p. 6.
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Guidelines' use of the CPI as a price constraint (i.e., ceiling price must be the lower of
CPI and ERP benchmark) is an appropriate implementation of section 85(1) of the Patent
Act.
187.

Dr. Putnam argues that an exchange-rate converted price is not a "price" and should not
be used for comparison purposes under s. 85(1)(c). Dr. Putnam's analysis also conflates
subsections (c) and (d), as discussed later in these reasons when the Panel considers
section 85(1)(d).

188.

Alexion also appears to have accepted the appropriateness of using market exchange rates
with respect to Soliris. In its negotiations with the provinces, Alexion took the position
that the exchange rate methodology in the Guidelines was well-established and
appropriate. 142 The Panel also notes that Alexion uses market exchange rates for its
financial reporting – its financial statements are consolidated and denominated in US
dollars with conversion based on market exchange rates. 143

189.

Furthermore, in July 2008, a Working Group on Price Tests that was set up by the Board
specifically considered and rejected the idea that conversion of international prices
should be based on PPP rates, and reaffirmed that the 36-month market exchange rate
methodology was appropriate. 144

190.

Based on the considerations above, the Panel is of the view that the market exchange rate
methodology set out in the current Guidelines is an appropriate implementation of section
85(1) of the Patent Act.
Disputes About Price Sources, Back-out Formulas and Data

191.

An argument advanced by Alexion throughout the proceeding was that Board Staff had
failed to meet its burden of proof. Alexion argued that Board Staff failed to adequately
prove the underlying data for Board Staff's calculations of excess revenues, and provided
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Exhibit 1, Tab 61, p. F-8; Exhibit 1, Tab 64, p. F-8; Cross-Examination of Mr. Haslam, February 28, 2017,
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numerous conflicting charts showing different prices and amounts of excess revenues for
2012 to 2015, without an adequate explanation as to why the numbers differed. Alexion
also argued that its inability to cross-examine those persons at the Board who were
directly involved in the preparation of the charts and calculations was a denial of natural
justice.
192.

The Board's regulation of the prices of patented medicines is based on self-reporting. In
other words, the patentee is required to file the relevant pricing information in its Form 2.
The role of Board Staff is to verify the information, and it can only do so using publiclyavailable information (because that is the only information it has access to, unless the
patentee volunteers additional information).

193.

The dispute in this case largely centered on some of the sources used by Board Staff to
verify the international prices, as well as the appropriateness of "back-out" formulas used
to ensure the price reflected the ex-factory price. In some instances, the price source or
the back-out formula used by Board Staff for Soliris was not listed on the Board's
website. Alexion also strongly objected to the use by Board Staff of IMS MIDAS data
for verifying prices.

194.

The Panel agrees with Alexion that the various charts and calculations filed by Board
Staff were unclear and, despite being repeatedly addressed at the hearing, the Panel did
not receive a clear explanation of the differences in the charts. The Panel also agrees
with Alexion that the confusion surrounding the use of certain foreign price sources, the
relevance of back-out formulas, and the inconsistent disclosure was not adequately
resolved by the evidence adduced in the hearing. Lastly, while it is certainly conceivable
that in any given case Board Staff may have to look beyond its usual sources to verify
foreign prices, the Panel concludes that Board Staff did not meet its evidentiary burden of
establishing that the IMS MIDAS data was an appropriate source of foreign price
verification in the circumstances of this case. For example, Board Staff did not call any
witness who had direct and relevant knowledge of the nature and composition of the IMS
MIDAS data.
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195.

This general state of confusion in the evidence was certainly not assisted by the fact that
Board Staff's sole fact witness, Mr. Lemay, was not personally involved in the
preparation of any of the relevant documents or the investigation itself, and therefore
could not assist in resolving the uncertainty surrounding Board Staff's approach to
foreign price verification.

196.

However, it is important to note that none of the sources in dispute, including IMS
MIDAS data, have any impact on the determination of whether Soliris was priced above
the lowest priced comparator country – in all cases, Soliris would fail the LIPC test –
which the Panel has determined is the correct benchmark. Accordingly, the confusion
noted above has no impact whatsoever on the Panel's decision that the price of Soliris is
and was excessive in Canada.

197.

This issue is relevant in respect of the calculation of excess revenues to be paid by
Alexion, which is addressed by the Panel later in these reasons. Any potential concerns
that Alexion may have with the information relied on by Board Staff are, in the Panel's
view, completely resolved by the Panel's requirement that the parties use only the
information provided by Alexion in its Form 2s (except for any claimed rebates to the
provinces or Innomar) for the purpose of calculating excess revenues.

198.

The Panel rejects Alexion's submission that it has not received procedural fairness in this
proceeding. The Panel concludes that Board Staff has complied with its disclosure
obligations in that Alexion was advised of the case it had to meet, and was provided with
all of the documents that Board Staff intended to rely on. 145 When Board Staff filed the
Amended Statement of Allegations, Alexion received sufficient time to review and
respond to it, including through its detailed fact and expert evidence at the hearing.
Alexion's response included submissions as to why Board Staff's amended position
should be rejected and why the evidence provided by Board Staff, including the
inconsistencies and confusion noted above, could not be relied on. The Panel has taken

145
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all of this (including Alexion's evidence and submissions) into account in reaching its
decision, including the terms on which the excess revenues are to be calculated.
(D)
199.

Section 85(1)(d) – changes in the Consumer Price Index

The current Guidelines provide that the "National Average Transaction Price and the
Market-Specific Average Transaction Prices of an existing patented drug product will be
presumed to be excessive if they increase by more than that allowed under the Board's
CPI-Adjustment Methodology, as long as this price does not exceed the HIPC test." The
CPI Adjustment Methodology is set out in Schedule 9:
1.2 The CPI-Adjustment Methodology involves the following
calculations:
•

Adjusting the benchmark prices of the drug product for the
cumulative change in the CPI from the benchmark year to
the year under review (CPI-Adjusted Price); and

•

Applying a cap on the maximum price increase in any one
year, equal to 1.5 times the change in the latest actual
lagged CPI. In periods of high inflation (over 10%), the
limit will be five percentage points more than the latest
actual lagged change in the CPI.

1.3 The lower of the results of both calculations will set the NonExcessive Average Price for a particular year. (footnotes omitted)
200.

Board Staff argues that section 85(1)(d) should be given less weight than section 85(1)(c)
because CPI is not relevant to the introductory price of Soliris, and Alexion did not ever
adjust its price in Canada based on CPI.

201.

Alexion submits that the predominant consideration under section 85(1)(d) is that the
price of Soliris in Canada has never increased and, in fact, has decreased by
approximately 10% based on changes to the CPI. 146

202.

In the Panel's view, the methodology in the Guidelines reasonably and appropriately
applies the factor in section 85(1)(d) for Soliris, except that, going forward, a price

146

See, Exhibit 40, p. 11, where Mr. Soriano calculated the 2016 inflation-adjusted price to be $199.05.
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increase based on CPI cannot exceed the LIPC test (instead of the HIPC test). The Panel
acknowledges that a patentee should be able to take price increases based on inflation,
but at no time in the future should Canadians be paying a higher price for Soliris than the
price in the lowest priced comparator country.

The Panel accepts Dr. Schwindt's

evidence that using the lower of the two tests provides an indication that the patentee has
covered costs and is willing to supply at a certain price. 147
203.

The Panel acknowledges that the price of Soliris in Canada has not changed since its
introduction and notes Mr. Soriano's evidence that in "real dollars" the price of Soliris has
decreased due to inflation. The Panel found Mr. Soriano's evidence in this regard to be
unhelpful as it is not based on an appropriate comparison – for example, in devising his
proposed Comprehensive test in Appendix B, Table 3 of his report, Mr. Soriano adjusts
the ex-factory prices in comparator countries upwards based on CPI in those countries
(even if the actual price in those countries did not change but in fact decreased in "real
dollars" based on the same reasoning that Alexion uses to argue that the price in Canada
has decreased due to inflation), and then Mr. Soriano does not adjust the Canadian price
upwards based on CPI in Canada in the same table, thus comparing the nominal price in
Canada with CPI-adjusted prices elsewhere. 148 This is not an appropriate comparison in
the Panel's view.

Considering inflation in Canada while disregarding the effect of

inflation in the comparator countries does not allow for a meaningful comparison.
204.

Mr. Soriano also presents in his report an analysis of additional revenues that Alexion
could have realized had it increased its price by the CPI factor each year. This analysis is
not helpful to the Panel because it ignores the fact that there is no guaranteed yearly CPI
increase under the Patent Act, and that between 2012 and 2015, a price increase by the
CPI factor would not have been available to Alexion under the Guidelines. 149
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Examination In-Chief of Dr. Schwindt, January 26, 2017, Hearing Transcript, Vol 8 (Public) at p. 846, line
25 – p. 847, line 24.
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Exhibit 40.
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The Panel also relies, by way of analogy, on the decisions of previous hearing panels that it is not
appropriate for a patentee to bank price increases that were not made in a given year to be used in some
fashion by the patentee in future years to justify a price. See Board Decision –Sanofi Pasteur Limited and
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205.

Dr. Putnam argued that section 85(1)(d) requires this Panel to convert the nominal price
of Canadian Soliris and of international Soliris to its "real price" by applying CPI
adjustments, and then compare the CPI-adjusted price. The Panel rejects Dr. Putnam's
analysis because it is not supported by the wording of section 85(1)(d). Section 85(1)(d)
simply requires the Panel to "consider changes in the CPI" – it does not require the Panel
to apply CPI to the nominal price and then do a comparison of the Canadian price and the
international prices using the CPI-adjusted price.

206.

Further, as already mentioned in its discussion of section 85(1)(c), the Panel agrees with
Board Staff that Dr. Putnam's analysis inappropriately conflates the consideration of the
factors in sections 85(1)(c) and (d) by advocating that the international prices that
85(1)(c) requires the Panel to consider need to be adjusted by the CPI in order for the
Panel to comply with 85(1)(d).

Lastly, the Panel agrees with Board Staff that the

wording of section 85(1) is clear that the change in CPI referred to in section 85(1)(d) is
to be considered with respect to the Canadian price which is under review, not the prices
in the comparator countries it is being compared against.
207.

As noted above, section 85(1)(d) only requires the Panel to consider changes in the CPI.
The Panel has considered that the price of Soliris in Canada did not change even though
there was a positive rate of inflation between 2012 and 2015. However, the Panel notes
from Mr. Soriano's report that the price in the lowest priced comparator in 2012 to 2015
(United Kingdom) also did not change, even though there was a positive rate of inflation
in the United Kingdom. In fact, in 2011, 2012 and 2013, the United Kingdom had a
higher CPI factor than Canada. 150

208.

In light of the above, the Panel is of the view that the current methodology in the
Guidelines (adjusted to refer to the LIPC test on a go-forward basis) correctly implements
this factor of the Patent Act for Soliris.

the Medicines "Quadracel and Pentacel" (14 June 2012) at para 6, online: PMPRB <http://www.pmprbcepmb.gc.ca/view.asp?ccid=860&lang=en> [Quadracel (2012)].
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(E)
209.

No regulations have been passed and this factor is therefore not applicable.
(F)

210.

Section 85(1)(e) – such other factors as may be specified in any
regulations made for the purposes of this subsection

Summary of Analysis under Section 85(1) of Patent Act

Irrespective of any discrepancies with foreign price verification sources, the price of
Soliris in Canada (s. 85(1)(a)) at all times since its introduction has been above the LIPC
(s. 85(1)(c)). Given that the Panel has concluded that the LIPC is the correct benchmark
for Soliris, even considering changes in the CPI (s. 85(1)(d)), in respect of the first issue
then the Panel finds that the price of Soliris is and was excessive for the purposes of s. 83
and 85 of the Patent Act. The Panel rejects Alexion's submission that Board Staff did not
meet its burden of proof on a balance of probabilities.

X.

Order

211.

Sections 83(1) and (2) of the Patent Act provide this Panel with broad remedial
discretion:
83 (1) Where the Board finds that a patentee of an invention
pertaining to a medicine is selling the medicine in any market in
Canada at a price that, in the Board's opinion, is excessive, the
Board may, by order, direct the patentee to cause the maximum
price at which the patentee sells the medicine in that market to be
reduced to such level as the Board considers not to be excessive
and as is specified in the order.
(2) Subject to subsection (4), where the Board finds that a patentee
of an invention pertaining to a medicine has, while a patentee, sold
the medicine in any market in Canada at a price that, in the Board's
opinion, was excessive, the Board may, by order, direct the
patentee to do any one or more of the following things as will, in
the Board's opinion, offset the amount of the excess revenues
estimated by it to have been derived by the patentee from the sale
of the medicine at an excessive price:
(a) reduce the price at which the patentee sells the medicine in any
market in Canada, to such extent and for such period as is specified
in the order;
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(b) reduce the price at which the patentee sells one other medicine
to which a patented invention of the patentee pertains in any
market in Canada, to such extent and for such period as is specified
in the order; or
(c) pay to Her Majesty in right of Canada an amount specified in
the order.
212.

Board Staff argues that this Panel is entitled to calculate excess revenues under section
83(2) on a different basis than the setting of the price of Soliris going forward under
section 83(1). 151 This Panel agrees that it has such discretion and has exercised it in the
circumstances of this particular case.

213.

The Panel has found that Alexion is selling Soliris in Canada at a price that is excessive.
Based on its analysis of the factors in section 85(1) and the discretion granted to it under
section 83(1) of the Patent Act, the Panel orders Alexion to reduce the price of Soliris in
Canada to no higher than the price in the lowest priced comparator country in the
Regulations as of the date of the decision.

214.

The Panel has also found that Alexion was selling Soliris in Canada at a price that was
excessive during 2009 to 2015 in that the price exceeded the price in the lowest priced
comparator country in the Regulations, and thus generated excess revenues. Based on the
discretion granted to it under s. 83(2), the Panel orders Alexion to pay to Her Majesty in
right of Canada the amount calculated by the parties and approved by this Panel in
accordance with Schedule A to this decision, in order to offset these excess revenues.

215.

Although the Panel is of the view that the correct benchmark for Soliris is the LIPC as of
the date of first sale in Canada, the Panel is not prepared to order Alexion to pay past
excess revenues based on this benchmark and is only requiring Alexion to comply with
the LIPC test going forward from the date of this decision.

216.

In light of all of the evidence and the unique circumstances of this case, the Panel
concludes that requiring Alexion to make a payment to address past excess revenues
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Submissions by Mr. Migicovsky, April 18, 2017, Hearing Transcript, Vol 19 (Public) at p. 2787, line 19 –
p. 2788, line 20.
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calculated on the basis of the HIPC test is the remedy that is appropriate, fair and
consistent with the Panel's mandate. In reaching this conclusion, the Panel took into
consideration the fact that the LIPC test was not proposed as the appropriate benchmark
for Soliris until 2015, several years after Soliris was first sold in Canada and, up until
2015, Board Staff had consistently applied the HIPC test in the Guidelines to the pricing
of Soliris. Fashioning a remedy to address past excess revenues in this particular case
that is based on the lowest international price comparison test (the LIPC test) is
inconsistent with an environment that encourages the supply of patented medicines at
reasonable prices to Canadians.
217.

Alexion submits that if any one of a number of "offsets" is taken into account, the
quantum of excess revenues (calculated on the basis of the current Guidelines) is
completely offset. Alexion refers to four potential offsets (discussed below).

218.

First, approximately $

in rebates paid under the PLAs in 2011 to 2013. As

discussed above in the factual history of Board Staff's investigation, Board Staff rejected
these rebates in reliance on the Pfizer decision. 152 Alexion argues that Board Staff's
reliance on Pfizer is misplaced, and conflicts with the decision in Leo Pharma that the
distribution of free goods voluntarily reported to the Board could be taken into
account. 153
219.

Mr. Haslam testified that Alexion refiled its Block 4 information as a result of the
December 2013 meeting with Board Staff. He believed that a solution to Alexion being
offside the Guidelines was to refile 2011 to 2013 with the provincial rebates included, as
doing so would bring the ATP of Soliris down below the maximum non-excessive price
for 2012 and 2013.

220.

Board Staff rejected the refiled information because, in its view, the rebates were not
payments to customers.

Board Staff took the position that Pfizer stands for the

proposition that rebates to third parties cannot be taken into account to reduce the ATP
152

Pfizer Canada Inc. v Canada (Attorney General), 2009 FC 719 [Pfizer].

153

Leo Pharma, supra note 18 at para 57.
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because reporting of rebates to third parties (such as the provinces) is outside the Board's
jurisdiction.
221.

While disagreeing with Board Staff on its interpretation of Pfizer, Alexion acceded to
Staff's request and refiled its Form 2s without the rebates to the provinces.

222.

The Federal Court made it clear in its decision in Leo Pharma that the determination of
the ATP of a patented medicine must take into account any reduction given in the form of
rebates. 154 The Panel interprets this direction as referring to rebates given to customers.

223.

The Panel notes that Alexion appears to have taken conflicting positions on the meaning
of Pfizer during the course of this proceeding. In its closing argument, Alexion argues
that Pfizer does not prevent the distribution of free goods (or similar benefits) voluntarily
reported to the Board from being taken into account when determining the ATP. This
would, of course, require this Panel to consider the relationship between Alexion and a
third party (in this case, the provinces). On the other hand, in its objection to the
intervention request filed by the Ministers of Health, Alexion argued that this Panel lacks
jurisdiction to consider any submissions by the Ministers about the downstream
arrangements for the sale of patented medicines. 155

And, in its reply closing

submissions,156 Alexion argues that Pfizer expressly holds that the Board's jurisdiction is
subject to a constitutional limitation that does not permit consideration of contractual
arrangements involving patentees and entities further down the distribution chain.
224.

Pfizer was a case where a Board's policy requiring patentees to report rebates to third
parties (in that case, provinces) was challenged. The Federal Court concluded that the
Board cannot require patentees to report rebates paid to third parties because federal
jurisdiction is confined to the regulation of the factory gate prices of patented medicines.

154

Leo Pharma, supra note 18 at para 69.
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Alexion's Reply Submissions - Motion to Strike Portions of the Minister of Health of B.C.'s further
Amended Notice of Appearance (23 October 2015) at para 13, online: PMPRB <http://www.pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/Respondent_reply_to_
Board_Staff_response_to_motion_to_strike_BC.pdf>. This is summarized by the Panel in Board Decision
– Various Motions Related to Procedural Matters, supra note 6 at para 43.
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The Court noted that the provinces never take title or possession to the medicines, are not
parties to the sale at factory gate, and do not provide payment to the patentees. The Court
concluded that the provinces are not customers, but more akin to public insurers. 157 The
Court also clarified the meaning of "rebate" and found that to qualify as a rebate, there
must be a return of a portion of money actually paid, and the payment cannot be paid to a
stranger to the sale transaction. 158
225.

This Panel agrees with the comments made by the panel in the ratio-Salbutamol
proceeding that there is some confusion as to how far the Court's decision in Pfizer
extends. 159 This Panel does not need to resolve this confusion in order to make a
decision concerning these rebates in the case of Soliris. The Panel concludes that the
rebates that Alexion provided to the provinces do not qualify as rebates within the
meaning of the Regulations as interpreted by the Federal Court. The provinces are not
customers but akin to public insurers and were a stranger to the sale transaction (i.e., not
a party to the sale at factory gate since Mr. Haslam testified at the hearing that Alexion's
only customer in Canada is Innomar) and therefore even if payments were made directly
to the provinces by Alexion, those payments do not qualify as rebates. Further, in the
end, Alexion adhered to Board Staff's request to refile the relevant Form 2s without the
provincial rebates, and has always maintained throughout this proceeding that the ATP of
Soliris has remained unchanged since introduction. For these same reasons, it is not
appropriate for this Panel to allow Alexion to use these rebates to offset any excess
revenues.

226.

Second, Alexion refers to approximately $

in rebates provided by Alexion

to Innomar. As discussed above in the factual history of Board Staff's investigation,
Alexion filed Block 4 information for July to December 2014 showing a reduced ATP
which was described as "accurately reflect[ing] reductions from the List Price of Soliris

157

Pfizer, supra note 152 at paras 61-62, 73, 80.
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Pfizer, supra note 152 at para 88.
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ratio-Salbutamol (Board Decision), supra note 77 at paras 118-125.
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provided by Alexion to its wholesaler/distributor and reported as required under the
Regulations." 160
227.

During his testimony, Mr. Haslam explained that, technically, Innomar is Alexion's only
customer and all sales go through Innomar. He explained that Innomar is either a
wholesaler or a pharmacy, with the majority of sales going through Innomar as a
pharmacy and, on some occasions, sales were made to hospitals. The Form 2s filed by
Alexion referred to hospitals and pharmacies, and not to a wholesaler because Alexion
was, according to Mr. Haslam, trying to show where the product was going. Mr. Haslam
explained that the amended Form 2s reflected Alexion's decision to share with Innomar
the costs of the volume discount payments made to the provinces under the PLAs, and the
mechanism used to share the payments was credit notes paid by Alexion to Innomar. The
credit notes were issued in 2014 and 2015, and reflected what Alexion thought would be
the amount by which the ATP exceeded the HIPC for 2014 and 2015.

228.

The Panel agrees with the comments made by the panel in the ratio-Salbutamol case that
the patentee has the evidentiary burden to provide supporting documentation of any
rebate that is claimed in respect of the medicine. 161 This Panel concludes that Alexion
has failed to meet its evidentiary burden to show that these credit notes justify a reduction
in the ATP for Soliris for 2014 or 2015, or should be permitted to be used as an offset for
excess revenues. Alexion's position that Innomar, a wholesaler, is its only customer,
conflicts with the information found in the Form 2s. In these circumstances, the Panel
requires some corroboration of Mr. Haslam's statements at the hearing as to what
Innomar is and what role it played. No documents were produced concerning Alexion's
relationship with Innomar. Photocopies of what were described as credit notes produced
for the first time during Mr. Haslam's examination-in-chief are insufficient proof in the
circumstances as no explanation was provided as to why these credit notes were not

160
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ratio-Salbutamol (Board Decision), supra note 77 at paras 111-112.
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produced earlier in this proceeding, no back up documentation was provided for the
credit notes and, with only photocopies of what were described as credit notes, Board
Staff did not have a fair opportunity to challenge this evidence. 162
229.

Based on the consistent position taken by Alexion throughout this proceeding that the
price of Soliris in Canada has not changed since introduction, the Panel is not willing to
accept these credit memos to reduce the ATP of Soliris in Canada in 2014 or 2015 for the
purposes of this hearing; in the Panel's view, the price of Soliris in 2014 and 2015 for the
purposes of determining price excessivity is $224.7333.

230.

Third, Alexion argues that if infusion costs had been taken into account in the Form 2
filings, the price of Soliris would have decreased further and offset excessive revenues.
This assertion was raised for the first time during the hearing and was not contained in
Mr. Haslam's witness statement. Mr. Haslam testified that Alexion's contract with
Innomar covers infusion costs for Soliris for Canadian patients and those costs can range
between $

to $

per infusion. 163 The only evidence provided on this point was Mr.

Haslam's oral testimony, subject to one document that was prepared by Alexion and
produced for the first time during the hearing. Mr. Haslam's evidence in this respect
conflicts, at least in part, with other evidence adduced at the hearing. In particular, Mr.
Lun testified that the public payor system covers at least some of the infusion costs. 164
231.

The Panel rejects Alexion's argument concerning infusion costs for the same reasons it
rejected the argument concerning rebates paid to Innomar. No credible evidence was
provided demonstrating the relationship between Alexion and Innomar, as well as the
arrangement between them related to infusion costs. Alexion has failed to meet its
evidentiary burden to prove that these infusion costs were in fact covered by Alexion and
the amount of relevant infusion costs covered, and thus it is not appropriate for this Panel
to take them into account to reduce the ATP or to offset any excess revenues.
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Examination In-Chief of Mr. Haslam, February 27, 2017, Hearing Transcript, Vol. 14 (Confidential) at p.
501, lines 17-21, p.513, line 20 – p.514, line 4.
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Examination In-Chief of Mr. Haslam, February 27, 2017, Hearing Transcript, Vol. 14 (Confidential) at p.
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232.

Fourth, Alexion relies on Mr. Soriano's evidence that no inflationary increases were taken
by Alexion and therefore the real price of Alexion decreased. The Panel concludes that
this does not justify any offset of excess revenues. Amongst other things, it incorrectly
assumes that Alexion would have been permitted to take yearly CPI increases.

233.

The Panel concludes that the provisions of the current Guidelines dealing with permitted
offsets are an appropriate implementation of the Patent Act in the circumstances of this
case. They provide flexibility to the patentee while, at the same time, preventing the
charging of excessive prices with the elimination of excess revenues at some future
unknown date at the control of the patentee (which would, if permitted, frustrate the
Board's consumer protection mandate and create volatility). 165

234.

The relevant provisions of the Guidelines, dealing with offsets, are as follows:
B.7 Policy on the Offset of Excess Revenues
B.7.1 The Board may allow a patentee to offset any excess
revenues estimated by it to have been derived from the sale of the
medicine at an excessive price through either: (i) the reduction of
the price of the medicine or the price at which the patentee sells
another patented medicine in Canada; or (ii) a payment to Her
Majesty in right of Canada.
B.7.2 To offset excess revenues via a price reduction, the average
price of a patented drug product will only be considered to have
been reduced if it is below the previous year's Non-Excessive
Average Price; not taking an allowable price increase will not be
considered for purposes of offsetting excess revenues.
B.7.3 Cumulative excess revenues cannot fall below zero.

235.

In relation to this Panel's jurisdiction to make an order under section 83, Alexion relied
on several arguments – including the law of expropriation, NAFTA and the Canadian Bill
of Rights – to argue that it would be an error for this Panel to interpret the Patent Act as
allowing the Panel to make an order that is based on a methodology which is not
contained in the Guidelines. The Panel disagrees – the Panel does not lack the ability to
make an order under section 83 that deviates from the methodologies and tests in the

165

Quadracel (2012), supra note 149 at para 14.
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Guidelines for the reasons already articulated above and for the additional reasons set out
below.
236.

Principles of the law of expropriation do not assist Alexion. In making an order under
section 83 of the Patent Act, this Panel is exercising statutory regulatory authority. An
exercise of regulatory authority, even if its effects are significant or retroactive, is not an
act of expropriation. 166

237.

NAFTA has no application to this proceeding. The Federal Court has made it clear that
NAFTA is not part of Canada's domestic law, and does not have the force of an Act of
Parliament. In relevant part, NAFTA allows an investor of a NAFTA signatory to initiate
a claim to determine, through international arbitration, whether another signatory state
has violated the obligations set out in NAFTA. No such claim or arbitration proceeding
is at issue here, nor has the evidentiary foundation for such a claim (should the Panel
have jurisdiction to consider it) been provided.

238.

While an international treaty, like NAFTA, may be used to assist in interpreting domestic
legislation, it cannot be used to override the clear words of a federal statute and, where
legislation is clear, one need not and should not look to international law to interpret its
meaning. 167 Sections 83 and 85 of the Patent Act are clear and unambiguous, and any
suggestion that the Panel should look to international law to give them meaning is
rejected.

239.

Even if the Panel did turn to international law to interpret sections 83 and 85,
international law supports the Panel's decision in this proceeding. NAFTA arbitration
panels have rejected the claims of investors affected by the domestic law of a NAFTA
signatory where the domestic law was in fact regulation for a public purpose, the law was
non-discriminatory and was done with due process, and the investor was not promised
that the law would not apply and invested in the signatory state with its eyes wide open as
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A & L Investments Ltd. v Ontario (Minister of Housing), [1997] OJ No 4199 at paras 29-31 (Ont CA); leave
to appeal refused [1997] SCCA No 657 (SCC).
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Baker Petrolite Corp. v Canwell Enviro-Industries Ltd., 2002 FCA 158 at para 25; Pfizer Canada Inc. v.
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to what the regulatory context was in the signatory state. 168 The Panel concludes that this
is exactly the context of this case. As referenced above, Alexion has consistently noted
the potential impact of government regulation of the price of Soliris in its annual filings
with the Securities Exchange Commission in the US.
240.

The Canadian Bill of Rights also does not support Alexion's argument. It was unclear
which provision of the Bill of Rights – section 1(a) and/or 2(e) – Alexion was relying on
to argue that the Panel's remedial powers are limited to the methodologies and tests in the
Guidelines. However, this is irrelevant as neither provision supports Alexion's position
in this proceeding.

241.

Section 1(a) provides the right of the individual not to be deprived of the enjoyment of
property except by due process of law. Corporations are not entitled to make a claim
under section 1(a). 169 In any event, even if the Panel's order qualified as expropriation of
Alexion's property (which it does not), section (1)(a) does not protect against the
expropriation of property by the passage of unambiguous legislation like the relevant
provisions of the Patent Act. 170

242.

Section 2(e) guarantees the right to a fair hearing before an administrative body. The
Panel does not have to resolve whether or not section 2(e) applies to corporations
because, even if it does, the Panel concludes Alexion did receive a fair hearing in this
proceeding.

243.

In any event, the Panel has ordered that any excess revenues for 2012 to 2015 be
calculated based on the Guidelines and using Alexion's filed Form 2 information (without
rebates to the provinces or Innomar), and thus Alexion's concerns are not relevant in
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Marvin Feldman v Mexico (16 December 2002), Case No ARB(AF)/99/1 at para 103, online: International
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for
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of
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Disputes
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respect of the calculation of excess revenues to be paid to the Crown. The required
application of the LIPC to Soliris commences on the date of this decision, and Alexion
now has notice that it will be subject to the LIPC test going forward. There are no issues
of "notice" or "retroactivity" concerning the price of Soliris going forward.
244.

The Panel wishes to reiterate that the Guidelines do not address the issue of remedy in an
excessive pricing hearing, and that when a case proceeds to the hearing stage, the Panel is
not restricted to remedies based on an application of the methodologies and tests in the
Guidelines. The mandate of this Panel is to apply sections 83 and 85 of the Patent Act in
accordance with the wording and intent of those provisions, as well as the Board's
consumer protection mandate.

245.

Lastly, the Panel wishes to address the remedy that was sought by CLHIA, an intervenor
in this proceeding solely on the issue of remedy. CLHIA argued that in order for this
Panel to deal effectively with past excess revenues, the price going forward for Soliris in
Canada should be reduced even further (i.e., below the LIPC) until those excessive
revenues are wholly set off. Otherwise, CLHIA argues, private insurers will not benefit
from the Panel's decision (assuming the Panel found the price was excessive and ordered
a lower price). Alexion objected to this request, and argued that this Panel has no
jurisdiction to make such an order.

246.

Such an order would be punitive to Alexion, would be difficult to implement, and is not
necessary, in the Panel's view, for it to fulfill its consumer protection mandate in this
case. The Panel need not decide whether it has the jurisdiction to make the remedial
order requested by CLHIA, as it has concluded that, even if it had the jurisdiction, it
would not be an appropriate exercise of its discretion to make such an order in the
circumstances of this case. The Panel also notes that section 83(2) specifies the payment
being made to the Federal Crown, as opposed to any entity that ultimately covered the
cost of the medicine at issue, reflecting Parliament's acceptance of the fact that a remedy
may not "compensate" the ultimate payors of the excess revenues.
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247.

The Panel therefore makes the following two orders:
(i)

Alexion shall reduce the price of Soliris in Canada to no higher than the
price in the lowest priced comparator country set out in the Regulations
from the date of this decision forward, applying the tests and
methodologies in the Guidelines, except that the price excessivity
benchmark to be applied is LIPC and not HIPC; and

(ii)

Alexion shall pay to Her Majesty in right of Canada an amount calculated
by Board Staff and Alexion, and approved by this Panel in accordance
with Schedule A to this decision.

Dated at Ottawa, this 20th day of September, 2017.

Original signed by
Signed on behalf of the Panel by
Dr. Mitchell Levine
Panel Members
Mitchell Levine
Carolyn Kobernick
Counsel for Alexion
Malcolm Ruby
David Woodfield
Alan West
Counsel for Board Staff
David Migicovsky
Christopher Morris
Counsel for Panel
Sandra Forbes
Adam Fanaki
Badar Yasin

SCHEDULE A
1.

The relevant period is 2009 to the date of this decision (the "Relevant Period").

2.

The relevant prices are those contained in Alexion's original Form 2, Block 4 and Block 5
filings (the "Relevant Prices"). The Relevant Prices shall not reflect any rebates or
credits provided by Alexion to the provinces or Innomar even if such rebates or credits
are included by Alexion in any original Form 2 filing during the Relevant Period.

3.

The methodologies and tests set out in the Guidelines to calculate excess revenues shall
be applied to the Relevant Prices for the Relevant Period for purposes of calculating the
payment to be made by Alexion. For greater certainty, Alexion is entitled to an offset of
any excess revenues in accordance with sections B.7.2 and B.7.3 of the Guidelines, as
applicable.

4.

The parties shall consult and submit a joint chart setting out the calculation of the
payment as specified by this Schedule A to the Panel by 4 pm on October 20, 2017. If
the parties cannot agree on a joint chart, each party shall provide by 4 pm on October 20,
2017 the chart that it submits is accurate along with brief written submissions clearly and
concisely setting out the differences between the parties and why their chart should be
approved by the Panel.

5.

A case conference will be scheduled in the event the Panel has any questions about the
chart(s).

6.

The Panel will review the joint chart or separate charts, as applicable, and issue a
decision confirming the amount of the payment. Alexion shall make the payment within
30 days following the Panel's decision.
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Patrick Gleeson J.:
I. Overview
1
The applicant, Alexion Pharmaceuticals Inc. [Alexion], developed, manufactures, and markets the drug Soliris. It is used
to treat two rare and life-threatening blood-related disorders and was initially approved by Health Canada in January 2009.
2
In September 2017, a panel of the Patented Medicine Prices Review Board [Panel] concluded that the price of Soliris
in Canada exceeded the lowest price in seven comparator countries. On this basis, the Panel found the price to be "excessive"
under sections 83 and 85(1) of the Patent Act, RSC 1985, c P-4 [Act]; ordered Alexion to lower the price of the drug; and
ordered a payment to the federal Crown to offset past excess revenues resulting from the excessive pricing.
1

3
Alexion now seeks judicial review of that decision under subsection 18(1) of the Federal Courts Act, RSC 1985,
c F-7. Alexion submits that the Panel erred by departing from longstanding tests for assessing excessive pricing, that the
Panel's decision is inconsistent with the plain language of the Patent Act and Patented Medicines Regulations, SOR/94-688
[Regulations], and that the decision is not supported by adequate reasons.
4
The British Columbia Minister of Health, who appeared before the Panel, sought to intervene in this application. The
parties did not oppose this request, and an order granting intervenor status issued. The British Columbia Minister of Health
made both written and oral submissions.
5 The respondent and the intervenor submit that the decision was reasonable and that the Panel committed no error warranting
the Court's intervention on judicial review.
6

For the reasons that follow, the application is dismissed.

II. Legislation, Regulations, and Guidelines
7

The price of patented medicines in Canada is regulated under the Patent Act.

8

Sections 79 to 103 of the Act set out a comprehensive scheme for the regulation of the price of patented medicines.

9 The Act establishes the Patented Medicine Prices Review Board [Board] and confers upon it responsibility for monitoring
and regulating the prices of patented medicines. The Board also has the authority to determine if a patented medicine is being
sold at an excessive price. Where a panel of the Board is of the opinion that a patented pharmaceutical is being sold at an
excessive price, it may direct measures to address the excessive pricing and offset excess revenues (Patent Act, ss 83, 91).
10 To assist the Board in carrying out its mandate, the Regulations set out the information and documentation that patentees
are required to provide to the Board (Patent Act, s 101). The Act also provides for the Board to issue guidelines with respect to
any matter within its jurisdiction. Guidelines are not binding on the Board or any patentee (Patent Act, s 96(4)).
11
The Act provides for the appointment of staff to assist the Board in the administration of the excessive pricing scheme
(Patent Act, s 94(1)). Where the Chairperson determines that a hearing is warranted, he or she appoints a panel of Board members
that presides over an oral hearing, where the patentee is provided an opportunity to be heard (Patent Act, ss 83(6), 93(2)).
The panel is charged with making statutory determinations and issuing appropriate remedial orders. In accordance with the
Patented Medicine Prices Review Board Rules of Practice and Procedure, SOR/2012-247 [Rules], Board staff, which operates
independently of the panel, is tasked with presenting the case to the panel (Rules, ss 1, 15). Patentees are represented by their
own counsel (Rules, s 13). Notice of the hearing must be given to the Minister of Industry and the provincial ministers of health,
who are entitled to appear and make representations to the panel (Patent Act, s 86(2)).
12
The Board has the authority to determine whether a price is excessive and to direct the patentee to sell the medicine at a
price that the Board considers not to be excessive. In addition to ordering reductions in price, the Board is also empowered to
order payment to the federal Crown for the purposes of offsetting excess revenues (Patent Act, ss 83(1), (2)(c)).
13
In determining whether a price is excessive, the Board is required under subsection 85(1) to take into account a number
of factors to the extent the information is available:
85 (1) In determining under section 83 whether a medicine is being or has been sold at an excessive price in any market
in Canada, the Board shall take into consideration the following factors, to the extent that information on the factors is
available to the Board:
(a) the prices at which the medicine has been sold in the relevant market;
(b) the prices at which other medicines in the same therapeutic class have been sold in the relevant market;
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(c) the prices at which the medicine and other medicines in the same therapeutic class have been sold in countries
other than Canada;
(d) changes in the Consumer Price Index; and
(e) such other factors as may be specified in any regulations made for the purposes of this subsection.
85 (1) Pour décider si le prix d'un médicament vendu sur un marché canadien est excessif, le Conseil tient compte des
facteurs suivants, dans la mesure où des renseignements sur ces facteurs lui sont disponibles:
a) le prix de vente du médicament sur un tel marché;
b) le prix de vente de médicaments de la même catégorie thérapeutique sur un tel marché;
c) le prix de vente du médicament et d'autres médicaments de la même catégorie thérapeutique à l'étranger;
d) les variations de l'indice des prix à la consommation;
e) tous les autres facteurs précisés par les règlements d'application du présent paragraphe.
14
If the Board is unable to determine if a price is excessive after having considered the factors identified in subsection
85(1), it may also consider the costs of making and marketing the pharmaceutical and any other factors it considers relevant
(Patent Act, s 85(2)).
15
The Board's guidelines are intended to assist Board staff and patentees in complying with their duties and obligations
under the Act and the Regulations (Compendium of Policies, Guidelines and Procedures (Patented Medicine Prices Review
Board Canada, updated February 2017, online: <www.pmprb-cepmb.gc.ca> [Guidelines]). The Guidelines provide the patentee
with guidance on how price information will be reviewed and in what circumstances Board staff will recommend that an
excessive pricing hearing be held. In the conduct of an excessive price hearing, a panel may consider the Guidelines; however,
the Guidelines do not address the application of the factors identified at section 85 of the Act, and, as noted above, they are
not binding on either patentees or the Board:
96 (4) Subject to subsection (5), the Board may issue guidelines with respect to any matter within its jurisdiction but such
guidelines are not binding on the Board or any patentee.
96 (4) Sous réserve du paragraphe (5), le Conseil peut formuler des directives — sans que lui ou les brevetés ne soient liés
par celles-ci — sur toutes questions relevant de sa compétence.
16
In furtherance of the objectives of the legislation, sections 80 to 82 of the Act and sections 3 to 5 of the Regulations
impose reporting obligations on patentees with respect to the pricing and costs of medicines and authorize the Board to compel
production of information and documents. All patentees must provide information to the Board on a variety of matters, including
the identity of the patented medicine sold or intended to be sold in Canada; the average transaction price for sales in Canada; and
the ex-factory prices for the medicine in Canada and in the seven comparator countries listed in the schedule to the Regulations
(Patent Act, s 80(1); Regulations, s 4). It is this information that is assessed by Board staff to identify instances of excessive
pricing and upon which a recommendation is made to the Chairperson on whether an excessive pricing hearing is warranted
(Guidelines, C.13.6).
III. Background — Soliris and its Pricing History
17
Soliris is the first and only treatment for two rare and life-threatening blood disorders, paroxysmal nocturnal
hemoglobinuria [PNH] and atypical hemolytic uremic syndrome [aHUS].
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18 Alexion obtained approval from Health Canada to market Soliris for the treatment of PNH in January 2009. In May 2009,
the Human Drug Advisory Panel recommended that Soliris be classified as a Category 2 new drug product or "breakthrough
drug" on the basis that it "provides significant therapeutic improvements over supportive therapies for the management of
patients with PNH."
19
Soliris was first sold in Canada in June 2009. Its package price for a 300 mg vial was $6,742 and its unit price, 10 mg/
ml, was $224.7333. This price was based on a Median International Price Comparison [MIPC test], which in turn reflected
the guidance in the Guidelines. The Guidelines provided that the maximum price for a breakthrough drug on introduction was
to be based upon the median international price arrived at based on pricing in seven comparator countries (Compendium of
Policies, Guidelines and Procedures (Patented Medicine Prices Review Board Canada, October 2003); Compendium of Policies,
Guidelines and Procedures (Patented Medicine Prices Review Board Canada, January 2010)). The respondent notes that the
annual cost of Soliris per patient is $520,000 to $700,000, making it one of the most expensive medicines in Canada.
20
The Canadian Expert Drug Advisory Committee, a body that recommends drugs for inclusion in publicly funded drug
plans based on the clinical therapeutic value of a drug in relation to its cost, recommended that Soliris not be listed for the
treatment of either PNH or aHUS due to its cost and potential impact on healthcare system sustainability. However, a number
of provinces undertook joint listing negotiations with Alexion, and Soliris was listed for treatment of PNH in four provinces
and for aHUS in two.
21
In June 2010, Board staff began an investigation into the introductory price of Soliris as it had determined that the price
exceeded the maximum allowable price between July and December 2009 and had generated excess revenues in the amount of
$78,322.71. In response, Alexion did not lower the price of Soliris but instead provided further information relating to the price
of the drug in the seven comparator countries. On the basis of this further information, Board staff determined that the price of
Soliris no longer triggered its investigation criteria and that the cumulative excess revenue between July and December 2009
was $16,946.37, not the originally calculated amount of $78,322.71. Alexion subsequently offset the excess revenue.
22
The price of Soliris was found to be within the Guidelines in 2010 and 2011; however, in August 2012, Alexion was
advised that the price had exceeded the High International Price Comparison [HIPC test]. Again Alexion did not reduce the
price but rather advised Board staff that appreciation in the Canadian dollar created the appearance of a higher price than that
in the comparator countries when in fact the price of Soliris in Canada had been constant.
23 Board staff acknowledged this to be the case but advised Alexion that this did not justify a deviation from the Guidelines.
In February 2013, Board staff told Alexion that its filings had triggered the Board's investigation criteria in 2012 and requested
that Alexion lower its price by the end of the year. Alexion met with Board staff in December 2012 and December 2013 to
discuss the exchange rate issue but did not lower the price of Soliris.
24
In January 2014, Alexion filed amended data for 2011 to 2013 to include rebates paid to the provinces under Product
Listing Agreements [PLAs]. Board staff requested more information on the rebates. Alexion declined, citing confidentiality
concerns, but offered to meet with Board staff to show them the agreements. The meeting did not take place. In April 2014,
Board staff advised Alexion that it would not accept the data revisions relating to the PLAs and asked Alexion to refile its data
removing the rebates. Board staff also invited Alexion to undertake to voluntarily reduce the price of Soliris by approximately
5% and to pay $4,097,670.81 in excess revenues to the federal Crown. Alexion refiled its data removing the rebates but did
not lower the price of Soliris.
25
In January 2015, Board staff filed a Statement of Allegations alleging that the price of Soliris was excessive between
2012 and 2014 and sought an order that would require Alexion to reduce the price to one not exceeding the international highest
price among comparator countries. The Board subsequently issued a Notice of Hearing. The Minister of Health for British
Columbia appeared before the Panel on its own behalf and on behalf of the Ministers of Health for Manitoba, Ontario, and
Newfoundland and Labrador.
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26 The Panel was confronted with a series of interlocutory motions seeking particulars, alleging conflicts of interest and bias
on the part of individuals involved in the proceeding, and seeking to strike certain evidence. Alexion sought judicial review
of one of these interlocutory decisions (Court Docket T-1855-15), which was initially set to be heard with this application.
However, Alexion discontinued that application on August 29, 2018.
27 In May 2016, Board staff brought a motion seeking, among other things, an order allowing it to file amended allegations.
The amended allegations sought an order requiring Alexion to reduce the price of Soliris to a price not exceeding the Lowest
International Price Comparison [LIPC test] instead of the HIPC test initially relied upon. The motion to amend the Statement
of Allegations was granted, and the hearing adjourned for several months to allow Alexion to respond to the amendment.
28
The hearing was conducted intermittently between January and April 2017, and the Panel's decision was rendered on
September 20, 2017.
IV. The Decision Under Review
29 The Panel reviewed the uses of Soliris and the history of the excessive price proceedings. The Panel accepted the evidence
of four fact witnesses. It also heard from a series of witnesses proffered by Board staff and Alexion. The Panel noted that the
expert evidence was not particularly helpful as much of it did not focus on the core issue of whether the price of Soliris was
excessive.
30
The Panel identified two issues: (1) is or was the price of Soliris excessive under sections 83 and 85 of the Act, and (2)
if so, what order should the Panel make?
31
The Panel found the LIPC test was the correct benchmark for determining whether the price of Soliris was excessive. It
found that, when making a determination under section 85, the Panel must consider its consumer protection mandate identified in
Celgene Corp. v. Canada (Attorney General), 2011 SCC 1 (S.C.C.) [Celgene], noting "specifically, the Board's role in ensuring
that all Canadians are able to obtain patented medicines at 'reasonable prices' and that prices of patented medicines do not rise
to 'unacceptable levels.'" It found Alexion's conduct was irrelevant to whether the price of Soliris was excessive.
32 The Panel found that the Guidelines, which adopt the MIPC test, were of assistance when applying the factors in section
85 but noted they are advisory only and are not binding. The Panel then concluded the Guidelines should be applied with one
modification: the LIPC test was the appropriate benchmark in this case. While it acknowledged that stakeholders rely on the
Guidelines, the Panel found it had to deviate from them as they did not result in a reasonable implementation of the factors in
subsection 85(1). It rejected various arguments of Alexion and BIOTECanada, an intervenor on behalf of the biotechnology
industry that it was not open to the Panel to deviate from the Guidelines.
33 The Panel then explained its approach to subsection 85(1). It noted the Patent Act does not define "excessive" nor provide
tests or a methodology for determining whether a price is excessive. This showed Parliament contemplated that different tests
and approaches may be appropriate in different situations, giving the Board discretion to determine what is appropriate in each
case. The Panel found it had discretion to determine the relevance and weight of each factor, but it had to provide sufficient
reasons for its determinations and limit itself to the subsection 85(1) factors.
34 Considering paragraph 85(1)(a), the Panel rejected the contextual analysis put forward by Board staff and the Ministers,
instead looking to the information filed by Alexion, which showed the price of Soliris had consistently been $224.7333 per unit.
35

The Panel found that paragraph 85(1)(b) was not applicable as there were no other medicines in the same therapeutic class.

36
Turning to paragraph 85(1)(c), the Panel explained that, since there were no other medications in the same therapeutic
class, it could only consider the price of Soliris in other countries. It noted the price of Soliris had been under scrutiny in other
countries. It explained the question was whether the relevant sections of the Guidelines, including the MIPC and HIPC tests,
were an appropriate implementation of the Act's requirement that the Board consider the international prices of Soliris. The
Panel acknowledged that it was limited to comparing the price to publicly available ex-factory prices in the comparator countries
5

specified in the Regulations and noted that no evidence regarding rebates or discounts in the comparator countries was filed.
Using the ex-factory prices allowed the Panel to conduct an apples-to-apples comparison as the Canadian price of $224.7333
did not include any discounts or rebates. The Panel noted that this external referencing pricing [ERP] method was consistent
with Parliament's will, as Parliament was presumed to be aware of the difficulties in comparing prices across borders but still
required it, and was fair and reasonable.
37
The Panel acknowledged that the ERP comparison may fail to properly consider different supply and demand factors
across countries; however, most developed countries used such a method. It found the ERP method was appropriate; however,
in this case, the LIPC test should be applied rather than the HIPC test as the LIPC test would more accurately implement the
Act. The Panel noted that even the lowest price for Soliris in comparator countries had been under attack for being unreasonable
and that the evidence showed patented medicines were generally more expensive internationally, especially in the United States
[US]. It commented that one would expect the price of Soliris in Canada to be lower than the US price, which it was not.
38
The Panel noted its mandate included ensuring that "all Canadians are able to obtain patented medicines at reasonable
prices." It found the reasonable price for Soliris in Canada was one that did not exceed the lowest international price [LIP] in
the comparator countries. It noted that the LIP was in the United Kingdom [UK] and that Alexion was presumably "covering its
costs and earning a normal rate of return. No explanation or justification was provided to the Panel as to why Canadians should
be paying significantly more for Soliris than comparable developed countries." The Panel stated it could "see no justification
why Canadians should not have the benefit of the lowest price being paid in any of the comparator countries." As Soliris had
been priced above the lowest price in the comparator countries since its first sale, the Panel concluded its price was, and since
2009 had been, excessive under sections 83 and 85 of the Act.
39 The Panel then addressed arguments regarding the use of foreign exchange rates to compare the prices of Soliris. Alexion
had argued the only reason for its non-compliance was exchange rate fluctuations, which were outside its control. The Panel
noted fluctuating exchange rates were explicitly contemplated in the Guidelines, and Alexion knew they were a consideration.
While they were outside Alexion's control, that was not relevant to the analysis under subsection 85(1). The Panel noted Alexion
had chosen not to comply with the Guidelines to address the fluctuations. Instead, it had sought to negotiate a resolution with
Board staff with full knowledge of its non-compliance with the Guidelines. Alexion was aware of the risk that a panel would
conclude the Guidelines' treatment of the fluctuations was an appropriate implementation of paragraph 85(1)(c).
40 The Panel rejected Alexion's argument that it should not convert international prices into Canadian dollars under paragraph
85(1)(c), finding it had to do so. It found that conversion using the market exchange rates in the Guidelines, rather than purchase
price parity rates, was appropriate.
41
The Panel agreed with Alexion that Board staff had failed to clearly explain its calculations of excess revenues and to
establish that the data it relied on was an appropriate source of foreign price verification. However, none of the disputed sources
would alter the fact that Soliris would fail the LIPC test. Any concerns Alexion may have had with the information relied on by
Board staff were completely resolved by the requirement that the parties only use the information provided by Alexion when
calculating excess revenues. The Panel found no breach of procedural fairness, as Board staff had complied with its disclosure
obligations and Alexion had been given sufficient time to review and respond to the Board's allegations.
42
Turning to paragraph 85(1)(d), the Panel found the methodology in the Guidelines was appropriate except that, going
forward, a price increase based on the Consumer Price Index [CPI] could not exceed the LIPC test. The Panel noted the evidence
of one expert, Mr. Soriano, that the price of Soliris in "real dollars" had decreased due to inflation. However, it found that
Mr. Soriano's evidence was not based on an appropriate comparison, as his calculations disregarded the effect of inflation
in comparator countries. The Panel rejected Mr. Soriano's analysis of additional revenues Alexion could have realized had it
increased its price by the CPI factor each year as the Act did not guarantee a yearly CPI increase.
43
The Panel also rejected the approach of converting the nominal price of Canadian Soliris and international Soliris to its
"real price" by applying CPI adjustments and then comparing the CPI-adjusted price. This was inconsistent with the wording
of paragraph 85(1)(d) and conflated the factors in paragraphs 85(1)(c) and (d).
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44 The Panel concluded that paragraph 85(1)(d) only required it to consider changes in the CPI. It noted the price of Soliris
had not changed despite a positive rate of inflation; however, the UK price had not changed either, despite inflation, and the
UK had a higher CPI factor than Canada.
45
The Panel found that paragraph 85(1)(e) was not applicable as no regulations had been passed pursuant to that section.
It then concluded that the price of Soliris in Canada had been, since its introduction, excessive.
46
In addressing the excess revenue question, the Panel found it had the discretion to calculate excess revenues under
subsection 83(2) on a different basis than the price of Soliris going forward under subsection 83(1). It ordered Alexion to reduce
the price of Soliris to no higher than the price in the lowest priced comparator country. However, it ordered Alexion to pay for
past excess revenues based on the HIPC test, finding this remedy would be appropriate, fair, and consistent with the Panel's
mandate given that Board staff had applied the HIPC test to Soliris until 2015.
47
The Panel held that the rebates Alexion provided to the provinces and others did not justify a reduction or an offset
of excess revenues. It also rejected the argument that the cost of administering the drug through infusion should be taken into
account as Alexion had failed to show those costs were in fact covered by it or the amount of costs covered. Finally, the Panel
found that the failure to take into account inflation did not justify any offset of excess revenues as such an approach incorrectly
assumed Alexion would have been permitted to take yearly CPI increases.
48
The Panel concluded that the provisions of the Guidelines dealing with permitted offsets were appropriate. It rejected
Alexion's arguments based on the law of expropriation, the North American Free Trade Agreement Between the Government of
Canada, the Government of Mexico and the Government of the United States, 17 December 1992, Can TS 1994 No 2 (entered
into force 1 January 1994), and the Canadian Bill of Rights, SC 1960, c 44, to the effect that the Panel could not interpret the
Patent Act as allowing it to make an order based on methodology not in the Guidelines.
49
The Panel emphasized that the Guidelines did not address remedies for excessive pricing and did not limit the Panel's
available remedies.
50 In a short subsequent decision, the Panel ordered Alexion to pay to Her Majesty the Queen in Right of Canada the amount
of $4,245,329.60 on or before December 8, 2017.
V. Issues
51

The applicant has identified the following issues:
A. Was the Panel's adoption of the LIPC test inconsistent with the Patent Act and therefore unreasonable?
B. Was the Panel's refusal to give weight to CPI changes unreasonable?
C. Was the Panel's refusal to consider provincial rebates unreasonable?
D. Was it unreasonable for the Panel to order past "excess revenues" to be forfeited based on the HIPC test after conceding
there was insufficient evidence on which to establish liability based on that test?

VI. Standard of Review
52
A specialized tribunal's decisions, including its interpretation and application of its home statute, will, subject to limited
exceptions, be reviewed against a standard of reasonableness (Dunsmuir v. New Brunswick, 2008 SCC 9 (S.C.C.) at para 54-62
[Dunsmuir]). The parties agree that none of the exceptions identified in Dunsmuir arise here and that the Board is entitled to
deference (Celgene at para 34).
53
In conducting a reasonableness review, a reviewing court is required to consider whether the decision-making process
reflects the elements of "justification, transparency and intelligibility" and whether the decision "falls within a range of possible,
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acceptable outcomes which are defensible in respect of the facts and the law" (Dunsmuir at para 47). It is not the court's role to
finely parse a decision for error. However, a reviewing court may intervene where the "decision is demonstrably unreasonable,
even where the ultimate findings might be capable of being supported by the record" (Whyte v. British Columbia (Superintendent
of Motor Vehicles), 2013 BCCA 454 (B.C. C.A.) at para 11).
VII. Analysis
A. Was the Panel's adoption of the LIPC test inconsistent with the Patent Act and therefore unreasonable?
54
Alexion submits that the Panel was required to consider and reach a determination on the question of excessive pricing
by considering only the factors set out at subsection 85(1) of the Act. Of the factors identified at subsection 85(1), it was agreed
by the parties and the Panel that only three factors were applicable: (1) the prices at which the medicine has been sold in the
relevant market; (2) the prices at which the medicine and other medicines in the same therapeutic class have been sold in
countries other than Canada; and (3) changes in the CPI (Patent Act, ss 85(1)(a), (c), (d)). Alexion submits that in conducting
the international price comparison, the Panel was limited to a consideration of the prices contained in Alexion's filings of the
price of Soliris in the seven comparator countries identified in the Regulations. Alexion further notes that during the relevant
period, the Guidelines provided that a presumption of excessive pricing would only arise where the Canadian price exceeded
the MIPC on introduction or the HIPC thereafter.
55 Alexion argues that, in adopting and applying the LIPC test to conclude that the price of Soliris was excessive, the Panel
erred by: (1) adopting a test that was inconsistent with the Act and the Regulations; (2) failing to give due consideration to the
Guidelines; and (3) generating reasons that fail the transparency, intelligibility, and justification standard. I will address each
of these alleged errors.
(1) Did the Panel err by adopting a test that was inconsistent with the Act and the Regulations?
56 Alexion argues that the LIPC test is plainly inconsistent with the language of the Act and the Board's statutory mandate.
In advancing this argument, Alexion relies on the ordinary dictionary meaning of "excessive" — something that "exceeds 'what
is usual, proper necessary or normal'" — to submit that the LIPC, a price that is lower than every single comparator except one,
cannot, on the basis of common sense or logic, be considered excessive.
57
Alexion argues that Parliament did not intend that the Board routinely intervene on the pricing of patented medicines.
It submits, relying on Pfizer Canada Inc. v. Canada (Attorney General), 2009 FC 719 (F.C.) [Pfizer], that Parliament did not
establish a general price control regime, which would intrude on provincial jurisdiction, but rather implemented a regime to
avoid excessive or unreasonable pricing that may result from abuse of the patent monopoly.
58
Alexion further submits that the LIPC test is inconsistent with the apparent intent of the Regulations, which identify
seven comparator countries. The LIPC test does not provide a comparative basis upon which to conclude a price is excessive
and does not control for idiosyncratic factors unique to the low-price country.
59
In adopting the LIPC test, the Panel noted that the Act does not define an "excessive" price. On this basis, it concluded
that Parliament had contemplated different tests and approaches for different patented medicines and that the Panel had broad
discretion in determining the question. This conclusion is not inconsistent with the Act; it reflects the discretion provided to
the Board in section 83 of the Act to form an opinion on excessive pricing after considering the factors set out at section 85.
This authority was also recognized by Justice Pierre Blais in Leo Pharma Inc. v. Canada (Attorney General), 2007 FC 306
(F.C.) at paragraph 18 [Leo Pharma]:
[18]...Section 85 of the Act lists a series of factors to be considered by the Board, but does not specify how these factors
should be used or weighed by the Board, nor does it specify the circumstances in which the price will be considered
excessive. As the Board noted in its decision: "performing a comparison does not dictate a conclusion that must result
from the comparison".
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[Emphasis added]
60
In forming an opinion as to whether a medicine is selling at an excessive price, a panel is not required to apply any
defined test. In other words, there is no correct test. While Alexion does not take issue with this, it does argue that there is an
incorrect test. I disagree. Alexion cites no authority to support its position. To find that the LIPC test is simply not available to
a panel would, in effect, specify some circumstances in which the price of a drug would or would not be considered excessive.
Such a result would be contrary to the broad discretion that the Patent Act extends to this expert tribunal and that is recognized
in this Court's jurisprudence.
61
In considering the question of whether the price of a drug is "excessive," a panel is required to consider drug pricing on
a case-by-case basis and to consider the statutorily prescribed factors in light of the circumstances of the drug before it. Just as
the Act and Regulations cannot be read as excluding a particular result, they cannot be read as excluding a particular test.
62
The adoption of the LIPC test is not, on its face, inconsistent with the Act and the Regulations. Further, in selecting a
particular test, a panel is not setting the price of a drug, which would intrude on provincial jurisdiction. Rather, it is determining
which benchmark is appropriate in the context of a particular drug. In the absence of a legislated test this, in my view, is precisely
what Parliament intended the Board to do.
(2) Did the Panel fail to give due consideration to the Guidelines?
63
Alexion argues that the Panel's departure from the Guidelines on the issue of the benchmark test was a reviewable
error. Citing prior Board decisions, Alexion argues that although the Guidelines are not binding, they are an important means
of ensuring fairness, consistency, and predictability. Alexion submits that the MIPC and HIPC benchmark tests set out in the
Guidelines were relied on in establishing the introductory price for Soliris and that the Panel was required to give those tests
due consideration in interpreting and applying the Act.
64 Alexion states that departing from established guidelines in the absence of substantial and compelling reasons is a factor
of significance when assessing whether an exercise of discretion was unreasonable (Baker v. Canada (Minister of Citizenship &
Immigration), [1999] 2 S.C.R. 817 (S.C.C.) at para 72). Alexion argues the Panel's finding that the LIPC test was the appropriate
benchmark for determining whether the price of Soliris was excessive was a significant departure from Guidelines, which
renders the Panel's exercise of discretion unreasonable. I disagree.
65
It is clear that the Guidelines are not binding (Patent Act, s 96(4)). While the Panel is required to adopt a rationale,
approach, or methodology when considering the section 85 factors, that approach "may be ad hoc or may be derived from the
Board's Guidelines" (ICN Pharmaceuticals Inc. v. Canada (Patented Medicine Prices Review Board) (1996), 119 F.T.R. 114
(Fed. T.D.) at para 6).
66
The Panel acknowledged that the Guidelines measured pricing against the MIPC test on the introduction of Soliris and
that they applied the HIPC test or the CPI test on a going-forward basis. It addressed key principles relating to the Guidelines
and their application as set out in prior Board decisions: (1) the Guidelines are advisory in nature, but a panel must give
them "due consideration in light of their provenance and the role that they play in assisting patentees in the application of the
provisions of the Patent Act"; (2) the certainty and consistency promoted by the Guidelines need to be balanced against the
requirement to remain flexible and adopt fact-specific solutions when addressing excessive pricing questions; (3) a panel must
be satisfied that the Guidelines appropriately implement the Act, as they will not be presumed to do so; and (4) the evidence, the
submissions received, and the panel's own expertise may be considered in assessing whether the Guidelines may be appropriately
applied (In the matter of the Patent Act RSC 1985, c P-4, as amended and in the matter of Leo Pharma Inc (the "Respondent")
and the medicine "Dovobet" (19 April 2006), PMPRB-04-D2-DOVOBET, online: <http://www.pmprb-cepmb.gc.ca>; In the
matter of the Patent Act RSC 1985, c P-4, as amended and in the matter of Shire BioChem Inc (the "Respondent") and the
medicine "Adderall XR" (10 April 2008), PMPRB-06-D3-ADDERALL XR, online: <http://www.pmprb-cepmb.gc.ca>). The
Panel further noted that guidelines cannot fetter a tribunal's discretion nor can they prevail over the Act and the Regulations

9

(Teva Neuroscience G.P.-S.E.N.C. v. Canada (Attorney General), 2009 FC 1155 (F.C.) at para 32 [Teva Neuroscience]; Canada
(Attorney General) v. Sandoz Canada Inc., 2015 FCA 249 (F.C.A.) at para 75 [Sandoz]).
67
The Panel addressed the arguments made in support of the position that it was not open to the Panel to deviate from the
benchmark tests in the Guidelines. It found that Alexion "was given a full and fair opportunity to respond to the amendments"
seeking to apply the LIPC test and concluded that the application of the Guidelines by Board staff to determine an initial price
for Soliris did not estopp the Panel from adopting a different benchmark in an excessive price hearing.
68 The Panel also detailed its reasons for concluding the LIPC test was the appropriate benchmark against which to determine
the question of "excessive" pricing for Soliris as part of its section 85 analysis. Alexion takes issue with the reasonableness of the
Panel's section 85 analysis and these arguments are addressed below. I am, however, satisfied that in considering the benchmark
against which to assess the issue of excessive pricing, the Panel gave due consideration to the Guidelines and provided substantial
and compelling reasons in support of its decision to depart from the Guidelines. The Panel did not err in this respect.
(3) Generating reasons that fail the transparency, intelligibility, and justification standard
69 Alexion takes issue with the Panel's reasons for applying the LIPC test to Soliris and submits that neither fact nor precedent
support the Panel's conclusions that:
a) the price of Soliris in the UK (the lowest of the comparator countries) had been "under attack for being unreasonable";
b) there was a rational connection between the price of Soliris in the US and the adoption of the LIPC test;
c) the Canadian price was higher than the US price in 2016; and
d) the Board's mandate extended beyond the prevention of price abuse by patentees to include ensuring patented medicines
can be obtained by Canadians at reasonable prices.
70
Alexion argues that in finding the price of Soliris in the UK "has been under attack for being unreasonable" and that
"permitting Alexion to sell at a price [in Canada] up to the UK price is generous to Alexion," the Panel relied on and unreasonably
interpreted guidance issued in 2015 by the UK National Institute for Health and Care Excellence relating to the use of Soliris in
the treatment of aHUS [NICE Report]. Alexion submits the authors of the NICE Report did not find the price was unreasonable.
Instead, the authors found they "had not been presented with enough justification for the high cost per patient of [Soliris] or for
the overall cost of [Soliris] with reference to what could be expected to be reasonable in the context." Alexion further submits
that it was unreasonable for the Panel to place any weight on the NICE Report as the Panel did not engage in any analysis of
the basis for the report's findings or the validity and applicability of those findings to the Canadian context. Alexion notes that
the NICE Report was limited to a consideration of the use of Soliris in the treatment of aHUS only and that there was no basis
to conclude the NICE Report's statements would have been made in the context of the treatment of PNH.
71
In concluding that the reasonableness of the price of Soliris was under attack in the UK, the Panel recognized that the
NICE Report was limited to a consideration of the price of Soliris in the treatment of aHUS only. The Panel also acknowledged
that it was unable to comment on whether or not the price of Soliris in the UK context was excessive. It is also evident upon a
review of the NICE Report as a whole that the cost of Soliris was of concern to the authors, that the cost had not been justified,
and that the cost of Soliris was "materially higher than the overall cost of other highly specialised technologies."
72 There was also evidence before the Panel to the effect that a price in one comparator jurisdiction can provide a reasonable
perspective on costs and rate of return in another. This evidence is consistent with the Panel's conclusion that the NICE Report
"suggests" that allowing Soliris to be sold in Canada at a price up to the UK price "is generous to Alexion."
73 The Panel is owed deference on a reasonableness review. The fact that there may be alternative reasonable interpretations
to be given to evidence does not, in itself, render a finding unreasonable (N.L.N.U. v. Newfoundland & Labrador (Treasury
Board), 2011 SCC 62 (S.C.C.) at paras 15, 17). I am unable to conclude that the Panel unreasonably interpreted the NICE Report
or came to an unreasonable conclusion on pricing as a result.
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74 Similarly, Alexion's submissions to the effect that the Panel unreasonably concluded that its willingness to supply the US
market at a lower price than Canada indicated the Canadian price was "excessive" and justified the adoption of the LIPC test
are not persuasive. The Panel relied on evidence, including the testimony of three experts, to the effect that pharmaceuticals
have generally been priced lower in Canada than in the United States. Based on this evidence, the Panel noted that "one would
expect the price of Soliris in Canada to have been lower than the price in the US, which it was not." The Panel then cited the
expert evidence of Drs. Addanki and Schwindt to the effect that the willingness of Alexion to supply the US market at a lower
price than the Canadian price indicated the Canadian price may be excessive. The Panel agreed with the experts on this point,
a conclusion that was reasonably available it.
75 Alexion points to the Panel's factual error in finding that the price for Soliris in Canada remained 20% higher than in the
US in early 2016 when in fact it was 20% lower. The error is not disputed; Dr. Addanki's expert evidence, upon which the Panel
relied, is clear the price of Soliris in the US did exceed the Canadian price beginning in late 2014, towards the end of the period
reviewed. However, Dr. Addanki's evidence also indicated that, on average, expensive medicines are 220% more expensive in
the US than in Canada and that even at the 20% maximum differential he observed in early 2016, he was of the view that the
price of Soliris in Canada was higher than he would have expected.
76
Modest or inconsequential errors that do not impact upon the overall result do not warrant a court's intervention on
judicial review (Zhan v. Canada (Minister of Citizenship & Immigration), 2010 FC 822 (F.C.) at para 50). The Panel's error in
this matter was not consequential and does not undermine the reasonableness of the Panel's overall findings.
77 Alexion also submits that the Panel misread the Supreme Court of Canada's decision in Celgene in broadly interpreting the
Board's mandate as ensuring reasonable drug prices for Canadians. In Alexion's view, the Board's mandate is much narrower:
the prevention of price abuse. It is submitted that in adopting a broad and erroneous interpretation of the Board's mandate, the
Panel relied on factors that were irrelevant to its subsection 85(1) analysis and gave no weight to other factors that should have
informed its analysis. I disagree.
78 In making reference to the Board's consumer protection role, the Panel acknowledged its mandate as expressed in Celgene.
In doing so, it did not limit itself to a consideration of a passage from Hansard, as alleged. Rather, it recognized that in conducting
its section 85 analysis, it was required to consider "the Board's role in ensuring that all Canadians are able to obtain patented
medicines at 'reasonable prices' and that prices of patented medicines do not rise to 'unacceptable levels,'" citing paragraphs 27
and 28 of Celgene. The consumer protection aspect of the Board's mandate has long been recognized, and this aspect of the
Board's function is not, in my opinion, inconsistent or incompatible with the objective of preventing price abuse by patentees.
79
Alexion seeks to draw a distinction between "non-excessive" pricing and "reasonable" pricing. These concepts are
not necessarily mutually exclusive. "Reasonable" is defined in the Merriam-Webster dictionary as "being in accordance
with reason...not extreme or excessive...moderate, fair" (Merriam-Webster Dictionary, sub verbo "reasonable" (online:
<www.merriam-webster.com>). Upon a reading of the Panel's decision as a whole, it is evident that the Panel understood that the
issue before it was "[i]s or was the price of Soliris excessive within the meaning of sections 83 and 85 of the Patent Act." Having
clearly set out its role, the Panel did not err in using the terms "reasonable price" and "non-excessive price" interchangeably.
80
I agree with Alexion's submissions to the effect that the Patent Act does not empower the Board to set a pharmaceutical
price at whatever level it considers reasonable. A panel is tasked with ensuring that a price is not excessive. Alexion points to
the Panel's statement to the effect that it could see no justification as to why Canadians should not have the benefit of the lowest
price paid for Soliris in any of the comparator countries to argue the Panel ignored its primary purpose of preventing price abuse.
81
I do not share Alexion's interpretation of the Panel's statement. The statement is made in the context of the Panel's
comparator countries analysis, after having considered and addressed the price comparison evidence and having concluded that
the LIPC test was the appropriate excessive pricing benchmark in this case. The Board did not seek to determine a reasonable
price for Soliris; instead, it sought and established a non-excessive price benchmarked against the comparator countries. Having
done so, it then observed that the evidence had failed to disclose any justification for a higher price in Canada and noted the
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impact of the high cost of Soliris on provincial budgets. These observations do not undermine the reasonableness of the Panel's
conclusion that the LIPC test is the appropriate excessive pricing benchmark in this case.
82
I am also not persuaded that the Panel erred in noting Dr. Schwindt's evidence to the effect that the price charged in
one comparator country can allow one to conclude that the patentee is covering costs and earning a normal rate of return. In
Alexion's view, the Panel essentially considered the costs of making and marketing Soliris under subsection 85(2) of the Act,
when the Panel had stated it would not have regard to that factor. I disagree. This appears to be a common sense conclusion that
falls well short of a consideration of the costs of making and marketing medicine as contemplated at subsection 85(2).
83
Alexion further argues that the Panel erred in concluding that its conduct was irrelevant to the Panel's excessive price
determination under subsection 85(1). Alexion states that, having taken the position that Alexion's conduct was irrelevant, the
Panel also failed to give any weight to relevant factors relating to its conduct. This included but was not limited to the fact that
the price of Soliris had not been increased in Canada since introduction and, after inflation, had in fact decreased in cost by
approximately 10%. The Panel's alleged failure to give weight to the fact that Alexion did not increase the price of Soliris to
keep pace with inflation is addressed below.
84
In concluding Alexion's conduct was irrelevant to its excessive pricing analysis, the Panel relied on the Federal Court
of Appeal's decision in Sandoz. In that case, the Court held that a panel reasonably concluded that the purpose of sections 79
to 103 of the Patent Act was to protect consumers from excessive pricing and that the mischief might arise in circumstances
without the patent owner itself charging excessive prices (Sandoz at paras 65, 67).
85
Alexion argues that price abuse or "mischief" by definition requires a consideration of the patentee's conduct. Alexion
seeks to distinguish Sandoz and invites the Court to conclude that the Panel erred in failing to give any weight to Alexion's
conduct. The facts of Sandoz are distinguishable from those that were before the Panel in this case; however, this does not
render unreasonable the Panel's conclusion that patentee conduct was of little assistance in answering the excessive pricing
question. The principle reflected in paragraphs 65 through 67 of Sandoz — it was reasonable for the Board to consider the
mischief of excessive pricing by focusing on the persons in need of protection from such mischief rather than the patentee —
was considered and applied by the Panel to the unique facts before it: a breakthrough drug with no alternative treatment available
in the marketplace. The Panel's conclusion that Alexion's conduct in these circumstances was irrelevant to the determination
of the excessive pricing question was reasonably available to it. It is trite to note that neither Alexion's disagreement with the
Panel's interpretation of Sandoz nor the identification of an alternative reasonable interpretation renders the Panel's approach
unreasonable.
B. Was the Panel's refusal to give weight to CPI changes unreasonable?
86
Paragraph 85(1)(d) of the Act requires a panel to consider changes in the CPI. Alexion submits that the Panel erred by
subsuming any consideration of CPI changes within its consideration of the LIPC test. In doing so, Alexion argues the Panel
failed to give any independent weight to the fact that the price of Soliris in Canada had never increased, that in "real dollars" the
price in Canada had decreased, and that the compliance issues that did arise were solely the result of exchange rate fluctuations.
I disagree.
87
A panel is required to consider the factors identified in subsection 85(1) where information relevant to the factors is
before it. There is no requirement that a panel weigh the factors in any particular manner. However, "each factor must be given
some reasonable consideration, no factor can be ignored, nor can any one factor be given such dominance such that others are
essentially irrelevant" (Teva Neuroscience at para 47 [emphasis in original]).
88 In addressing paragraph 85(1)(d), the Panel acknowledged Alexion's position as it related to the CPI, noted that the price
of Soliris had not changed since introduction, and referred to expert evidence to the effect that in "real dollars" the price had
decreased due to inflation. The Panel engaged with the expert evidence, noted deficiencies in the analytical approach adopted by
the experts, and concluded on this basis that the evidence was unhelpful. The Panel undertook a serious analysis of the CPI factor.
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89 Alexion argues that the Panel conflated the international price comparison analysis under paragraph 85(1)(c) and the CPI
analysis under paragraph 85(1)(d) when it referenced the absence of price changes in the UK during the same period despite a
positive rate of inflation in that jurisdiction. Again, I disagree. The Panel understood that the 85(1)(c) and 85(1)(d) factors were
distinct. It understood that the 85(1)(d) factor was to be considered in respect of Canadian prices, not prices in the comparator
countries. The Panel's reference to pricing in another jurisdiction, a reference that responded to expert evidence placed before
it, does not support the view that the CPI analysis was subsumed into the price comparator analysis or that mere lip service
was paid to paragraph 85(1)(d).
C. Was the Panel's refusal to consider provincial rebates unreasonable?
90
Relying on Leo Pharma, Alexion submits that, in finding the price of Soliris "excessive" and ordering Alexion to pay
excess revenues, the Panel unreasonably refused to consider payments by Alexion to the provinces under PLAs between 2011
and 2013.
91 In Leo Pharma, the Panel was asked to consider the applicant's free medicine distribution program in assessing the average
transaction price for the medicine. Subsection 4(4) of the Regulations addresses the calculation of the average price of patented
medicine and as currently drafted states:
(4) For the purposes of subparagraph (1)(f)(i),
(a) in calculating the average price per package of medicine, the actual price after any reduction given as a promotion
or in the form of rebates, discounts, refunds, free goods, free services, gifts or any other benefits of a like nature and
after deduction of the federal sales tax shall be used.
(4) Pour l'application de sous-alinéa (1)f)(i),
a) le prix après déduction des réductions accordées à titre de promotion ou sous forme de rabais, escomptes,
remboursements, biens ou services gratuits, cadeaux ou autres avantages semblables et après déduction de la taxe de
vente fédérale doit être utilisé pour le calcul du prix moyen par emballage dans lequel le médicament était vendu.
92
The Panel in Leo Pharma declined to consider the impact of the free distribution program, finding it was not a genuine
compassionate program but had been pursued following the commencement of a pricing investigation for the purpose of
artificially reducing the drug's average transaction price. On judicial review, the Court noted that although the Guidelines
made reference to a "compassionate release program," the Regulations themselves made no reference to the purpose of a free
distribution program. The Court found that there was a sufficient basis for the Panel to reasonably conclude that the free
distribution program was not a genuine compassionate use program. However, Justice Blais held that the Regulations made no
reference to a patentee's intent in this regard and provided clear direction on the calculation of average price. He concluded that
the Regulations were drafted to provide patentees with an incentive to distribute free medicines by allowing them to include
free distribution and rebate programs in the average price calculation, regardless of the intent of any such program. The Panel's
refusal to consider the free distribution was held to be unreasonable (Leo Pharma at paras 55-57).
93 In addressing whether rebates paid by Alexion under the PLAs were to be taken into account in determining the average
transaction price in this matter, the Panel acknowledged Leo Pharma. However, relying on Pfizer, the Panel interpreted the Leo
Pharma direction "as referring to rebates given to customers," not to third parties or strangers to the sales transaction.
94
In Pfizer, Justice Anne Mactavish found the Board had acted outside its jurisdiction in requiring patentees to report
rebates (including rebates or payments to third parties), discounts, free services, gifts, and other similar benefits in calculating
the average price of patented medicines. Justice Mactavish noted the Board's role was constitutionally limited to "determin[ing]
whether, taking certain specified factors into account, a patentee is selling patented medicines to its customers at an 'excessive
price'" (Pfizer at para 11). She noted, in reviewing the legislative history of the 1993 amendments to the Patent Act, that
federal jurisdiction was limited to the regulation of "factory-gate" prices. She described "factory-gate" prices as being generally
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understood in the industry as the price between the patentee and the first purchaser of the patented medicine, commonly a
wholesaler (Pfizer at paras 61-62).
95 Although some provinces had negotiated agreements with patentees, Justice Mactavish also concluded that the provinces
were not "customers," as the Board itself defined them as "third parties" (Pfizer at para 82). She further noted that the decision in
Leo Pharma did not consider whether the obligation to report rebates extended to "rebates or payments to third parties" (Pfizer
at para 57). She concluded that the provinces were not customers of the patentee and that payments made under PLAs were not
rebates pursuant to subsection 4(4) of the Regulations, as the circumstances did not involve the return of funds actually paid
to the patentee (Pfizer at paras 86-89).
96 Alexion submits that Pfizer does not prevent the Board from taking into account third party discounts that are voluntarily
reported to the Board and that adopting this interpretation is consistent with Leo Pharma. I disagree.
97 As was noted by Justice Mactavish in Pfizer, Leo Pharma does not consider whether the obligation to account for payments,
discounts, or rebates extends to payments made to third parties (Pfizer at para 57). The Panel's interpretation of Leo Pharma and
its conclusion that Leo Pharma did not apply to the facts before it was neither inconsistent with that decision nor unreasonable.
98 Section 80 of the Act requires a patentee to provide information and documents as specified in the Regulations respecting
the price at which a medicine is sold in Canada. The Regulations require the reporting of and regulate the "factory-gate" price
at which the medicine was sold to "each class of customer in each province and territory." Although paragraph 4(4)(a) of the
Regulations speaks to the actual price after discounts, rebates, etc., the price contemplated in the Regulations is the price to
a customer.
99
It was open to the Panel to conclude, as it did, that provinces that have received payments from a patentee pursuant to a
PLA are not customers for the reasons set out by Justice Mactavish in Pfizer. On this basis, it was reasonable for the Panel to
conclude that discount payments to the provinces were not to be taken into account in determining the average transaction price.
100 Alexion further argues that even if the Panel reasonably concluded that it could not consider discounts to the provinces in
determining the price of Soliris under subsection 85(1), the Panel was required to take these payments into account in calculating
excess revenues under subsection 83(2) of the Act.
101
The Panel declined to consider discount payments to the provinces for the purposes of offsetting any excess revenues,
relying on its reasons for excluding these discounts in determining the price of Soliris.
102

Subsection 83(2) of the Act states the following:
83 (2) Subject to subsection (4), where the Board finds that a patentee of an invention pertaining to a medicine has, while a
patentee, sold the medicine in any market in Canada at a price that, in the Board's opinion, was excessive, the Board may, by
order, direct the patentee to do any one or more of the following things as will, in the Board's opinion, offset the amount of
the excess revenues estimated by it to have been derived by the patentee from the sale of the medicine at an excessive price:
(a) reduce the price at which the patentee sells the medicine in any market in Canada, to such extent and for such
period as is specified in the order;
(b) reduce the price at which the patentee sells one other medicine to which a patented invention of the patentee
pertains in any market in Canada, to such extent and for such period as is specified in the order; or
(c) pay to Her Majesty in right of Canada an amount specified in the order.
83 (2) Sous réserve du paragraphe (4), lorsqu'il estime que le breveté a vendu, alors qu'il était titulaire du brevet, le
médicament sur un marché canadien à un prix qu'il juge avoir été excessif, le Conseil peut, par ordonnance, lui enjoindre
de prendre l'une ou plusieurs des mesures suivantes pour compenser, selon lui, l'excédent qu'aurait procuré au breveté la
vente du médicament au prix excessif:
14

a) baisser, dans un marché canadien, le prix de vente du médicament dans la mesure et pour la période prévue par
l'ordonnance;
b) baisser, dans un marché canadien, le prix de vente de tout autre médicament lié à une invention brevetée du titulaire
dans la mesure et pour la période prévue par l'ordonnance;
c) payer à Sa Majesté du chef du Canada le montant précisé dans l'ordonnance.
103
Paragraph 83(2)(c) allows a panel to order payment to the federal Crown of excess revenues estimated by it to have
been derived by the patentee from the sale of the medicine at an excessive price. The excessive price is the average transaction
price, a number that was not in dispute. Having reasonably concluded that discounts to the provinces were not to be considered
in determining the price of Soliris, the Panel did not err in excluding these discounts in assessing the quantum of the excess
revenue order under subsection 83(2).
D. Did the Panel unreasonably adopt the HIPC test in making the excess revenue order?
104
Alexion argues that the Panel unreasonably based its order to forfeit excess revenues on the HIPC test. Alexion relies
on the Panel's finding that the evidence was insufficient to establish liability under the HIPC test. Alexion argues that due to
the evidentiary uncertainty highlighted by the Panel, the Panel was not in a position to calculate an excess revenue amount that
related to the excess revenues estimated to have been derived by the patentee.
105
I am not convinced. Subsection 83(2) provides significant discretion to a panel. It need not issue an excessive revenue
payment or take any other steps to offset excess revenues. However, when it does so, the panel must take account of the estimated
amount of excess revenues. In this sense, I agree with Alexion that a panel cannot issue an order in any amount. Subsection
83(2) is not intended to impose a penalty or sanction.
106
However, in estimating excess revenues, nothing in logic or law prevents the panel from adopting a more conservative
test than it might otherwise be entitled to pursue where warranted by the facts and the circumstances. This is exactly what the
Panel did in this case. In adopting the HIPC test for the purposes of calculating the excessive pricing order, the Panel recognized
that the LIPC test was not proposed as an appropriate benchmark until 2015 and that Board staff had consistently applied the
HIPC test in accordance with the Guidelines. The Panel sought to be fair and equitable in dealing with Alexion. This was neither
unfair nor unreasonable.
VIII. Conclusion
107 For the above reasons, I find the decision is reasonable in all respects, and the application is dismissed. The respondent
shall have its costs. The intervenor has not sought costs, and none are awarded.
JUDGMENT IN T-1596-17
THIS COURT'S JUDGMENT is that:
1. The application is dismissed; and
2. The respondent shall have its costs. No costs to the intervenor.
Application dismissed.
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SAP was contrary to Act's objectives — Appellate court found provisions' purpose was to balance public interest in encouraging
development of new medicines while keeping prices for them reasonable — Appellate court found scheme administered by
specialized tribunal to prevent abuse of power created by patent from inflated pricing for medicines used to treat patients in
Canada was more reliable context for interpreting phrase than private law principles for resolving commercial disputes — C
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Drug was prohibited from sale in Canada other than on medical emergency basis under Special Access Programme (SAP) —
American drug company, C Corp., shipped drug to Canada on SAP authorization — C Corp. responded to Patented Medicine
Prices Review Board's request for drug pricing information since 1995 by providing recent information — On motion by Board
staff for order requiring C Corp. to provide all information, Board held it had jurisdiction under s. 80(1)(b) of Patent Act to
request information, and authority under s. 83 of Act to make order — C Corp.'s application for judicial review was allowed
— Applications judge found sale occurred in United States — Applications judge found "sold in any market in Canada" was to
be given commercial meaning, rejected interpretation of "market" as demand for good or service, and held that, for market to
exist in Canada in commercial sense required purchase and sale in Canada — Attorney General's appeal was allowed; Board's
decision was restored — Appellate court found applications judge erred in interpreting "sold in any market in Canada" through
lens of commercial law dispute rather than through vision of price regulation provisions of protective consumer legislation —
Appellate court found interpretation of provisions as excluding patients whose treatment required medicines imported under
SAP was contrary to Act's objectives — Appellate court found provisions' purpose was to balance public interest in encouraging
development of new medicines while keeping prices for them reasonable — Appellate court found scheme administered by
specialized tribunal to prevent abuse of power created by patent from inflated pricing for medicines used to treat patients in
Canada was more reliable context for interpreting phrase than private law principles for resolving commercial disputes — C
Corp. appealed — Appeal dismissed — Term "sold in any market in Canada" connoted commercial contract of sale occurring in
Canada — Board's choice to interpret words "sold" and "selling" with mind to consumer protection of Act rather than commercial
law definition was supported by legislative history — Board's mandate took into account ensuring patent monopolies not abused
— Board properly found that sales included sales of medicines regulated by public law in Canada, dispensed in Canada and
where cost borne by Canadians, all of which were satisfied in case at bar — Strict commercial interpretation would give Board
authority over sales destined for other countries, which was incongruous with Act's legislative purpose.
Intellectual property --- Patents — Patent legislation — General principles
Purpose of price regulation provisions of Patent Act — Drug was prohibited from sale in Canada other than on medical
emergency basis under Special Access Programme (SAP) — American drug company, C Corp., shipped drug to Canada on
SAP authorization — C Corp. responded to Patented Medicine Prices Review Board's request for drug pricing information
since 1995 by providing recent information — On motion by Board staff for order requiring C Corp. to provide all information,
Board held it had jurisdiction under s. 80(1)(b) of Patent Act to request information, and authority under s. 83 of Act to make
order — C Corp.'s application for judicial review was allowed — Applications judge found sale occurred in United States
— Applications judge found "sold in any market in Canada" was to be given commercial meaning, rejected interpretation of
"market" as demand for good or service, and held that, for market to exist in Canada in commercial sense required purchase and
sale in Canada — Attorney General's appeal was allowed; Board's decision was restored — Appellate court found applications
judge erred in interpreting "sold in any market in Canada" through lens of commercial law dispute rather than through vision of
price regulation provisions of protective consumer legislation — Appellate court found interpretation of provisions as excluding
patients whose treatment required medicines imported under SAP was contrary to Act's objectives — Appellate court found
provisions' purpose was to balance public interest in encouraging development of new medicines while keeping prices for
them reasonable — Appellate court found scheme administered by specialized tribunal to prevent abuse of power created by
patent from inflated pricing for medicines used to treat patients in Canada was more reliable context for interpreting phrase
than private law principles for resolving commercial disputes — C Corp. appealed — Appeal dismissed — Term "sold in any
market in Canada" connoted commercial contract of sale occurring in Canada — Board's choice to interpret words "sold" and
"selling" with mind to consumer protection of Act rather than commercial law definition was supported by legislative history
— Board's mandate took into account ensuring patent monopolies not abused — Board properly found that sales included sales
of medicines regulated by public law in Canada, dispensed in Canada and where cost borne by Canadians, all of which were
satisfied in case at bar — Strict commercial interpretation would give Board authority over sales destined for other countries,
which was incongruous with Act's legislative purpose.
Commercial law --- Sale of goods — General principles — Definitions — Sale
Drug was prohibited from sale in Canada other than on medical emergency basis under Special Access Programme (SAP) —
American drug company, C Corp., shipped drug to Canada on SAP authorization — C Corp. responded to Patented Medicine
Prices Review Board's request for drug pricing information since 1995 by providing recent information — On motion by Board
staff for order requiring C Corp. to provide all information, Board held it had jurisdiction under s. 80(1)(b) of Patent Act to
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request information, and authority under s. 83 of Act to make order — C Corp.'s application for judicial review was allowed
— Applications judge found sale occurred in United States — Applications judge found "sold in any market in Canada" was to
be given commercial meaning, rejected interpretation of "market" as demand for good or service, and held that, for market to
exist in Canada in commercial sense required purchase and sale in Canada — Attorney General's appeal was allowed; Board's
decision was restored — Appellate court found applications judge erred in interpreting "sold in any market in Canada" through
lens of commercial law dispute rather than through vision of price regulation provisions of protective consumer legislation —
Appellate court found interpretation of provisions as excluding patients whose treatment required medicines imported under
SAP was contrary to Act's objectives — Appellate court found provisions' purpose was to balance public interest in encouraging
development of new medicines while keeping prices for them reasonable — Appellate court found scheme administered by
specialized tribunal to prevent abuse of power created by patent from inflated pricing for medicines used to treat patients in
Canada was more reliable context for interpreting phrase than private law principles for resolving commercial disputes — C
Corp. appealed — Appeal dismissed — Term "sold in any market in Canada" a connoted commercial contract of sale occurring in
Canada — Board's choice to interpret words "sold" and "selling" with mind to consumer protection of Act rather than commercial
law definition was supported by legislative history — Board's mandate took into account ensuring patent monopolies not abused
— Board properly found that sales included sales of medicines regulated by public law in Canada, dispensed in Canada and
where cost borne by Canadians, all of which were satisfied in case at bar — Strict commercial interpretation would give Board
authority over sales destined for other countries, which was incongruous with Act's legislative purpose.
Statutes --- Interpretation — Rules of interpretation — Object and purpose
Intellectual property --- Patents — Miscellaneous issues
Administrative law --- Standard of review — General principles
Droit commercial --- Échange et commerce — Protection du consommateur — Réglementation des prix — Conseil d'examen
du prix des médicaments brevetés — Compétence
Il était interdit de vendre un médicament au Canada autrement qu'en cas d'urgences médicales en vertu du Programme d'accès
spécial (PAS) — Compagnie pharmaceutique américaine, C Corp., faisait parvenir le médicament au Canada sous le régime du
PAS — C Corp. a répondu à la demande de renseignements du Conseil d'examen du prix des médicaments brevetés au sujet du
prix du médicament depuis 1995 en faisant parvenir des renseignements récents — Ayant à se prononcer sur une requête déposée
par le personnel du Conseil afin qu'une ordonnance soit prononcée exigeant que C Corp. fournisse les renseignements demandés,
le Conseil a statué qu'il avait compétence, en vertu de l'art. 80(1)b) de la Loi sur les brevets, pour exiger les renseignements
ainsi que le pouvoir, en vertu de l'art. 83 de la Loi, de rendre une ordonnance — Demande en contrôle judiciaire de C Corp. a
été accueillie — Juge de première instance a conclu que la vente avait eu lieu aux États-Unis — Juge de première instance a
conclu qu'on devrait donner un sens commercial à l'expression « vente [...] sur les marchés canadiens », a rejeté l'interprétation
du terme « marché » comme une demande à l'égard d'un bien ou d'un service et a statué que, pour qu'un marché, suivant le sens
commercial du terme, puisse exister au Canada, il devait y avoir achat et vente au Canada — Appel interjeté par le procureur
général du Canada a été accueilli et la décision du Conseil a été rétablie — Cour d'appel a conclu que le juge de première
instance avait commis une erreur en interprétant l'expression « vente [...] sur les marchés canadiens » à travers le prisme d'un
litige en droit commercial plutôt que dans la perspective des dispositions de réglementation des prix d'une loi de protection du
consommateur — Cour d'appel a conclu qu'interpréter les dispositions comme si elles excluaient les patients dont le traitement
exige des médicaments importés en vertu d'une autorisation du PAS était contraire aux objectifs de la Loi — Cour d'appel a
conclu que l'objet des dispositions était d'établir un équilibre entre l'intérêt public lié à l'encouragement de la mise au point de
nouveaux médicaments et la nécessité de faire en sorte qu'ils puissent être vendus à prix raisonnables — Cour d'appel a conclu
que le régime administré par un tribunal spécialisé en vue d'empêcher l'abus d'un pouvoir créé par le brevet par la facturation
de prix excessifs pour des médicaments employés pour le traitement de patients au Canada fournissait une orientation plus
fiable sur le sens de l'expression visée que les principes de droit privé qui concernent le règlement de litiges commerciaux —
C Corp. a formé un pourvoi — Pourvoi rejeté — Expression « vente [...] sur les marchés canadiens » connotait l'existence d'un
contrat commercial de vente conclu au Canada — Choix du Conseil d'interpréter les mots « vente », « vend » et « vendu »
en privilégiant l'objet de protection du consommateur de la Loi plutôt qu'en s'en remettant à la définition technique de droit
commercial était étayé par l'historique législatif — Il était conforme au mandat du Conseil de veiller à ce que les monopoles
découlant des brevets ne donnent pas lieu à des abus — C'était à bon droit que le Conseil avait conclu que les ventes incluaient
les ventes de médicaments régis par le droit public canadien, administrés au Canada et dont les prix étaient à la charge des
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Canadiens; toutes ces conditions étaient réunies en l'espèce — Interprétation stricte, fondée sur le droit commercial, donnerait
au Conseil compétence à l'égard de ventes destinées à d'autres pays, ce qui serait incompatible avec l'objectif de la Loi.
Droit commercial --- Échange et commerce — Protection du consommateur — Réglementation des prix — Conseil d'examen
du prix des médicaments brevetés — Prix abusifs
Il était interdit de vendre un médicament au Canada autrement qu'en cas d'urgences médicales en vertu du Programme d'accès
spécial (PAS) — Compagnie pharmaceutique américaine, C Corp., faisait parvenir le médicament au Canada sous le régime du
PAS — C Corp. a répondu à la demande de renseignements du Conseil d'examen du prix des médicaments brevetés au sujet du
prix du médicament depuis 1995 en faisant parvenir des renseignements récents — Ayant à se prononcer sur une requête déposée
par le personnel du Conseil afin qu'une ordonnance soit prononcée exigeant que C Corp. fournisse les renseignements demandés,
le Conseil a statué qu'il avait compétence, en vertu de l'art. 80(1)b) de la Loi sur les brevets, pour exiger les renseignements
ainsi que le pouvoir, en vertu de l'art. 83 de la Loi, de rendre une ordonnance — Demande en contrôle judiciaire de C Corp. a
été accueillie — Juge de première instance a conclu que la vente avait eu lieu aux États-Unis — Juge de première instance a
conclu qu'on devrait donner un sens commercial à l'expression « vente [...] sur les marchés canadiens », a rejeté l'interprétation
du terme « marché » comme une demande à l'égard d'un bien ou d'un service et a statué que, pour qu'un marché, suivant le sens
commercial du terme, puisse exister au Canada, il devait y avoir achat et vente au Canada — Appel interjeté par le procureur
général du Canada a été accueilli et la décision du Conseil a été rétablie — Cour d'appel a conclu que le juge de première
instance avait commis une erreur en interprétant l'expression « vente [...] sur les marchés canadiens » à travers le prisme d'un
litige en droit commercial plutôt que dans la perspective des dispositions de réglementation des prix d'une loi de protection du
consommateur — Cour d'appel a conclu qu'interpréter les dispositions comme si elles excluaient les patients dont le traitement
exige des médicaments importés en vertu d'une autorisation du PAS était contraire aux objectifs de la Loi — Cour d'appel a
conclu que l'objet des dispositions était d'établir un équilibre entre l'intérêt public lié à l'encouragement de la mise au point de
nouveaux médicaments et la nécessité de faire en sorte qu'ils puissent être vendus à prix raisonnables — Cour d'appel a conclu
que le régime administré par un tribunal spécialisé en vue d'empêcher l'abus d'un pouvoir créé par le brevet par la facturation
de prix excessifs pour des médicaments employés pour le traitement de patients au Canada fournissait une orientation plus
fiable sur le sens de l'expression visée que les principes de droit privé qui concernent le règlement de litiges commerciaux —
C Corp. a formé un pourvoi — Pourvoi rejeté — Expression « vente [...] sur les marchés canadiens » connotait l'existence d'un
contrat commercial de vente conclu au Canada — Choix du Conseil d'interpréter les mots « vente », « vend » et « vendu »
en privilégiant l'objet de protection du consommateur de la Loi plutôt qu'en s'en remettant à la définition technique de droit
commercial était étayé par l'historique législatif — Il était conforme au mandat du Conseil de veiller à ce que les monopoles
découlant des brevets ne donnent pas lieu à des abus — C'était à bon droit que le Conseil avait conclu que les ventes incluaient
les ventes de médicaments régis par le droit public canadien, administrés au Canada et dont les prix étaient à la charge des
Canadiens; toutes ces conditions étaient réunies en l'espèce — Interprétation stricte, fondée sur le droit commercial, donnerait
au Conseil compétence à l'égard de ventes destinées à d'autres pays, ce qui serait incompatible avec l'objectif de la Loi.
Propriété intellectuelle --- Brevets — Législation sur les brevets — Principes généraux
Objet des dispositions de la Loi sur les brevets concernant la réglementation des prix — Il était interdit de vendre un
médicament au Canada autrement qu'en cas d'urgences médicales en vertu du Programme d'accès spécial (PAS) — Compagnie
pharmaceutique américaine, C Corp., faisait parvenir le médicament au Canada sous le régime du PAS — C Corp. a répondu à
la demande de renseignements du Conseil d'examen du prix des médicaments brevetés au sujet du prix du médicament depuis
1995 en faisant parvenir des renseignements récents — Ayant à se prononcer sur une requête déposée par le personnel du Conseil
afin qu'une ordonnance soit prononcée exigeant que C Corp. fournisse les renseignements demandés, le Conseil a statué qu'il
avait compétence, en vertu de l'art. 80(1)b) de la Loi sur les brevets, pour exiger les renseignements ainsi que le pouvoir, en
vertu de l'art. 83 de la Loi, de rendre une ordonnance — Demande en contrôle judiciaire de C Corp. a été accueillie — Juge
de première instance a conclu que la vente avait eu lieu aux États-Unis — Juge de première instance a conclu qu'on devrait
donner un sens commercial à l'expression « vente [...] sur les marchés canadiens », a rejeté l'interprétation du terme « marché »
comme une demande à l'égard d'un bien ou d'un service et a statué que, pour qu'un marché, suivant le sens commercial du terme,
puisse exister au Canada, il devait y avoir achat et vente au Canada — Appel interjeté par le procureur général du Canada a été
accueilli et la décision du Conseil a été rétablie — Cour d'appel a conclu que le juge de première instance avait commis une
erreur en interprétant l'expression « vente [...] sur les marchés canadiens » à travers le prisme d'un litige en droit commercial
plutôt que dans la perspective des dispositions de réglementation des prix d'une loi de protection du consommateur — Cour
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d'appel a conclu qu'interpréter les dispositions comme si elles excluaient les patients dont le traitement exige des médicaments
importés en vertu d'une autorisation du PAS était contraire aux objectifs de la Loi — Cour d'appel a conclu que l'objet des
dispositions était d'établir un équilibre entre l'intérêt public lié à l'encouragement de la mise au point de nouveaux médicaments
et la nécessité de faire en sorte qu'ils puissent être vendus à prix raisonnables — Cour d'appel a conclu que le régime administré
par un tribunal spécialisé en vue d'empêcher l'abus d'un pouvoir créé par le brevet par la facturation de prix excessifs pour des
médicaments employés pour le traitement de patients au Canada fournissait une orientation plus fiable sur le sens de l'expression
visée que les principes de droit privé qui concernent le règlement de litiges commerciaux — C Corp. a formé un pourvoi —
Pourvoi rejeté — Expression « vente [...] sur les marchés canadiens » connotait l'existence d'un contrat commercial de vente
conclu au Canada — Choix du Conseil d'interpréter les mots « vente », « vend » et « vendu » en privilégiant l'objet de protection
du consommateur de la Loi plutôt qu'en s'en remettant à la définition technique de droit commercial était étayé par l'historique
législatif — Il était conforme au mandat du Conseil de veiller à ce que les monopoles découlant des brevets ne donnent pas lieu
à des abus — C'était à bon droit que le Conseil avait conclu que les ventes incluaient les ventes de médicaments régis par le
droit public canadien, administrés au Canada et dont les prix étaient à la charge des Canadiens; toutes ces conditions étaient
réunies en l'espèce — Interprétation stricte, fondée sur le droit commercial, donnerait au Conseil compétence à l'égard de ventes
destinées à d'autres pays, ce qui serait incompatible avec l'objectif de la Loi.
Droit commercial --- Vente de biens — Principes généraux — Définitions — Vente
Il était interdit de vendre un médicament au Canada autrement qu'en cas d'urgences médicales en vertu du Programme d'accès
spécial (PAS) — Compagnie pharmaceutique américaine, C Corp., faisait parvenir le médicament au Canada sous le régime du
PAS — C Corp. a répondu à la demande de renseignements du Conseil d'examen du prix des médicaments brevetés au sujet du
prix du médicament depuis 1995 en faisant parvenir des renseignements récents — Ayant à se prononcer sur une requête déposée
par le personnel du Conseil afin qu'une ordonnance soit prononcée exigeant que C Corp. fournisse les renseignements demandés,
le Conseil a statué qu'il avait compétence, en vertu de l'art. 80(1)b) de la Loi sur les brevets, pour exiger les renseignements
ainsi que le pouvoir, en vertu de l'art. 83 de la Loi, de rendre une ordonnance — Demande en contrôle judiciaire de C Corp. a
été accueillie — Juge de première instance a conclu que la vente avait eu lieu aux États-Unis — Juge de première instance a
conclu qu'on devrait donner un sens commercial à l'expression « vente [...] sur les marchés canadiens », a rejeté l'interprétation
du terme « marché » comme une demande à l'égard d'un bien ou d'un service et a statué que, pour qu'un marché, suivant le sens
commercial du terme, puisse exister au Canada, il devait y avoir achat et vente au Canada — Appel interjeté par le procureur
général du Canada a été accueilli et la décision du Conseil a été rétablie — Cour d'appel a conclu que le juge de première
instance avait commis une erreur en interprétant l'expression « vente [...] sur les marchés canadiens » à travers le prisme d'un
litige en droit commercial plutôt que dans la perspective des dispositions de réglementation des prix d'une loi de protection du
consommateur — Cour d'appel a conclu qu'interpréter les dispositions comme si elles excluaient les patients dont le traitement
exige des médicaments importés en vertu d'une autorisation du PAS était contraire aux objectifs de la Loi — Cour d'appel a
conclu que l'objet des dispositions était d'établir un équilibre entre l'intérêt public lié à l'encouragement de la mise au point de
nouveaux médicaments et la nécessité de faire en sorte qu'ils puissent être vendus à prix raisonnables — Cour d'appel a conclu
que le régime administré par un tribunal spécialisé en vue d'empêcher l'abus d'un pouvoir créé par le brevet par la facturation
de prix excessifs pour des médicaments employés pour le traitement de patients au Canada fournissait une orientation plus
fiable sur le sens de l'expression visée que les principes de droit privé qui concernent le règlement de litiges commerciaux —
C Corp. a formé un pourvoi — Pourvoi rejeté — Expression « vente [...] sur les marchés canadiens » connotait l'existence d'un
contrat commercial de vente conclu au Canada — Choix du Conseil d'interpréter les mots « vente », « vend » et « vendu »
en privilégiant l'objet de protection du consommateur de la Loi plutôt qu'en s'en remettant à la définition technique de droit
commercial était étayé par l'historique législatif — Il était conforme au mandat du Conseil de veiller à ce que les monopoles
découlant des brevets ne donnent pas lieu à des abus — C'était à bon droit que le Conseil avait conclu que les ventes incluaient
les ventes de médicaments régis par le droit public canadien, administrés au Canada et dont les prix étaient à la charge des
Canadiens; toutes ces conditions étaient réunies en l'espèce — Interprétation stricte, fondée sur le droit commercial, donnerait
au Conseil compétence à l'égard de ventes destinées à d'autres pays, ce qui serait incompatible avec l'objectif de la Loi.
Lois --- Interprétation — Règles d'interprétation — Objet et but
Propriété intellectuelle --- Brevets — Questions diverses
Droit administratif --- Norme de contrôle — Principes généraux
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The sale of the drug Thalomid was generally prohibited in Canada as no Notice of Compliance had been issued by Health
Canada to assure that the drug was safe and effective, but the drug had been made available in Canada on a medical emergency
basis under the Special Access Programme (SAP). Since 1995, an American patent pharmaceutical manufacturer, C Corp., had
shipped Thalomid from its factory in New Jersey to patients' physicians in Canada under the SAP. The Patented Medicine Prices
Review Board established under the Patent Act (PA) asked C Corp. to provide information concerning the pricing of Thalomid
since 1995. Without prejudice to its position that the Board had no jurisdiction to demand the requested pricing information,
C Corp. provided recent pricing information about the drug.
Board staff brought a motion for an order pursuant to ss. 81 and 88 of the PA requiring C Corp. to provide the requested
information. The Board rejected C Corp.'s contention that it had no jurisdiction over the pricing of Thalomid because the drug
was not being sold in Canada and held that it had jurisdiction under s. 80(1)(b) of the PA to require C Corp. to provide information
about the pricing of Thalomid since January 1995, and the authority under s. 83 of the PA to make a remedial order against C
Corp. C Corp. applied successfully to the Federal Court (Trial Division) under s. 18.1 of the Federal Courts Act to review the
Board's decision. The Federal Court applications judge applied a correctness standard of review to the Board's interpretation of
s. 80(1)(b) of the PA, held that the words "sold in any market in Canada" should be given a commercial meaning, and rejected
the interpretation of "market" as a demand for a good or service. The applications judge went on to hold that, for a market to
exist in Canada in the commercial sense, required that there be a purchase and sale in Canada and so, on the basis of commercial
law principles, the sale of Thalomid occurred in New Jersey. The Attorney General's appeal was allowed.
The appellate court found that the applications judge erred in interpreting the phrase "sold in any market in Canada" in s. 80
of the PA through the lens of a commercial law dispute, rather than through the vision of the price regulation provisions of the
PA as protective consumer legislation. The purpose of the statutory scheme of ss. 79-103 of the PA was to protect Canadian
consumers from being charged excessive prices for patented medicines, and the applications judge's interpretation of those
provisions as excluding patients whose treatment required medicines imported under SAP authorizations was contrary to the
PA's objectives. Statutory interpretation required a purposive and contextual analysis of the disputed words. The purpose of
the price-regulation provisions was to strike a balance between the public interests in encouraging the development of new
medicines and the need to ensure Canadians' access to reasonably priced patented medicines, and that purpose was advanced
by interpreting para. 80(1)(b) to apply to all patented medicines sold for consumption by patients in Canada. The public law
context of a regulatory scheme administered by a specialized tribunal to prevent the abuse of the monopolistic market power
created by a patent through the charging of excessive prices for medicines used to treat patients in Canada was a more reliable
guide to the meaning of the phrase than private law principles designed to resolve commercial disputes between seller and buyer
or to locate where a patent infringement occurred.
The appellate court found that while the ordinary meaning of precise and unequivocal statutory words was an important factor in
that analysis, it was not necessarily determinative and, in any case, language is malleable and subtle, and the ordinary meaning
of words normally connotes a range of meanings. While "sold" is a term of legal art and presumptively connotes the existence of
a contract of sale as understood in private law when used in legislation, and while it was to be presumed that a legislature using
such legal terms of art intended those words to be given their presumed meaning, it was doubtful whether "sold in Canada"
was a legal term of art, and the phrase "sold in any market in Canada" was not "sold in Canada." Parliament was to be taken
to intend that its legislation be effective in achieving its objectives and, as the function of enabling legislation was to enable
them to discharge their mandates, the PA was to be interpreted from this perspective. The words "sold in any market in Canada"
were not to be interpreted by reference to common law commercial legal principles for determining the location of a sale but
were to be interpreted in accordance with a recent Supreme Court of Canada decision wherein the majority held that it was an
interpretive error to view protective consumer legislation through the lens of freedom of contract and competition.
C Corp. appealed.
Held: The appeal was dismissed.
Per Abella J. (McLachlin C.J.C., Binnie, LeBel, Deschamps, Fish, Charron, Rothstein, Cromwell JJ. concurring): The term
"sold in any market in Canada" connoted a commercial contract of sale occurring in Canada. The Board's choice to interpret the
words "sold" and "selling " with a regard to the consumer protection aspect of the PA rather than a commercial law definition was
supported by legislative history. The Board's mandate took into paramount account ensuring patent monopolies were not abused.
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The Board properly found that sales included sales of medicines regulated by public law in Canada, dispensed in Canada and
where the cost was borne by Canadians, all of which were satisfied in the case at bar. Strict commercial interpretation would
give Board authority over sales destined for other countries, which was incongruous with the PA's legislative purpose.
Bien que la vente du Thalomid ait été frappée d'une interdiction générale au Canada, puisqu'aucun avis de conformité n'avait été
émis par Santé Canada pour s'assurer que le médicament était sécuritaire et efficace, le médicament a été rendu disponible au
Canada, dans le cas d'urgences médicales, en vertu du Programme d'accès spécial (PAS). Depuis 1995, un fabricant américain
de produits pharmaceutiques titulaire de plusieurs brevets, C Corp., avait fait parvenir du Thalomid à des médecins traitants au
Canada, par l'intermédiaire du PAS, à partir de son usine située au New Jersey. Le Conseil d'examen du prix des médicaments
brevetés, mis sur pied sous le régime de la Loi sur les brevets (LB), a demandé à C Corp. de lui faire parvenir des renseignements
sur le prix du Thalomid depuis 1995. C Corp. a fourni des renseignements sur les prix récents du médicament, sous réserve de
sa position portant que le Conseil n'avait pas compétence pour exiger ces renseignements.
Le personnel du Conseil a déposé une requête afin qu'une ordonnance soit prononcée en vertu des art. 81 et 88 de la LB, exigeant
que C Corp. fournisse les renseignements demandés. Le Conseil a rejeté la prétention de C Corp. suivant laquelle il n'avait pas
compétence pour juger du prix du Thalomid sous prétexte que le médicament n'était pas en vente au Canada et a statué qu'il
avait compétence, en vertu de l'art. 80(1)b) de la LB, pour exiger de C Corp. qu'elle fournisse des renseignements concernant le
prix du Thalomid depuis janvier 1995 ainsi que le pouvoir, en vertu de l'art. 83 de la LB, de rendre une ordonnance corrective
à l'encontre de C Corp. Celle-ci a demandé le contrôle judiciaire de la décision à la Section de première instance de la Cour
fédérale, en vertu de l'art. 18.1 la Loi sur les cours fédérales, avec succès. Le juge de la Cour fédérale siégeant en première
instance a analysé l'interprétation donnée par le Conseil à l'art. 80(1)b) de la LB sous l'angle de la norme de contrôle de la
décision correcte, a statué qu'on devrait donner un sens commercial à l'expression « vente [...] sur les marchés canadiens » et a
rejeté l'interprétation du terme « marché » comme une demande à l'égard d'un bien ou d'un service. Le juge de première instance
a ensuite statué que, pour qu'un marché, suivant le sens commercial du terme, puisse exister au Canada, il devait y avoir achat
et vente au Canada, de sorte que, sur la base des principes du droit commercial, la vente du Thalomid avait eu lieu au New
Jersey. L'appel interjeté par le procureur général du Canada a été accueilli.
La Cour d'appel a conclu que le juge de première instance avait commis une erreur en interprétant l'expression « vente [...] sur
les marchés canadiens » apparaissant à l'art. 80 de la LB à travers le prisme d'un litige en droit commercial plutôt que dans la
perspective des dispositions de réglementation des prix de la LB, considérée comme une loi de protection du consommateur.
L'objet du régime législatif établi par les art. 79 à 103 de la LB était de protéger les consommateurs canadiens afin qu'ils n'aient
pas à payer des prix excessifs pour les médicaments brevetés, et interpréter ces dispositions, comme le juge de première instance
l'a fait, comme si elles excluaient les patients dont le traitement exige des médicaments importés en vertu d'une autorisation du
PAS était contraire aux objectifs de la LB. L'exercice d'interprétation devait comporter une analyse téléologique et contextuelle
des termes litigieux. L'objet des dispositions relatives à la réglementation des prix était d'établir un équilibre entre l'intérêt public
lié à l'encouragement de la mise au point de nouveaux médicaments et la nécessité de faire en sorte que les Canadiens puissent
se procurer des médicaments brevetés à prix raisonnable, et cet objet était atteint par une interprétation de l'alinéa 80(1)b)
qui s'applique à tous les médicaments brevetés vendus en vue de leur consommation par des patients au Canada. Le contexte
de droit public dans lequel un régime de réglementation, administré par un tribunal spécialisé, en vue d'empêcher l'abus d'un
pouvoir de monopole commercial, créé par le brevet, par la facturation de prix excessifs pour des médicaments employés pour
le traitement de patients au Canada fournissait une orientation plus fiable sur le sens de l'expression visée que les principes
de droit privé qui concernent le règlement de litiges commerciaux entre un vendeur et un acheteur ou servent à déterminer le
lieu de la contrefaçon d'un brevet.
La Cour d'appel était d'avis que le sens ordinaire du libellé précis et non équivoque d'une disposition peut constituer un facteur
important, encore que non nécessairement déterminant, de l'analyse et que, de toute manière, le langage est malléable et subtil et
le sens ordinaire des mots évoque normalement une gamme de significations. Alors que le terme « vendu » est un terme juridique
et son emploi législatif, peut-on présumer, connote l'existence d'un contrat de vente au sens du droit privé et bien qu'il fallait
présumer que l'intention d'un législateur faisant usage de tels termes juridiques était que l'on interprète ces termes selon leur
sens présumé, on pouvait douter que l'expression « vendu au Canada » avait un sens particulier en droit, et l'expression n'était
pas « vendu au Canada » mais « vente [...] sur les marchés canadiens ». Il fallait présumer que le législateur souhaitait que la
législation qu'il adopte atteigne efficacement les objectifs recherchés, et comme une loi habilitante a pour fonction d'habiliter les
organismes administratifs à exercer leur mandat, la LB devait être interprétée dans cette perspective. Il ne fallait pas interpréter
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l'expression « vente [...] sur les marchés canadiens » suivant les principes juridiques commerciaux de la common law pour établir
le lieu de la vente mais en conformité avec une décision récente de la Cour suprême du Canada, dans laquelle la majorité de la
Cour a statué que d'interpréter une loi de protection du consommateur à travers le prisme des principes de la liberté contractuelle
et de la libre concurrence constituait une erreur d'interprétation.
C Corp. a formé un pourvoi.
Arrêt:Le pourvoi a été rejeté.
Abella, J. (McLachlin, J.C.C., Binnie, LeBel, Deschamps, Fish, Charron, Rothstein, Cromwell, JJ., souscrivant à son opinion) :
L'expression « vente [...] sur les marchés canadiens » connotait l'existence d'un contrat commercial de vente conclu au Canada.
Le choix du Conseil d'interpréter les mots « vente », « vend » et « vendu » en privilégiant l'objet de protection du consommateur
de la LB plutôt qu'en s'en remettant à la définition technique de droit commercial était étayé par l'historique législatif. Il était
conforme au mandat du Conseil d'accorder une importance prépondérante au fait de veiller à ce que les monopoles découlant
des brevets ne donnent pas lieu à des abus.
C'était à bon droit que le Conseil avait conclu que les ventes incluaient les ventes de médicaments régis par le droit public
canadien, administrés au Canada et dont les prix étaient à la charge des Canadiens; toutes ces conditions étaient réunies en
l'espèce. Une interprétation stricte, fondée sur le droit commercial, donnerait au Conseil compétence à l'égard de ventes destinées
à d'autres pays, ce qui serait incompatible avec l'objectif de la LB.
Abella J.:
1
The Patented Medicine Prices Review Board ("Board") has authority under ss. 80(1)(b) and 81(1)(a) of the Patent Act,
R.S.C. 1985, c. P-4, to require a patentee of a medicine to provide it with information so it can investigate the price at which
the medicine "is being or has been sold in any market in Canada". If the Board finds that the price charged is excessive, under
s. 83(1) it can order that the price be reduced. This appeal centres on a single issue: whether the concept of "sold in any market
in Canada" in the relevant provisions should be interpreted strictly in accordance with commercial law principles, or whether
its definition should be responsive to the surrounding legislative context and purpose.
Background
2
Celgene Corporation is the New Jersey-based distributor of a pharmaceutical sold under the brand name Thalomid. This
drug contains the active ingredient thalidomide. Thalomid has proven to be an effective treatment for conditions such as leprosy
and multiple myeloma and is approved for those uses in the United States.
3
Most sales of medicines in Canada occur after Health Canada is satisfied of the medicine's safety and effectiveness and
has issued a Notice of Compliance ("NOC") pursuant to ss. C.08.002 and C.08.004 of the Food and Drug Regulations, C.R.C.,
c. 870. Where the manufacturer has not applied for an NOC, or Health Canada has not yet granted one, medicines may in some
cases be sold to medical practitioners through an alternate route — the Special Access Programme (the "SAP"): see Food and
Drug Regulations, ss. C.08.010 and C.08.011. The SAP has been interpreted to allow access to drugs not otherwise available
in a particular market for the treatment of "serious or life-threatening conditions where conventional therapies have failed, are
unsuitable, or are unavailable either as marketed products or through enrollment in clinical trials": Health Canada, Guidance
Document for Industry and Practitioners: Special Access Programme for Drugs (2008), at p. 1.
4 There is no limit on the volume of sales that can be made pursuant to the SAP, nor on the period of time that a manufacturer
may supply the medicine through it. If Health Canada approves the request for sales pursuant to the SAP, the manufacturer is
authorized to sell the medicine for the use of the specific patient or clinical trial identified in the request.
5 Celgene did not get an NOC for Thalomid. Since 1995, its sales of this drug to Canadians have been made pursuant to the
SAP. Of the approximately 26,000 requests made under the SAP in 2006 by medical practitioners, approximately 4,500 were
for Thalomid, making it the most frequently sourced drug under the SAP.
6 When a Canadian doctor orders Thalomid under the SAP, the medicine is packed in Celgene's facilities in the United States
and shipped Free on Board ("FOB") to the doctor in Canada. Celgene prepares an invoice in New Jersey, mails it to Canada,
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and directs that payment be made in U.S. dollars and couriered or mailed to Celgene in New Jersey. No Canadian taxes are
paid on these transactions. The drug is never redistributed in Canada — any unused portions must be returned to a Celgene
facility in Pennsylvania.
7 Celgene obtained a Canadian patent in relation to Thalomid on April 4, 2006. Seven days later, the Board advised Celgene
that in view of this patent, the Board now had jurisdiction to request pricing information from Celgene from the time it first
sold Thalomid through the SAP in 1995.
8
Celgene initially provided some pricing information without prejudice to its position that the Board lacked jurisdiction
to obtain it. Ultimately, however, it refused to continue supplying the requested information, arguing that because, under
commercial law principles, the medicine was "sold" in New Jersey, it was outside the Board's authority under s. 80(1)(b), which
extended only to medicine "sold ... in Canada".
9 A motion was brought to the Board seeking an order that Celgene provide the pricing information so a determination could
be made by the Board as to whether the price charged to Canadian purchasers was excessive.
10
In its decision, the Board acknowledged that the medicine was sold through Celgene's head office in New Jersey and
that, as the parties freely acknowledged, New Jersey would be considered the locus of the sale for commercial law purposes
(PMPRB-07-D1-THALOMID). But in the Board's view, ordinary commercial law definitions of place of sale were not germane
to, let alone determinative of its authority. While commercial law principles for determining where a sale took place are helpful
in enforcing contractual terms and determining the physical location at which risk to the goods and transportation costs pass from
the vendor to the purchaser, the Board concluded that its authority under the Patent Act is unrelated to allocation of risk, cost
of transportation, or choice of law in a contractual dispute. Because its mandate includes protecting Canadians from excessive
prices that may be charged for patented medicines, it concluded that sales "in any market in Canada" include sales of medicine
that are regulated by Canadian law, that will be delivered and used in Canada, and where the cost of the medicine will be borne
by Canadians. Since the SAP is a Canadian law, Celgene's sales under this programme are included in this mandate.
11
Moreover, in the Board's view, an interpretation that is based on the commercial law approach to the location of the sale
would have the incongruous effect of giving it authority over commercial sales made in Canada to foreign purchasers. This
would be inconsistent with its statutory mandate to protect Canadian consumers. It therefore concluded that Celgene's Thalomid
sales to Canadians pursuant to the SAP fell within both its authority for price investigation and its related remedial powers.
12
On judicial review, Campbell J. found that this was a jurisdictional issue and that the appropriate standard of review
was correctness (2009 FC 271, 344 F.T.R. 45 (Eng.) (F.C.)). In his view, although Thalomid is sold to Canadians, it is sold in
the United States, not Canada, and cannot fall within the words "sold in any market in Canada". The Board therefore had no
jurisdiction to order either the Thalomid pricing information or a price reduction.
13
The Federal Court of Appeal (2009 FCA 378, 315 D.L.R. (4th) 270 (F.C.A.)) agreed with the Board's interpretation
of its mandate. The parties had jointly submitted that correctness was the appropriate standard of review, characterizing the
question as jurisdictional in nature. Evans J.A. doubted that this was a proper characterization of either the standard or the
question, but since in his view the standard of review did not materially affect the disposition of the appeal, he was prepared to
accept the parties' invitation to review the Board's decision on a correctness standard (New Brunswick (Board of Management)
v. Dunsmuir, 2008 SCC 9, [2008] 1 S.C.R. 190 (S.C.C.); Canadian Federal Pilots Assn. v. Canada (Treasury Board), 2009
FCA 223, [2010] 3 F.C.R. 219 (F.C.A.), at paras. 36-52).
14
Engaging in a textual interpretation of the relevant provisions, Evans J.A. noted that the interpretation should be based
on the full phrase in s. 80(1)(b), namely, "sold in any market in Canada", not just the words "sold in Canada", as Celgene had
urged. In his view, because the language was open to different interpretations, one should be chosen which best implemented the
consumer protection objectives of the price-regulation provisions of the Patent Act. If the provisions were interpreted in a way
that exempted Celgene's Thalomid sales through the SAP, Canadians would be deprived of the price protection that underlay
the enactment of those provisions.
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15 In his dissenting reasons, Ryer J.A. did not accept that the provisions were aimed at consumer protection. In his view, the
jurisdiction of the Board is not engaged unless it is established that the medicine in question has been the subject of a sale taking
place in Canada. Based on the ordinary commercial law meaning of the words "sold in any market in Canada", the medicine was
"sold" in the United States. This meant that the Board could not require Celgene to provide pricing information for Thalomid.
16

For the reasons that follow, I share Evans J.A.'s view that the Board's decision should not be disturbed.

Analysis
17 The Board is responsible for monitoring and regulating the prices of patented medicines. Under s. 81(1)(a) of the Patent
Act, the Board may order a patentee "of an invention pertaining to a medicine" to "provide the Board with information and
documents respecting ... any of the matters referred to in paragraphs 80(1)(a) to (e)". The particular provision at issue in this
case is s. 80(1)(b), which states that the Board is entitled to certain pricing information:
80. (1) A patentee of an invention pertaining to a medicine shall, as required by and in accordance with the regulations,
provide the Board with such information and documents as the regulations may specify respecting
.....
(b) the price at which the medicine is being or has been sold in any market in Canada and elsewhere ....
18
Section 83(1) of the Patent Act empowers the Board to order the reduction of the price at which a patentee is selling the
medicine in any market in Canada when it is of the view that this price is excessive:
83. (1) Where the Board finds that a patentee of an invention pertaining to a medicine is selling the medicine in any market
in Canada at a price that, in the Board's opinion, is excessive, the Board may, by order, direct the patentee to cause the
maximum price at which the patentee sells the medicine in that market to be reduced to such level as the Board considers
not to be excessive and as is specified in the order.
19

The Board's decision to make a s. 83(1) remedial order depends on the factors listed in s. 85:
85. (1) In determining under section 83 whether a medicine is being or has been sold at an excessive price in any
market in Canada, the Board shall take into consideration the following factors, to the extent that information on the
factors is available to the Board:
(a) the prices at which the medicine has been sold in the relevant market;
(b) the prices at which other medicines in the same therapeutic class have been sold in the relevant market;
(c) the prices at which the medicine and other medicines in the same therapeutic class have been sold in countries
other than Canada;
(d) changes in the Consumer Price Index; and
(e) such other factors as may be specified in any regulations made for the purposes of this subsection.
(2) Where, after taking into consideration the factors referred to in subsection (1), the Board is unable to determine
whether the medicine is being or has been sold in any market in Canada at an excessive price, the Board may take
into consideration the following factors:
(a) the costs of making and marketing the medicine; and
(b) such other factors as may be specified in any regulations made for the purposes of this subsection or as are,
in the opinion of the Board, relevant in the circumstances.
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(3) In determining under section 83 whether a medicine is being or has been sold in any market in Canada at an
excessive price, the Board shall not take into consideration research costs other than the Canadian portion of the
world costs related to the research that led to the invention pertaining to that medicine or to the development and
commercialization of that invention, calculated in proportion to the ratio of sales by the patentee in Canada of that
medicine to total world sales.
20
The common language in ss. 80(1)(b), 83(1), and 85 is: sold (or selling) in any market in Canada. I acknowledge that
these words may lend themselves to different interpretations. The question is whether the one selected by the Board is justified.
21
The parties both relied on the approach used in Canada Trustco Mortgage Co. v. R., 2005 SCC 54, [2005] 2 S.C.R.
601 (S.C.C.), at para. 10, which confirmed that statutory interpretation involves a consideration of the ordinary meaning of the
words used and the statutory context in which they are found:
It has been long established as a matter of statutory interpretation that "the words of an Act are to be read in their entire
context and in their grammatical and ordinary sense harmoniously with the scheme of the Act, the object of the Act, and the
intention of Parliament": see 65302 British Columbia Ltd. v. Canada, [1999] 3 S.C.R. 804, at para. 50. The interpretation
of a statutory provision must be made according to a textual, contextual and purposive analysis to find a meaning that is
harmonious with the Act as a whole. When the words of a provision are precise and unequivocal, the ordinary meaning
of the words play a dominant role in the interpretive process. On the other hand, where the words can support more than
one reasonable meaning, the ordinary meaning of the words plays a lesser role. The relative effects of ordinary meaning,
context and purpose on the interpretive process may vary, but in all cases the court must seek to read the provisions of
an Act as a harmonious whole. [para. 10.]
The words, if clear, will dominate; if not, they yield to an interpretation that best meets the overriding purpose of the statute.
22
But although the parties agreed on the proper interpretive approach, they disputed its application. The Attorney General
argued that the phrase "sold in any market in Canada" is broad and should not be given the limited, technical interpretation
ascribed to it by Celgene. Celgene, on the other hand, argued that the word "sold" is so "precise and unequivocal" that it must
play the determinative role in the interpretive process (Canada Trustco, at para. 10). Citing Deputy Minister of National Revenue
v. Mattel Canada Inc., 2001 SCC 36, [2001] 2 S.C.R. 100 (S.C.C.), Celgene argued that "sold" is a legal term of art that should
presumptively be given its private law, commercial meaning. In its view, the plain meaning of "sold in any market in Canada"
connotes a commercial contract of sale occurring in Canada.
23 Mattel is of limited assistance in this case. It involved an interpretation of s. 48(5)(a)(iv) of the Customs Act, R.S.C. 1985, c.
1 (2nd Supp.), a provision concerned with whether royalties paid between two private parties in a commercial transaction were
"a condition of the sale of the goods for export to Canada". Major J. concluded that in the particular context of that provision —
which assists in calculating customs duties on items imported into Canada — the word "condition" in the phrase "condition of
the sale" had a settled meaning in sale of goods law which governed in interpreting this private transaction (see paras. 58-59).
24
I accept that, as Mattel demonstrates, words like "sold" may well have a commercial law meaning in some statutory
contexts, including, for example, in other parts of the Patent Act (see Dole Refrigerating Products Ltd. v. Canadian Ice Machine
Co. (1957), 28 C.P.R. 32 (Can. Ex. Ct.); Domco Industries Ltd. v. Mannington Mills Inc. (1990), 29 C.P.R. (3d) 481 (Fed. C.A.),
leave to appeal refused, [1990] 2 S.C.R. vi (note) (S.C.C.)).
25
But that does not mean that the Board misinterpreted the words "sold" and "selling" in the context of ss. 80(1)(b),
83(1) and 85. In rejecting the technical commercial law definition, the Board was guided by the consumer protection goals
of its mandate, concluding that Celgene's approach would undercut these objectives by preventing the Board from protecting
Canadian purchasers of Thalomid and other foreign-sold SAP patented medicines.
26 The Board's interpretive choice is supported by the legislative history. The Board was established in amendments contained
in Bill C-22, An Act to amend the Patent Act and to provide for certain matters in relation thereto, which received Royal Assent
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on November 19, 1987, as S.C. 1987, c. 41. Introducing the Bill for second reading, the Hon. Harvie Andre made the following
relevant comments about the Board's objectives:
In essence, the amendments I propose in Bill C-22 will create a climate favourable to new investment in research and
development by giving patent holding pharmaceutical firms in Canada a guaranteed period of protection. These changes
will also ensure consumer protection by creating a drug prices review board to monitor drug prices. ...
.....
I humbly submit that anybody who takes an objective view of what we are proposing will see that we have in place
enormous checks and balances to ensure that consumer prices of drugs remain reasonable. They should look at what we
will get by way of research and development, and at the jobs this will create.
.....
Whatever costs might be associated with this legislation will be minimal. They will not hit the consumer. [Emphasis added.]
(House of Commons Debates, vol. I, 2nd Sess., 33rd Parl., November 20, 1986, at pp. 1369-73)
27 When the Patent Act was further amended in 1993 (Patent Act Amendment Act, 1992, S.C. 1993, c. 2), the then Minister
of Consumer and Corporate Affairs, the Hon. Pierre Blais, reiterated the Board's consumer protection mandate:
With Bill C-91, we also wanted to strengthen consumer protection, so that consumers can continue to obtain patented
medicine at reasonable prices. I think that all Canadians are entitled to that.
.....
... The board will thus be able to provide all Canadian consumers with even more effective price control. These new powers
will authorize the board to order a reduction of prices it considers too high.
... I am convinced that these new provisions will assure Canadian consumers, of reasonable prices, like those they have
had since 1987.
(House of Commons Debates, vol. XII, 3rd Sess., 34th Parl., December 10, 1992, at pp. 14998 and 15001)
28
The Board's consumer protection purpose was affirmed in ICN Pharmaceuticals Inc. v. Canada (Patented Medicine
Prices Review Board) (1996), 108 F.T.R. 190 (Fed. T.D.), aff'd (1996), [1997] 1 F.C. 32 (Fed. C.A.), where Cullen J. said:
Sections 79 to 103 of the Patent Act, creating the Patented Medicine Prices Review Board, were enacted in response
to the abolition of the compulsory licensing regime. Parliament's intent was certainly to address the "mischief" that the
patentee's monopoly over pharmaceuticals during the exclusivity period might cause prices to rise to unacceptable levels.
Accordingly, the words of these sections of the Patent Act should be read purposively. ...
[Emphasis added; para. 24.]
29
This is the approach to its mandate that the Board applied, one that took into paramount account its responsibility for
ensuring that the monopoly that accompanies the granting of a patent is not abused to the financial detriment of Canadian
patients and their insurers:
The mandate of the Board includes balancing the monopoly power held by the patentee of a medicine, with the interests of
purchasers of those medicines. The patentee of a medicine sold in Canada is subject to the jurisdiction of the Board, and
this jurisdiction requires the patentee to report information to the Board concerning the price at which it has been selling
the patented medicine in any market in Canada. The Board compares this price to the price of comparable medicines, and
to the price at which the medicine is sold in other countries, to determine whether or not its price in Canada is excessive.
In consultation with industry, government and consumer stakeholders, the Board has developed detailed guidelines that
patentees and Board Staff use to ensure that the prices of patented medicines in Canada are not excessive.
[Emphasis added; para. 5.]
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30 The Board therefore concluded that in order to comply with that mandate, sales "in any market in Canada" for the purposes
of the relevant provisions, should be interpreted to "include sales of medicines that are regulated by the public laws of Canada,
that will be delivered in Canada, to be dispensed in Canada, and where, in particular, the cost of the medicine will be borne
by Canadians — patients or taxpayers, as the case may be" (para. 34). All of these prerequisites are satisfied in the case of
Celgene's sales of Thalomid to Canadians through the SAP.
31
The Board also found, and I agree, that a strict commercial law interpretation of "sold" in s. 80(1)(b) would give the
Board authority over sales which, while technically made "in Canada", are destined for other countries, a result incongruous
with the legislative purpose of regulating the price at which patented medicines are sold in Canadian, not foreign, markets:
... the Board does not have a statutory mandate to protect European purchasers of patented medicines, regardless of the
locus of the sale at common law. The locus of the sale at common law, does not give rise to jurisdiction when the locus is
Canada, and does not deprive the Board of jurisdiction when the locus is outside of Canada. [para. 36.]
32
In my view, therefore, the legislative context and the consumer protection purpose of ss. 80(1)(b), 83(1) and 85 of the
Patent Act support the Board's conclusion that, based on the language of those provisions, it has authority over Celgene's sales
of Thalomid to Canadians through the SAP.
33
A final observation. In this Court, neither party presented any argument on the standard of review. Both had proceeded
throughout the judicial review process on the basis that the applicable standard of review was correctness. While the parties
should not be able, by agreement, to contract out of the appropriate standard of review, like Evans J.A. I am of the view that
the Board's decision would be upheld under either standard.
34
And like Evans J.A., I also question whether correctness is in fact the operative standard. This specialized tribunal is
interpreting its enabling legislation. Deference will usually be accorded in these circumstances: see Dunsmuir, at paras. 54 and
59; Khosa v. Canada (Minister of Citizenship & Immigration), 2009 SCC 12, [2009] 1 S.C.R. 339 (S.C.C.), at para. 44; and
Kerry (Canada) Inc. v. Ontario (Superintendent of Financial Services), 2009 SCC 39, [2009] 2 S.C.R. 678 (S.C.C.). Only if the
Board's decision is unreasonable will it be set aside. And to be unreasonable, as this Court said in Dunsmuir, the decision must
be said to fall outside "a range of possible, acceptable outcomes which are defensible in respect of the facts and law" (para. 47).
Far from falling outside this range, I see the Board's decision as unassailable under either standard of review.
35

I would dismiss the appeal with costs.
Appeal dismissed.
Pourvoi rejeté.
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Tab 4

PATENTED MEDICINE PRICES REVIEW BOARD
IN THE MATTER OF the Patent Act, R.S.C. 1985, c. P-4,
as amended
AND IN THE MATTER OF Alexion Pharmaceuticals Inc.
and the medicine "Soliris"

REASONS FOR DECISION
(Motion to Strike Expert Evidence
Heard on March 18, 2016)
1.

On March 18, 2016, the panel (the "Panel") of the Patented Medicine Prices

Review Board (the "Board") seized with this proceeding heard a motion brought by
Alexion Pharmaceuticals Inc. ("Alexion" or the "Respondent") to strike certain parts of
the expert evidence filed by Board Staff on February 16, 2016.
2.

Alexion seeks the following relief:
i.

An order striking the Expert Report of Sumanth Addanki (the "Addanki
Report") in its entirety;

ii.

An order striking all of or at least section 6 of the "Opinion With Regard to
the Use of External Reference Pricing in the Determination of Excessive
Patented Medicine Prices: the Case of Soliris" by Richard Schwindt (the
"Schwindt Report");

iii.

An order striking out documents, and references to documents, relating to
IMS Midas data found in Tabs 75, 76, 77 and 82 of Board Staff's
Disclosure List of Documents and referred to in the Schwindt Report (the
"IMS Data"); or

2

iv.

In the alternative, an order postponing the hearing of this matter to permit
Alexion an adequate opportunity to respond to the expert evidence of
Board Staff.

3.

For the reasons that follow, the motion is dismissed without prejudice to Alexion's

right to challenge both the admissibility and the weight to be assigned to any of the
expert evidence at the hearing on the merits.

The Panel also recognizes that the

Respondent may require additional time beyond the 30 days that Alexion has already
received to date to prepare responding expert reports. The Panel has made the
following amendments to the Order Regarding Scheduling issued on December 7, 2015
(the "Scheduling Order")1:
i.

Alexion shall serve and file responding expert reports on or before April
18, 2016;

ii.

Board Staff shall serve and file any reply expert reports on or before May
13, 2016; and

iii.

The remainder of the schedule as set out in the Scheduling Order,
including the hearing dates, shall remain as previously established.

Background
4.

Soliris (eculizumab) 10mg/mL ("Soliris") is indicated for the treatment of

Paroxysmal Nocturnal Hemoglobinuria (PNH), a rare and life-threatening blood disorder
that is characterized by complement-mediated hemolysis (the destruction of red blood
cells).

1

Scheduling
Order
of
the
Board
(December
7,
2015):
http://www.pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/BoardSchedulingOrder
December72015.pdf.
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5.

Soliris is also approved as a treatment for patients with atypical hemolytic uremic

syndrome (aHUS), a rare and life-threatening genetic disorder characterized by
"complement-mediated thrombotic microangiopathy" or TMA (blood clots in small
vessels).
6.

Soliris is sold in Canada by the Respondent, Alexion. Board Staff has determined

that the Respondent is selling Soliris at a price that is excessive and seeks an Order
under section 83 of the Patent Act2 requiring Alexion to, inter alia, discontinue the sale
of Soliris at a price that is alleged to be excessive and to offset the allegedly excess
revenues that Alexion has generated from prior sales of Soliris.
7.

On January 22, 2015, the Board issued a Notice of Hearing to require a public

hearing with respect to Board Staff's allegations of excessive pricing of Soliris.
8.

The purpose of the hearing is to determine whether, under sections 83 and 85 of

the Patent Act, the Respondent is selling or has sold Soliris in any market in Canada at
a price that, in the Board's opinion, is or was excessive, and if so, what order, if any,
should be made.
9.

In a motion heard on September 16, 2015, Alexion raised allegations of conflicts

of interest and reasonable apprehensions of bias on the part of a number of the
individual counsel involved in this proceeding and the Chairperson of the Board. The
Panel dismissed this motion in a decision dated October 5, 2015.3
10.

At a pre-hearing conference held on October 28, 2015, the Panel heard five

motions relating to procedural issues in respect of this proceeding.

The Panel's

decision with reasons with respect to each motion was issued on November 24, 2015.4

2

RSC, 1985, c P-4.

3

Board Decision – Respondent's Motion Relating to Conflicts of Interest (October 5, 2015): http://pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/MotionRelatingtoConfli
ctsofInterest-October5thdecision-Final.pdf.

4

Board Decision – Various Motions Related to Procedural Matters (November 24, 2015): http://www.pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/SOLIRISPMPRBNovember24th2015decision.pdf.
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11.

The Panel also issued a Scheduling Order on consent of the parties on

December 7, 2015, which set out the schedule for the remaining steps until the hearing,
including the filing of expert reports. Board Staff filed its expert reports in accordance
with this schedule on February 16, 2016.
12.

Alexion served a Notice of Motion dated February 26, 2016 seeking to strike

certain parts of Board Staff's expert evidence. At a conference call in respect of this
motion held on March 4, 2016, the Panel, with mutual consent of the parties and
pending the hearing and decision of this motion, extended the deadline for Alexion to
file its expert reports to March 31, 2016.
13.

At a hearing held on March 18, 2016, the Panel heard Alexion's motion to strike

the expert evidence and issues this decision, based on the reasons that follow.
Relevant Facts
i.
14.

Pleadings
The purpose of the proceeding between Alexion and Board Staff is to determine

whether, under sections 83 and 85 of the Patent Act, Alexion is selling or has sold
Soliris in any market in Canada at a price that, in the Board's opinion, is or was
excessive, and if so, what order, if any, should be made.
15.

Evidence tendered by the parties must be relevant to the matters at issue in this

proceeding. The pleadings are the starting point for the determination of the matters at
issue in this proceeding.
16.

In its Statement of Allegations, Board Staff states, in part, as follows:
15. In accordance with the 2010 Compendium of Guidelines, Policies and
Procedures ("2010 Guidelines"), and the Highest International Price
Comparison ("HIPC") test, Board Staff compared the National Average
Transaction Price ("N-ATP") to the publicly available list prices of Soliris
sold in the comparator countries (France, Germany, Italy, Sweden,
Switzerland, the United Kingdom and the United States) listed in the
Schedule of the Patented Medicines Regulations (the "Regulations").
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…
22. Subsection 85(1) of the Act sets out the factors the Board shall take
into consideration in determining whether a medicine is being or has been
sold at an excessive price in any market in Canada...
…
25. Although the 2010 Guidelines are not binding on the Board, Board
Staff submits that it is appropriate in this case for the Board to apply the
approach and methodology set out in these 2010 Guidelines when
applying the factors set out in subsection 85(1) of the Act to determine
whether Soliris is being or has been sold at an excessive price in any
market in Canada.
…
27. Board Staff submits that when applying the factors under subsection
85(1) of the Act, there are grounds for the Board to conclude, pursuant to
section 83 of the Act, that Alexion is selling or has sold the medicine
known as Soliris in any market in Canada at a price that is or was
excessive.
28. Board Staff reserves the right to make such other allegations and
submissions and to introduce such other documents as Board Staff may
advise and the Board may permit.5
17.

Alexion in its Amended Response dated July 17, 2015, states, in part:
10. …Alexion still believes from the particulars delivered in response to
the Particulars Order that it is only fluctuations in the international
exchange rates that made the Canadian ex-factory price appear to have
increased relative to some reference countries when applying the
international price test in the Guidelines.
11. …The Act requires the Board to take into account price factors in s.
85(1), and to reach a reasonable determination, based on all of these
factors, whether a price is "excessive".
…
13. The Allegations demonstrate the absurdity of applying the Guidelines
in this case. Board Staff reach the arbitrary, impractical, and logically
untenable position that a Canadian ex-factory price that did not change
from the time the medicine was first sold in Canada and did not change in
comparator countries (other than price increases in the U.S., went from

5

Board Staff Statement of Allegations (January 15, 2015).
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being "non-excessive" to "excessive" based on the value of foreign
currency fluctuations.
36.
Board Staff's application of the HIPC test contains many
inconsistencies and is an unreliable basis for making any finding of
excessive pricing against Alexion…
18.

In its Amended Reply dated September 1, 2015, Board Staff further alleges:
5. …Board Staff determined that Alexion's introductory price of Soliris
exceeded the median international price among the comparator countries;
however, the excess revenues Alexion generated did not meet the criteria
for continuing the investigation. These criteria were established to allow
Board Staff to allocate its resources to investigations as efficiently as
possible. In deciding not to pursue the investigation, Board Staff did not
therefore deem the introductory price of Soliris to be "non-excessive".
6. …Board Staff has not alleged that the price of Soliris is excessive due
to changes in exchange rates. Board Staff submits that based on the
factors under subsection 85(1) of the Act, the Regulations and the Board's
Guidelines, Alexion has been selling Soliris to Canadians at an excessive
price since 2012. Board Staff further submits that its application of the
factors, the Regulations and the Board's Guidelines in this case is
appropriate and reasonable.
7. Additionally, Alexion has failed to justify its excessive price under
subsection 85(2) of the Act. In any event, there appears to be no
justification for Alexion's excessive price based on costs or other factors.
8. …Board Staff's position is and always has been that the price of Soliris
is excessive under the Act. Alexion's "belief" as to Board's Staff's
"apparent conclusions" is irrelevant as the only relevant issue in this
proceeding is whether the price of Soliris has been excessive under the
Act. In this regard, Alexion misunderstands the purpose of an investigation
into excessive pricing and how that differs from a proceeding before the
Board in the context of a hearing. Board Staff's interpretation of the
Guidelines and the Regulations are not binding on the Board during a
hearing. The hearing is a fresh opportunity for the Board to determine
whether a medicine's price is excessive under the Act.

19.

In its Surreply dated December 4, 2015, Alexion further states:
5. Apart from allegations in the Statement of Allegations relating to the
Highest International Price Comparison (HIPC) test under Schedule 6 of
the Guidelines, Board Staff have provided no details of how (i.e., in what
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way or ways) the price of Soliris violates "factors ... under subsection
85(1)" or any factor under subsection 85(2)(b) of the Act.
6. The absence of any specificity concerning existing factors under
subsection 85(1) and Board Staffs failure to identify any factor at all under
85(2)(b) mean Alexion does not, and cannot, know the case it has to meet
other than the application of the HIPC test mentioned in the Statement of
Allegations.
20.

In support of its allegations, Board Staff served on February 16, 2016 the

Addanki Report and the Schwindt Report, which the Respondent is moving to strike,
along with the IMS Data referenced in the Schwindt Report.
a) The Addanki Report
21.

Dr. Sumanth Addanki is an economist and a Senior Vice President at National

Economic Research Associates, Inc., and holds a Ph.D. degree in economics. The
Addanki Report, provides an opinion on the following two questions:

22.

i.

What economic measures, tests and considerations should be considered
to be appropriate to the question of whether the price of Soliris in Canada
is or has ever been excessive under s. 85 of the Patent Act; and

ii.

Whether the application of the economic measures, test and
considerations in Question 1 indicates that the price of Soliris in Canada is
or has ever been excessive.
In preparing his report, Dr. Addanki was asked by Board Staff to ignore the

existence of the PMPRB Compendium of Policies, Guidelines and Procedures (the
"Guidelines") and focus only on the Patent Act in addressing the questions above.
23.

The following is an overview of the findings in the Addanki Report:
9. Based on the information available to me and my economic analysis to
date, I have concluded that Section 85(1) of the Patent Act lists a variety
of economic considerations that may help inform the analysis of whether a
given price is excessive. These considerations relate in one fashion or
another to comparing the price at issue with relevant yardsticks, which, in
turn, need to be chosen with careful attention to the specific economic
circumstances of the patented drug whose price is at issue.
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10. While I understand that the ultimate determination of whether or not a
given price is excessive lies within the purview of the PMPRB, my
economic analysis of Soliris's pricing in Canada in light of the economic
considerations provided for in the Patent Act indicates that Soliris's price
may, in fact, be excessive.6
b) The Schwindt Report
24.

Dr. Richard Schwindt is an economist and a professor, and holds A.M. and Ph.D.

degrees in economics.
25.

The Schwindt Report provides an opinion, from an economic perspective, on

several issues regarding the use of external reference pricing ("ERP") to set ceilings on
prices of patented drugs. External reference pricing, also called international reference
pricing in the literature, involves a comparison between the prices in other jurisdictions
to prices and price changes domestically.
26.

In particular, the Schwindt Report evaluates Alexion's allegation that the current

methodology, as set out in the Guidelines is inappropriate for its product Soliris, and
concludes that the ERP system as set out in the Guidelines is reasonable and provides
a measure of predictability for patentees and other stakeholders.
27.

IMS Data is provided by IMS Health, a private global information and technology

services company. The Schwindt Report references IMS Data as follows: "the analysis
in this report uses prices for the reference countries (France, Germany, Italy,
Switzerland, Sweden, the United Kingdom and the United States) as reported and
revised by Alexion in accordance with the PMPRB Guidelines... I understand that these
are not the prices used by Board Staff in its calculations of excessive prices and excess
revenues.

Using prices determined by application of Board Staff's 2012 to 2014

Methodology or prices derived from IMS MIDAS data would not materially change my
findings."

6

Addanki Expert Report at 9-10.
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ii.
28.

Pre-Hearing Conferences
Rule 8(1) of the Patented Medicine Prices Review Board Rules of Practice and

Procedure (the "PMPRB Rules")7 provides that expert witness evidence is not
admissible in a proceeding before the Board in respect of any issue unless the issue
has been raised in the pleadings or in a pre-hearing conference order. Thus, in addition
to the pleadings, issues raised in the various pre-hearing conferences in this proceeding
and subsequently issued orders in respect of those pre-hearing conferences are
relevant facts to the current motion.
29.

At a pre-hearing conference held on October 28, 2015, the Panel heard five

motions relating to procedural issues in respect of this proceeding.

The Panel's

decision with reasons with respect to each motion was issued on November 24, 2015.8
30.

In its analysis as set out in paragraphs 75 to 79 of this decision, this Panel

stated: "Section 85 contemplates the potential of a dual-stage review by the Panel
consisting of an initial examination of the factors listed in subsection 85(1) and where
necessary, an examination of the additional factors listed in subsection 85(2)… the
Panel should receive evidence and submissions regarding the factors listed in both
subsections 85(1) and 85(2), to the extent relied upon by either party. Where a party
submits evidence relating to the factors listed in subsection 85(2), the Panel will not
have regard to such evidence unless it is unable to decide this matter based on a
consideration of the factors listed in subsection 85(1) alone… Clearly, evidence
regarding both subsections 85(1) and 85(2) of the Patent Act is admissible in this
proceeding… [t]he Panel therefore anticipates that the parties will make representations
and adduce evidence with respect to the factors listed in subsections 85(1) and 85(2) of
the Patent Act."

7

SOR/2012-247.

8

Board Decision – Various Motions Related to Procedural Matters (Novermber 24, 2015): http://www.pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/SOLIRISPMPRBNovember24th2015decision.pdf.
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Submissions of the Parties
a) The Addanki Report
31.

Alexion submits that the Addanki Report is irrelevant and will complicate and

expand the proceeding, resulting in a waste of time and costs for the Panel and the
parties. Alexion alleges that the issues addressed by Dr. Addanki have not been raised
in the pleadings, as required under Rule 8(1) and that Board Staff is, through the
Addanki Report, attempting to amend its pleadings and raise entirely new allegations
and issues.
32.

According to Alexion, there "are only two excessive price 'issues' raised by Board

Staff in the Statement of Allegations: (1) that Alexion 'has been selling Soliris in Canada
at the highest international price among the comparator countries.' (2) that Alexion has
been selling Soliris 'at a price in Canada that is appreciably higher than in the United
States.'"9 Alexion submits that there is no reference whatsoever in the Statement of
Allegations to any other factor in s. 85(1), in particular to comparators or "therapeutic
classes", whether in relation to 85(1)(b) or (c). Alexion submits that when "measured
against the pleadings, it becomes apparent that the issues addressed in the Addanki
Opinion were not 'raised in the pleadings' as required by Rule 8(1)."10
33.

Alexion takes specific issue with the approach adopted by Dr. Addanki to the

consideration of products that fall within the same "economic class" as part of the
consideration of the therapeutic class for Soliris:
19. When Alexion introduced Soliris on the Canadian market in 2009, it
complied with the Guidelines and procedures of the Board, including the
scientific review procedures of HDAP. The approach of the Board, and the
courts, to interpreting "other medicines in the same therapeutic class" in
ss. 85 (1)(b) and (c) consistently refers to therapeutic, pharmacologic, and
chemical methods of classification described in the Guidelines and not to
any "economic" classification as proposed by Dr. Addanki. Dr. Addanki's

9

Alexion Reply Submissions dated March 16, 2016 at 6.

10

Ibid at 17.

11
expert opinion based on a purported "economic" class of products is
therefore irrelevant under Rule 8(1).
20. As much as it is irrelevant, any acceptance of Dr. Addanki's purported
"economic" class of products is equally prejudicial and violates
fundamental fairness. Classification of medicines based on economic
factors like those identified by Dr. Addanki have never been part of the
Guidelines, practices, procedures, or jurisprudence of the Board. In no
way could Alexion (or any other manufacturer) have known, until delivery
of the Addanki opinion at this late stage of this proceeding, that a
determination of "excessive" pricing could be reached by such an
approach. Yet Board Staff seeks to penalize Alexion under this entirely
novel reading of the words "therapeutic class."
…
27. The Addanki Opinion, which deliberately disregards the Guidelines at
Board Staff counsel's request, is not only irrelevant, it directly contradicts
the case Board Staff pleaded, which itself relies on the Guidelines for the
proposed interpretation of s. 85(1)(c). While the Panel may depart from
the Guidelines in interpreting s. 85(1) of the Act, Board Staff cannot depart
from their own pleadings to allege a self-contradictory case.11
34.

Board Staff submits that the Addanki Report is relevant. Board Staff state that

Dr. Addanki provided his opinion from an economic perspective on various economic
tests to determine whether Soliris is, or has ever been, excessively priced under s. 85 of
the Patent Act.
35.

According to Board Staff, given that the Guidelines are not binding on the Board

and in light of Alexion's allegation that it would be "absurd" to apply the Guidelines in the
present case, Dr. Addanki's economic analysis was made without regard to the
Guidelines. Board Staff submits that the Guidelines are not the law and the Board's
decision on whether a medicine is excessively priced must be guided by the Patent Act
and the factors enumerated therein. Board Staff states that it is for this reason that Dr.
Addanki's economic analysis focuses on the factors in the Patent Act rather than the
Guidelines.

11

Ibid.
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36.

Board Staff submits that the Addanki Report looks at a "variety of economic

considerations that may help inform the analysis" of whether the price of Soliris is
excessive using an economic analysis of the various factors set out in s. 85 in the
specific circumstances of the supply of Soliris.
37.

Board Staff further submits that the Addanki Report does not offer an opinion on

the scientific meaning of the words "therapeutic class" and "Alexion's argument that the
Addanki Report uses the term 'therapeutic class' in a manner that is different than how it
is used in the Guidelines or in other decisions of the Board, is not a basis for a finding
that the report is not admissible. Alexion will obviously have the ability at the hearing on
the merits to challenge the assumptions used in the Addanki Report and to disagree
with the opinions and conclusions contained therein."12
b) The Schwindt Report
38.

Alexion also submits that the Schwindt Report is not relevant as it addresses the

concept of ERP. According to Alexion, ERP is not mentioned by Board Staff in the
Allegations or the Amended Reply at all. Alexion does not object to the HIPC test
specifically, or to the ERP concept generally. To the extent the Schwindt Report
addresses ERP, Alexion argues that it raises a "straw man" issue because Alexion has
never pled, or argued, that the ERP system was unreasonable. However, Alexion also
submits that to the extent it deals with ERP issues, the Schwindt Report is irrelevant to
the case as pleaded and should be struck.
39.

Alexion submits that the first paragraph of the Schwindt Report explains in clear

terms that he was asked to provide an "evaluation of Alexion's allegations" in the
Amended Response. Alexion also submits that section 6 of the Schwindt Report asserts
that Professor Schwint engages in an evaluation of the parties' legal positions and
allegations, and that an expert may not provide what is, in essence, a legal assessment
of the arguments of a party. Alexion states that is axiomatic that expert evidence that is
directly argumentative on legal issues is neither relevant nor admissible.
12

Board Staff Written Submissions at 74.
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40.

Board Staff submits that section 6 of the Schwindt Report is responsive to

paragraphs 15 to 27 of Alexion's Response which appear under the heading "Economic
Analysis," and that the Schwindt Report is directly responsive to the economic analysis
contained in these paragraphs, specifically the following:
a) Alexion's assertion in paragraph 17 of its Response that the term
"price" is used by economists in different ways and that in real terms
the price of Soliris has declined;
b) Alexion's assertion in paragraph 19 that economic agencies charged
with making international price comparisons do not utilize the methods
used by Board Staff since it results in errors;
c) Alexion's assertion in paragraph 20 that it is being placed in the
position it finds itself as a result of the world's central bankers or other
vagaries that cause international currency fluctuations;
d) Alexion's assertion in paragraphs 21 – 23 that it cannot be said that
the price of Soliris has increased in Canada since patented drugs fall
into a category described by economists as "non-traded goods";
e) Alexion's assertion in paragraph 26 that Board Staff's position
expropriates revenues from Alexion based on foreign currency
fluctuation and leaves Alexion to deal with the burden of a weak
Canadian dollar and does nothing to protect purchasers; and
f) Alexion's assertion in paragraph 24 of its Response that the analysis
done by Board Staff in this case does not make "economic sense" and
leads to "perverse results".13
c) The IMS Data
41.

Alexion submits that the IMS Data is irrelevant because the pleaded case refers

exclusively to publicly available data used to make price comparisons and the IMS Data
is private information purchased by Board Staff.
42.

As noted above, the Schwindt Report refers to the IMS Data to indicate that

"[u]sing prices determined by application of Board Staff's 2012 to 2014 Methodology or
prices derived from IMS MIDAS data would not materially change [Professor
13

Board Staff Written Submissions at 42 - 43.

14

Schwindt's] findings"14. Alexion is seeking to strike this reference and documents in
Tabs 75, 76, 77 and 82 of Board Staff's Disclosure List of Documents.
43.

Alexion submits that the HIPC test involves a comparison of "publicly available"

prices. Alexion notes that the Statement of Allegations refers only to "publicly available"
prices and any other non-public sources of pricing data, like the proposed IMS Data, are
clearly irrelevant to the pleaded issues. Alexion submits that the IMS Data is also
hearsay that can only be introduced through a proper witness who can explain how the
data are collected and attest to the veracity of the data. Alexion also argues that the
IMS Data is incomplete because it does not include Canadian information.15
44.

Board Staff submits that an expert is entitled to rely upon hearsay evidence in

forming their opinion. Further, s. 85 of the Patent Act does not require a Panel to only
examine "publicly available prices". A Panel may consider prices from other sources
and IMS data is routinely relied upon by Board Staff and has been considered by
hearing panels in other cases.16
d) Timing of Admissibility Determination
45.

Board Staff submits that the admissibility of expert evidence should be

considered in the context of a full hearing in order that the decision-maker may have
regard to all potential issues and evidence to be relied upon. Board Staff submits that a
determination of admissibility at this stage is premature and refers the Panel to several
cases in support of this submission, including, Merck & Co. Inc. v. Canada (Minister of
Health) ("Merck"),17 Association des Crabiers Acadiens v. Canada (Attorney General)
("Crabiers Acadiens"),18 Harrop v. Harrop ("Harrop"),19 lvetic v. State Farm Mutual

14

Schwindt Report, Appendix 2.

15

Alexion’s Reply at 52 - 54.

16

Board Staff Written Submissions at 86 – 91.

17

2003 FC 1242 (CanLII).

18

2005 FC 1191 (CanLII).

19

2010 ONCA 390 (CanLII).
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Automobile Insurance Co. ("Ivetic"),20 and White Burgess Langille Inman v. Abbott and
Halliburton Co. ("White Burgess").21
46.

Alexion disagrees and submits that the cases referenced by Board Staff in

support of the position that an admissibility determination is premature are
distinguishable in the circumstances of this case. Alexion submits that in this case, "the
'issues' have all been established by the pleadings" and that "Board Staff are now
attempting to introduce new issues that have not been pled by either party via the
impugned opinions". Alexion therefore submits no additional context beyond the
pleadings is needed to determine admissibility at this stage.22
47.

Alexion also notes that in contrast with civil cases, where concerns are raised

about interlocutory motions and trial proceedings before different adjudicators,
proceedings before this Board are generally heard by the same panel from start to
finish.23
48.

Alexion directs the Panel to various cases, including GlaxoSmithKline Inc. v.

Apotex Inc.24 and submits that delaying the admissibility determination will cause it
prejudice because it will be required to respond, at great cost, to issues that: (a) are
irrelevant to pleaded matters before the Panel; (b) will unduly prolong the proceeding;
and (c) confuse the issues to be addressed before the Board.25
e) Compliance with Rule 8(3) of the PMPRB Rules
49.

Alexion also submits that Board Staff's expert evidence was defective because it

did not include the affidavits required under Rule 8(3)(a) of the PMPRB Rules. Board
Staff concedes that at the time the expert reports were filed, the requisite affidavits were
20

2016 CarswellOnt 2671 (SCJ).

21

[2015] 2 SCR 182.

22

Alexion Reply at 31.

23

Ibid at 34.

24

(2003) FC 920.

25

Alexion Reply at 48.
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not submitted. Board Staff subsequently filed affidavits from Dr. Addanki and Professor
Schwindt with its written submissions on March 14, 2016.
50.

However, Alexion continues to challenge the sufficiency of the affidavits filed by

Board Staff on the basis that they do not comply with the requirements set out in Rule
8(3). Specifically, Alexion asserts at paragraph 55 of its Reply:
Alexion's primary arguments relate to the admissibility of the expert
reports under Rule 8(1) because the reports are not relevant to pleaded
issues. Alexion also submits that the so-called "affidavits" delivered by
Board Staff following commencement of this motion, did not comply with
Rule 8(3). The "supporting" affidavit under the Rule (and required by the
Scheduling Order) "must" address each requirement in the list under Rule
8(3)(a) either independently, or by reference to where each requirement is
addressed in the report. Had there been compliance with the Rule in this
case by Board Staff, readers of the supporting affidavit would become
acquainted immediately with the Rule 8(3) criteria. In this case, the
perfunctory affidavits filed by Board Staff fail to provide the reader with the
information required in Rule 8(3). It is not clear whether the required
information is addressed in the reports, or even whether the requirements
in Rule 8(3) have been satisfied at all. Compliance with the Rule would
also have assisted the Panel, and Alexion, in addressing admissibility
under Rule 8(1).
Relevant Legislation
51.

Rule 8 of the PMPRB Rules provides:
8(1) Expert witness evidence is not admissible in a
proceeding before the Board in respect of any issue unless
the issue has been raised in the pleadings or in a prehearing conference order or the expert witness evidence is
called for the purpose of rebutting the evidence of an expert
witness introduced by another party.
(2) More than two expert witnesses may not be called by a
party, per issue, without leave of the Board.
(3) Every party who, in a proceeding before the Board,
intends to introduce evidence given by an expert witness
must
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(a) file with the Secretary and serve on each of the
parties in accordance with the Board's schedule of
events, an expert witness report that is supported by
an affidavit and that must include
(i) a statement of the issues addressed in the
report,
(ii) a description of the qualifications of the
expert with respect to those issues,
(iii) the expert's curriculum vitae attached to the
report as a schedule,
(iv) the facts and assumptions on which the
opinions in the report are based,
(v) a summary of the opinions expressed,
(vi) in the case of a report provided in response
to another expert's report, an indication of the
points of agreement and of disagreement with
the other expert's opinions,
(vii) the reasons
expressed,

supporting

each

opinion

(viii) any literature or other documents
specifically relied on in support of the opinions
expressed,
(ix) a summary of the methodology on which
the expert has relied;
(b) file with the Secretary and serve on each of the
parties a signed Expert Witness Declaration in Form 1
set out in the schedule; and
(c) ensure that the expert witness is available for
examination and cross-examination at the hearing.
(4) Examination in chief of any expert witness may not,
without the Board's consent, exceed 90 minutes.
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52.

Sections 85(1) and (2) of the Patent Act provide:
85(1) In determining under section 83 whether a medicine is
being or has been sold at an excessive price in any market
in Canada, the Board shall take into consideration the
following factors, to the extent that information on the factors
is available to the Board:
(a) the prices at which the medicine has been sold in
the relevant market;
(b) the prices at which other medicines in the same
therapeutic class have been sold in the relevant
market;
(c) the prices at which the medicine and other
medicines in the same therapeutic class have been
sold in countries other than Canada;
(d) changes in the Consumer Price Index; and
(e) such other factors as may be specified in any
regulations made for the purposes of this subsection.
(2) Where, after taking into consideration the factors
referred to in subsection (1), the Board is unable to
determine whether the medicine is being or has been sold in
any market in Canada at an excessive price, the Board may
take into consideration the following factors:
(a) the costs of making and marketing the medicine;
and
(b) such other factors as may be specified in any
regulations made for the purposes of this subsection
or as are, in the opinion of the Board, relevant in the
circumstances.

Analysis
53.

Alexion submits that all or portions of the expert reports filed by Board Staff

should be struck on the basis that they are irrelevant as the issues they address are not
explicitly raised in the pleadings. Alexion refers the Panel to Rule 8(1) of the PMPRB
Rules which provides that expert evidence "is not admissible in a proceeding before the
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Board in respect of any issue unless the issue has been raised in the pleadings or in a
pre-hearing conference".

Further, Alexion takes the position that the reports are

inadmissible because they go to the ultimate legal issue in dispute between the parties.
54.

One of the consistent issues raised in the interlocutory motions to date is the

proper scope of the current proceeding before the Board. According to Alexion, the
Statement of Allegations is confined to two issues: (1) the allegation that Alexion has
been selling Soliris in Canada at the highest international price among the comparator
countries; and (2) that Alexion has been selling Soliris at a price in Canada that is
appreciably higher than in the United States. Alexion submits that there is no reference
whatsoever in the Statement of Allegations to any other factor in s. 85(1), in particular to
comparators or "therapeutic classes", or other references to the factors in 85(1)(b) or (c)
of the Patent Act.
55.

Board Staff disagrees and contends that it has consistently adopted the position

that an application of all of the factors set out in section 85 of the Patent Act
demonstrates that Soliris is being or has been sold at an excessive price in Canada.
Board Staff submits that its case is not confined to any given factor, such as a
consideration of the highest international price among comparator countries as set out
in subsection 85(1)(c).26
56.

The Panel agrees with Alexion that in many respects, the Statement of

Allegations filed by Board Staff lacks the level of particularity with respect to the specific
allegations addressed in the expert reports that may have been preferable in the
circumstances. However, the Statement of Allegations does contain a number of
express references to the fact that Board Staff's allegations are not limited to any single
factor under section 85, such as 85(1)(c), but involves a consideration of all of the
factors set out in section 85.

26

Board Staff's Written Representations in response to Alexion's Motion for Particulars, dated June 5, 2015, at
34(f).
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57.

The Panel agrees with the position of Board Staff that the hearing is a fresh

opportunity for the Panel to determine whether the price of Soliris is excessive. The
Panel also agrees with Board Staff that the Guidelines are not binding on the Panel.
This does not mean that the Panel will disregard the Guidelines in its determination, but
ultimately, the Panel is bound to consider the factors outlined in sections 85(1) and (2)
of the Patent Act in making a determination of whether the price for Soliris is excessive.
58.

To the extent that any doubt remained on these issues, the Panel addressed the

scope of the proceeding in reasons issued on November 24, 2015 regarding a number
of procedural motions. In that decision, the Panel held that "evidence regarding both
subsections 85(1) and 85(2) of the Patent Act is admissible in this proceeding" and that
the "Panel therefore anticipates that the parties will make representations and adduce
evidence with respect to the factors listed in subsections 85(1) and 85(2) of the Patent
Act".
59.

On this basis, expert or other evidence relating to any of the factors outlined in

section 85 of the Patent Act is relevant to the matters at issue in this proceeding.
60.

In the Panel's view, the primary issue to be determined is whether the decision to

determine the admissibility of the expert reports should be made at this stage of the
proceeding.

Based on the discussion below, the Panel is of the view that the

admissibility and weight to be assigned to the expert reports should be decided at the
hearing on the merits in the context of the full evidentiary record.
a) Timing of Admissibility Determination
61.

The Panel has broad discretion with respect to the admissibility of evidence as

set out in Rule 6(1)(a) of the PMPRB Rules: "In relation to any proceeding, the Board
may receive any evidence that it considers appropriate".
62.

Although this Panel is not strictly bound by the decisions of Canadian courts

which deal with other statutes, or civil cases, the Panel has considered case law for
guiding principles on this issue to arrive at its decision.
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63.

Expert evidence should only be struck at this stage of the proceeding if it is prima

facie irrelevant to the issues in dispute. There are various Canadian cases which stand
for the proposition that a determination of admissibility should be made at this stage
only in the "rarest of cases" where there is a risk of irreparable prejudice.
64.

In Merck,27 the applicant sought an order striking out all or part of affidavits, many

of which were expert affidavits, in the context of a proceeding under the Patented
Medicines (Notice of Compliance) Regulations. The Court agreed with the following
principle from previous decisions, at paragraph 3:
Nonetheless, I would emphasize that motions to strike all or parts
affidavits are not to become routine at any level of this Court. This
especially the case where the question is one of relevancy. Only
exceptional cases where prejudice is demonstrated and the evidence
obviously irrelevant will such motions be justified.
65.

of
is
in
is

This reasoning is consistent with the decision of the Ontario Court of Appeal in

Harrop, where the Court notes that judges should generally refrain from exercising
jurisdiction to strike out expert evidence in advance of the hearing on the merits, except
in very exceptional circumstances.
66.

The decision to determine admissibility at this stage is a discretionary one. In

deciding a motion to strike two expert affidavits filed by the plaintiffs in support of their
application for a class action certification, the Court in Andersen v. St. Jude Medical Inc.
noted: "[i]n civil cases, the court will often be entitled to admit evidence conditionally and
a decision whether to deal with questions relating to the admissibility of the contents of
affidavits in advance on a motion to strike, or to defer the question to the hearing of the
motion or application for which the evidence is tendered, must, I believe, lie in the
court's discretion."28
67.

In the Panel's view and as discussed above, Board Staff's expert evidence is not

obviously irrelevant and these are not exceptional circumstances which warrant the
27

This case was reversed on other grounds, 2003 FC 1511.

28

[2002] OJ No 4478, at 17.
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striking of the expert evidence. Board Staff's evidence relates broadly to section 85 of
the Patent Act. The evidence addresses the reasonability of the Guidelines, or in the
alternative, presents a different economic interpretation of the factors outlined in section
85(1) of the Patent Act.
68.

Alexion seeks to distinguish the cases relied upon by Board Staff on the basis

that many of the considerations for deferring the admissibility determination relate to
circumstances where there is a different judge hearing the interlocutory motion than the
judge presiding over the trial.
69.

In lvetic, the plaintiff brought a motion to exclude expert evidence proposed by

the defendant, which was dismissed. The judge hearing the motion was also the same
judge that had been assigned to preside over the trial and held:
10 In the present case, although I have been assigned by the Regional
Senior Justice to preside over the trial, the trial has not commenced. The
plaintiff's motion is interlocutory in nature. Accordingly, the same policy
considerations, identified by the Court of Appeal in Harrop and applied in
Forbes, as pointing to the question being determined at trial, apply to this
case.
11 Based upon a careful review of the plaintiff's position as set forth in her
extensive Factum and augmented by her counsel's oral submissions, I am
not satisfied that this is one of the "rarest of cases" which would justify
making a ruling on the admissibility of expert evidence on an interlocutory
motion prior to trial. Although I have been assigned as the trial judge, it is
not beyond the realm of possibility that circumstances may prevent me
from presiding over the trial. Moreover, the issues raised by the plaintiff in
her motion represent "a smaller part of a larger whole" (as termed by
Justice Ratushny), such that the questions of the admissibility and scope
of the defence expert medical evidence should be determined in the larger
context of the evidence at trial.
70.

The issues raised by Alexion also represent a "smaller part of a larger whole". It

does not follow that because the pleadings do not explicitly address the points raised in
the expert reports filed by Board Staff, that the evidence in issue is irrelevant and
inadmissible.
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71.

The issues in this proceeding are complex. Board Staff alleges that it is not

bound by the Guidelines but a direct application of the Guidelines results in a finding
that the price of Soliris is excessive under sections 83 and 85 of the Patent Act. Alexion
disputes this finding and takes issue with the application of the Guidelines in this case.
72.

As noted above, the Schwindt Report address the use of external reference

pricing (ERP) to set ceilings on prices of patented drugs and evaluates Alexion's
allegation that the current methodology, as set out in the Guidelines is inappropriate for
its product Soliris.
73.

74.

The Addanki Opinion addresses the following two questions:
i.

What economic measures, tests and considerations should be considered
to be appropriate to the question of whether the price of Soliris in Canada
is or has ever been excessive under s. 85 of the Patent Act; and

ii.

Whether the application of the economic measures, test and
considerations in Question 1 indicates that the price of Soliris in Canada is
or has ever been excessive.
These expert reports are not "obviously irrelevant" to the issues between the

parties. In the view of the Panel, it would be premature to strike these reports at this
stage of the proceeding. The admissibility of the reports and the weight to be assigned
to their content is better left to the hearing on the merits of the proceedings, in the
context of the full evidentiary record.
75.

Based on the reasons above, the Panel is of the view that the admissibility of

expert evidence should be considered in the context of the full hearing.

This

determination is without prejudice to Alexion's right to challenge both the admissibility
and the weight to be assigned to the expert reports at the hearing on the merits. The
panel is aware of the test for admissibility of expert evidence as set out by the Supreme
Court of Canada in R v Mohan29 and subsequent decisions, but because of its decision
to defer the issue of admissibility and weight to the hearing on the merits, the Panel, as
in Ivetic, "decline[s] to go further in carrying out an analysis of the [Respondent's']
29

[1994] 2 SCR, as clarified in R v J-LJ, [2000] 2 SCR and WBLI v Abbott and Haliburton, [2015] 2 SCR.
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detailed position with respect to the admissibility and scope of the… expert evidence so
as not to prejudice the consideration of these matters at trial."30
76.

Further, with respect to the reference to IMS Data in the Schwindt Report, the

Panel notes that there is ample support in case law for the proposition that expert
reports may be based on hearsay or second-hand evidence; see, for example: R v
Lavallee31 and Mazur v Lucas.32 The Panel also notes that there is no limitation in
section 85 of the Patent Act and in the Regulations which restrict or prohibit the
consideration by the Panel of private pricing information, such as IMS Data. The IMS
Data is not obviously irrelevant to the issues in dispute between the parties and any
weight to be given to this evidence should be considered in the context of the full
hearing and with the benefit of the full evidentiary record.
77.

Alexion also submits that Board Staff's expert evidence seeks to address the

ultimate legal issue before the Panel and should be struck on that basis. The Panel
notes that the main concern which the "ultimate issue rule" seeks to address is that an
expert should not usurp the function of the trier of facts. The Supreme Court of Canada
in R v Burns noted "[w]hile care must be taken to ensure that the judge or jury, and not
the expert, makes the final decisions on all issues in the case, it has long been
accepted that expert evidence on matters of fact should not be excluded simply
because it suggests answers to issues which are at the core of the dispute before the
court." 33
78.

The fact that an expert report may touch on the ultimate legal issue is thus not

sufficient grounds to strike the evidence. Canadian appellate courts have noted that

30

Ivetic, at 12.

31

1990 Canlll 95 (SCC).

32

2010 BCCA 473 (BCCA).

33

1994 CanLII 127 (SCC), [1994] 1 SCR 656 at 666.
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"one may conclude that there is no general rule that opinion evidence on the ultimate
issue must be rejected"34. This Panel is aware of its role in this proceeding as the trier
of facts.

In fact, the Addanki Report explicitly acknowledges that "the ultimate

determination of whether or not a given price is excessive lies within the purview of the
PMPRB".
b) Compliance with Rule 8(3) of the PMPRB Rules
79.

The Panel will also deal briefly Alexion's argument that the expert evidence is not

in compliance with Rule 8(3) of the PMPRB Rules.
80.

The Panel agrees with Alexion that when Board Staff filed its expert reports, they

were defective in form because they did not include the necessary affidavits as required
in Rule 8(3). Board Staff has since filed affidavits attaching the previously filed expert
reports.
81.

Alexion submits that the expert reports are still defective and that it is the affidavit

which must include all of the necessary components set out in Rule 8(3) "either
independently, or by reference to where each requirement is addressed in the report.
Alexion states that had there been compliance with the Rule in this case by Board Staff
readers of the supporting affidavit would become acquainted immediately with the Rule
8(3) criteria."
82.

The Panel is satisfied that the filed affidavits satisfy the substantive elements of

Rule 8(3). Both expert reports provide a statement of the issues addressed in the
report, a description of the qualifications of the expert, the curriculum vitae for each
expert, a summary of the opinion, references to the literature and other documents
relied upon in support of the opinions expressed and a description of the methodologies
applied by the experts.

34

Parker v. Saskatchewan Hospital Association (c.o.b. Saskatchewan Association of Health Organizations),
2001 SKCA 60 (CanLII) at 179.
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83.

Alternatively, to the extent that the expert reports do not comply with Rule 8(3),

such noncompliance would be a defect of form only. The Panel has broad discretion
with respect to matters of form and procedure. Rule 6(1)(e) provides that the Panel
may decide any question of procedure, and Rule 5(3) provides that for "the purpose of
ensuring the fair and expeditious conduct of any proceeding, the Board may vary,
supplement or dispense with any requirement set out in these Rules."
c) Extension of Time to File Responding Reports
84.

The original deadline for Alexion to file its responding expert reports, as set out in

the Scheduling Order issued on consent, was March 16, 2016. At a conference call in
respect of this motion held on March 4, 2016, the Panel, with mutual consent of the
parties and pending the hearing and decision of this motion, extended the deadline for
Alexion to file its expert reports to March 31, 2016.
85.

Notwithstanding the Panel's decision to defer the issue of admissibility of, and

weight to be assigned to, expert evidence to the hearing on the merits, the Panel
recognizes however that given the nature of the points raised in Board Staff's expert
reports, Alexion should be granted additional time to file its responding expert reports.
Board Staff advised at the hearing that it would consent to an extension of the deadline
for Alexion to file its expert reports by an additional 30 days.
86.

Such an extension will not require any change to the hearing dates established

for this matter. The Panel therefore grants the Respondent an additional 30 days to file
responding expert reports, extending the original deadline to April 18, 2016.
Conclusion and Order
87.

Based on the foregoing reasons, the Panel makes the following Orders:
(a)

Alexion's motion is dismissed, without prejudice to Alexion's right to
challenge both the admissibility and the weight to be assigned to any of
the expert evidence at the hearing on the merits;
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(b)

Alexion shall serve and file responding expert reports on or before April
18, 2016;

(c)

Board Staff shall serve and file any reply expert reports on or before May
13, 2016; and

(d)

The remainder of the schedule, including the hearing dates, shall remain
as previously established in the Scheduling Order issued by the Panel on
December 7, 2015.

Dated at Ottawa, this 29th day of March, 2016.

Original signed by Dr. Mitchell Levine
____________________________
Signed on behalf of the Panel by Dr.
Mitchell Levine
Panel Members:
Dr. Mitchell Levine
Carolyn Kobernick
Normand Tremblay
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Nadon J.A.:
1
This is an appeal from an order of Mr. Justice Simon Noël of the Federal Court, dated July 5, 2004, made in the context
of an application for prohibition under section 6 of the Patented Medicines (Notice of Compliance) Regulations, SOR-133 as
amended (the "Regulations"). Noël J. allowed a motion of the respondent Aventis Pharma Inc. (the "respondent") to strike
paragraphs 22 to 25 and paragraphs 71 to 75 of the June 7, 2004 affidavit of Professor Tony Durst, an affiant for the appellant
Mayne Pharma (Canada) Inc. (the "appellant").
2 At issue between the parties on the merits of the case is whether the Minister of Health should be prohibited from granting
to the appellant a notice of compliance under section C.08.004 of the Food and Drug Regulations, which would allow it to
market the drug cefotaxime sodium. More particularly, the question is whether the appellant's process for preparing cefotaxime
sodium infringes the respondent's Canadian patent 1,319,682 (the "'682 patent") and/or whether the '682 patent is invalid.
3
Following the procedure established under the Regulations, Mayne Pharma, the "second person", submitted a Notice of
Allegation ("NOA") alleging non-infringement and invalidity of the '682 patent. Under paragraph 5(3)(a) of the Regulations,
a person filing an NOA shall "provide a detailed statement of the legal and factual basis for the allegation". This detailed
statement frames the issues in debate and allows the applicant patent holder, the first person, to prepare its application for
prohibition under s.6 of the Regulations. The prohibition proceedings under s.6 are summary in nature, and proceed on the
basis of affidavit evidence.
4
Noël J. concluded that the impugned paragraphs of Dr. Durst's affidavit ought to be struck on the basis of this Court's
decision in AB Hassle v. Canada (Minister of National Health & Welfare) (2000), 7 C.P.R. (4th) 272 (Fed. C.A.). In his view,
since the impugned paragraphs of Professor Durst's affidavit were not directed to factual issues which had been divulged in the
applicant's detailed statement accompanying its NOA, they could not be relied on.
5
At paragraphs 22 to 25 of his affidavit, Professor Durst deals with the question of whether the compound cefotaxime
sodium, as described in paragraph 6 of the appellant's NOA, is defined by the claims of Canadian patent 1,216,284 (the "'284
patent"), and concludes that it is.

1

6
At paragraphs 71 to 75 of his affidavit, Professor Durst opines that the appellant's process for preparing the compound
cefotaxime sodium is distinguishable from the process claimed in claim 49 of the respondent's '682 patent by reason, inter alia,
of the use of the compound DAMA in an acylation reaction, thus alleviating the need for a protective group. In Professor Durst's
opinion, since this reaction scheme is disclosed in a patent that issued approximately 15 years after the '682 patent, namely U.S.
patent 5,567,813 ("U.S. patent '813"), it cannot be said that the reaction scheme is a functional derivative within the scope of
the process defined in claim 49 of the '682 patent.
7 There are therefore two issues before this Court. First, what is the proper standard of review of Noël J.'s decision? Second,
on that standard, did Noël J. err in striking paragraphs 22 to 25 and 71 to 75 of the Durst affidavit on the grounds that they
contained new facts not supported by Mayne's detailed statement?
Relevant Legislation
8

Sections 5 and 6 of the Regulations read as follows:
5. (1) Where a person files or has filed a submission for a notice of compliance in respect of a drug and compares
that drug with, or makes reference to, another drug for the purpose of demonstrating bioequivalence on the basis of
pharmaceutical and, where applicable, bioavailability characteristics and that other drug has been marketed in Canada
pursuant to a notice of compliance issued to a first person and in respect of which a patent list has been submitted,
the person shall, in the submission, with respect to each patent on the register in respect of the other drug,
(a) state that the person accepts that the notice of compliance will not issue until the patent expires; or
(b) allege that
(i) the statement made by the first person pursuant to paragraph 4(2)(c) is false,
(ii) the patent has expired,
(iii) the patent is not valid, or
(iv) no claim for the medicine itself and no claim for the use of the medicine would be infringed by the
making, constructing, using or selling by that person of the drug for which the submission for the notice
of compliance is filed.
[...]
(2) Where, after a second person files a submission for a notice of compliance but before the notice of compliance is
issued, a patent list or an amendment to a patent list is submitted in respect of a patent pursuant to subsection 4(4),
the second person shall amend the submission to include, in respect of that patent, the statement or allegation that is
required by subsection (1) or (1.1), as the case may be.
(3) Where a person makes an allegation pursuant to paragraph (1)(b) or (1.1)(b) or subsection (2), the person shall
(a) provide a detailed statement of the legal and factual basis for the allegation;
(b) if the allegation is made under any of subparagraphs (1)(b)(I) to (iii) or (1.1)(b)(I) to (iii), serve a notice of
the allegation on the first person;
(c) if the allegation is made under subparagraph (1)(b)(iv) or (1.1)(b)(iv),
(I) serve on the first person a notice of the allegation relating to the submission filed under subsection (1)
or (1.1) at the time that the person files the submission or at any time thereafter, and

2

(ii) include in the notice of allegation a description of the dosage form, strength and route of administration
of the drug in respect of which the submission has been filed; and
(d) serve proof of service of the information referred to in paragraph (b) or (c) on the Minister.
6. (1) A first person may, within 45 days after being served with a notice of an allegation pursuant to paragraph 5(3)(b)
or (c), apply to a court for an order prohibiting the Minister from issuing a notice of compliance until after the expiration
of a patent that is the subject of the allegation.
(2) The court shall make an order pursuant to subsection (1) in respect of a patent that is the subject of one or more
allegations if it finds that none of those allegations is justified.
[...]
(6) For the purposes of an application referred to in subsection (1), where a second person has made an allegation under
subparagraph 5(1)(b)(iv) or (1.1)(b)(iv) in respect of a patent and where that patent was granted for the medicine itself
when prepared or produced by the methods or processes of manufacture particularly described and claimed or by their
obvious chemical equivalents, it shall be considered that the drug proposed to be produced by the second person is, in the
absence of proof to the contrary, prepared or produced by those methods or processes.
[Emphasis added]
5. (1) Lorsqu'une personne dépose ou a déposé une demande d'avis de conformité pour une drogue et la compare, ou
fait référence, à une autre drogue pour en démontrer la bioequivalence d'après les caractéristiques pharmaceutiques
et, le cas échéant, les caractéristiques en matière de biodisponibilité, cette autre drogue ayant été commercialisée au
Canada aux termes d'un avis de conformité délivré à la première personne et à l'égard de laquelle une liste de brevets
a été soumise, elle doit inclure dans la demande, à l'égard de chaque brevet inscrit au registre qui se rapporte à cette
autre drogue:
a) soit une déclaration portant qu'elle accepte que l'avis de conformité ne sera pas délivré avant
l'expiration du brevet;
b) soit une allégation portant que, selon le cas:
(i) la déclaration faite par la première personne aux termes de l'alinéa 4(2)c) est fausse,
(ii) le brevet est expiré,
(iii) le brevet n'est pas valide,
(iv) aucune revendication pour le médicament en soi ni aucune revendication pour l'utilisation du
médicament ne seraient contrefaites advenant l'utilisation, la fabrication, la construction ou la vente par elle
de la drogue faisant l'objet de la demande d'avis de conformité.
[...]
(2) Lorsque, après le dépôt par la seconde personne d'une demande d'avis de conformité mais avant la délivrance de
cet avis, une liste de brevets ou une modification apportée à une liste de brevets est soumise à l'égard d'un brevet aux
termes du paragraphe 4(4), la seconde personne doit modifier la demande pour y inclure, à l'égard de ce brevet, la
déclaration ou l'allégation exigées par les paragraphes (1) ou (1.1), selon le cas.
(3) Lorsqu'une personne fait une allégation visée aux alinéas (1)b) ou (1.1)b) ou au paragraphe (2), elle doit:

3

a) fournir un énoncé détaillé du droit et des faits sur lesquels elle se fonde;
b) si l'allégation est faite aux termes de l'un des sous-alinéas (1)b)(i) à (iii) ou (1.1)b)(i) à (iii), signifier un avis
de l'allégation à la première personne;
c) si l'allégation est faite aux termes des sous-alinéas (1)b)(iv) ou (1.1)b)(iv):
(i) signifier à la première personne un avis de l'allégation relative à la demande déposée selon les paragraphes
(1) ou (1.1), au moment où elle dépose la demande ou par la suite,
(ii) insérer dans l'avis d'allégation une description de la forme posologique, de la concentration et de la voie
d'administration de la drogue visée par la demande;
d) signifier au ministre une preuve de la signification effectuée conformément aux alinéas b) ou c).
6. (1) La première personne peut, dans les 45 jours après avoir reçu signification d'un avis d'allégation aux termes des alinéas
5(3)b) ou c), demander au tribunal de rendre une ordonnance interdisant au ministre de délivrer un avis de conformité
avant l'expiration du brevet visé par l'allégation.
6(2)
(2) Le tribunal rend une ordonnance en vertu du paragraphe (1) à l'égard du brevet visé par une ou plusieurs
allégations si elle conclut qu'aucune des allégations n'est fondée.
[...]
(6) (6) Aux fins de la demande visée au paragraphe (1), lorsque la seconde personne a fait une allégation aux termes
des sous-alinéas 5(1)b)(iv) ou (1.1)b)(iv) à l'égard d'un brevet et que ce brevet a été accordé pour le médicament en soi
préparé ou produit selon les modes ou procédés de fabrication décrits en détail et revendiqués ou selon leurs équivalents
chimiques manifestes, la drogue que la seconde personne projette de produire est, en l'absence d'une preuve contraire,
réputée préparée ou produite selon ces modes ou procédés.
[Le souligné est le mien]
9
There can be no doubt that the standard of review of discretionary decisions of a Motions Judge is that set out by this
Court in Janssen Pharmaceutica Inc. v. Apotex Inc. (1998), 82 C.P.R. (3d) 574 (Fed. C.A.), where Décary J.A., writing for the
Court, stated as follows:
[2] In order to succeed in matters such the present one, the appellants must establish that the judge has proceeded on some
wrong principle of law or has seriously misapprehended the facts, or that an obvious injustice would otherwise result (see
Pharmacia Inc. v. Canada (Minister of National Health and Welfare) (1994), 58 C.P.R. (3d) 209 (F.C.A.) at 213).
10 The appellant accepts this standard, but submits that the Motions Judge erred in law in refusing to defer the motion before
him to the judge who will hear the respondent's application for an order of prohibition on the merits. The appellant argues that
affidavits, or portions thereof, should not normally be struck out on an interlocutory motion, since it is now settled jurisprudence
in this Court that questions of admissibility and relevance of affidavit evidence must be left to the judge who will ultimately hear
the judicial review application on the merits. For that proposition, the appellant relies on a number of Federal Court decisions
and on two decisions of this Court, namely, Pharmacia Inc. v. Canada (Minister of National Health & Welfare) (1994), 58
C.P.R. (3d) 209 (Fed. C.A.) , and P.S. Part Source Inc. v. Canadian Tire Corp. (2001), 11 C.P.R. (4th) 386 (Fed. C.A.).
11
Before the Court in Pharmacia Inc. , supra, was an appeal from a judgment of Mr. Justice Marc Noël (as he then was),
who had dismissed an application to strike out an originating notice of motion. In dismissing the appeal, Strayer J.A., writing
for the Court, made it clear that we should not interfere with a Motions Judge's exercise of discretion, such as in a refusal to
4

strike, unless he had proceeded on a wrong principle of law or had seriously misapprehended the facts, or unless an obvious
injustice would result.
12
After having disposed of the matter before the Court, Strayer J.A. strongly suggested that the proper way of contesting
an originating notice of application was to appear and argue the case at the hearing on the merits. In his view, as judicial review
applications provide strict timetables leading to a hearing on the merits, the role of the Court in those proceedings is to ensure
that there are no undue delays. More so in the case of applications for prohibition under the Regulations, where there is a clear
indication that the matters brought thereunder should be disposed of expeditiously.
13
In P.S. Part Source Inc. , supra, the issue before the Court was the dismissal by a prothonotary of a motion seeking to
strike out a paragraph in an affidavit on the ground that the statement contained therein was not based on personal knowledge.
In allowing the appeal and in reversing the Motions Judge's dismissal of the appeal from the prothonotary's decision, the Court,
at paragraph 18 of its Reasons, made the following statement:
[18] Nonetheless, I would emphasize that motions to strike all or parts of affidavits are not to become routine at any level
of this Court. This is especially the case where the question is one of relevancy. Only in exceptional cases where prejudice
is demonstrated and the evidence is obviously irrelevant will such motions be justified. In the case of motions to strike
based on hearsay, the motion should only be brought where the hearsay goes to a controversial issue, where the hearsay
can be clearly be shown and where prejudice by leaving the matter for disposition at trial can be demonstrated.
14
In Jansen, supra and in Pharmacia, supra, our Court reviewed discretionary decisions of Motions Judges on the basis
that these decisions should not be interfered with unless the judge had proceeded on a wrong principle, or had misapprehended
the facts, or that an obvious injustice would result from his decision. In both cases, after having disposed of the issue before it
on the aforesaid standard, the Court reminded litigants that because proceedings brought under the Regulations were summary
in nature and raised complex and technical questions of fact, Motions Judges had the discretion to defer such motions to the
hearing judge "whenever he or she is of the view that the motion would be more efficiently dealt with at that stage" (Jansen,
supra, at paragraph 6).
15 Neither case stands, as the appellant submits, for the proposition that a judge must defer such a motion to the hearing judge.
If the Motions Judge disposes of the motion before him, as Noël J. did in the present matter, that decision will be reviewed on
the basis of the applicable standard. The same comments can be made of our decision in P.S. Part Source Inc. , supra. Indeed,
in that case, in allowing the appeal, the Court overturned the prothonotary who had refused to strike a paragraph in an affidavit.
At paragraph 18 of its reasons, on which the appellant relies, the Court offers the same words of caution to litigants as those
that were offered in Jansen, supra and in Pharmacia Inc. , supra.
16 Although this Court has stated in unequivocal terms that this type of motion should preferably be deferred to the hearing
judge, it has not held, as a matter of principle, that Motions Judges must defer such motions to the hearing judge. Thus, a
Motions Judge will not be found to have erred in law if he or she decides to deal with the motion. Whether or not, in a given
case, the Motions Judge has made a reviewable error will be dealt with on the basis of the applicable standard of review. I
should add that this Court has also made it clear that it will rarely interfere with a Motions Judge's decision to defer the matter
to the hearing judge.
17
Consequently, I must conclude that Noël J. made no error of law in refusing to defer the motion to the judge who will
hear the matter on the merits.
18
The appellant also argues that Noël J. misapprehended the evidence when he concluded that the impugned paragraphs
constituted new facts. In its submission, this over extension of the rationale of AB Hassle , supra, effectively precludes the
ability of a second person to reply to the case advanced by the first person. The appellant submits that unlike AB Hassle , supra,
this is not a case where the second person is seeking to supplement its Rule 307 evidence, leading to prejudice against the first
person. Rather, in the appellant's view, paragraphs 22 to 25 of Professor Durst's affidavit pertain to a factual element (the '284
patent) specifically raised in its NOA and paragraphs 71 to 75 constitute a reply to the respondent's expert, Dr. Wuest.

5

19
As I indicated at the outset, Noël J., in concluding as he did, relied on this Court's decision in AB Hassle , supra. In
that case, the respondent generic drug manufacturer, in responding to the patentee's evidence in support of its application for
an order of prohibition, filed expert evidence on the issue of obviousness and relied on references to prior art, most of which
had not been listed in the detailed statement and which did not refer to the main reference relied on therein. In allowing the
patentee's appeal from the Motions Judge's refusal to prevent the respondent from relying on prior art references not indicated
in the detailed statement, Stone J.A., for the Court, at paragraphs 16, 17, 19, 20, 21, 23 and 24 of his reasons, explained the
nature and purpose of the detailed statement accompanying the NOA in the following terms:
[16] It seems to me that a key to the determination of this appeal is an appreciation of the role played by a detailed statement
within the scheme of the Regulations. As has been indicated, that statement is to be provided before a section 6 prohibition
proceeding can be contemplated by the affected patentee. It serves the purpose of notifying the patentee that, in the view
of a second person, a patent listed by the first person pursuant to section 4 of the Regulations will not be infringed or,
alternatively, that the patent is invalid. [...]
[17] Indeed, this Court has recognized that the detailed statement must be such as to make the patentee fully aware
of the grounds for claiming that the issuance of an NOC would not lead to infringement of a listed patent for,
otherwise, the patentee would be unable to decide whether or not to initiate a section 6 proceeding. Thus in Bayer AG,
supra, at 337-338, Mahoney J.A. stated:
One further matter warrants comment. Section 5(3)(a) of the Regulations requires that the applicant for the NOC
provide a detailed statement of the basis in fact and law of his statement of allegation. It seems intended that the
patentee be fully aware of the grounds on which the applicant says issuance of a NOC will not lead to infringement of
the patent before the patentee decides whether or not to apply to a court for a determination. Such disclosure would
define the issues at a very early stage.
[...]
[19] The detailed statement is not a pleading per se but represents a pivotal step in the process leading up to the
issuance of an NOC. [...]
[20] While it is true that the detailed statement is not filed in a section 6 proceeding, it nevertheless casts a long shadow
over that proceeding. Indeed, it is upon the content of that statement that the patentee must decide whether or not to
commence a section 6 proceeding and to assess its chances of success or failure. In this sense the allegation and detailed
statement assist in an important way in framing the issues and facts to be determined in the section 6 proceedings for in
seeking prohibition the patentee is obliged to show that, contrary to what is stated in the detailed statement, the patentee's
patent right will be infringed if an NOC for the drug is issued prior to the expiration of the listed patent.
[21] In my view, all of these considerations suggest that a second person must do what, in fact, paragraph 5(3)(a) requires,
i.e. set forth in the detailed statement "the legal and factual basis" for the paragraph 5(1)(b) allegation and to do so in a
sufficiently complete manner as to enable the patentee to assess its course of action in response to the allegation. [...]
[23] The respondent suggests that the list of prior art in the detailed statement was not intended to be exhaustive, hence
the presence of the word "including", so that the way was left open to add to that list in the section 6 proceeding. I am of
the view, however, that paragraph 5(3)(a) does not contemplate such possibility. The intent appears to be that the entire
factual basis be set forth in the statement rather than be revealed piecemeal when some need happens to arise in
a section 6 proceeding. This Court has cautioned persons in the position of the respondent that they assume a risk that a
particular allegation may not be in compliance with the Regulations and that the deficiency cannot be cured by the Court
in a section 6 proceeding. [...]
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[24] [...] This Court decided in Hoffmann-LaRoche Ltd. v. Canada (Minister of National Health and Welfare) (1996), 70
C.P.R. (3d) 1, that a second person could not in a section 6 proceeding add to the facts that were set forth in its detailed
statement. [...]
[Emphasis added]
20
The scheme established by the Regulations is unusual. Section 6(2) of the Regulations provides that the Court "shall
make an order... in respect of a patent which is the subject of one or more allegations if it finds that none of those allegations is
justified". The allegations are framed by the respondent (the second person) but the application for prohibition is brought by the
first person, the patent holder. Consequently, the patent holder must frame its application so as to demonstrate that none of the
allegations made by the second person is justified. It may be that there are other grounds for holding that the sale of the subject
medicine would infringe the patent(s) but the first person is forced to deal with the allegations made in the detailed statement.
21
If the applicant patent holder must plead to the grounds raised in the detailed statement, even though other grounds of
infringement may exist, it is patently unfair to allow the respondent to raise different grounds of infringement in its evidence
in reply to the application for prohibition. The respondent, the second person, sets the parameters of the dispute in its detailed
statement. It cannot then change those parameters after the applicant for prohibition, the first person, has framed its application
to address the issues raised by the detailed statement.
22
Whether, in a given case, the detailed statement of the legal and factual basis of a second person's NOA is "sufficiently
complete ... as to enable the patentee to assess its course of action in response to the allegation ..." falls to be decided by the
Motions Judge or the hearing judge, as the case may be. Unless the decision made in regard thereto is made on a wrong principle
of law or by reason of a misapprehension of the evidence, it will not be interfered with.
23
I now turn to that issue. I commence with paragraphs 71 to 75 of Professor Durst's affidavit. With respect to these
paragraphs, Noël J.'s order reads, in part, as follows:
Considering that the respondent Mayne did not include in the Notice of Application [sic], any factual reference or comments
on US patent 5,563,813 as being similar to the Mayne process and that Professor Durst refers and comments on this new
fact at paragraphs 71 to 75 of the Affidavit dated June 7, 2004;
24
In the paragraphs which precede paragraphs 71 to 75 of his affidavit, Professor Durst discusses the process used by the
appellant to make cefotaxime sodium, specifically the choice of a protective group during the reaction scheme. He disagrees
with the conclusion reached by the respondent's expert, Dr. Wuest, that the protective group used by the appellant's process
would have been contemplated by the inventors of the '682 patent as an obvious equivalent. At paragraphs 71 to 75, Professor
Durst opines that the appellant's process is taught by U.S. patent '813, including the selection of DAMA as an acylation reaction,
and that, consequently, the appellant's process (including the selection of DAMA as an acylation reaction) was novel at a later
date and could not have been contemplated by the inventors of the '682 patent.
25
I cannot conclude that Noël J. erred in concluding that the appellant could not rely on paragraphs 71 to 75 of Professor
Durst's affidavit. U.S. patent '813 is a fact which should have been disclosed in the appellant's NOA, if the intention was to
use it as a basis on which to argue non-infringement. This is not a question of replying to a new fact raised by the first person;
it is, rather, an attempt by the appellant to provide an additional basis of non-infringement in the section 6 proceeding. In my
view, this is precisely the kind of affidavit evidence to be struck pursuant to our decision in AB Hassle , supra: the existence
of U.S. patent '813 could or should have been known to the appellant earlier and included in its NOA. To permit a new factual
basis for the allegation of non-infringement at this stage would be to allow the appellant second person to improve its case in
a "piecemeal fashion", an unfair result for the respondent first person. If the appellant intended to rely on U.S. patent '813 to
argue that the protective group used by its process could not have been contemplated by the inventors of the '682 patent as an
obvious equivalent, it was obligated, as per AB Hassle , supra, to disclose its position in the detailed statement. Consequently,
I cannot find any error in the conclusion reached by Noël J.
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26
I now turn to paragraphs 22 to 25 of the Durst affidavit. With respect to these paragraphs, Noël J.'s order reads, in part,
as follows:
Considering that the respondent Mayne did not include the information in the Notice of Application [sic] that the compound
cefotaxime sodium, as described at paragraph 6 of the said Notice, had been disclosed in the '284 patent and that Professor
Durst includes this new fact at paragraphs 22 to 25 of the affidavit dated June 7, 2004. [...]
27
Paragraphs 22 to 25 of Professor Durst's affidavit respond to the question: "Is the compound cefotaxime sodium, as
described in paragraph 6 of the NOA, defined by the claims of the '284 patent?" The appellant submits that the '284 patent
is placed squarely in issue by the detailed statement. Specifically, at paragraphs 124 and 127 thereof, the appellant states an
alternative to its allegation of non-infringement, namely that claims 49 and 50 of the '682 patent are not infringed by reason
of being invalid, unenforceable or void, "having regard to processes for production of cefotaxime (and its salts) that have been
disclosed and claimed in previously granted Canadian patent 1,216,284 and 1,121,343".
28
Claim 49 of the '682 patent is a process claim and claim 50 thereof is a compound claim. The respondent submits that
the appellant did not allege the invalidity of the compound claims of the '682 patent and that if it intended to make such an
allegation, it was bound to detail the specific factual and legal bases of that allegation in its detailed statement.
29
Noël J. concluded as he did because he was of the view that the appellant had not divulged in its detailed statement that
the compound cefotaxime sodium had been disclosed in prior art, i.e. the '284 patent. In my view, that conclusion cannot stand.
For the reasons that follow, I conclude that Noël J. misapprehended the evidence in concluding that the appellant could not rely
on paragraphs 22 to 25 of Professor Durst's affidavit.
30 The issue of patent '284 arises out of the alternative plea made by the appellant in relation to a number of claims, namely
1 to 49, 50, 66 and 73 of the '682 patent. The allegation in relation to claim 1 (which is repeated with respect to the other claims)
is found at paragraph 13(b) of the appellant's detailed statement, and reads as follows:
13. [...]
(b) In the alternative, if it is contended that the Mayne process is within the scope of claim 1, then claim 1 is not
infringed by reason is [sic] of being invalid, unenforceable or void, having regard to processes for production of
cefotaxime and its salts that have been disclosed and claimed in previously granted Canadian patent 1,216,284 and
1,121,343.
31
If the appellant's argument is to have any force, there must be some proof that cefotaxime sodium is in fact produced by
the processes described in the '284 and '343 patents. In my view, the respondent cannot claim to be taken by surprise if such
proof was found in Professor Durst's affidavit. If one looks at his affidavit, the first three questions addressed are:
1. Is the compound cefotaxime sodium, as described in paragraph 6 of the notice of allegation, defined by the claims of
the '682 patent?
2. Is the compound cefotaxime sodium, as described in paragraph 6 of the notice of allegation, defined by the claims of
the '284 patent?
3. Is the compound cefotaxime sodium, as described in paragraph 6 of the notice of allegation, defined by the claims of
the '343 patent?
32
The affidavit methodically lays the foundation for the allegation found at paragraph 13(b) of the detailed statement by
establishing that the process claims in the '682 patent produce cefotaxime sodium as described in paragraph 6 of the detailed
statement, as do the processes claimed in both the '284 and '343 patent. This sets up the argument found at paragraph 13(b) of
the detailed statement. None of this involves recourse to new facts which do not appear in the detailed statement.
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33 When Professor Durst's comments at paragraphs 22 to 25 of his affidavit are read in their proper context, they cannot be
found, as the Motions Judge did, to raise new facts, i.e. which are not found in the detailed statement. I understand Professor
Durst to be saying in the impugned paragraphs that cefotaxime sodium, as described in claim 20 of the '284 patent, when
prepared by the process of claim 1 of that patent, defines the cefotaxime sodium described in paragraph 6 of the NOA. In other
words, Professor Durst's comments are there to support the challenge which the appellant makes in its detailed statement to the
processes by which cefotaxime sodium is prepared.
34
Consequently, I am satisfied that there was clear evidence to support the appellant's contention that Professor Durst, at
paragraphs 22 to 25 of his affidavit, does not raise facts which have not been disclosed in the detailed statement. I therefore
conclude that the appellant's detailed statement was sufficiently complete so as to allow the respondent to respond fully to the
appellant's allegations with regard to the possible invalidity of the '682 patent. As a result, the learned Motions Judge erred
in concluding as he did.
35
I would therefore allow the appeal in part, set aside Noël J.'s order insofar as it allows the respondent's motion to strike
paragraphs 22 to 25 of Professor Durst's affidavit and I would dismiss the respondent's motion to strike paragraphs 22 to 25 of
that affidavit. As the appellant has succeeded in part only, I would make no order as to costs.
Desjardins J.A.:
I concur.
Pelletier J.A.:
I agree.
Appeal allowed in part.
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1
This is an appeal from an order of a Motions Judge of the Trial Division which dismissed an appeal from an order of a
Prothonotary. The Prothonotary had dismissed a motion made by the Appellant, Canadian Tire Corporation Limited ("CTC"),
to strike out a paragraph in an affidavit filed on behalf of the respondent, P.S. Partsource Inc. ("Partsource"), on the ground that
it was not based on personal knowledge.
2
The affidavit was filed in proceedings commenced by Partsource under section 57 of the Trade-marks Act to expunge
certain of CTC's trade marks. Under subsection 59(3) of the Trade-marks Act, unless the Court otherwise directs, the matter is
to proceed on the basis of evidence adduced by affidavit. Such proceedings are final, as opposed to interlocutory, as the eventual
Court order will determine the substantive rights of the parties.
3

Paragraph 9 of the affidavit of Philip Bish, sworn April 11, 2000, provides as follows:
Within a few weeks of the respondent's announcement in the fall of 1999, the applicant received at least 60 to 70 inquiries
about it from its customers. These were customers who expressed a belief, contrary to the fact, that the new business
announced by Canadian Tire Corporation was part of the applicant's business, or was affiliated with the applicant. For
example, some customers asked what parts they would now be able to get from the new stores. Some said they saw the
announcement and looked up Partsource in the phone book and called us for information on what parts they could get.

4
By notice of motion, CTC sought an order striking out paragraph 9 of the Bish affidavit on the basis that it was not based
on personal knowledge as required by rule 81(1) of the Federal Court Rules, 1998. Rule 81(1) provides:
81. (1) Affidavits shall be confined to facts within the personal knowledge of the deponent, except on motions in which
statements as to the deponent's belief, with the grounds therefor, may be included.
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81. (1) Les affidavits se limitent aux faits don't le déclarant a une connaissance personnelle, sauf s'ils sont présentés à
l'appui d'une requête, auquel cas ils peuvent contenir des déclarations fondées sur ce que le déclarant croit être les faits,
avec motifs à l'appui.
5 In dismissing CTC's motion, the Prothonotary gave no reasons. The Motions Judge dismissed the appeal from the decision
of the Prothonotary for the following reasons:
(a) First, this paragraph is not said to be made on information and belief and the statements which it contains may
or may not be hearsay. It depends upon the purpose for which they are introduced. If they are introduced simply to
prove that the statements were made, no hearsay is involved.
(b) Second, to rule on admissibility now deprives the trial judge to consider [sic] paragraph 9 in its entire context,
whether the new principled approach on hearsay evidence has application with the appropriate weight to be give to
such evidence. Justice Gibson adopted this view, to which I subscribe, in Eli Lilly and Co. v. Apotex Inc. (1997), 75
C.P.R. (3d) 312.
(c) Third, it is an established principle that as a Court will not usually make an a priori ruling on admissibility; it
takes an obvious case which is not the situation here.
Analysis
6
Rule 81 of the Federal Court Rules, 1998 requires that, except on motions, affidavits be confined to facts within the
personal knowledge of the deponent. This rule reflects the general rule of evidence relating to hearsay. The requirement for
personal knowledge by the deponent means that the deponent has his own knowledge of the facts asserted and has not obtained
that knowledge from others. It also means that he cannot recount out-of-court statements made by others.
7 Paragraph 9 says that "the applicant received at least 60 to 70 inquiries...". The applicant is Partsource Corporation, Limited.
Mr. Bish does not say he took the calls himself, although he refers to himself in the first person in other parts of his affidavit.
On its face, the facts in paragraph 9 are not stated to be facts of which Mr. Bish has firsthand knowledge.
8
Counsel for Partsource argued that it may have been Mr. Bish who took the calls. If so, why didn't he say so? At best, for
Partsource, the question of who took the calls is unclear. Partsource cannot take advantage of an ambiguity of its own making.
As it is framed in paragraph 9, Mr. Bish's statement is hearsay being offered in a proceeding that is final in nature and contrary
to rule 81.
9
The first reason of the Motions Judge to dismiss the motion brought by CTC is that paragraph may have been offered
only to establish that telephone calls were made. Accordingly, even if paragraph 9 was limited to an attempt to establish that
statement were made, as opposed to proving the truth of the statements, it would still be hearsay in these circumstances, where
it is not clearly established that the deponent personally received the telephone calls..
10 However, the information in paragraph 9 was not offered only to prove that statements were made. The paragraph recounts,
in summary form, what the callers said. This is obviously an attempt to demonstrate actual confusion on the part of the callers.
This evidence is clearly hearsay.
11
As to his second reason, the Motions Judge left for the Trial Judge the issue of whether the new "principled" approach
for admitting hearsay evidence might justify an exception to rule 81. In R. v. Khan, [1990] 2 S.C.R. 531 (S.C.C.); R. v. Smith,
[1992] 2 S.C.R. 915 (S.C.C.), the Supreme Court has recognized that hearsay evidence may be admitted if it is demonstrated
that the evidence is reliable and that its admission is necessary.
12
Before dealing with whether the question should have been left to the Trial Judge, I would observe that as worded,
except on motions, rule 81(1) admits of no exceptions to the requirement that affidavits shall be confined to facts within the
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personal knowledge of the deponent. Nonetheless, prior decisions indicate that hearsay evidence may be admitted according to
the "principled" approach. (See Ethier v. Royal Canadian Mounted Police Commissioner, [1993] 2 F.C. 659 (Fed. C.A.)).
13
Rule 81(1) is a rule of practice and procedure in the Court. It is made under the authority of paragraph 46(1)(a) of the
Federal Court Act which provides, in part:
46. (1) Subject to the approval of the Governor in Council and subject also to subsection (4), the rules committee may
make general rules and orders
(a) for regulating the practice and procedure in the Trial Division and in the Court of Appeal, [...]
46. (1) Sous réserve de l'approbation du gouverneur en conseil et, en outre, du paragraphe (4), le comité peut, par règles
ou ordonnances générales:
a) réglementer la pratique et la procédure à la Section de première instance et à la Cour d'appel, et notamment:
As a rule of practice and procedure, rule 81(1) reflects the general rule against hearsay. However, it does not displace
longstanding common law exceptions to the hearsay rule, nor the reliability and necessity exception of more recent vintage. 1
In any event, under rule 55, the Court may dispense with compliance with any rule. Rule 55 provides:
55. In special circumstances, on motion, the Court may dispense with compliance with any of these Rules.
55. Dans des circonstances particulières, la Cour peut, sur requête, dispenser de l'observation d'une disposition des présentes
règles.
In appropriate circumstances, a party desiring to introduce hearsay evidence on the basis of an exception to rule 81 may consider
bringing a motion under rule 55 to have the matter resolved in advance of trial.
14 In the circumstances here, if Partsource intended to rely on exceptions to the hearsay rule, it was for Partsource, in response
to the motion to strike, to put forward evidence and/or arguments before the Prothonotary or Motions Judge as to admissibility. It
was for the Prothonotary or Motions Judge to conduct their own analysis as to the reliability and necessity of such evidence. As
Partsource took the position that the evidence was not hearsay, no evidence or argument was submitted justifying admissibility
on the grounds of necessity and reliability. It was for Partsource to introduce evidence and argue why it should be necessary to
rely on hearsay evidence in these circumstances and why such evidence should be considered reliable. Without such evidence
or argument, questions of the admissibility of evidence on the basis of necessity and reliability did not arise and should not have
been considered by the Motions Judge as a reason to defer the matter to the Trial Judge.
15
In leaving the matter to the Trial Judge, the approach of the Motions Judge would deny to CTC the right to know the
evidence it has to refute until such time as the Trial Judge has made his or her ruling on admissibility. However, CTC cannot
be certain that the Trial Judge will exclude paragraph 9. It is, therefore, in the position of having to cross-examine on it.
16 CTC cannot effectively cross-examine in respect of hearsay statements made by unidentified sources. Notwithstanding that
the onus is on Partsource to demonstrate its entitlement to the relief it seeks, in order to respond to the allegation in paragraph 9
of the Bish affidavit, CTC would be required to explore, through cross-examination on the affidavit, the identity of the customers
to whom reference is made and, if they are identified, to interview them or otherwise conduct an investigation for the purpose
of ascertaining the veracity of the statements attributed to them. This would effectively reverse the onus in the expungement
application. This is clearly prejudicial to CTC.
17 The third reason given by the Motions Judge for dismissing the motion to strike was that the Court will usually not make
an a priori ruling on admissibility unless the case is obvious. As I have indicated, this case is obvious. The words of paragraph
9, on their face, show that the evidence is hearsay. It is clearly proffered for its truth. There is no suggestion that the necessity
and reliability exception applies. This is a case in which, prior to the hearing, it is appropriate to strike the offending paragraph.
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18
Nonetheless, I would emphasize that motions to strike all or parts of affidavits are not to become routine at any level
of this Court. This is especially the case where the question is one of relevancy. Only in exceptional cases where prejudice is
demonstrated and the evidence is obviously irrelevant will such motions be justified. In the case of motions to strike based on
hearsay, the motion should only be brought where the hearsay goes to a controversial issue, where the hearsay can be clearly
shown and where prejudice by leaving the matter for disposition at trial can be demonstrated.
19

The appeal will be allowed with costs and paragraph 9 of the Bish affidavit will be struck out.

Richard C.J.:
I agree.
Rothstein J.A.:
I agree.
Appeal allowed.
Footnotes
1

There had been some debate as to whether the reliability and necessity exception to the hearsay rule is now the only test for
admissibility or whether it is an additional exception to the long list of exceptions that have hitherto been part of the common law. (See
Sopinka, Lederman, and Bryant, The Law of Evidence in Canada (2d ed., 1999), para. 6.64). The Supreme Court has subsequently
addressed the relationship between the traditional exceptions and the reliability and necessity exception in R. v. Starr, [2000] 2 S.C.R.
144 (S.C.C.).
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Per curiam:
1

The issue in this case is whether a motion judge can decide on the admissibility of proposed expert evidence.

2
In our view, the policy considerations relevant to this issue all point to the trial judge determining this question. It avoids
the risk of a multiplicity of proceedings in any given case. It ensures a full context in which the decision can be made. It avoids
the risk of preliminary steps being taken for purely tactical reasons. And it avoids creating different appeal rights depending on
whether the decision is made by a motion judge as an interlocutory order or the trial judge.
3
Thus, even if a motion judge has such jurisdiction, it should be exercised only in the rarest of cases. Nothing has been
shown to us to put this case in that category.
4

The appeal must be dismissed. Costs to the respondent fixed at $5,000 inclusive of disbursements and GST.
Appeal dismissed.
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Heneghan J.:
1

Apotex Inc. ("Apotex") appeals from the Order, dated October 23, 2003, of the Prothonotary which provides as follows:
1

IT IS ORDERED THAT:
(1) Apotex shall have 10 days from the date of this order to serve and file a notice electing upon which five of the
affidavits of Dr. Allen W. Rey, Dr. Juliet Compston, Dr. Eli Shefter, Dr. Michael J. Cima, Dr. Peter J. Stang, Dr. Roger
Newton, Dr. Robert Allan McClelland, Dr. Graham Russell or Dr. Robert S. Langer it will rely.
(2) The affidavits mentioned in paragraph (1) above and not included in this election shall be struck.
(3) The time within which cross-examinations are to be conducted shall run from the date of filing of Apotex's notice
of election.
2
The Order resulted from a motion brought by Merck & Co., Inc. and Merck Frosst Canada & Co. ("Merck") to strike
out all or part of 10 of the 14 affidavits filed by Apotex in this proceeding. The proceeding is brought pursuant to the Patented
Medicines (Notice of Compliance) Regulations, SOR/93-133, as amended (the "Regulations").
3 Following service of a Notice of Allegation ("NOA") by Apotex on or about February 24, 2003, Merck issued its Notice of
Application on or about April 10, 2003. Merck delivered its evidence, by way of affidavit, on May 30, 2003. Apotex submitted
its affidavit evidence between July 21 and July 25, 2003. On or about August 14, 2003, Merck served its Notice of Motion
seeking to strike several of Apotex's affidavits, both in whole or in part.
4
One of the grounds advanced by Merck upon its Motion to Strike was the complaint that Apotex had filed more than
five expert affidavits allegedly contrary to section 7 of the Canada Evidence Act R.S.C. 1985, c. C-5, (the "Canada Evidence
Act"). Section 7 provides as follows:
Where, in any trial or other proceeding, criminal or
civil, it is intended by the prosecution or the defence,
or by any party, to examine as witnesses professional
or other experts entitled according to the law or
practice to give opinion evidence, not more than five
of such witnesses may be called on either side without
the leave of the court or judge or person presiding.

Lorsque, dans un procès ou autre procédure pénale
ou civile, le poursuivant ou la défense, ou toute autre
partie, se propose d'interroger comme témoins des
experts professionnels ou autres autorisés par la loi ou
la pratique à rendre des témoignages d'opinion, il ne
peut être appelé plus de cinq de ces témoins de chaque
côté sans la permission du tribunal, du juge ou de la
personne qui préside.

5
In the Reasons for Order, the Prothonotary purported to distinguish earlier decisions of this Court in which section 7 was
considered. In Eli Lilly & Co. v. Novopharm Ltd. (1997), 73 C.P.R. (3d) 371 (Fed. T.D.) Justice Reed interpreted the limitation
to the number of experts who could address a single issue, not as a limitation applicable to the case as a whole.
6
More recently, in an unreported decision dated September 4, 2003 in Glaxosmithkline Inc. v. Apotex (T-876-02), Justice
Pinard in dealing with a motion to strike affidavits in similar proceedings undertaken pursuant to the Regulations, refused to
do so and relied on the earlier decision in Eli Lilly, supra. He dismissed the motion to strike as being premature, relying on the
jurisprudence of this Court which makes it clear that interlocutory motions to strike affidavits should not be brought and the
question of admissibility of evidence should be left to the judge hearing the application.
7 Further, and of particular relevance to this appeal in relation to the question of the number of expert witnesses, the learned
judge referred to the decision in Eli Lilly, supra and said at paragraph 4 as follows:
In any event, it is not clear and obvious to me that the evidence served and filed by the respondent Apotex Inc. comprises,
with respect to any single issue, more than five expert affidavits (see, for example, Eli Lilly and Co. v. Novopharm Ltd.
(1997), 73 C.P.R. (3d) 371 at 411-12 (F.C.T.D.); affirmed 10 C.P.R. (4 th ) 10 (F.C.A.)).
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8
Apotex raises several arguments about errors committed by the Prothonotary in allowing Merck's motion to strike a
number of its affidavits. It submits that the Prothonotary erred in law by failing to follow the clear jurisprudence of this Court
both with respect to striking affidavits on an interlocutory basis and to interpreting section 7 as meaning that a party to a
proceeding is limited to five expert witnesses in total, as opposed to five expert witnesses per issue. Further, Apotex argues that
the Prothonotary erred in finding that the limitation applies to judicial review applications, rather than to a trial or a proceeding
in which witnesses are called and provide viva voce evidence.
9
As well, Apotex submits that the Prothonotary erred in law by failing to follow and apply the decision of the Supreme
Court of Canada in Ure v. Fagnan, [1958] S.C.R. 377 (S.C.C.) where the Supreme Court of Canada, in considering a provision
of the Alberta Evidence Act, R.S.A. 1955, c.102, concluded that the limitation operated upon the number of expert witnesses
per issue rather than in relation to the proceeding as a whole.
10
Merck takes the position that the Prothonotary correctly distinguished the decisions of this Court in Eli Lilly, supra and
GlaxoSmithKline Inc., supra, saying that neither decision squarely addressed the issue of the section 7 limitation. It also argues
that the decision of the Supreme Court of Canada in Fagnan, supra is inapplicable here since the language of the statutory
provision there in issue was different from section 7 of the Canada Evidence Act. As well, it submits that there is no basis to
exclude judicial review proceedings from the ambit of section 7 and says that the Prothonotary correctly concluded that this
proceeding is subject to the limitation of section 7.
11
Both parties agree that since the Order involves the interpretation of a statutory provision, the applicable standard of
review is correctness and that, pursuant to R. v. Aqua-Gem Investments Ltd., [1993] 2 F.C. 425 (Fed. C.A.), I am to exercise
my discretion on a de novo basis.
12 In my opinion, the Prothonotary erred in law by ignoring and failing to follow the jurisprudence of this Court in Eli Lilly,
supra and GlaxoSmithKline, supra. I refer to the words of Associate Senior Prothonotary Giles in Flexi-Coil Ltd. v. Rite Way
Manufacturing Ltd. (1989), 28 C.P.R. (3d) 256 (Fed. T.D.) at para 2; aff'd. (1990), 29 C.P.R. (3d) 515 (Fed. T.D.).
The first issue raised was that of stare decisis, that is to say, whether or not a prothonotary is bound by a decision of a judge
of the Trial Division. There is perhaps a valid question because any decision of a prothonotary could have been made by a trial
judge and an order of a prothonotary is to be considered an order of the Court in stated circumstances. Argument was therefore
directed to the question of the binding effect of a decision of one judge on another of the same level. In my view, the foundation
of the rule of law is a consistency in the law which can only be achieved if there is a consistency in the decisions made, no
matter what judge or other judicial officer makes them. This principle is sufficient to render most persuasive the decisions of
a judge at the same level. Where the decision cited as authority is one of a judge to whom an appeal could be made, a further
consideration, namely practicality, applies. It would be most impractical to render a decision in the knowledge that it would be
reversed on appeal. Therefore, without question, the decision of a judge of the Trial Division (to which an appeal may be made
from the decision of a prothonotary), should, in all cases, be followed by a prothonotary.
13
There was no good reason why the Prothonotary should not have followed and applied the jurisprudence of this Court
that has interpreted section 7 as a limitation upon the total number of experts per issue, rather than for the case as a whole. My
finding in this regard is sufficient to dispose of this appeal and to grant it.
14 It is unnecessary for me to address the other arguments advanced by Apotex. However, I observe that there may be merit in
the argument advanced about the inapplicability of section 7 of the Canada Evidence Act to judicial review proceedings where
the evidence is entered by way of affidavits, in the absence of a person who is called for "examination" as a "witness". That
question remains for resolution on another occasion, supported by further argument and jurisprudence, for example dealing
with the meaning of "witness" (see Bell v. Klein (No. 1), [1955] S.C.R. 309 (S.C.C.), at 317) and "examine".
15

In the result, the appeal is allowed with costs to Apotex.

Order

3

The appeal is allowed, with costs to Apotex.
Appeal allowed.
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David Stratas J.A.:
1
The Vancouver Airport Authority appeals from the order dated April 24, 2017 of the Competition Tribunal (per Gascon
J.): 2017 Comp. Trib. 6 (Competition Trib.).
2
In the Competition Tribunal, the Commissioner of Competition has brought competition proceedings against the Airport
Authority for alleged abuse of dominant position. In proceedings such as these, parties whose conduct is impugned are entitled
to pre-hearing disclosure. The Commissioner has disclosed many documents to the Airport Authority. But he has refused to
produce roughly 1,200 documents. He says that these documents are covered by a class privilege that protects the confidentiality
interests of those who have given him documents and information during his investigations.
3 In response, the Airport Authority brought a motion seeking disclosure of the documents. Before the Competition Tribunal,
it submitted that the alleged class privilege does not exist and so the documents should be disclosed.
4 In well-expressed, clear and comprehensive reasons, the Competition Tribunal found that the alleged class privilege exists.
Key to its reasons is its application of earlier authorities of this Court that it believed confirmed the existence of a class privilege.
By order dated April 24, 2017, the Competition Tribunal dismissed the Airport Authority's motion for disclosure.
5
The Airport Authority appeals from that dismissal. The appeal turns on whether the alleged class privilege exists. I find
that it does not. The earlier authorities of this Court that the Competition Tribunal invoked in support of its decision do not
apply. In any event, they have been overtaken by later Supreme Court jurisprudence. This jurisprudence is against recognizing
a class privilege in this case.
6
Therefore, I would allow the appeal, quash the order of the Competition Tribunal and remit the motion to it for
redetermination.
A. Background
7
The Commissioner of Competition has applied to the Competition Tribunal for relief against the Airport Authority under
section 79 of the Competition Act, R.S.C. 1985, c. C-34. The relief stems from the Airport Authority's decision to allow only
two in-flight caterers to operate at the Vancouver International Airport.
8
In his application, the Commissioner alleges that the Airport Authority controls the market for "galley handling" at the
airport, the Airport Authority acted with an anti-competitive purpose when deciding to permit only two in-flight caterers to
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operate at the airport, and a "substantial prevention or lessening of competition" has resulted, causing "higher prices, dampened
innovation and lower service quality."
9
The Airport Authority denies the Commissioner's allegations and defends against the relief sought. It asserts that it has
been acting throughout to discharge its public interest mandate as a non-profit entity, including enhancing the airport's ability
to attract and retain flights, thereby generating economic development for Vancouver and, more broadly, for British Columbia
and the rest of Canada. The Airport Authority adds that it determined, legitimately, that allowing additional caterers to operate
at the airport would imperil the viability of the two already operating at the airport. It also alleges that it does not substantially
or completely control the market for galley handling at the airport, it did not have an anti-competitive purpose, and its decision
to restrict the number of caterers at the airport did not lessen competition or cause deleterious effects.
10
In his investigation, the Commissioner of Competition obtained a number of orders under section 11 of the Act. These
required four in-flight catering firms, two operating at the airport and two who want to operate at the airport, to produce to the
Commissioner a broad array of documents.
11
The Commissioner of Competition delivered an affidavit of documents in the proceeding. That affidavit disclosed that
the Commissioner had roughly 11,500 relevant documents in his possession, power or control. But he was willing to produce
fewer than 2,000. Most of these were the Airport Authority's own documents.
12 Almost all of the remaining documents, roughly 9,500, were withheld in whole or in part on the basis of an alleged public
interest class privilege. These documents comprise much of the case the Commissioner has against the Airport Authority.
13
The Airport Authority brought a motion for disclosure of the 9,500 documents. On the day the motion was to be heard,
the Commissioner delivered an amended affidavit of documents. In that affidavit, he waived privilege over roughly 8,300
documents. This is 86% of the documents originally said to be covered by a class privilege. Roughly 1,200 documents — 12%
of the documents originally withheld — remained withheld exclusively on the basis of a public interest class privilege.
14
The motion for disclosure went forward and concerned these 1,200 documents. The Commissioner continued to assert
that these remaining documents were covered by a class privilege and could not be disclosed. The Commissioner argued that
this class privilege covered all "records created or obtained by the Commissioner, [his] employees, servants, agents or solicitors
or obtained from third parties during the Commissioner's investigations."
15
The Airport Authority urged the Competition Tribunal to reject the Commissioner's assertion of a class privilege. In its
view, the Competition Tribunal should instead determine on a case-by-case or document-by-document basis whether a public
interest privilege exists concerning any of the 1,200 documents.
16 In its decision, the Competition Tribunal disagreed with the Airport Authority and dismissed its motion for disclosure. It
upheld the existence of the alleged class privilege and, thus, none of the 1,200 documents needed to be disclosed. Given this,
it did not need to examine whether any of the individual documents were subject to public interest privilege on a case-by-case
or a document-by-document basis.
17 The Airport Authority appeals from the dismissal of its motion for disclosure to this Court. The appeal is under subsection
13(1) of the Competition Tribunal Act, R.S.C. 1985, c. 19 (2nd Supp.).
B. Standard of review
18 In appeals to this Court from the Competition Tribunal, legal questions are to be reviewed for correctness: Tervita Corp. v.
Canada (Commissioner of Competition), 2015 SCC 3, [2015] 1 S.C.R. 161 (S.C.C.) at paras. 34 and 39; Canada (Commissioner
of Competition) v. Superior Propane Inc., 2001 FCA 104, [2001] 3 F.C. 185 (Fed. C.A.).
19
In this appeal, the central question before us is what is legally required for a court to recognize a class privilege. This
is a legal question to be reviewed for correctness. In my view, for the reasons that follow, the Competition Tribunal erred
in answering this question. Alternatively, in recognizing a class privilege in the circumstances of this case and based on this
3

evidentiary record, the Competition Tribunal proceeded on the basis of an error in law or in legal principle. Its decision cannot
stand.
C. Preliminary considerations
20
The submissions to us, truly excellent as they were, touched on many different concepts, some aspects of which were
complex. These included the admissibility of evidence, pre-hearing disclosure obligations, and, more generally, procedural
fairness obligations. The complexity was magnified by the fact that these concepts potentially have different content in court
proceedings and administrative proceedings. At the outset, it is worth describing these concepts, how they operate and interrelate,
and where they fit in the whole scheme of things.
(1) The admissibility of evidence
21
In court proceedings, the "fundamental 'first principle'" is that "all relevant evidence" going to the truth of the matter
before the court "is admissible until proven otherwise": R. v. Fosty, [1991] 3 S.C.R. 263 (S.C.C.) at p. 288, [1991] 6 W.W.R.
673 (S.C.C.) [hereinafter Gruenke] at p. 688 and see, e.g., Pfizer Canada Inc. v. Teva Canada Ltd., 2016 FCA 161, 400 D.L.R.
(4th) 723 (F.C.A.) at paras. 79-82.
22 There are exceptions to this first principle: sometimes relevant evidence is inadmissible. For example, hearsay is ordinarily
inadmissible. Another exception is public interest privilege: evidence covered by a legally recognized public interest privilege
is inadmissible.
23 As in court proceedings, administrative proceedings are often directed at getting at the truth of the matter. What happened?
Who did what? How was it done? Why? With what effects? As a general rule, within the limits of materiality and proportionality,
administrative decision-makers want to receive all possible evidence bearing on these questions. They too are on a quest for
the truth of the matters before them and they often formulate their evidentiary rules with that in mind. This is certainly true for
the administrative decision-maker here, the Competition Tribunal.
24

And just like courts, many administrative decision-makers recognize exceptions to general rules of admissibility.

25
The law of evidence before administrative decision-makers is not necessarily the same as that in court proceedings. An
administrative decision-maker's power to admit or exclude evidence is governed exclusively by its empowering legislation and
any policies consistent with that legislation: Tranchemontagne v. Ontario (Director, Disability Support Program), 2006 SCC
14, [2006] 1 S.C.R. 513 (S.C.C.) at para. 16; on how to interpret legislation that empowers administrators, see Chrysler Canada
Ltd. v. Canada (Competition Tribunal), [1992] 2 S.C.R. 394, 92 D.L.R. (4th) 609 (S.C.C.), Rizzo & Rizzo Shoes Ltd., Re, [1998]
1 S.C.R. 27, 154 D.L.R. (4th) 193 (S.C.C.), Bell ExpressVu Ltd. Partnership v. Rex, 2002 SCC 42, [2002] 2 S.C.R. 559 (S.C.C.)
and Canada Trustco Mortgage Co. v. R., 2005 SCC 54, [2005] 2 S.C.R. 601 (S.C.C.). The empowering legislation, properly
interpreted, might allow an administrative decision-maker to admit material that courts would ordinarily reject as inadmissible.
26
This being said, privileges designed to protect fundamental confidentiality interests such as legal professional privilege
have the same force in administrative proceedings as in court proceedings. Any administrative decisions or legislation governing
administrative decision-makers that weakens or undercuts the privileges may be, respectively, unreasonable or infringe the
protection of privacy interests in section 8 of the Charter: Pritchard v. Ontario (Human Rights Commission), 2004 SCC 31,
[2004] 1 S.C.R. 809 (S.C.C.); R. v. Lavallee, Rackel & Heintz, 2002 SCC 61, [2002] 3 S.C.R. 209 (S.C.C.).
27
In the case before us, the Competition Tribunal recognizes, and all before us accept, that evidence covered by a legally
recognized public interest privilege is inadmissible.
(2) Pre-hearing disclosure obligations: an aspect of procedural fairness
28 Administrative proceedings must be procedurally fair. The level of procedural fairness that must be given varies according
to a number of factors: Baker v. Canada (Minister of Citizenship & Immigration), [1999] 2 S.C.R. 817, 174 D.L.R. (4th) 193
(S.C.C.) at paras. 23-28.
4

29
Before us are administrative proceedings that are adjudicative in nature. Usually in such proceedings, the requirements
of procedural fairness are high: Baker at para. 23; Bell Canada v. C.T.E.A., 2003 SCC 36, [2003] 1 S.C.R. 884 (S.C.C.). This
is particularly so where the proceedings have the potential to significantly affect a party's interests: Baker at para. 25; Kane v.
University of British Columbia, [1980] 1 S.C.R. 1105 (S.C.C.) at p. 1113, (1980), 110 D.L.R. (3d) 311 (S.C.C.) at p. 322; R. v.
Higher Education Funding Council (1993), [1994] 1 All E.R. 651 (Eng. Q.B.) at p. 667. The Competition Tribunal correctly
found that "a high degree of procedural protection is needed in Tribunal proceedings because of its court-like process" and
"[t]he Tribunal resides very close to, if not at, the 'judicial end of the spectrum', where the functions and processes more closely
resemble courts and attract the highest level of procedural fairness" (at para. 169).
30 The procedural fairness obligations require the Commissioner of Competition to disclose to the Airport Authority evidence
that is relevant to issues in the proceedings. This is necessary for the Airport Authority to know the case it has to meet and
to fairly defend itself against the allegations. Often — as the Commissioner has recognized in this case by releasing roughly
8,300 documents from his investigatory file — this includes exculpatory material or other material resting in the investigatory
file that could assist the party whose conduct is impugned in testing the evidence called by the Commissioner or in building
its own case: see, e.g., in other contexts, Shooters Sports Bar Inc. v. Ontario (Alcohol & Gaming Commission) (2008), 238
O.A.C. 9, 168 A.C.W.S. (3d) 580 (Ont. Div. Ct.); Markandey v. Ontario (Board of Ophthalmic Dispensers), [1994] O.J. No.
484 (Ont. Gen. Div.) at para. 43; Thompson v. Chiropractors' Assn. (Saskatchewan), [1996] 3 W.W.R. 675, 36 Admin. L.R. (2d)
273 (Sask. Q.B.) at paras. 3-6; Shambleau v. Ontario (Securities Commission) (2003), 26 O.S.C.B. 1629, [2003] O.J. No. 4089
(Ont. Div. Ct.) at para. 6; Fauth, Re, 2017 ABASC 3 (Alta. Securities Comm.); Law Society of Upper Canada v. Savone, 2015
ONLSTA 26 (L.S. Trib. App. Div.) at para. 23, aff'd 2016 ONSC 3378, [2016] O.J. No. 2988 (Ont. Div. Ct.). In some cases,
there may be limits on the obligation to disclose based on materiality, proportionality, applicable legislative standards and the
nature of the proceedings: Ciba-Geigy Canada Ltd., Re, [1994] 3 F.C. 425, 55 C.P.R. (3d) 482 (Fed. T.D.), affirmed (1994), 56
C.P.R. (3d) 377, 170 N.R. 360 (Fed. C.A.); Sheriff v. Canada (Attorney General), 2006 FCA 139, [2007] 1 F.C.R. 3 (F.C.A.).
(3) The relationship between issues of admissibility and issues of pre-hearing disclosure
31
The obligation to disclose is not necessarily limited by the law of admissibility. Material that is inadmissible can be
subject to a disclosure obligation.
32
To illustrate this, suppose that an authority such as the Commissioner of Competition possesses a document written
by one person recounting a discussion with a particular individual. Although that document may be hearsay and arguably
inadmissible to prove the contents of what the particular person said, nevertheless the requirements of procedural fairness may
require that it be disclosed. The document may be extremely useful, indeed necessary, to the party whose conduct is impugned
in the proceedings.
33
For example, during a party's pre-hearing preparation, it may decide that it should interview the particular individual
whose words are recounted in the document. Perhaps it may decide to call that person as a witness so that the truth of what
was said is in evidence. Maybe the fact that the discussion took place at a particular time is an important fact in the scheme of
things. And perhaps the document will be necessary to put to an adverse witness during cross-examination.
34
However, sometimes inadmissible evidence cannot be disclosed. One instance is where privileges that protect
fundamentally important interests in confidentiality apply, the privileges have not been waived, and no other exception
recognized by law applies. For example, unless legal professional privilege has been waived, material covered by it is normally
confidential for all purposes, in just about all circumstances; only the rarest of circumstances will displace the privilege, such as
criminal cases where innocence is at stake as a result of the non-disclosure: Alberta (Information and Privacy Commissioner)
v. University of Calgary, 2016 SCC 53, [2016] 2 S.C.R. 555 (S.C.C.) at para. 43.
35
The central issue before us is whether the 1,200 remaining documents that the Commissioner refuses to disclose are
covered by a public interest class privilege. Assuming the privilege exists, the Commissioner holds the privilege and has not
waived it. At least no one has argued waiver either by explicit act or implied conduct: see, e.g., Slansky v. Canada (Attorney
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General), 2013 FCA 199, [2015] 1 F.C.R. 81 (F.C.A.) at paras. 253-262 (dissenting, but the majority not disagreeing with
the legal principle). Accordingly, in the circumstances of this case, if the class privilege exists, prima facie the Commissioner
need not disclose any documents covered by it. If the class privilege does not exist and the Commissioner wants to maintain
confidentiality over individual documents that were said to be in that class, the Commissioner will have to claim a public interest
privilege on a document-by-document or case-by-case basis.
D. The public interest privilege claimable on a document-by-document or case-by-case basis compared with a class
privilege: how do they differ?
36
What is the nature of public interest privilege, claimable on a document-by-document or case-by-case basis? When
does it exist?
37
Certain basic principles are at stake in a claim for public interest privilege. In Carey v. Ontario, [1986] 2 S.C.R. 637
(S.C.C.) at p. 647, (1986), 35 D.L.R. (4th) 161 (S.C.C.) at p. 169, the Supreme Court identified a basic tension resting at the
heart of a claim for public interest privilege:
It is obviously necessary for the proper administration of justice that litigants have access to all evidence that may be of
assistance to the fair disposition of the issues arising in litigation. It is equally clear, however, that certain information
regarding governmental activities should not be disclosed in the public interest.
38

Another formulation of this is found in a classic British authority:
It is universally recognised that here there are two kinds of public interest which may clash. There is the public interest
that harm shall not be done to the nation or the public service by disclosure of certain documents, and there is the public
interest that the administration of justice shall not be frustrated by the withholding of documents which must be produced
if justice is to be done.

(Conway v. Rimmer, [1968] 1 All E.R. 874 (U.K. H.L.) at p. 880.)
39

A leading Canadian text puts the matter this way:
The court, therefore, must balance the possible denial of justice that could result from non-disclosure against the injury to
the public arising from disclosure of public documents which were never intended to be made public.

(Lederman, Bryant and Fuerst, The Law of Evidence in Canada, 4th ed. (Markham, Ont.: LexisNexis, 2014) at p. 1074.)
40

We engage with these competing interests by rigorously assessing a claim for public interest privilege using four criteria:
First, the [evidence] must originate in a confidence.... Second, the confidence must be essential to the relationship in which
the communication arises. Third, the relationship must be one which should be 'sedulously fostered' in the public good
('Sedulous[ly]' being defined in the New Shorter Oxford English Dictionary on Historical Principles (6th ed. 2007), vol.
2, at p. 2755, as 'diligent[ly]... deliberately and consciously'). Finally...the court must consider whether in the instant case
the public interest served by [confidentiality over the evidence] outweighs the public interest in getting at the truth.

(R. v. National Post, 2010 SCC 16, [2010] 1 S.C.R. 477 (S.C.C.) at para. 53, citing Wigmore on Evidence (McNaughton Rev.
1961), vol. 8, at § 2285.)
41
The four criteria from Wigmore are not "carved in stone" but rather provide a "general framework within which policy
considerations and the requirements of fact-finding can be weighed and balanced on the basis of their relative importance in
the particular case before the court": Gruenke at p. 290 S.C.R., p. 689 W.W.R, cited with approval in National Post at para. 53;
Globe & Mail c. Canada (Procureur général), 2010 SCC 41, [2010] 2 S.C.R. 592 (S.C.C.) at para. 54.
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42
No one disputes that the Commissioner could try to claim public interest privilege over the 1,200 remaining documents
on a document-by-document or case-by-case basis. But in this case, as his primary position, the Commissioner does not assert
that documents are covered by a case-by-case privilege.
43 Instead, the Commissioner says that the 1,200 documents are part of a group of 9,500 documents, all of which are covered
by a class privilege. In this case, the class is said to cover all "records created or obtained by the Commissioner, [his] employees,
servants, agents or solicitors or obtained from third parties during the Commissioner's investigations."
44 The Commissioner says that this class privilege is necessary. Without it, those complaining about anti-competitive conduct,
fearing reprisal, would be reluctant to complain to the Commissioner and offer candid evidence in support of their complaints.
45 A class privilege applies if the documents and information fall within a class that legally qualifies for blanket protection
from disclosure. Documents and information are protected from disclosure only because of their membership in a protected
class; their contents and the circumstances surrounding them do not otherwise matter. In the words of the Supreme Court, a
class privilege applies "without regard to the particulars of the situation" and "is insensitive to the facts of the particular case":
National Post at para. 42.
46
Class privileges are granted because of the need to protect a particular relationship of importance. "Once the relevant
relationship is established between the confiding party and the party in whom the confidence is placed, privilege presumptively
cloaks in confidentiality matters properly within its scope without regard to the particulars of the situation": National Post at
para. 42. The class protection is granted because "anything less than blanket confidentiality" would "fail to provide the necessary
assurance[s]" to parties in the relationship to perform as they must within the relationship: National Post at para. 42; Lizotte c.
Aviva Cie d'assurance du Canada, 2016 SCC 52, [2016] 2 S.C.R. 521 (S.C.C.) at paras. 39-40.
47 In contrast, a case-by-case or document-by-document public interest privilege looks at the nature of a particular document
or information and the circumstances surrounding it, not its membership in a class. A party claiming the privilege over certain
documents must make an affirmative case, document-by-document, to successfully shield them from disclosure. Unlike a class
privilege, this sort of privilege offers no presumptive or default protection from disclosure.
48
So, for example, take the relationship of legal professional and client, established for the purpose of the giving and
obtaining of legal advice. Loosely put, the law recognizes that the entire class of all communications within that relationship,
including all documents relating to the giving or seeking of legal advice, must be protected on a default, blanket basis from
disclosure. The blanket nature of the privilege provides certainty. If only case-by-case or document-by-document privilege could
be claimed, uncertainty would be created about whether some information or documents within the relationship might have to be
disclosed. The uncertainty might lead clients not to seek legal advice or the legal advice would have to be couched or be less than
frank, or both. The effect? The democratic right of people to ascertain their full legal rights and make well-informed decisions
would suffer, with resulting damage to the administration of justice. The paramount importance of the relationship between
legal professionals and their clients and the vital objectives served by it justify the blanket, presumptive, default protection of
confidentiality that class privilege provides.
49 Due to the breadth and generality of a class privilege, it can be blunt, sweeping and indiscriminate in operation and, thus,
can work against the truth-seeking purpose of a court or administrative proceeding. A case-by-case or document-by-document
privilege — tailored and case-specific as it is — can be more consistent with the truth-seeking purpose.
50

The Supreme Court put this point as follows:
...[W]hile the result of any privilege is to impede the search for truth, and thereby to run the risk of an injustice to the
persons opposed in interest to the claimant, a class privilege is more rigid than a privilege constituted on a case-by-case
basis. It does not lend itself to the same extent to be tailored to fit the circumstances.

(National Post at para. 46.)
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51
In Carey, the Supreme Court expressed concern about the "absolute character of [a class] protection...without regard
to subject matter, to whether [the documents] are contemporary or no longer of public interest, or to the importance of their
revelation for the purpose of litigation" (at p. 659 S.C.R., p. 178 D.L.R.).
52 Because of these concerns, traditionally courts have been reluctant to find class privileges. Only "very few" class privileges
have been found: National Post at para. 42. The Supreme Court has gone as far as to say that public interest claims on a class
basis will have "little chance of success": Carey at p. 655 S.C.R., p. 175 D.L.R. Class privileges can be found only where there
is "clear and compelling evidence [they are] necessary" or "really necessary": R. v. Chief Constable of the West Midlands Police,
[1994] 3 All E.R. 420 (U.K. H.L.) at p. 446; Conway, above at p. 888.
53 Recently, the Supreme Court has set the threshold for finding new class privileges as high as can be. New class privileges
can be recognized only if they are supported by policy rationales as compelling as the class privilege over solicitor-client
communications: National Post at para. 42; Gruenke at p. 288 S.C.R., p. 688 W.W.R. How compelling is that? The policy
rationale behind solicitor-client privilege is an interest protected by our highest law, the Constitution, specifically the privacy
interest under section 8 of the Charter: Lavallee, Rackel & Heintz, above.
54 Commenting on this, Lederman et al., above observe that new class privileges demand "that the external social policy in
question is of such unequivocal importance that it cannot be sacrificed before the altar of the courts" (at p. 919).
55
The Supreme Court also suggests that class privileges — privileges that are "more rigid than a privilege constituted
on a case-by-case basis" and cannot "be tailored to fit the circumstances" — are inapt where the relationship said to give rise
to the need for blanket confidentiality varies in practice and depends upon the circumstances: National Post at paras. 44-46;
Bisaillon c. Keable, [1983] 2 S.C.R. 60 (S.C.C.) at pp. 97-98, (1983), 2 D.L.R. (4th) 193 (S.C.C.) at p. 223. Further, the existence
of a comparable class privilege in "other common law jurisdictions with whom we have strong affinities" can assist in the
determination: National Post at paras. 43, 47-48.
56
The extremely high threshold for the recognition of class privileges means that to date only four have been recognized
— legal professional privilege, litigation privilege, informer privilege and settlement privilege: Lizotte, above at paras. 33-36.
57
As well, this extremely high threshold has led the Supreme Court to opine that "in future such 'class' privileges will be
created, if at all, only by legislative action": National Post at para. 42. For good measure, the Supreme Court repeated this in
Harkat, Re, 2014 SCC 37, [2014] 2 S.C.R. 33 (S.C.C.) at para. 87.
58 Harkat shows how high the threshold for establishing a class privilege now is. In Harkat the provisions of the Immigration
and Refugee Protection Act concerning security certificates fell before the Supreme Court for consideration.
59
Broadly speaking, security certificates are issued against those who are reasonably believed to have come to Canada,
among other things, for the purpose of engaging in terrorism. Once the certificates are issued, the Federal Court must assess
their reasonableness. If the security certificate is found to be reasonable, the certificate becomes the equivalent of an order
requiring the person named in the certificate to be removed from Canada.
60
Often in the Federal Court proceedings to assess reasonableness much sensitive evidence is adduced. This can include
evidence from human intelligence sources — evidence of the highest level of sensitivity. Improper disclosure of that sort of
evidence can have the highest of consequences: the lives of sources whose identities are revealed can be put at grave risk. It is
notorious in international intelligence circles that improper disclosure has sometimes killed human intelligence sources.
61
A stronger policy rationale for a class privilege imposing blanket confidentiality over a class of evidence can scarcely
be imagined. But in Harkat, the Supreme Court — citing its reluctance to recognize new class privileges in National Post —
declined to recognize a class privilege covering evidence from human intelligence sources. As in National Post, it held that if
a class privilege is warranted, Parliament, not the courts, should enact one (at para. 87):
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Nor, in my view, should this Court create a new privilege for [Canadian Security Intelligence Service] human sources.
This Court has stated that "[t]he law recognizes very few 'class privileges'" and that "[i]t is likely that in future such 'class'
privileges will be created, if at all, only by legislative action": R. v. National Post, 2010 SCC 16, [2010] 1 S.C.R. 477, at
para. 42. The wisdom of this applies to the proposal that privilege be extended to [Canadian Security Intelligence Service]
human sources: Canada (Attorney General) v. Almalki, 2011 FCA 199, [2012] 2 F.C.R. 594, at paras. 29-30, per Létourneau
J.A. If Parliament deems it desirable that [Canadian Security Intelligence Service] human sources' identities and related
information be privileged, whether to facilitate coordination between police forces and [Canadian Security Intelligence
Service] or to encourage sources to come forward to [Canadian Security Intelligence Service] (see [dissenting] reasons of
Abella and Cromwell JJ. [in Harkat]), it can enact the appropriate protections.
62
In light of these authorities, it is perhaps not far from the truth to say that it is now practically impossible for a court,
acting on its own, to recognize a new class privilege.
E. Analysis
63 Based on the foregoing principles, the Commissioner's claim to a public interest privilege over the roughly 1,200 documents
he has refused to disclose must be rejected. I offer several reasons in support of this conclusion.
—I—
64
The Commissioner stresses that he is not asking this Court to recognize a new class privilege. He says that this Court
has already recognized a class privilege covering all documents and information supplied to the Commissioner from third party
sources during the Commissioner's investigation: D & B Co. of Canada Ltd. v. Canada (Director of Investigation & Research)
(1994), 58 C.P.R. (3d) 353, 176 N.R. 62 (Fed. C.A.); Hillsdown Holdings (Canada) Ltd. v. Canada (Director of Investigation
& Research), [1991] F.C.J. No. 1021 (Fed. C.A.).
65
The Commissioner adds that in cases like National Post, the Supreme Court has not cast doubt on already recognized
class public interest privileges, such as the one recognized in D&B Companies and Hillsdown.
66 Thus, to the Commissioner, this case is a simple one: we need only apply the class privilege recognized in D&B Companies
and Hillsdown.
67
The Competition Tribunal stated, properly, that it is bound by decisions of our Court. Accordingly, it considered itself
bound by this Court's recognition of the class privilege in D&B Companies and Hillsdown. It applied the class privilege to the
1,200 documents and refused to order that they be disclosed.
68
The Airport Authority disagrees with both the Commissioner and the Competition Tribunal. It submits that this Court's
decisions in D&B Companies and Hillsdown do not recognize the class privilege the Commissioner seeks to assert in this case.
In those cases, this Court applied a deferential standard of review and decided only that the Competition Tribunal had made, in
today's terms, a reasonable decision. Whether the Competition Tribunal was correct in recognizing the class privilege was not
before this Court. After D&B Companies and Hillsdown, the standard of review changed to correctness as a result of Superior
Propane and Tervita, both above. Thus, according to the Airport Authority, the case at bar is the first time this Court has been
called upon to assess on the standard of correctness whether the Commissioner has the class privilege it asserts.
69
In the alternative, the Airport Authority says that if those cases do recognize the class privilege, D&B Companies and
Hillsdown can no longer be seen as good authority because they have been overborne by later Supreme Court jurisprudence:
Miller v. Canada (Attorney General), 2002 FCA 370, 220 D.L.R. (4th) 149 (Fed. C.A.) (circumstances where this Court may
depart from earlier authorities); National Post.
70

I agree with the Airport Authority. First, I shall examine D&B Companies.
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71
D&B Companies must be seen in light of the standard of review this Court applied in that case. In D&B Companies,
this Court applied a deferential standard of review. It stated that "a certain curial deference is due to tribunals even on statutory
appeals when the issue in question, whether factual or legal, is within the particular expertise of the tribunal" (at p. 357 C.P.R.,
para. 5 N.R.). In this Court's view, the necessary balancing of the interests between disclosure and confidentiality drew upon
"special expertise in the problems of protecting competition in the market place" and, thus, was within the preserve of the
Competition Tribunal (ibid.). Accordingly, the Court "should not lightly substitute its own views of the proper balance in these
circumstances" (ibid.).
72 This Court also observed that class privileges "are created as a matter of policy" and the assessment of policy was "within
the competence" of the Competition Tribunal, not the Court (at p. 358 C.P.R., para. 7 N.R.). In its view, the Supreme Court
decision in Gruenke, above, on the recognition of class privileges generally, was not inconsistent with what the Tribunal had
done (ibid.).
73 In my view, this Court decided in D&B Companies that the Tribunal's recognition of a public interest privilege was owed
deference and could not be interfered with. This Court did not affirm for itself, nor did it need to affirm for itself given the
deferential standard of review, that a class privilege exists.
74
Hillsdown is similar to D&B Companies. There, the Competition Tribunal did not allow disclosure of certain interview
notes. It relied on an earlier Tribunal decision that acknowledged the need to keep certain notes confidential in the public
interest so that those making a complaint would not suffer reprisal. This Court applied a deferential standard in its review of
the Tribunal's decision, finding "no reviewable error" because the conclusion was "reasonably open" to the Tribunal (at paras.
1-2). In Hillsdown, this Court did not affirm for itself that a class privilege exists.
75 I would add that had this Court in D&B Companies or Hillsdown affirmed that the public interest class privilege actually
exists, these holdings can no longer stand in light of later Supreme Court cases such as National Post and Harkat. To some
extent this point has been made during the discussion of these cases earlier in these reasons at paras. 46-62. And this point will
be developed further below when I measure the Commissioner's claim for a class privilege against these cases.
76
The Commissioner cites other cases that support the existence of the public interest class privilege it asserts: Canada
(Commissioner of Competition) v. Chatr Wireless Inc., 2013 ONSC 5386, 231 A.C.W.S. (3d) 922 (Ont. S.C.J.) at para. 15;
Pro-Sys Consultants Ltd. v. Microsoft Corp., 2016 BCSC 97, 262 A.C.W.S. (3d) 883 (B.C. S.C.) at paras. 11 and 25; Canada
(Commissioner of Competition) v. Toshiba of Canada Ltd., 2010 ONSC 659, 100 O.R. (3d) 535 (Ont. S.C.J.) at para. 27;
Commissioner of Competition v. Air Canada, 2012 Comp. Trib. 21 (Competition Trib.) at paras. 3-6; Canada (Commissioner
of Competition) v. United Grain Growers Ltd., 2002 Comp. Trib. 35 (Competition Trib.) at para. 59. None of these bind this
Court. All of these rely directly or indirectly upon D&B Companies, Hillsdown, or both.
77
In dismissing the Airport Authority's motion for disclosure, the Competition Tribunal described D&B Companies,
Hillsdown and its own case law as "long standing and unanimous" on the existence of the class privilege, considered it binding,
and relied upon it in dismissing the Airport Authority's motion (at para 5.). This was an error in law.
— II —
78
It is not possible on the jurisprudence for this Court or the Competition Tribunal to recognize a new class privilege in
these circumstances. See the discussion at paras. 46-62, above. The blunt, sweeping nature of a class privilege, even over the
public interest in the truth-finding function of the Competition Tribunal, is not supportable in these circumstances. Further, as
both National Post and Harkat suggest, these days the sort of class privilege the Commissioner seeks should only be granted
by Parliament.
79 Parliament has already spoken to confidentiality and privilege concerns in the Act. Its failure to enact the class privilege
the Commissioner seeks is noteworthy. This provides another reason why this Court should not construct one itself.
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80
The Competition Act and Competition Tribunal Rules, SOR/2008-141 provide a scheme to address the Commissioner's
concerns about confidentiality and privilege. For example, the Act requires inquiries to be private (subsection 10(3)), allows
third parties to claim solicitor-client privilege (section 19), demands that the Bureau keep a wide range of information obtained
confidential (subsection 29(1)) and provides protection for whistleblowing employees against employer reprisals (sections
66.1-66.2). The Rules explain that the public is entitled to access all documents filed or received in evidence subject only to
a confidentiality order (sections 22, 66).
81
These avenues to protect confidentiality under the Act and Rules also show that lesser measures are available, short of
the extreme step of recognizing a public interest class privilege over all materials gathered by the Commissioner from third
parties during his investigation: see also the discussion in Canada (Commissioner of Competition) v. Canada Pipe Co. (2003),
28 C.P.R. (4th) 335 (Competition Trib.) at para. 69.
— III —
82 Even if the threshold for judicial recognition of a class privilege were not as high as the Supreme Court has set it, a class
privilege could not be recognized on the basis of the evidentiary record in this case.
83
In order to establish a class privilege covering all documents and information received from third parties during
his investigations, the Commissioner must prove that the relationship between him and third party sources warrants blanket
confidentiality protection. In practical terms, like the example of the legal professional and client discussed at para. 48 above, the
Commissioner must prove that anything less than blanket confidentiality protection would substantially impair the relationship,
thereby frustrating the Commissioner's ability to discharge his legislative responsibilities.
84
The Commissioner says just that. He says that if anything less than blanket confidentiality protection were afforded
to documents and information supplied by third party sources, there might be reprisals or the threat of reprisals against them.
Thus, third party sources might be less inclined to act. And the Commissioner would be less able to discharge the important
responsibilities Parliament has assigned to him in the Competition Act. The public interest would suffer.
85 The Commissioner did not file any evidence before the Competition Tribunal establishing these matters. Thus, in this case,
there is no evidentiary basis to support the existence of a class privilege. On this evidentiary record, a class privilege cannot
be recognized. Given the consequences of recognizing a class privilege and the high threshold that must be met, the unsworn
say-so of the Commissioner in submissions cannot suffice.
86
In upholding the existence of the class privilege, the Competition Tribunal appeared to assume that the prerequisites for
it were met (at para. 62). Is this permissible?
87
In the abstract, I accept that, provided procedural fairness obligations are respected, some administrative decisionmakers in some circumstances can make assessments without evidence, relying on facts gleaned from their own experience
and expertise in their field. As discussed earlier, the rigorous evidentiary requirements in court proceedings do not necessarily
apply in certain administrative proceedings: it depends on the text, context and purpose of the legislation that governs the
administrative decision-maker.
88

In another case, I put this point as follows:
The investigator [of the Public Service Commission] did not need specific evidence [that if a vacant public service position
were advertised, candidates would apply]. Parliament did not vest decision-making authority over this subject-matter in
a body of generalist judges sitting in court who will need evidence of every last thing. Rather, Parliament chose to vest
decision-making authority in the Public Service Commission, including investigators employed by it — a body acting
within a specialized area of employment, armed with expert appreciation of the nature and functioning of this area.
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The Commission knows the skills and capabilities of people who apply for various types of public service positions and
the operational needs and pressures bearing upon a staffing decision. From this, the Commission can determine whether
an advertising process likely would have found qualified candidates for the position in a timely way.
To insist that the Commission have the sort of evidence a court would require on every element of this determination is to
ossify and over-judicialize a process that Parliament intended to be fair and more informal, one enriched by knowledge and
insights built from years of administrative specialization and expertise. We should not depart from the decades-old principle
of administrative law that "[t]he purposes of beneficent legislation must not be stultified by unnecessary judicialization":
Re Downing and Graydon (1978), 92 D.L.R. (3d) 355 at p. 373, 21 O.R. (2d) 292 at p. 310 (C.A.).
(Canada (Attorney General) v. Shakov, 2017 FCA 250 (F.C.A.) at paras. 94-96 (dissenting, but the majority not disagreeing
with the legal principle).)
89 Even accepting for argument's sake that the Competition Tribunal can sometimes draw on its own experience and expertise
to make certain assessments in certain circumstances, I am not persuaded that the Competition Tribunal could do so here on
its own or by adopting its earlier decisions on this issue.
90 I accept that the Competition Tribunal might be in a position to accept in a general way that third party sources might have
a fear of reprisal if they assist the Commissioner in an investigation. But the Competition Tribunal is in no position to make
definitive conclusions without evidence about the Commissioner's relationship with third party sources if the class privilege is
not recognized. In particular, without evidence it cannot conclude that the fear of reprisal actually exists, third party sources
will be less inclined to assist, and the Commissioner will be prevented from carrying out his investigation and enforcement
mandate under the Competition Act.
91
The knowledge about third parties' possible fear of reprisal if they cooperate lies with the Commissioner that deals with
third party sources, not the Competition Tribunal. From its legislative mandate and the cases it hears, the Competition Tribunal
is not well placed to know whether third party sources are reluctant to complain to the Commissioner. But the Commissioner
is. It was incumbent on the Commissioner to adduce evidence on this point and allow the Airport Authority to test it.
92 The Competition Tribunal's decision in this case and the Tribunal decisions it relies upon all assume that a public interest
class privilege is necessary in order to cause third party sources to come forward and be candid. But in another public interest
privilege context, the Supreme Court has cast doubt on the validity of assumptions about the need for candour, particularly
where a blanket privilege over a broad class of documents is sought: Carey, above at p. 659 S.C.R., p. 178 D.L.R. In Carey,
Justice La Forest put it this way (at p. 657 S.C.R., p. 176 D.L.R.):
I am prepared to attach some weight to the candour argument but it is very easy to exaggerate its importance. Basically,
we all know that some business is better conducted in private, but generally I doubt if the candidness of confidential
communications would be measurably affected by the off-chance that some communication might be required to be
produced for the purposes of litigation. Certainly the notion has received heavy battering in the courts.
93 In these circumstances, I conclude that it was incumbent on the Commissioner to adduce evidence before the Competition
Tribunal establishing the prerequisites of the public interest class privilege. It did not.
94
The Competition Tribunal found that the class privilege asserted by the Commissioner had "sound policy rationales" (at
para. 20) based on previously decided jurisprudence. An examination of that jurisprudence, particularly Competition Tribunal
jurisprudence, shows only the most general, and often cursory, consideration of the matter, with the possible exception of Canada
(Commissioner of Competition) v. Sears Canada Inc., [2003] C.C.T.D. No. 16 (Competition Trib.) (Q.L.), (2003), 28 C.P.R.
(4th) 385 (Competition Trib.). Rather, in these cases, the Competition Tribunal should have examined in a rigorous way whether
the blanket confidentiality protection afforded by a class privilege — one that protects from disclosure all documents gathered
from third party sources in the course of the Commissioner's investigation — was needed in order to ensure a sufficiently
uninhibited sharing of information by third party sources with the Commissioner: see Kent Thomson, Charles Tingley and Anita
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Banicevic, "Truncated Disclosure in Competition Tribunal Proceedings in the Aftermath of Canada Pipe: An Experiment Gone
Wrong," (2006), 31 The Advocates' Quarterly 67 at p. 104.
95 And "sound policy rationales" are not enough to recognize the class privilege. It will be recalled that the policy rationales
supporting a class privilege must be as compelling as those supporting the class privilege over solicitor-client communications
and these are extremely compelling, at the level of constitutionally protected interests: see discussion at paras. 53-54, above.
96

The gist of the Competition Tribunal's finding on the alleged public interest class privilege appears in para. 62 of its reasons:
By its very nature, the Commissioner's mandate and statutory functions require the collection of commercially sensitive
information from businesses and actors in various sectors of the economy. In undertaking his investigations of alleged anticompetitive conduct, the Commissioner requires the input from the industry and from various players in the marketplace,
including customers, suppliers and competitors of persons under investigation. The Commissioner thus relies on the
cooperation of these third parties and on information provided by them, either voluntarily or through compulsion. Disputed
matters coming before the Tribunal, such as applications challenging an alleged abuse of dominance, mergers alleged to be
anti-competitive or civil arrangements between competitors, involve situations where customers, suppliers and competitors
in the marketplace may be at a commercial disadvantage vis-à-vis the respondents targeted by the Commissioner. Protecting
their identities and information through public interest privilege claims reduces the risk of witness intimidation or
reluctance to provide information, and thus preserves the effectiveness of the Competition Bureau's investigations. To gain
and secure this cooperation, sources of information must not be concerned about fear of reprisal in the marketplace or other
potential adverse consequences, and must be satisfied that their information will be kept in confidence and their identities
will not be exposed, unless they are called as witnesses. This is true whether the information is provided voluntarily or
pursuant to a Section 11 order.

97
In my view, this is nothing more than an expression that a class privilege would be desirable in increasing the flow of
useful information to the Commissioner. Nowhere does the Competition Tribunal find that blanket confidentiality protection
is necessary for the preservation of the relationship or the continuance of the information flow. As we shall see in the next
section of these reasons, even if the Competition Tribunal could have acted without evidence I doubt that it could have made
such a finding.
— IV —
98
Even putting aside the absence of a satisfactory evidentiary record and taking the Commissioner's submissions at face
value, the Commissioner has not established that blanket confidentiality protection is absolutely necessary for the preservation
of the relationship. The Commissioner falls short in a number of respects.
99
The relationship between the Commissioner and third party sources very much depends upon the circumstances, the
type of assistance sought and the nature of the particular investigation. For example, sometimes cooperation from a third party
source is voluntary; other times it is not. In such circumstances, a rigid class privilege is inapt; a case-by-case or document-bydocument privilege may be more appropriate: see National Post at paras. 43 and 47-49 and Bisaillon, above at pp. 97-98; and
see the discussion in these reasons at para. 55, above. Perhaps due to the fact that a determination of public interest privilege
often depends on the specific circumstances and particular documents in issue, some opine that while public interest privilege is
possible on a case-by-case basis, a public interest class privilege is not: Hubbard, Magotiaux and Duncan, The Law of Privilege
in Canada (looseleaf) Aurora, Ont.: Canada Law Book, 2006 (loose-leaf updated December 2017) at §3.20; of interest is that
these commentators are aware that the Commissioner asserts a public interest class privilege (see ibid. at §3.50.50).
100
The class privilege the Commissioner asserts applies even in the case of evidence it compels from third parties
under section 11 of the Competition Act. When a witness is compelled to cooperate fully with an investigation, there is far
less need to motivate a party to come forward or be any more forthcoming in providing evidence: the candour rationale for
protection is markedly reduced or, in some situations, even eliminated. In the words of one commentator, "if [an] agency can
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obtain...information by compulsion of statute then the sources cannot be said to 'dry up' if the confidentiality is breached": T.G.
Cooper, Crown Privilege, (Aurora, Ont: Canada Law Book, 1990) at p. 56.
101
Similarly, the class privilege is said to apply regardless of whether any promise or undertaking of confidentiality was
made to persons with information and documents and whether they relied upon any such promise or undertaking in providing
documents and information. This makes no sense:
Where the information is provided to government agencies by outsiders, there is a greater prospect that the providers of
that information may be less frank or will not provide the information at all if there is a prospect of disclosure. Of course,
where no expectation of confidentiality exists, the candour argument is without merit.
[emphasis added]
(Lederman, above at p. 1079; see also Gruenke at pp. 291-292 S.C.R., p. 691 W.W.R.)
102 Indeed, there is material suggesting that those providing information to the Commissioner can never have any assurance
or expectation of confidentiality. In proceedings before the Competition Tribunal, the Commissioner has consistently taken
the view that "anyone providing information to the [Commissioner] either voluntarily or pursuant to an order under s. 11 [of
the Act] must expect that such information may be used by the [Commissioner] in the administration of the Act including the
bringing of an application before this Tribunal under the Act": Canada (Director of Investigation & Research) v. Air Canada
(1993), 46 C.P.R. (3d) 312 (Competition Trib.) at p. 316.
103 Further, as the facts of this case demonstrate, the alleged public interest class privilege, if asserted by the Commissioner,
is waivable by the Commissioner and only the Commissioner at any time. Thus, there is no assurance of confidentiality. This
differs from the informer class privilege, which the law recognizes. Informer class privilege belongs jointly to the Crown and
to the informer and cannot be waived without the informer's consent: R. v. Leipert, [1997] 1 S.C.R. 281, 143 D.L.R. (4th) 38
(S.C.C.) at para. 15.
104
Further, the purported scope of the privilege — "records created or obtained by the Commissioner, [his] employees,
servants, agents or solicitors or obtained from third parties during the Commissioner's investigations" — is unnecessarily broad
and detached from the compelling public interest asserted by the Commissioner. At the very least, there must be some nexus
between these documents and the identity of a third party source and/or information provided by those third party sources to be
captured by any public interest privilege. If a document emanates from outside of the purportedly essential relationship between
the Commissioner and third party sources, there is no need for the privilege to attach.
105
In these circumstances, measures falling short of a blanket class privilege might suffice to protect the confidentiality
interests and preserve the relationship between the Commissioner and third party sources who can assist his investigation. For
example, it may be possible for confidentiality to be protected by redactions of documents, undertakings of confidentiality,
sealed volumes of documents, or in camera sessions.
106
At the hearing of this appeal, we asked the parties whether any other regulator, competition or otherwise, domestic or
foreign, has found it necessary to assert the sort of class privilege the Commissioner seeks here. The parties were unable to
identify even one. Nor is this Court aware of any.
107
In particular, American, European, Australian and New Zealand competition authorities have not found it necessary
to recognize a class privilege over information and documents supplied by third parties. Like the Commissioner here, these
authorities gather sensitive information from customers, suppliers and competitors of the party under investigation, with every
possibility of retaliation against them for supplying the information. The same is true for domestic agencies which regulate fields
such as securities, tax, the environment, human rights and occupational health and safety. All these competition authorities and
domestic regulators are able to conduct investigations and make orders without the benefit of a class privilege over information
and documents supplied by third parties.
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108
In my view, this is a salient legal consideration to be taken into account when assessing whether a class privilege
should be recognized. The Supreme Court has suggested that the experience of foreign jurisdictions and whether they have
recognized a class privilege in other circumstances should be examined when considering whether to recognize a class privilege:
see discussion earlier in these reasons at para. 55 and National Post at paras. 43, 47-48. These considerations go directly to the
issue whether blanket confidentiality protection is necessary or warranted for the preservation of the relationship between the
Commissioner and third party sources.
109 Contrary to this, the Competition Tribunal considered that the experience of foreign competition authorities and domestic
regulators was of "no moment" (para. 20). This was a legal error.
—V—
110 The Commissioner attempts to support the existence of the alleged class privilege by suggesting that he does not cause any
procedural unfairness. The Commissioner reviews the documents covered by the class privilege and exercises his discretion to
provide the documents necessary to fulfil his procedural fairness obligations. Respondents to competition proceedings brought
by the Commissioner receive summaries of the information supplied by third party sources and, later, witness statements if any
third party sources are called to testify. Concerns about the adequacy of the summaries can be brought before the Competition
Tribunal. Further, if the Commissioner intends to rely on a privileged document at a hearing, it must disclose the document:
subsection 68(1) of the Competition Tribunal Rules, SOR/2008-141.
111
As an illustration of fairness, the Commissioner points to what it did in this case. While some 9,500 documents were
covered by the public interest privilege, the Commissioner exercised his discretion to waive the privilege over roughly 8,300
of these documents and disclose them to the respondent. Summaries of undisclosed documents were vetted and provided to
the Airport Authority.
112 As the discussion of case law above shows, the recognition of a class privilege does not depend on whether the beneficiary
of the privilege is prepared to act fairly. And the Commissioner cannot defend a class privilege on the basis that it does not create
procedural unfairness if there is no sufficient, proven reason for the class privilege to exist in the first place. In any event, fairness
is in the eye of the beholder: the Airport Authority believes that the withholding of the 1,200 documents is working unfairness.
113
There is something to this. If the class privilege urged by the Commissioner is recognized, something incongruous
emerges: Competition Tribunal proceedings are subject to procedural fairness obligations at the highest level, akin to court
proceedings, yet the Commissioner can unilaterally assert a class privilege and withhold all documents obtained from third
parties in his investigation — here, the entire case against the Airport Authority — unless the Commissioner unilaterally decides
to waive the privilege over some of the documents. Thus, as far as disclosure of the case against the party whose conduct is
impugned is concerned, that party gets only what the Commissioner deigns to give it. And requests for more disclosure may well
be dismissed by the Competition Tribunal because, on the authority of a decision by this Court upholding the class privilege, the
interests in confidentiality supporting the class privilege will be seen to be very high. Perhaps summaries of withheld documents
might be provided. But by definition, summaries leave information out. What may seem innocuous or irrelevant to the preparers
of the summaries may be critical to the party whose conduct is impugned. And the actual documents authored by participants
in the matters under investigation are often more useful for cross-examination than summaries prepared by non-participants.
This entire scenario is fraught with the potential of interference with procedural fairness rights and the truth-finding function
of the proceedings: see discussion earlier in these reasons at paras. 28-33.
114 The Commissioner's submission that he has acted fairly by disclosing so many documents and by providing summaries
is also telling in a related way. After conducting a document-by-document review of the documents covered by the alleged
class privilege in this case, the Commissioner found that confidentiality was unnecessary for 86% of them and so it disclosed
these documents. As for the others, it says that some information can be disclosed by summaries. This tends to show a number
of things:
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• the blanket 100% confidentiality coverage of a class privilege is unnecessary for maintaining the relationship
between the Commissioner and third party sources;
• a case-by-case public interest privilege — one that the Supreme Court says gives "the necessary flexibility to weigh
up and balance competing public interests in a context-specific manner", where established on the evidence, may
be more appropriate: National Post at para. 51; in any event, a class privilege that is so significantly whittled down
through waiver after a document-by-document review is no more effective in maintaining the relationship between
the Commissioner and third party sources than a case-by-case, document-by-document public interest privilege;
• other lesser measures to protect confidentiality and the relationship between the Commissioner and third party
sources, even short of asserting a public interest privilege, may be more appropriate for many of the documents, such
as redactions, non-disclosure undertakings, sealed volumes or in camera portions of proceedings.
115 For the foregoing reasons, I conclude that the Commissioner has not established that there is a class privilege preventing
disclosure of the 1,200 remaining documents. If, as a policy matter, the Commissioner considers that there ought to be a class
privilege over information and documents supplied by third party sources during his investigations, he can ask Parliament for it.
116 It follows that the Competition Tribunal erred in law in finding a class privilege and, thus, erred in dismissing the Airport
Authority's motion on that basis.
F. Where does this leave the parties?
117
Because the Competition Tribunal found the presence of a public interest class privilege over the 1,200 remaining
documents, it did not assess whether any of them are covered by a case-by-case or document-by-document public interest
privilege. Under the disposition of this appeal I propose below, the motion will be remitted to the Competition Tribunal for
redetermination. The Airport Authority agrees that in the redetermination the Commissioner should have an opportunity to
argue for privilege over individual documents.
118
In considering whether a particular document should be covered by a case-by-case or document-by-document public
interest privilege, the Competition Tribunal will wish to follow the legal test discussed earlier in these reasons. In assessing the
interests of confidentiality and the extent to which they are sufficiently compelling, the Competition Tribunal should consider
whether alternative, lesser means of protecting the relevant confidentiality interests are available, such as redacting portions
of individual documents, undertakings of confidentiality, protective orders, sealed volumes of documents, in camera sessions,
and other effective measures that might be devised: see, e.g., the creative and detailed sealing order made in Health Services
& Support-Facilities Subsector Bargaining Assn. v. British Columbia, 2002 BCSC 1509, 8 B.C.L.R. (4th) 281 (B.C. S.C. [In
Chambers]).
G. Proposed disposition
119
I would allow the appeal, and set aside the order of the Competition Tribunal, including its award of costs. I would
award the Airport Authority its costs of the appeal. I would remit the motion to the Competition Tribunal for redetermination
in accordance with these reasons.
Richard Boivin J.A.:
I agree
J.B. Laskin J.A.:
I agree
Appeal allowed.
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Tabib Prothonotary:
1
In the context of a notice of application for an order of prohibition pursuant to subsection 6(1) of the Patented Medicines
(Notice of Compliance) Regulations, SOR/93-133 (the "Regulations"), the Applicants, Merck & Co. Inc. and Merck Frosst
Canada & Co. ("Merck"), seek an order striking out all or part of 10 of the 14 affidavits filed by the Respondent, Apotex Inc.
("Apotex") on the following grounds:
(1) That the affidavits allege new facts and documents to support Apotex's allegations of invalidity not mentioned in
Apotex's notice of allegation (specifically, publications and articles as to prior art and results of experiments conducted
by Apotex) and that the affidavits introduce and attach irrelevant evidence, namely, the file wrapper of certain patents
applications cited as evidence of prior art.
(2) That the affidavits seek to introduce into evidence the results of experiments conducted pendente lite without notice
and an opportunity to attend being given to the Applicants.
(3) That, contrary to section 7 of the Canada Evidence Act, R.S.C. 1985, c. C-5 (the "Canada Evidence Act"), the
Respondents are attempting to introduce the testimony of more than five expert witnesses without having first obtained
leave of the Court.
Apotex's preliminary argument of prematurity
2
Apotex has forcefully made the point that Merck's motion, as a whole, should be dismissed on the grounds that it is
premature in that, save in extraordinary circumstances, the determination of whether portions of affidavits should be struck or
disregarded based upon their content is a matter which must be left to the judge hearing the application on its merits. (See,
for example, Janssen Pharmaceutica Inc. v. Apotex Inc. (1998), 82 C.P.R. (3d) 574 (Fed. C.A.) and Bayer AG v. Apotex Inc.
(1998), 83 C.P.R. (3d) 127 (Fed. C.A.)).
3 I agree with the general principle as stated and would add that while the following comment, made in P.S. Part Source Inc.
v. Canadian Tire Corp. (2001), 11 C.P.R. (4th) 386 (Fed. C.A.) applies with particular force when an objection is made on the
basis of relevancy, I see no reason why it should not remain generally applicable to any question of admissibility:
[18] Nonetheless, I would emphasize that motions to strike all or parts of affidavits are not to become routine at any level
of this Court. This is especially the case where the question is one of relevancy. Only in exceptional cases where prejudice
is demonstrated and the evidence is obviously irrelevant will such motions be justified. In the case of motions to strike
based on hearsay, the motion should only be brought where the hearsay goes to a controversial issue, where the hearsay
can be clearly shown and where prejudice by leaving the matter for disposition at trial can be demonstrated.
1) It is with these principles in mind that I will consider the grounds raised by Merck to strike all or part of the
affidavits, that is, by considering whether it is obvious that the evidence is inadmissible or irrelevant, and whether
it can be demonstrated that prejudice would occur by leaving the matter for disposition by the judge hearing the
application on the merits.
Allegations not included in the notice of allegation and file wrappers
4 In response to Merck's contention that some publications relied upon in Apotex's affidavits were not included in its notice
of allegation and therefore can not be relied upon in this application, Apotex makes the argument that the publications are not
produced as additional instances of prior art but in specific response to an issue raised by Merck as to the date upon which a
publication specifically cited in the notice of allegation was first disclosed publicly. A review of the impugned material shows
this argument to have prima facie merit, and this issue is thus clearly one which should properly be left to the judge hearing
the application on its merits. Similarly, the results of experiments conducted by Apotex appear to be tendered as evidence of a
statement clearly made in its notice of allegation and disputed by Merck in its material.
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5
Finally, as regards the relevance of file wrappers, it appears that although they are generally not admissible to ascertain
the scope of patents, they may be admissible in certain situations to clarify the inventor's intention (Novartis AG v. Apotex Inc.
(2001), 15 C.P.R. (4th) 417 (Fed. T.D.) at page 442). As Merck has not demonstrated that it would suffer a prejudice from
leaving the matter of the admissibility of these file wrappers to be determined by the judge hearing the application on its merits,
Merck's application in this regard is premature and the matter is deferred to the hearing on the merits.
Results of experiments conducted pendente lite without notice to the other party
6
Merck contends that it is an established rule of evidence that evidence of experiments conducted by a party who did not
invite the other side to attend and observe them are inadmissible. To that effect, it cites Omark Industries (1960) Ltd. v. Gouger
Saw Chain Co. (1964), 45 C.P.R. 169 (Can. Ex. Ct.), Merck & Co. v. Apotex Inc. (1994), 59 C.P.R. (3d) 133 (Fed. T.D.) and
Halford v. Seed Hawk Inc. (2001), 16 C.P.R. (4th) 189 (Fed. T.D.).
7
I note that all those cases were actions and that the determination as to admissibility was made by the trial judge at the
hearing on the merits. In all cases, the rule was not presented as a rule of evidence but as a matter of the practice of the Court,
designed to ensure both fairness between the parties and that the evidence before the Court be complete and meaningful by
avoiding the introduction of test results which the opposing party cannot reasonably attack by way of cross-examination because
of insufficient knowledge as to the manner and circumstances in which the experimentation was conducted.
8
There is a fundamental difference between actions, where full discovery is available, and the summary procedure
contemplated in the Regulations.
9 Where full discovery is available, it is designed to allow the parties to fully explore each other's case, to ensure that neither
is taken by surprise at trial and that they have an opportunity to present complete evidence at trial. A practice of conducting tests
in camera for presentation at trial is indeed to be discouraged as defeating the purposes of discovery. Moreover, the discovery
process and the rules governing the conduct of actions provides appropriate time, procedures and opportunity for parties to
conduct supervised experimentations on notice. This would include the understandable need for a party to conduct private
testing in advance of a decision to rely upon it at trial or to re-orient its evidence in the event a supervised experiment proves
unsatisfactory.
10 In contrast, summary proceedings are designed to be expeditious. Allowing the parties to gain advance knowledge of the
facts and evidence available to the other side and ensuring that a full evidentiary record be presented for determination by the
Court is neither a paramount concern of this type of proceeding nor particularly conducive to achieving its aim. Neither do the
rules governing the prosecution of these summary proceedings lend themselves to a practice of conducting joint or supervised
experimentations. As it is, there is in Regulations proceedings often barely enough time for parties to conduct experiments that
may (or may not) be probative or useful to their case. I suspect that as often as not, experiments are conducted as an integral
part of the elaboration of the litigation strategy. To require notice and an opportunity to attend to the opposing party would both
add an unbearable pressure on scheduling constraints and expose parties to choosing between opening up their defence brief to
the opposing side or foregoing presenting potentially crucial evidence.
11
Fairness and preventing the introduction of evidence without the opportunity of meaningful cross-examination must,
however, remain a consideration, and it may be that in appropriate cases rulings on admissibility or exclusion would need to
be made. I conclude however, that there is no general rule of inadmissibility of test results conducted ex parte and pendente
lite in summary proceedings.
12

On the facts and circumstances as they have been presented before me on this motion, it appears that:
(1) Apotex's notice of allegation alleges that when alendronate monosodium is made using a certain process, AMT is
produced.
(2) Merck's affidavits deny that this is the case.
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(3) The results of the experiments which Apotex seek to introduce are said to demonstrate the validity of the allegation
made by Apotex.
(4) The affidavit through which the results are presented is not limited to stating the results of the tests. It appears to provide
details as to the steps and methodologies of the experiments and attaches the lab notebooks relating to these experiments.
(5) Merck has neither alleged nor sought to establish that the facts and information provided by Apotex are insufficient
to allow it to conduct meaningful cross-examinations in relation to these experiments, preferring to rest its case on the
application of an alleged general principle of inadmissibility.
13
Accordingly, there is no basis upon which I could even rule as to whether the test results ought to be excluded at a
preliminary stage on the basis of unfairness, inability to cross-examine or any other basis. The Applicant's motion on this basis
is dismissed as premature.
S. 7 of the Canada Evidence Act
14

Merck has filed the affidavits of two expert witnesses. Apotex has filed the affidavits of nine experts.
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Section 7 of the Canada Evidence Act reads as follows:
Where, in any trial or other proceeding, criminal or
civil, it is intended by the prosecution or the defence,
or by any party, to examine as witnesses professional
or other experts entitled according to the law or
practice to give opinion evidence, not more than five
of such witnesses may be called on either side without
the leave of the court or judge or person presiding.
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Lorsque, dans un procès ou autre procédure pénale
ou civile, le poursuivant ou la défense, ou toute autre
partie, se propose d'interroger comme témoins des
experts professionnels ou autres autorisés par la loi ou
la pratique à rendre des témoignages d'opinion, il ne
peut être appelé plus de cinq de ces témoins de chaque
côté sans la permission du tribunal, du juge ou de la
personne qui préside.

There appears to be two contradictory lines of jurisprudence as to the proper interpretation of legislation similar to section 7.

17
The first, set out in Buttrum v. Udell (1925), 57 O.L.R. 97 (Ont. C.A.); R. v. Barrs, [1946] 2 D.L.R. 655 (Alta. C.A.);
British Columbia Pea Growers Ltd. v. Portage la Prairie (City) (1964), 49 D.L.R. (2d) 91 (Man. C.A.) and Bank of America
Canada v. Mutual Trust Co. (1998), 18 R.P.R. (3d) 213 (Ont. Gen. Div. [Commercial List]), varied on a different point (2000),
30 R.P.R. (3d) 167 (Ont. C.A.), affirmed (2002), 49 R.P.R. (3d) 1 (S.C.C.), holds that on a strict construction of the unambiguous
words of the statute, the limit applies to each party, regardless of the number of issues requiring expert evidence.
18 The second line of jurisprudence, embodied in Scamen v. Canadian Northern Railway (1912), 6 D.L.R. 142 (Alta. S.C.)
and Ure v. Fagnan, [1958] S.C.R. 377 (S.C.C.) holds that the limit set on the number of expert witnesses should apply in respect
of each issue upon which opinion evidence is led.
19
A number of cases, including two emanating from this Court and which shall be discussed later, have applied the
interpretation upheld in Ure .
20
I am of the view that the interpretation given in In Scamen, as upheld by the Supreme Court of Canada in Ure , should
be confined to the particular formulation of the Alberta statute, as it then was, and that the proper interpretation of s. 7 of the
Canada Evidence Act should be as set out by the Ontario Court of Appeal in Bank of America, to the effect that the limitation
applies to the entire case and not to each particular issue.
21 In Scamen, the Alberta Supreme Court was called upon to construe s. 10 of the Alberta Evidence Act, 1910, 2 nd sess., ch.3.
While the wording of that section is almost identical to s. 7 of the Canada Evidence Act, there is a crucial difference between the
two provisions: The Alberta statute did not provide for the Court exercising its discretion to allow for a greater number of such
4

witnesses where the case warrants it. In the circumstances, it is not surprising that the Court felt obligated to strain what appears
to me to be the clear wording of the statute so as to remove a stricture which it felt was unreasonable and unworkable. Indeed
the Court specifically mentions that it should give the words of the statute "a fair interpretation, so as to make it reasonable and
workable if its terms will warrant it". The Supreme Court in Ure , when called upon to construe the same s. 10 of the Alberta
Evidence Act, applied the result reached in Scamen, but not necessarily because it believed that interpretation was proper. There
is indeed no independent discussion of the merits of the competing interpretations, and no discussion of the intervening cases
of Buttrum v. Udell and R. v. Barrs which construed similar provisions in a contradictory manner. Rather, the Court notes that s.
10 had, since being construed in Scamen, twice been re-enacted ipsissimis verbis, giving rise to the application of the principle
that the Legislature must be taken to have intended to sanction the meaning given to the statute in a previous Court ruling.
22
In contrast, when directly called upon to construe provisions limiting the number of experts but allowing for leave to
call a greater number of such witnesses, the Courts have consistently held that the limit applied to a party's case as a whole:
Buttrum v. Udell (interpreting the Ontario Evidence Act, R.S.O. 1914, ch. 76); R. v. Barrs (interpreting the Canada Evidence
Act, R.S.C. 1927, c. 59); B.C. Pea Growers (interpreting the Manitoba Evidence Act, R.S.M. 1954, c. 75) and Bank of America
v. Canada (interpreting again the Ontario Evidence Act, R.S.O. 1990, c. C.23).
23
In all cases, the result reached in Scamen and later in Ure was distinguished on the basis of the lack of discretionary
relief provided in the Alberta statute. As the Ontario Court of Appeal succintly put it in Bank of America (at p. 290): "Scamen
and Fagnan should be relegated to the curiosity cupboard as obsolete cases which were required to correct an historial oddity
of the then Alberta legislation.".
24

What, then, to make of the two recent rulings of this Court which applied the "five experts per issue" interpretation of Ure ?

25 I am of the view that neither Eli Lilly & Co. v. Novopharm Ltd. (1997), 73 C.P.R. (3d) 371 (Fed. T.D.) nor Glaxosmithkline
Inc. v. Apotex Inc. (September 4, 2003), Doc. T-876-02 (Fed. T.D.), Pinard J.) are binding upon me as determinations of which
of the two competing interpretations of s. 7 of the Canada Evidence Act is proper. In neither of the two cases does it appear
that the issue of the proper interpretation of s. 7 was squarely put before the Court for determination. Rather, it appears from
the circumstances, discussion and ruling in both cases that the premise was put before the Court that the ruling in Ure was
applicable, the issues being how the "five experts per issue" principle ought to be applied on the facts of each case.
26
In Eli Lilly, each side, including the Plaintiff, had announced more than five experts. The issue before the Court was
whether, there being three defendants and three un-consolidated actions tried together, the rule applied to each "side", to each
"party" or to each defence team. In stating the premise that s. 7 had been interpreted as limiting the evidence to five witnesses
per subject matter or factual issue, Justice Reed cites, without further discussion, Scamen and Pea Growers (amongst others)
in a manner indicating that she took all of these authorities as supportive of this interpretation, when this is obviously not the
case. Clearly, the issue of which line of cases should be followed and whether s. 7 limits the number of experts to five per side
or five per issue was not put before her and was not decided.
27
The decision of Justice Pinard in Glaxosmithkline Inc. v. Apotex Inc. is an order given without separate reasons. The
conclusions indicate that Glaxosmithkline's motion was dismissed primarily because it was untimely. Insofar as it contains
any discussion as to the application of s. 7 of the Canada Evidence Act, that discussion is obiter, cites only Eli Lilly as an
authority, and appears to proceed from the premise urged by Glaxosmithkline itself that Apotex had called in more than five
expert witnesses per issue.
28
I would add that, if the outcome of this issue had not been as clearly dictated by the analysis of the case law argued
before me, and I had had to interpret the wording of s. 7 of the Evidence Act in a fair and reasonable manner, I would have
reached the same result.
29
The reasons for this can hardly be more eloquently put than as expressed by Ferguson J.A. in Buttrum v. Udell (at pages
98 and 100):
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It is not difficult to comply with the requirements of the section, and to my way of thinking it is much better that a party
who neglects to apply for and obtain leave to call more than three of such witnesses should be saddled with the result of
this own neglect than that we should open the door for a return of the evil which the Act was intended to remedy.
.....
I cannot find in the words of the statute any ambiguity or anything that allows us to give to the statute the limited or
restricted meaning and effect given it by the Alberta Court in In re Scamen v. Canadian Northern Railway Co. (1912),
6 D.L.R. 142, or in this case by the trial Judge; and, with deference, I am of opinion that the remedy proposed by these
Courts is worse than the disease, and that it is much better that the number of such witnesses called during a trial should
be limited to three on each side, and such others as the Court may on application allow, than that the number of these
witnesses should be limited only by the number of issues of fact that may actually arise in the course of a trial, or that
counsel can with some show of reason argue will arise or have arisen during the trial. If the latter interpretation be given
the statute ... a trial Judge could not refuse to hear any such witness, because, before hearing what the witness had to say,
he could not satisfactorily determine to just what issue of fact the evidence was applicable, or whether the evidence would
amount to "opinion evidence," and thus the statute would, I think, either become a dead letter or a new source of trouble,
expense, and delay.
30
The trouble, expense and delay alluded to in this passage is exemplified in those cases where the Courts have sought to
apply the limits to each issue. And if the mischief which the Act intended to remedy is found to occur in the trial of actions,
it can easily be seen how much more critical it is to control the abusive use of expert evidence in proceedings meant to be
summary, as are prohibition proceedings under the Regulations.
31 Apotex has argued that in any event, section 7 applies only where the witnesses are to be examined viva voce at the hearing
and that only the judge hearing the merits of an application or trial has the discretion to allow additional opinion evidence. I do
not read the provision of s. 7 as imposing such restrictions. At best, the provision is capable of two interpretations, and I must
give it "a fair interpretation, so as to make it reasonable and workable if its terms will allow it" - as mentioned in Scamen.
32 Section 7 is clearly intended to have general application, not confined to trials: "in any trial or other proceeding, criminal or
civil" - "dans un procès ou autre procédure pénale ou civile". In summary proceedings, affidavits are filed in lieu of conducting
examinations in chief, and cross-examinations are conducted out of court, but the rules of evidence otherwise apply equally to
both modes of adducing evidence. In the case of expert evidence, it is the rule that prior notice of the content of the intended
evidence be communicated to the opposing party well ahead of the hearing or trial so as to allow the opposing party to adequately
prepare to meet the case, through well prepared cross-examinations or by adducing rebuttal evidence if needed. In trials, this is
achieved by the prior filing of expert affidavits or statements; in summary proceedings, through the filing of affidavits.
33
Whether in the context of a trial or of a summary proceeding, to allow, without prior leave, a party to tender more than
the allowable number of witnesses, leaving to the hearing judge the determination of whether they will all be admitted (or
if not, which will be relied upon) would effectively require the opposite party to prepare its case to meet all of the evidence
tendered. This would eliminate, at least for the parties, any of the benefits intended by the rule. Worse yet, depending on how
the opponent's case in rebuttal is prepared, the subsequent disallowance of parts of a party's case is likely to give rise to involved
controversy as to what parts of the opponent's case were intended as rebuttal of the disallowed evidence and ought therefore to
be disregarded. As with the results reached in Scamen, the cure is likely to be worse than the disease. The potential for abuse is
the same whether the evidence be brought viva voce at the hearing or by way of affidavit and cross-examinations, and effective
control of this abuse is achieved by interpreting s. 7 as applying at any stage of proceedings, including summary proceedings.
34 While there will obviously be instances where the final determination of whether to allow more than five expert witnesses
should properly be left with the judge hearing the case on its merits, I find that the proper interpretation and application of s.
7 of the Canada Evidence Act requires that a party who proposes to adduce the evidence of more than five experts must seek
leave to do so at the time of, or prior to, first tendering the additional evidence. As Apotex has not sought prior leave to tender
more than five affidavits of expert evidence and has not even met Merck's motion with a motion for leave to do so, Apotex is
only entitled to rely on the evidence of five expert witnesses.
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35
In any event, the rule embodied in s. 7 of the Canada Evidence Act, even if s. 7 does not apply to summary proceeding
strictissimi juris, provides clear guidance as to the number of experts the trial of an action should reasonably require, beyond
which abuse is presumed. I see no reason not to apply these guidelines to summary proceedings such as the present, and hold
that, save in special circumstances which the party has the burden of establishing, it is abusive for a party to file the affidavits
of more than five experts. Apotex has failed to do so.
Order
IT IS ORDERED THAT:
(1) Apotex shall have 10 days from the date of this order to serve and file a notice electing upon which five of the affidavits
of Dr. Allen W. Rey, Dr. Juliet Compston, Dr. Eli Shefter, Dr. Michael J. Cima, Dr. Peter J. Stang, Dr. Roger Newton, Dr.
Robert Allan McClelland, Dr. Graham Russell or Dr. Robert S. Langer it will rely.
(2) The affidavits mentioned in paragraph (1) above and not included in this election shall be struck.
(3) The time within which cross-examinations are to be conducted shall run from the date of filing of Apotex's notice
of election.
Order accordingly.
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Civil practice and procedure --- Actions — Cause of action — Dividing cause of action
K.R. Aalto Prothonotary:
1
This Court is not a rubber stamp Court. Orders of this Court are made only upon an assessment of the evidence and the
application of the appropriate legal principles of substantive or procedural law. Counsel and users of this Court are reminded
that there must be some evidence to support relief requested from the Court.
2
On this motion, the parties seek a bifurcation order on consent. The entirety of the written representations in this matter
are as follows:
I. NATURE OF MOTION
The Plaintiffs seek an Order for bifurcation of the action pursuant to Rule 107 of the Federal Courts Rules, on the terms
set out in the draft Order attached as Schedule "A" to the Notice of Motion.
II. FACTS
The parties consent to the issuance of an Order for bifurcation in the form of the draft Order attached as Schedule "A"
to the Notice of Motion.
III. SUBMISSIONS
In view of the consent of the parties, the Plaintiffs respectfully submit that the granting of the requested Order for bifurcation
is justified.
IV. RELIEF REQUESTED
In view of the foregoing, the Plaintiffs respectfully request that this Honourable Court grant the relief requested in the
Notice of Motion.
3
There is not one single scintilla of support for the requested bifurcation order other than that the parties by their counsel
have "consented" to the order.

1

4 Bifurcation orders are the exception not the norm. The bifurcation of liability and damages, in effect, creates the possibility
of two separate trials. This, in turn, may necessitate using additional judicial time and Court resources and thereby create
additional costs. The Court must be satisfied prior to making such an order that there is a benefit to separating the two issues
into two separate proceedings.
5
In any motion for bifurcation pursuant to Rule 107 of the Federal Courts Rules, the Court must take into consideration
a number of factors to ensure that such an order will result in the most just, expeditious and least expensive determination of
the proceedings on its merits. These factors include, but are not limited to:
(i) The complexity of the issues;
(ii) Whether the issues of liability are clearly distinct from issues of remedy and damages;
(iii) Whether the issues of liability and damages are so interwoven that no time will be saved;
(iv) Whether a decision relating to liability will likely to put an end to the action altogether;
(v) Whether the parties have already devoted resources to all of the issues;
(vi) Whether the splitting of the action will same time or lead to unnecessary delay;
(vii) Whether the parties will suffer any advantage or prejudice; and
(viii) Whether bifurcation will result in the most just, expeditious and least expensive disposition of the proceeding.
6
Whether there is consent by all parties is a factor for consideration but only where there is first and foremost a case made
out, at least in the view of the moving party, that bifurcation is required and beneficial to the case.
7 Here there is absolutely nothing in the Motion Record which assists the Court in understanding the issues or why bifurcation
is required. This is not a specially managed proceeding. If it were, then the case management Judge or Prothonotary might
very well be able to make the requested order without the benefit of a more fulsome evidentiary record because of their greater
knowledge of the case. Counsel are operating under the mistaken presumption that because they consent the bifurcation order
should be granted. Counsel have an obligation, especially in non-case managed cases, to put before the Court the evidence
and arguments which support the requested order and any authorities which assist the Court in making the determination of
whether the order should be made.
8 As there is no evidence whatsoever of why bifurcating the issues will result in the most just, expeditious and least expensive
disposition of this action, the motion should be dismissed, with leave to renew the motion on proper materials. However, rather
than simply dismiss the motion at this juncture, counsel are afforded an opportunity to provide proper materials to the Court in
support of a bifurcation order. In the event counsel do not do so in a timely way, the motion will be dismissed.
Order
THIS COURT ORDERS that:
1. Counsel for the parties may file materials with the Court on or before October 12, 2007 to support the requested
bifurcation order, failing which this motion is dismissed.

2

Tab 12

Tab 13

2005 CarswellOnt 2811
Ontario Superior Court of Justice
Unwin v. Crothers
2005 CarswellOnt 2811, [2005] O.J. No. 2797, 140 A.C.W.S. (3d) 421, 17 C.P.C. (6th) 128, 76 O.R. (3d) 453

ANNE UNWIN and SUZANNE MILES (Plaintiffs / Appellants) and
MICHAEL CROTHERS, MICHROZ INC., WHIRLWIND CORPORATION,
MICHAEL CROTHERS, TRUSTEE OF THE MICHAEL CROTHERS
FAMILY TRUST, and THORAND (CAYMAN) LIMITED, TRUSTEE
OF THE MJC FAMILY TRUST (Defendants / Respondents)
Spies J.
Heard: June 21, 2005
Judgment: July 4, 2005
Docket: 250171CM1
Counsel: Suzy Kauffman for Plaintiffs / Appellants
Leonard Ricchetti, Jason Murphy for Defendants / Respondents
Headnote
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Plaintiffs were siblings of defendant — Plaintiffs and defendant had signed agreement in 1988 stating that all parties would share
equally in assets of father's trust — Defendant was trustee of father's estate — Plaintiffs alleged that immediately following
1988 agreement, defendant transferred land from estate to companies of which defendant and his family were beneficiaries —
Plaintiffs alleged that due to defendant's possession of assets, he had already received substantial benefits from trust — Plaintiffs
brought action seeking accounting for and equalization of value derived from trust — Defendant successfully brought motion
to bifurcate issues of liability and damages into separate trials — Plaintiffs brought appeal of decision to bifurcate issues —
Appeal dismissed — Ruling master did not misapprehended facts or exercise discretion on wrong principle of law — Master had
jurisdiction to bifurcate trial — Master correctly concluded there was threshold question to determine liability — Determination
of potential damages was not relevant in answering question of liability — Lengthy trial and costly discovery would be avoided
by severing complicated issue of quantum of damages.
Spies J.:
Nature of the Appeal
1
This is an appeal by the plaintiffs from the order of Master Hawkins dated January 24, 2005, which bifurcated this action
such that the following issues were severed (the "Severed Issues") from the remaining issues raised in the Statement of Claim:
(a) Does the memorandum of agreement signed by members of the family of the late Joseph Crothers, dated December
31, 1988 (the "1988 Agreement") impose a contractual duty on the defendant Michael Crothers, and, if so, does that
duty apply to two transactions called the Michroz Transaction and the Whirlwind Transaction or any one of them?
I note that the order varies somewhat from the master's endorsement in that his endorsement posed the question of
whether the 1988 Agreement imposed a contractual duty "to share". Counsel had not realized this error in taking
out the order.

1

(b) Does the 1988 Agreement, or any of the other trust, succession and estate documents of the late Joseph Crothers,
impose fiduciary or trust duties on Michael Crothers and, if so, do any of those duties apply to the Michroz Transaction
and/or the Whirlwind Transaction?
(c) Was Michael Crothers, for no juristic reason, enriched at the plaintiffs' expense as a result of the Michroz
Transaction and/or the Whirlwind Transaction?
2
Master Hawkins ordered (i) that all further documentary productions be limited to those relating to the Severed Issues
("Divided Production"); (ii) that all questions on examinations for discovery be limited to those relating to the Severed issues
("Divided Discovery"); and (iii) that the Severed Issues be tried first and separately from the remaining issues raised in the
Statement of Claim.
The Facts
The Claim
3 In this action, the plaintiffs, Anne Unwin ("Anne") and Suzanne Miles ("Suzanne"), who are sisters, allege, inter alia, that
the defendant Michael Crothers ("Michael") and certain companies and trusts that are controlled by Michael and which provide
benefits to Michael and his family (collectively, the "defendants"), are liable to them on two bases:
(a) breach of contract; and
(b) breach of trust.
4 The plaintiffs contend that as of December 31, 1998, Anne, Suzanne and Michael were beneficiaries of certain trusts created
by their father, Joseph Crothers (the "Crothers Trusts"), which indirectly owned, among other assets, certain lands known as the
400 and 7 Lands, a business known as the Bahamas Caterpillar Dealership and a power company known as Turks and Caicos
Power Company (as these terms are defined in the Statement of Claim).
5 The plaintiffs' position is that on December 31, 1988, while the assets described above were assets of the Crothers Trusts,
a written agreement was entered into among them (the 1988 Agreement), which provided:
Anne, Michael and Suzanne acknowledge that it is the intention of [Joseph Crothers ("Joseph")] that the assets of his Estate
and of the Family Trusts should be divided amongst the three of them on a per stirpes basis, that is each of them and her
or his family should receive from the Estate and from The Trusts in the aggregate an equal amount.
6
The Family Trusts referred to are the Joseph Crothers Family Trust, Joseph P. Crothers (1962) Trust, J.P.C. 1981 Trust
and the J.P.C. Family Trust.
7
The plaintiffs' position is that the 1988 Agreement bound Anne, Suzanne and Michael contractually to ensure that the
assets of the Crothers Trusts would be divided amongst them in a manner which ensured that each would receive in total, equal
benefits and amounts. They allege that if one received benefits from any of the assets in excess of what the others received,
then payments or distributions of other assets of those trusts would be required to ensure that in the end, each received amounts
that were equal.
8
The plaintiffs' also allege that Michael was a trustee of the Crothers Trusts, and had fiduciary duties to ensure that Anne
and Suzanne received amounts and benefits which were equal to any he or the other defendants received, directly or indirectly
from the Crothers Trusts, and to refrain from engaging in any transactions with, or concerning the assets of the Crothers Trusts,
which would prefer his interests and those of his family, companies or trusts, directly or indirectly, to those of Anne or Suzanne.
The Michroz and Whirlwind Transactions
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9
The plaintiffs' position is that on or about January 4, 1989, immediately after the 1988 Agreement had been executed,
Michael participated in a transaction (the "Michroz Transaction") that effectively resulted in the transfer of the 400 and 7 Lands
(which the plaintiffs allege had been placed by Joseph in the Crothers Trusts) to Michroz, a company owned primarily by the
Michael Crothers Family Trust, the beneficiaries of which were Michael and his family, and did not include Anne and Suzanne.
10 The plaintiffs also allege that later in 1989, Michael participated in a transaction (the "Whirlwind Transaction"), pursuant
to which other substantial assets of a Crothers Trust, namely the Bahamas Caterpillar Dealership and the Turks & Caicos Power
Company, were effectively transferred to Whirlwind, a corporation owned by the MJC Family Trust, the beneficiaries of which
were Michael and his family, and did not include Anne and Suzanne.
11
The plaintiffs contend that the Michroz and Whirlwind Transactions were not arms length transactions, and that their
structure benefited Michael by transferring to Michroz and Whirlwind appreciating assets, which had been in a Crothers Trust,
with no corresponding benefit to Anne and Suzanne for the deprivation of these assets. The Plaintiffs contend that Michroz and
Whirlwind did not pay fair value for the assets received by them.
12
It is the plaintiffs' position that Michael's fiduciary obligations, his duties as trustee of the Crothers Trusts, and his
contractual obligations pursuant to the 1988 Agreement required that he account for the benefits he received under the Michroz
and Whirlwind Transactions so that in the end, and in the aggregate, the assets which had been within the Crothers Trusts would
be divided, resulting in equal amounts being received by each of Anne, Suzanne and Michael.
13 The plaintiffs also contend that additional documents executed by Joseph in his lifetime reconfirm that it was his intention
that Anne, Suzanne and Michael ultimately receive amounts that were, in the aggregate, equal, and made it clear that neither
the Michroz Transaction nor the Whirlwind Transaction were intended to effect any change in his plan that all assets, including
those affected by these transactions, would be shared equally amongst his children.
14

Joseph died on December 17, 1996. The plaintiffs allege that following Joseph's death:
(a) The solicitor for the Crothers Trusts, with Michael's knowledge and approval, by a written memorandum,
acknowledged to Anne and Suzanne that they would be "equalized" because of what had been or would be received
by Michael or his family through the "Michael Crothers Family Trust" (which owned Michroz); and
(b) Michael signed a "Joseph Crothers Family Trust Memorandum", which they allege confirmed his obligation to
equalize.

15
In or about December 1998, the remaining assets of one of the Crothers Trusts were distributed to avoid adverse tax
consequences. The plaintiffs allege that because Michael and his family, through his trusts and companies, had already received,
directly or indirectly, by the Michroz and Whirlwind Transactions, substantial assets of the Crothers Trusts, and would continue
to receive amounts and benefits, directly and indirectly, from those assets, that Michael was obligated to ensure that there was
paid or transferred to Anne and Suzanne such amounts or assets from the Crothers Trusts, as would ensure that the total amounts
they received or would receive would be equal to the total of what Michael had, directly or indirectly, already received and
would receive.
16
The plaintiffs allege that in breach of the 1988 Agreement and his trust and fiduciary duties, Michael did not do so.
Rather, the plaintiffs allege that Michael received further distributions of the remaining assets of the Crothers Trusts that were
themselves greater to what Anne and Suzanne received, which exacerbated the inequality.
17
The plaintiffs commenced this claim in June, 2003, seeking, inter alia, that the Defendants be required to account to
and pay over to Anne and Suzanne the amounts, assets and benefits which they have received and will receive in excess of the
amounts that Anne and Suzanne have received. Further, or in the alternative, the plaintiffs' seek damages or compensation, and
a constructive trust in favour of the plaintiffs over all assets and benefits retained by, transferred to, or converted to the use of
the defendants from the Crothers Trusts.
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18
What becomes important to emphasize for consideration on this appeal, is the position of the plaintiffs that this duty
imposed on Michael, either as a result of the 1988 Agreement or as trustee, is an ongoing duty to equalize the assets from the
Crothers Trusts. In other words, they allege that Michael should have over the past 16 years, and continue in the future, to equally
share with them the financial benefits of the the Michroz and Whirlwind Transactions. There is no doubt that an accounting of
the overall benefit received by the defendants from these transactions and a comparison of that benefit to what the plaintiffs
received over the same period, will be a costly and difficult exercise and no doubt raise complex accounting and valuation issues.
The Defence
19
It is Michael's position that it was his father who arranged for the creation of the Michael Crothers Family Trust and the
M.J.C. Family Trust, as part of extensive and complex estate planning measures, and that the businesses that he sold to Michael
under the Michroz and Whirlwind Transactions were sold to him at fair market value and were not included in the estate or
the Family Trusts as defined in the 1988 Agreement. He alleges that unlike his sisters, he was active in his father's businesses
since high school and that his father considered it appropriate to transfer ownership to him of the businesses in question. It is
Michael's position that his father intended that the rest of his substantial assets, which were held in the four Family Trusts and
in his estate be divided equally between his three children after both he and his wife died.
20

The defendants have defended the action on a number of grounds:
(a) that Michael had no obligation pursuant to any agreement or as trustee to share the benefits of the the Michroz
Transaction and the Whirlwind Transaction;
(b) the Michroz Transaction and the Whirlwind Transaction did not breach the 1988 Agreement, or Michael's duties
as trustee, because they were conducted as though they were arm's length transactions for fair market value, and
therefore the benefits received and to be received by Michael and the other defendants from them did not exceed by
the amounts that he paid;
(c) the amounts received by Michael and the defendants do not exceed the amounts received by Anne and the Suzanne
from the Crothers Trusts;
(d) Michael and the defendants have not been enriched and have not been deprived at the expense of Anne and Suzanne
because there has been no inequality of values received.

Status of the Action
21

Pleadings were completed in October 2003.

22
Shortly after the close of pleadings, the plaintiffs' solicitor wrote to the defendants' solicitor to list the categories of
documents that were expected, at a minimum, to be included in the defendants' productions. This list included documents
that related to liability and to other consequential relief including "damages", and included, inter alia, appraisals, financial
statements, valuations, etc. A cursory review of this list, however, which spans several pages, makes it clear that the vast majority
of the requested documents relate to damages.
23
The defendants did not object to producing any document on the basis that the proceeding should be bifurcated, nor did
they seek a bifurcation order at the time they received the detailed request for production of documents.
24 The defendants served their Affidavits of Documents and Schedule "A" productions in December 2003 and swore under
oath that they had made a complete search of their records and disclosed all documents relevant to any matter in issue in this
litigation. The defendants' Affidavit of Documents included a certificate of the defendants' lawyer that he explained to the
defendants the necessity of making full disclosure on all issues. No exception for "damages" was made.
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25 In May, 2004, following an unsuccessful mediation, the plaintiffs tried to schedule examinations for discovery, at which
time counsel for the defendants advised that he was seeking instructions to bring a motion to bifurcate issues of "liability" from
those of "damages".
26
The Notice of Motion was served on November 1, 2004. The motion proceeded on January 7 and 11, 2005, with the
master's decision released on January 24, 2005, amended on March 8, 2005 to include a disposition on costs.
The Decision Appealed From
27
In determining that the Severed Issues should be bifurcated from the remaining issues in the action for purposes of
documentary productions, examinations for discovery and trial of this action, the master issued reasons for his decision, as
follows:
The onus on this motion is on the moving defendants. Bifurcation of proceedings is the exception, not the rule. The general
trend now is to permit all issues between the parties to an action to be dealt with in that one action: Federation Insurance
Co. v. Piscione, [1964] 2 O.R. 404 (H.C.). Nevertheless, in an appropriate case, bifurcation of an action can result in a
saving of time and expense for the parties and judicial resources for the court. That is particularly so where, as here, the
motion to bifurcate is brought at an early stage of the proceeding.
The moving defendants seek an order of bifurcating documentary productions, examinations for discovery and the trial of
this action between issues relating to liability and issues relating to damages. Since affidavits of documents have already
been served it is too late to order complete bifurcation of documentary production.
Having reviewed the evidence and the issues, I am of the opinion that the threshold issue expressed in general terms as
that of whether the defendant Michael Crothers and the defendant entities related to him are under a duty to share equally
with his sisters (the plaintiffs) the financial benefits which their father, the late Joseph Crothers, left to each of them under
his will and under certain estate and succession planning documents is an issue that may be determined separately from
all those other issues....
These threshold liability issues [the Severed Issues] are separate and distinct from all other issues including those relating
to the assessment of the damages which the plaintiffs claim. The liability issues are relatively straight forward compared
to the assessment of damages issues, and can be tried in a relatively brief period of time. If the threshold liability issues
are resolved in favour of the defendants that will bring this action to an end.
The trial of this action is currently set to start on April 9, 2007 and run for 16 days. Bifurcating the threshold liability issues
from the remaining issues will mean a much shorter trial with the result that this action can be removed from the long trials
list and tried significantly sooner than April 9, 2007. There will also be a saving of expense for the parties and judicial
resources for the court. Judicial resources for long trials are currently quite strained.
In the summary, the moving defendants have persuaded me that this is an appropriate case for severing from this point
forward the determination of the threshold liability issues which I have described from the remaining issues in this
action.(Emphasis added.)
28 The Severed Issues as ordered by Master Hawkins are set out above. With respect to the first two issues, for the purpose
of considering this appeal, I will have regard to the master's endorsement, as the Order is not complete. With respect to the
first issue, as already noted, the master's endorsement poses the question of whether or not the 1988 Agreement imposes a
"contractual duty to share" on the defendant Michael. Although in my view it might have been preferable, given the issues, if
the master had framed this question in the words of whether or not there is a "contractual duty to equalize" or "share equally",
in the context of the issues in this case, the master's wording amounts to the same thing. This is made clear by the manner in
which the master describes the "threshold issue" in his endorsement.
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29
The words "to share" are not included in the second of the Severed Issues, but reading the endorsement as a whole and
in particular, having regard to the first question, it is clear that the second question also seeks a determination of whether or not
there is a fiduciary or trust duty to share equally or to equalize imposed on Michael.
30
There may be some lack of clarity with respect to the wording of the third of the Severed Issues, which is discussed
further below.
The Issues
31

This appeal raises the following issues:
(a) What is the standard of review;
(b) Did the master have jurisdiction to bifurcate the action;
(c) If the master had jurisdiction to make his order did, did the master exercise his discretion on a wrong principle
in ordering Divided Production, Divided Discovery and in "bifurcating" this action in the absence of serious, or any,
prejudice;
(d) Did the master err in his interpretation and application of the legal principles in finding that this was an appropriate
case in which to order "bifurcation"?

The Standard of Review
32
Counsel relied on different authorities but agree that I should only interfere with the master's exercise of his discretion
in bifurcating the action if I find that he was "clearly wrong".
33
In Bank of Nova Scotia v. Liberty Mutual Insurance Co., the Court established the following test to be applied on the
review of a master's decision:
(a) Where a master's decision is one of discretion, the appropriate standard of review is deference and the court should
not interfere unless the master was clearly wrong.
(b) Where a master's decision is one of law that is not vital to the disposition of the lawsuit, the appropriate standard
of review is deference and the court should not interfere unless the master was clearly wrong.
(c) Where a master's decision is one of law that is deemed vital to the disposition of the lawsuit, the standard of
review is correctness.
Bank of Nova Scotia v. Liberty Mutual Insurance Co. (2003), 67 O.R. (3d) 699 (Ont. Div. Ct.) (Bank of Nova Scotia), per
Dunnet J. at para 12.
34
Counsel for the plaintiffs relies upon the well known decision of Marleen Investments Ltd. v. McBride (1979), 23 O.R.
(2d) 125 (Ont. H.C.), which determined that a judge should only interfere with the order of a master if the master exercised his
discretion on a wrong principle, or misapprehended the facts, which is the same as saying that the master was clearly wrong.
This decision was affirmed in a recent decision of the Divisional Court, (see Fotwe v. Citadel General Assurance Co., [2005]
O.J. No. 827 (Ont. Div. Ct.) at para.3).
35 Where a master is dealing with interlocutory matters not vital to the disposition of the case, the motion ought to be heard
as an appeal and not de novo. (see Bank of Nova Scotia, supra, at para 13).
36
There is no dispute between the parties that a bifurcation order is a discretionary order (see for example Alsop v. Alsop
(1976), 13 O.R. (2d) 435 (Ont. C.A.) at p. 436).
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37
Accordingly with respect to the issues on this appeal set out above concerning the exercise of the master's discretion,
[which does not include the question of the master's jurisdiction which is dealt with below,] I must give deference to his decision
and not interfere unless I conclude that the master was clearly wrong, in that he exercised his discretion on a wrong principle
or misapprehended the facts.
38 The question of whether or not the master had jurisdiction to make the order in the first place, however, is a pure question
of law and on that question both counsel agree that I must decide whether or not the master in fact had jurisdiction to make his
order. On this issue, in my view, the standard of review must be correctness. This is not withstanding the fact that the parties
both agree that the master's decision was not vital to the disposition of the lawsuit. In my view the Bank of Nova Scotia decision,
supra, does not assist on the test to be applied on jurisdictional questions. The standard of review adopted in that case is only
appropriate where there is no question that the master had jurisdiction to make the order under appeal.
Did the Master Have Jurisdiction?
39 The motion brought by the defendants before the master was brought under Rule 5.05 and sub rules 30.04(8) and 31.06(6)
as well as the "inherent jurisdiction of this Honourable Court to sever the trial of certain issues from others".
40
It appears from the endorsement of the master that he dealt with the motion as though it were a true bifurcation motion.
After setting out the Rules relied upon by the defendants, the master made no further reference to the Rules. He certainly did
not find that the defendants met the tests set out in Rules 30.04(8) and 31.06(6), for divided discovery and divided production,
namely that there would be "serious prejudice" if further production or discovery on certain issues was not postponed. The
defendants made no effort to justify the master's decision on this basis on the argument of the appeal.
41
Both counsel agree that a judge has inherent jurisdiction to sever issues and bifurcate a trial, although it is the position
of counsel for the plaintiffs that that jurisdiction can only be exercised after production and discovery, unless the tests in Rules
30.04(8) and 31.06(6), for divided discovery and divided production, have been met.
42 It is the position of the defendants that the master had jurisdiction pursuant to Rule 37.02(2), Rule 5.05, or Rule 77.04(2)
and that the master had inherent jurisdiction to deal with this matter, as it is clearly a procedural matter. With respect to the
master's jurisdiction pursuant to Rule 37.02(2), the position of counsel for the defendants is that this sub rule gives the master
all of the jurisdiction of a judge in respect of "motions", except for certain enumerated circumstances which are not applicable
in the case. It is submitted that as a motion can be brought before trial to bifurcate the trial, that the master accordingly has
jurisdiction to hear this motion. Counsel argues that this is consistent with the master's general jurisdiction to hear procedural
matters and submits that the master has "inherent jurisdiction" to deal with procedural matters.
43 Counsel for the defendants refers to a number of cases decided by masters pursuant to former Rule 351, which permitted
the court to postpone further discovery if it was desirable that any issue or question in dispute be determined first, (see the
line of cases following Bedell v. Ryckman (1903), 5 O.L.R. 670 (Ont. Div. Ct.)). Such an order of course would have the effect
of bifurcating a trial.
44
The cases that considered Rule 351 do provide some guidance on some of the principals to be considered on motions
to bifurcate a trial, but do not assist this court on the issue of the master's jurisdiction. The closest counterpart to Rule 351
is Rule 31.06(6), which, as already stated, was not the basis upon which Master Hawkins made his decision. Furthermore, as
counsel for the plaintiffs' points out, the master clearly has jurisdiction to order divided production or divided discovery and
these cases merely reflect the master's jurisdiction to make such an order under the previous Rule, which had a different test
to be met by the moving party. Those cases do not assist me in determining whether or not the master had jurisdiction in this
case to make the order that he did.
45
Counsel for the defendants also takes the position that Rule 5.05 gave the master the jurisdiction to make the order that
he did. Rule 5.05 gives the court (and therefore the master) the power to order separate hearings "where it appears the joinder
of multiple claims or parties in the same proceeding may unduly complicate or delay the hearing or cause undue prejudice to
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a party". On the plain wording of this Rule, it deals with separating claims not issues such as the separation of liability from
damages.
46
There are cases where motions have been brought before a master and Rule 5.05 has been relied upon. For example in
Stoiantsis v. Spirou, [2003] O.J. No. 3111 (Ont. Master), Master Nolan (as she then was) ordered a bifurcation of the trial with
the issue of liability to be tried first, that is bifurcating the issue of standard of care from causation and damages in a malpractice
issue. Although the plaintiffs relied on Rule 5.05, the issue of jurisdiction of the master was not raised. Accordingly this case
does not assist in determining the issue of jurisdiction.
47
Plaintiffs' counsel referred to Elcano Acceptance Ltd. v. Richmond, Richmond, Stambler & Mills (1986), 55 O.R. (2d)
56 (Ont. C.A.) at 59, where the court stated that "the power to split a trail is not expressly conferred" by the Rules. In that case
the court considered the jurisdiction to do so pursuant to former Rule 73, which in its concluding clause provided that where
several causes of action are joined in one action the court "may direct the issues respecting the separate causes of action to be
tried separately". The court noted that this wording had not been carried forward to the new Rules and that Rule 5.05 was the
closest counterpart to Rule 73. It is therefore clear that the court concluded that Rule 5.05 does not give jurisdiction to bifurcate
a trial, at least not where liability is severed from damages, as opposed to the severance of claims. This decision accords with
the plain wording of Rule 5.05 and is binding on me. Accordingly I find that the master did not have jurisdiction to make the
order pursuant to Rule 5.05.
48
Counsel for the plaintiffs submits that the master does not have the inherent jurisdiction of a judge to bifurcate issues
for trial and that Rule 37.02(2) does not give the master jurisdiction to make the order that he did. She relies on section 87(2)
of the Courts of Justice Act which provides that every master has the jurisdiction conferred by the Rules and that the fact that
the jurisdiction to bifurcate an action is not found in the Rules. That begs the question however, as to whether Rule 37.02(2)
confers jurisdiction in this case.
49 Counsel for the plaintiffs also relies on the decision of McKinlay J.(as she then was), in Cooke v. Cooke, [1985] O.C.P. No.
207 (Ont. H.C.). In that case the court considered whether or not a master had the jurisdiction to stay proceedings even where
the process has been served outside of Ontario. McKinlay J. noted that the master seemed to consider that Rule 37.02(3), the
predecessor to Rule 37.02(2), conferred on the master general jurisdiction to stay proceedings considering the Rule's "apparent
broad application". McKinlay J. agreed that the Rule appears to be of broad application but noted that there were a number
of rules providing specifically for motions to stay, many referring to the "court" and therefore within the jurisdiction of the
master and many to a "judge".
50
The court then referred to a decision of Master Davidson, in O'Connor v. Mitzvah Holdings Ltd. (1977), 15 O.R. (2d)
812 (Ont. Master), at p. 815, which was found to be applicable, where he stated:
The gist of these cases and indeed the statements in Holmsted & Gale, Ontario Judicature Act and Rules of Practice (1969),
vol. 1, p. 71, para. 47 and following, would certainly indicate that unless the application to stay could clearly be brought
within the scope of the Rules of Practice that the Master does not have jurisdiction. Indeed, it would seem to me that any
application for a stay which was not directly countenanced by the Rules would call upon the Court to exercise its inherent
jurisdiction and of course, the Master does not have such jurisdiction. (Emphasis added.)
51 McKinlay J. also refered to Matsushita Electric of Canada Ltd. v. Wacky Webster (London) Ltd. (1983), 42 O.R. (2d) 795
(Ont. H.C.). That case considered the master's jurisdiction to stay an action pursuant to what was then Rule 13, which requires
a solicitor on demand to declare that the action has been commenced with authority. The court found that the Rule 13 did not
give the court the power to consider the sufficiency of the plaintiff's solicitor's authority to commence the action and that an
application to stay a proceeding on the basis that it was brought without authority "can either be exercised pursuant to Rule 126
or be based upon the inherent power of the court. In either case the application must be to a judge" (at p. 800).
52 As pointed out by McKinlay J., when the O'Connor case was decided, there was no section in the Judicature Act similar
to section 20(3), (now section 87(2) of the Courts of Justice Act). She concluded that:
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I do not construe the combination of s. 20(3) and rule 37.02(2)(a) [this must be an error as the court was considering rule
37.02(3)] as conferring on the master any inherent jurisdiction. Indeed, even should it be so construed, I do not consider
it within the legislative competence of the province to confer such jurisdiction: see Attorney-General for Ontario and
Display Service Company Limited v. Victoria Medical Building Limited et al., [1960] S.C.R.32.
53 In the Ontario (Attorney General) v. Victoria Medical Building Ltd. [1959 CarswellOnt 87 (S.C.C.)] [hereinafter Display
Service] case, the court found that a section of the Mechanics' Lien Act, which conferred upon the master jurisdiction to try
mechanics' lien actions, was ultra vires. Judson J., in delivering the majority decision, observed that this was a very wide
departure from the work usually assigned to the master and that the mode of exercise of the jurisdiction in question was also
significant in the determination of the dispute. He stated:
Everything the Master does must be authorized by the Rules of Practice, the Judicature Act or some other statute. This
does not mean, however, that the Legislature can assign any and all work to him. Section 96 [of the British North America}
Act or some other statute. This does not mean, however, North America Act] operates as a limiting factor. If this were not
so, there would be nothing to prevent the withdrawal of any judicial function from a s. 96 appointee and its assignment
to the Master.
54 There is therefore no doubt that a master has no inherent jurisdiction and that everything a master does must be authorized
by the Rules or statute.. This also means that the master has no inherent jurisdiction on a more limited basis to deal with any
procedural matters, as submitted by counsel for the defendants. This must be kept in mind when interpreting the scope of Rule
37.02(2)(a), notwithstanding the language of Rule 1.04(1).
55
Although the reference to a "motion" in Rule 37.02(2)(a) does not expressly refer to motions brought pursuant to the
Rules, in my view, given that as a matter of law the master has no inherent jurisdiction, that is the only reasonable interpretation.
Accordingly I find that the master did not have jurisdiction pursuant to Rule 37.02(2)(a) to hear a motion to bifurcate the trial.
56 During the course of argument, I asked counsel if Master Hawkins heard the motion as a case management master and was
told that he did so. Counsel for the defendants submitted that Master Hawkins, as the case management master, had jurisdiction
to make his order pursuant to Rule 77.04(2), which gives case management masters powers beyond Rule 37.02(2), namely
"case management powers and duties".
57 Case management masters are appointed pursuant to section 86(1) of the Courts of Justice Act. Section 66(2)(h) provides
that the Civil Rules Committee may make rules for the courts, including the jurisdiction of masters and case management
masters, including the "conferral on masters and case management masters of any jurisdiction of the Superior Court of Justice,
including jurisdiction under an Act, but not including the trial of actions or jurisdiction conferred by an Act on a judge".
58
Rule 77.11(1) sets out the case management powers of a case management master, which include in sub paragraph (e),
the power to "make orders, impose terms, give directions and award costs as necessary to carry out the purpose of this Rule".
59 The purpose of the Rule, as set out in Rule 77.02, is to "establish a case management system throughout Ontario that reduces
unnecessary cost and delay in civil litigation, facilitates early and fair settlements and brings proceedings expeditiously to a just
determination while allowing sufficient time for the conduct of the proceeding". I note that the purpose of case management is
comparable to the expressed purpose of the interpretation of the rules as set out in Rule 1.04(1).
60
Counsel for the defendants relies on some decisions of case management masters who heard motions to bifurcate a
trial. For example in Carpenter v. Amherstburg Police Services Board (2003), 39 C.P.C. (5th) 155 (Ont. Master), Master Nolan
dismissed an application for severance of liability and damages issues. Master Dash dismissed a similar motion in SNC-Lavalin
Engineers & Constructors Inc. v. Citadel General Assurance Co. (2003), 63 O.R. (3d) 226 (Ont. Master). In these cases the
issue of jurisdiction was not raised.
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61 Given the purpose of case management, I find that a case management master has the jurisdiction to order the severance
of issues, and direct that certain issues be tried before others, and thereby bifurcate a trial. Ancillary to this is the jurisdiction
to make the corresponding orders severing documentary production and discovery, where such an order is made early on in
the proceeding.
62 Although not raised by counsel, I considered whether this interpretation of the case management master's powers would
render Rule 77.11(1)(e) ultra vires. In my view, the jurisdiction of a master to bifurcate a trial is not ultra vires and beyond the
powers of the Ontario Legislature and in this case the Civil Rules Committee, pursuant the authority of the Courts of Justice
Act. Unlike the issue considered by the Supreme Court of Canada in the Display Service case, supra, by bifurcating a trial the
master does not decide the merits of the case and the power to do so is consistent with the other work of the master. In fact as
already stated, the parties here agree that the master's decision was not vital to the disposition of this action.
63 Counsel for the plaintiffs questions, whether in light of the changes to case management, which took effect on December
31, 2004, the order of Master Hawkins, was made as a case management order.
64 This action was commenced in October 2003 and as a result, was automatically assigned to case management under Rule
77. Master Hawkins is a case management master and heard the motion in this case.
65
Pursuant to a Practice Direction entitled "Backlog Reduction/Best Practices Initiative", which came into effect on
December 31, 2004, Rule 77 remained in force but civil cases in Toronto ceased to be automatically assigned to case management
under this rule. The Practice Direction provided however, that existing orders and directions made pursuant to Rule 77 remained
effective.
66
The formal amendments to the Rules to add Rule 78, which prescribes a procedure that applies to actions commenced
in the City of Toronto on or after December 31, 2004, came into force on May 6, 2005. It does not apply to this action as it
was commenced in October 2003.
67
When Master Hawkins made his decision on this motion in January 2005, this action was still a case managed action in
that there had been no order or direction removing it from case management. The Practice Direction did not (nor could it) affect
the fact that when this action was commenced it became a case managed action pursuant to Rule 77.
68
Accordingly I find that Master Hawkins made the decision bifurcating the Severed Issues as a case management master
and that he had jurisdiction to make this order pursuant to Rule 77.11(1)(e).
Did the Master Err in Ordering Divided Production, Divided Discovery and in "Bifurcating" this Action, in the Absence
of Serious, or Any, Prejudice?
69

The master's jurisdiction to order divided production and discovery, is found in Rules 30.04(8) and 31.06(6).

70

The grounds for Divided Production are set out in Rule 30.04(8), which provides:
Where a document may become relevant only after the determination of an issue in the action and disclosure or production
for inspection of the document before the issue is determined would seriously prejudice a party, the court on the party's
motion may grant leave to withhold disclosure until after the issue has been determined.

71

Similarly, the grounds for divided discovery are set out in Rule 31.06(6), which provides:
Where information may become relevant only after the determination of an issue in the action and the disclosure of the
information before the issue is determined would seriously prejudice a party, the Court on the party's motion may grant
leave to withhold the information until after the issue has been determined.
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72
The type of serious prejudice that the Rules contemplate as a justification for divided production or discovery is not
the mere inconvenience of having to produce voluminous documents, or even that the disclosure of information to the plaintiff
would be detrimental to the defendants in an ordinary commercial competitive situation. In Schlueter v. Stockie (2000), 3 C.P.C.
(5th) 160 (Ont. S.C.J.) the court found that:
It relates to other factors such as the disclosure of secret processes, special advantages pertaining to the particular competitor
in the market, or know-how, that cannot commonly be acquired and known by competitors generally through commercial
intelligence. These are examples of factors that may lead to severe prejudice as opposed to the normal giving of a
competitive edge by the acquiring of unremarkable inside information about persons in the position of the defendants (at
page. 162 citing L.C.D. H. Audio Visual Ltd. v. I.S.T.S. Verbatim Ltd et al. (1986), 53 O.R. (2d) 425 (H.C.J.) at 430).
73 As I have already stated, the master did not refer to Rules 30.04(8) or 31.06(6) in reaching his decision. In the case at bar,
there was no evidence before the master that the defendants would suffer any prejudice, let alone serious prejudice of the type
intended by Rules 30.04(8) and 31.06(6), had the defendants been required to produce further documents or answer questions
relevant to damages before the issue of liability has been determined.
74
It is clear that that the master did not rely on these Rules in reaching his decision. He referred to these rules only to
recite the Rules relied upon by the defendants in bringing this motion. The master made no finding that the defendants would
suffer serious, or any prejudice, if required to produce documents or answer questions relevant to damages before the issue of
liability has been determined.
75 The plaintiffs argue that as a result, the master exercised his discretion on a wrong principle in ordering that there should
be divided discovery and divided production.
76 I consider below whether there is jurisdiction to order a severance of issues and a bifurcation of the trial in the early stages
of an action, and as a result order divided production and discovery notwithstanding the fact that the prerequisite of prejudice in
Rules 30.04(8) or 31.06(6) has not been met. As for the case management master's jurisdiction, as set out above, Rule 77.01(3)
provides that in the event of inconsistencies between Rule 77 and Rules 1 to 76, the provisions of Rule 77 shall prevail.
77 Accordingly, if a case management master is exercising his or her jurisdiction pursuant to Rule 77.11(1)(e) and orders the
severance of issues, which results in the bifurcation of the trial, and because of the stage of the action, makes a corresponding
order for divided production and discovery, to the extent that Rules 30.04(8) or 31.06(6) are inconsistent, they are not an
impediment to making the order. As set out below, I come to the same conclusion when considering the inherent jurisdiction
of a judge to bifurcate an action at an early stage of the proceedings.
Did the Master err in his interpretation and application of the legal principles in finding that this was an appropriate case
in which to order bifurcation?
78
Before considering this question, a review of the principles governing the court's discretion to order the bifurcation of
proceedings is necessary. In Elcano, supra, the seminal case on a judge's inherent jurisdiction to bifurcate, the Court of Appeal
held that the power to bifurcate a proceeding is a narrowly circumscribed power, is a departure from the basic right of litigants
to have all issues in dispute in a proceeding resolved in one trial, and ought therefore to be exercised only in exceptional cases.
The moving party has the onus of demonstrating that there is a clear benefit to be gained, in terms of time and expense, from
severing an issue from the trial. This burden is particularly high when the opposing party objects to the bifurcation. As Justice
Morden stated for the court:
However, since it is a basic right of a litigant to have all issues in dispute resolved in one trial [the power to grant an order
for bifurcation or split a trial] must be regarded as a narrowly circumscribed power...The power should be exercised, in
the interest of justice, only in the clearest cases. We would think that a court would give substantial weight to the fact that
both parties consent to the splitting of a trial, if this be the case. On the other hand, a court should be slow to exercise the
power if one of the parties ...objects to its exercise. [Emphasis added.]
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79
The onus is on the party requesting bifurcation to establish that the case is one which the court's discretion to bifurcate
should be exercised. The evidence filed by a moving party in support of its motion for a bifurcation order must be extraordinary
and the circumstances of the case must show that the preponderance of factors justify the court in departing from the general rule
that all issues relating to litigation should be determined at the trial. Only if the court is satisfied on the balance of probabilities
that severance will more likely than not result in the just, expeditious and least expensive determination of the proceedings on
the merits, should the court order bifurcation, see Bourne v. Saunby (1993), 23 C.P.C. (3d) 333 (Ont. Gen. Div.), at p. 344).
80
The Supreme Court of Canada has expressly held that "litigation by installment" is to be avoided wherever possible, so
as to minimize the risk of multiplicity of proceedings and multiplicity of appeals. The plaintiffs argue that the master's order
offends this principle, (see Garland v. Consumers' Gas Co., [2004] 1 S.C.R. 629 (S.C.C.) at para. 90).
81

The Court considers the following primary factors when determining whether to bifurcate an action:
(a) Are the issues to be tried simple?
(b) Are the issues of liability clearly separate from the issues of damages?
(c) Can a better appreciation of the nature and extent of the injuries and consequential damage to the plaintiff be more
easily reached by trying the issues together?
(d) If the issues of liability and damages are severed, are facilities in place which will permit the two separate actions
to be tried expeditiously before one Court or before two separate Courts as the case may be?
(e) Is there a clear advantage to all parties to have liability tried first?
(f) Will there be a substantial savings of costs?
(g) Will splitting the case save time, or lead to unnecessary delay?
(h) Is it likely that the trial on liability will put an end to the action?
(i) Is the action so extraordinary and exceptional that there is good reason to depart from normal practice requiring
that liability and damages be tried together?

See Bourne v. Saunby (1993), 23 C.P.C. (3d) 333 (Ont. Gen. Div.), at para. 30.
82
In the SNC-Lavalin case, supra, Master Dash found that since Rule 77 was passed after the Elcano decision, supra, that
a motion to bifurcate a trial must be considered in light of the purposes of case management as set out in Rule 77.02.
83 Master Dash referred to three case managed actions where issues of liability were severed from issues of damages, including
the decision of E.M. Macdonald J. in Woodglen & Co. v. Owens, [1995] O.J. No. 1360 (Ont. Gen. Div.), and concluded that:
in each case the court identified a very narrow and discreet liability issue which could be tried expeditiously and which,
if determined against the plaintiff, would put an end to the action without a lengthy and complicated damages trial, would
reduce costs and delay to the parties and would conserve scarce judicial resources(at para. 18).
84
As Master Dash observed however, and as observed by Macdonald J. in the Woodglen decision supra, "the saving of
time and the saving costs for the litigants, as well as the State, are secondary to the overriding concern that no party should be
prejudiced as a result of a [bifurcation] order", (see Woodglen, supra at paras 21-22).
85
Nevertheless, once a court is satisfied that the factors in the case favour bifurcation, the court can consider the speed
with which a trial on the bifurcated issue could take place and the length of time it would take to hold a trial on all issues, (see
Morniga v. State Farm Mutual Automobile Insurance Co., [2002] O.J. No. 2094 (Ont. S.C.J.)).
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86
Turning then to the decision of the master, in his reasons, the master relied on Federation Insurance Co. v. Piscione,
[1964] 2 O.R. 404 (Ont. H.C.), a case I am advised neither party relied on. Counsel for the plaintiffs submits that the reference
to this case by the master was to support his finding that "in an appropriate case, bifurcation of an action can result in a saving
of time and expense for the parties and judicial resources for the court, and that this is particularly so where, as here, the motion
to bifurcate is brought at an early stage of the proceeding". Counsel for the plaintiffs submits that this reference makes it clear
that the master proceeded on a wrong principle because this case was decided prior to the enactment of Rules 30.04(8) and
31.06(6) and did not even deal with the issue of bifurcation of an action.
87 A careful review of the master's reasons however, makes it clear that the Federation decision was cited for the proposition
that the whole trend now is to permit all issues between the parties to an action to be dealt with in one action. This statement
was no doubt gleaned from page 406 of the decision, where that observation is made by the court, in the context of the joinder
of parties and causes of action.
88
Although I am certain that the master could have referred to a more current case confirming this principle of law in
the context of a bifurcation motion, counsel for the plaintiffs relies on this very principle in support of her position and so this
reference clearly does not suggest that the master proceeded on an incorrect principle.
89
Although the master did not expressly refer to the cases that deal with the principles to be applied on the question of
bifurcation, the master noted that the court's exercise of its discretions to bifurcate cases was the exception and not the rule. I
am advised that the Bourne v. Saunby decision was reviewed in argument.
90
Counsel for the plaintiffs submits that the master neither addressed, nor properly applied the test which would apply to
a judge exercising inherent jurisdiction to divide issues at trial and that he therefore erred in law and exercised his discretion
on a wrong principle.
91

Master Hawkins held that:
(a) There is a threshold liability issue that may be determined separaely from all other issues;
(b) The threshold liability issue is clearly separate and distinct from all other issues including those relating to the
assessment of damages;
(c) The liability issues in this action are relatively straightforward compared to the assessment of the damages and
can be tried in a brief period of time;
(d) If the issues of liability and damages are severed, this matter may proceed more expeditiously, i.e. a shorter trial
held significanty sooner than April 9, 2007; and
(e) The determination of liablility may put an end to the action.

92 The plaintiffs argue that the master did not find that liability as a whole could be severed from damages or consequential
relief. They argue that instead the master defined issues which encompass some, but not all of the matters which would have to
be determined to assess liability, thereby creating the prospect of a multi-stage, inefficient, expensive proceeding.
93
Specifically it is argued that the determination of "liability" in this action involves both a determination of whether a
duty, by virtue of contract or as a trustee, to equalize exists and whether there was a breach of those duties. The plaintiffs submit
that in order to determine whether or not there has been a breach of duty by the defendants, the court will have to consider the
various transactions that have taken place to determine whether what was received by Michael is more than what was received
by his sisters. The courts have held that where there is overlap, rather than a complete separation, there is no potential for a
saving of cost and time and therefore no reason for bifurcation (see for example Waxman v. Waxman (1999), 34 C.P.C. (4th)
120 (Ont. Gen. Div.) at p 132).
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94
I agree that if a court answers the questions posed by the Severed Issues and determines in the first instance that a duty
to equalize is owed by Michael to his sisters, it is still necessary to go through the entire accounting exercise to determine the
value over time of what Michael received. The same will have to be done with respect to the assets given to the plaintiffs. If
after that exercise is concluded it is determined that Michael received more than his sisters, he will be in breach of his duty and
will have to equalize. However, this is the very same exercise that the court will have to undertake to determine the quantum
of damages and the appropriateness of other relief.
95
It may be that even if a duty is found to exist, and the action proceeds to the second stage, that no breach and therefore
no damages will be proven, but there will certainly not be any need for a "multi-stage, inefficient, expensive proceeding". The
second phase will determine all remaining issues in the action. Furthermore, if the court finds no duty to equalize exists, that
will be the end of the matter.
96 Counsel for the plaintiffs also submits that even answering the questions posed by the Severed Issues will require experts
and business valuations because the defendants have defended on the basis that the Michroz and Whirlwind Transactions were
"commercial deals" and completed at fair market value. Counsel for the plaintiffs submitted in argument that a determination
of whether or not the transactions were at fair market value will require the same analysis as a determination of whether or not
there has been a breach, in other words an analysis of the 16 year period. As such fair market value will have to be determined
in order to answer these questions.
97 Counsel for the defendant submits that whether or not these were fair market transactions is relevant to the Severed Issues
and in particular the intention of Joseph: did he intend to structure the transactions in a way that created an ongoing obligation
on Michael to equalize or did he complete a transaction for value with the intent of letting Michael run the businesses and reap
the rewards (or losses). Counsel argues that evidence of fair market value would be necessary not to determine a precise value
but only to determine if the transaction was really a commercial deal or a gift.
98
I agree with the submissions of counsel for the defendants that a determination of a precise fair market value of these
transactions for the purpose of valuation is not relevant in answering the Severed Issues. Whether or not the transactions occurred
at an optimum price or one in a reasonable range of fair market values, as opposed to a transaction clearly intended to confer a
gift, is all that would be relevant at this stage, in order to answer the questions posed by the Severed Issues.
99
In my view even if the trial to answer the questions posed by the Severed Issues requires a proper determination of the
fair market value of the Michroz and Whirlwind Transactions, in order to answer those questions, that determination will be
limited to the fair market value of those transactions at the time of the transfers. Compared to a 16 year accounting exercise,
that would still be a relatively straightforward determination.
100
Certainly given the position of the plaintiffs that Michael has a duty to equalize over the past 16 years and into the
future means that the action would not end if a court found that he had a duty to equalize, but the Michroz and Whirlwind
Transactions were "commercial deals" and completed at fair market value. This is illustrated by the plaintiffs' argument that in
the final distribution in December 1998, Michael could have equalized the assets and failed to.
101 The fact that the liability issues are not severed as a whole from the damages issues is not an impediment to the making of
the bifurcation order. For example in General Refractories Co. of Canada v. Venturedyne Ltd. (2001), 6 C.P.C. (5th) 329 (Ont.
S.C.J.), Justice Himel observed (at p. 18) that most of the reported cases on severance involve splitting liability and damages
issues, but held that there was no reason why the same considerations should not be applied in other circumstances. I agree. In
this case, as already stated, there is an overlap between the issues concerning breach of duty and damages, but a clear threshold
issue concerning the existence of a duty to equalize.
102 The plaintiffs argue that the third question severed by the master will require an analysis of the benefits actually received
by Michael over the past 16 years, because one cannot determine whether there is an unjust enrichment without considering
what was given to Michael as a result of the Michroz and Whirlwind Transactions and so the questions posed by the master
do not achieve his goal.
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103
Although the language of the last question could be clearer (I understand that the wording was proposed by defence
counsel in an effort to avoid valuation issues, but this is not intended as a criticism), reading the master's endorsement as a
whole, he clearly intended to sever the accounting and damages issues until after the Severed Issues had been tried and so in my
view, this question really presumes that there has been an enrichment for the purpose of determining whether or not a juristic
reason existed justifying the benefit.
104 As I understand the submissions of counsel for the defendants, he concedes that there was a benefit. For example looking
just at the land transfer, the land has appreciated in value. The issue is whether there was a juristic reason justifying the benefit.
Interpreted in this way, the third question does not raise valuation issues and will ensure that all arguments that the plaintiffs
could raise in support of their claim that Michael must equalize or share are dealt with as part of the Severed Issues.
105
The plaintiffs also contend that the master erred in that he ignored the fact that the plaintiffs' claim other consequential
relief other than damages, including a declaration, an accounting, compensation for unjust enrichment, restitution of benefits
and a constructive trust. They argue that these issues cannot be separated from liability.
106 In my view the evidence needed to determine these issues would arise during the second phase of the trial, if the plaintiffs
succeed on the first. For example Mr. Zarnett, counsel for the plaintiffs, submits in his affidavit, in support of the appeal, that
because of the equitable nature of the remedy of constructive trust, matters including the nature of the defendants' alleged
breaches would have to be considered in order to decide whether a constructive trust would be granted. As I have already said,
the evidence concerning breach will be heard in the second part of the trial, which will include the issue of whether Michael
breached any duties found to exist by the court in the first trial, and the resulting remedy.
107
In my view, Master Hawkins correctly concluded that there is a threshold question here to determine whether, based
on the documentation and presumably other evidence of the intention of Joseph, Michael has a contractual or trust duty to
retroactively and prospectively share the benefits of the Michroz and Whirlwind Transactions with his sisters. If he does, then
an extensive business evaluation and forensic accounting exercise will be required to determine whether or not he breached that
duty as well as the quantum and type of remedy required. If not, several days or weeks of trial will be avoided along with the
costly documentary production and oral discovery required getting the matter ready for trial. In any event, in my view Master
Hawkin's decision cannot be said to be clearly wrong.
108 Counsel for the plaintiffs argue that there is no jurisdiction to order the bifurcation of a trial and the corresponding divided
production and discovery, as ordered by the master, where the tests set out in Rules 30.04(8) or 31.06(6) can not be met, as in
this case. She submits that a litigant has the right to have all documents produced and full discovery and that before a bifurcation
order can be made in the early stages of an action that the moving party must meet the tests in Rules 30.04(8) or 31.06(6).
109 She points out that the cases where bifurcation has been ordered are cases where the issue arose on the eve of trial, fter
production and discovery was complete, and submits that there are no cases where a judge has ordered bifurcation at an early
stage, with divided production and discovery and avoided the test for such set out in Rules 30.04(8) or 31.06(6).
110

In Elcano, supra Justice Morden stated:
Provisions which are contained in the rules to enable some issues or matters to be separately dealt with do not bear
on this question: see Rule 21 (determination of an issue before trial) Rule 22 (special case, rules 30.04(8) and 31.06(5)
(determination of an issue as a prelude to discovery), (at para. 8).

111
Counsel for the plaintiffs points out however, that in this case the parties had completed production and discovery.
In fact the trial judge in this case made the order during the trial. Nevertheless, it is a statement from our Court of Appeal,
which confirms, as the court found, that a decision to bifurcate a trial is based on common law principles, not the provisions
of the Rules.
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112
Middleton J. in Patterson v. Neill (1912), 3 O.W.N. 516 (Ont. Ch.) at p. 516, found that the power to order divided
discovery was "quite distinct from the right to direct one question or issue to be tried before others".
113
In General Refractories, supra, the court relied on the fact that a bifurcation motion had been brought late in the
proceedings, after the parties had completed examinations for discovery on all issues and experts had been retained on the issue,
which reduced the potential savings as one of her reasons to refuse the motion, (at para. 33).
114
As for the question of prejudice, as a motion to bifurcate the trial, the onus is not on the defendants to prove prejudice,
as it is if the motion is brought pursuant to Rules 30.04(8) or 31.06(6), but rather once the defendants have met the onus on
them to establish that this is an appropriate case for bifurcation, it is up to the plaintiffs o show that demonstrable prejudice
would arise from bifurcation, (see Royal Bank v. Kilmer van Nostrand Co., [1994] O.J. No. 1476 (Ont. Gen. Div.) at para19).
As Wilkins J. confirmed however, where prejudice and/or injustice can be demonstrated even to a "modest degree" they should
always outweigh the concepts of expedience and convenience.
115 I recognize, as the plaintiffs argue, that this represents a shift from which party has to bear the burden to prove prejudice,
from the burden on a moving party on a motion brought for divided production or discovery pursuant to Rules 30.04(8) or
31.06(6).
116 Nevertheless, the inherent jurisdiction of a judge to order bifurcation of a trial, on principles that have been well established
in the case law, can surely not be hampered where the order is made at an early stage in the action. It would not make sense
where a bifurcation order can be justified at an early stage of an action, that there still be full production and discovery. In those
circumstances divided production and divided discovery is a natural consequence from the bifurcation order. The jurisdiction
to order this further relief flows from the bifurcation order and a need to implement it, not Rules 30.04(8) or 31.06(6).
117 Accordingly, in my view, the fact that this motion to bifurcate was brought early in the proceedings is not an impediment
to making an order to bifurcate the trial and the corresponding order for divided production and discovery. In fact, as observed
by Master Hawkins, this increases the savings of expense for the parties and the saving of judicial resources.
118
Counsel for the plaintiffs argues that there will be disputes on the scope of production and discovery, which will result
in further motions. If those types of disputes occur, the parties will have the benefit of continued case management by Master
Hawkins who is already familiar with the file.
119
The master predicted that deciding the Severed Issues will take just 5 days of trial and I agree. Presumably there is not
much more in the way of documentary production required and the discoveries could be completed fairly quickly.
120
The master stated that bifurcation would likely result in this action being removed from the long trials list, but in my
view there is no reason at this stage to release the trial date that the parties secured, as there is time to try the Severed Issues
well in advance. That, however, is a decision for Madam Justice Sanderson, who it the Long Trial Team Leader. Accordingly
I direct that the parties arrange a case conference with Justice Sanderson as quickly as possible. She will be able to determine
whether it is appropriate to keep the existing trial date in place and if so, assist the parties in agreeing on a timetable that will
ensure that date is not jeopardized.
Dispostion
121 Accordingly, for these reasons I find that there is no basis to suggest that the master misapprehended the facts or exercised
his discretion on a wrong principle of law. The plaintiffs' appeal is dismissed.
122
I asked counsel to attempt to resolve the matter of costs while this matter was under reserve, but it appears that they
have not been able to do so. I see no reason why costs should not follow the event. If counsel cannot agree on the quantum,
they may make written submissions. The defendants' submissions are to be filed within 15 days of the release of these reasons
and the plaintiffs' response is to be delivered within 10 days thereafter. No reply submissions are to be filed without leave. The
submissions should include a bill of costs or equivalent information that will allow me to fix the costs of the appeal.
16

Appeal dismissed.
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Headnote
Intellectual property --- Patents — Actions for infringement — Practice and procedure — Miscellaneous
Bifurcation — Defendants were related Canadian companies in field of outdoor advertisement panels and displays — Plaintiff
was United States company that owned patent titled "Digital Information System" and was in business of licensing its intellectual
property rights — Plaintiff initiated action against defendants for relief for patent infringement and posted security for costs —
Defendants successfully brought motions before prothonotary for bifurcation order, protective order, and confidentiality order,
with costs of motions payable by plaintiff immediately — Plaintiff brought motion appealing from prothonotary's decision —
Motion dismissed — Complexity of proceeding was evident from pleadings, and prothonotary had reviewed evidence and had
not reversed onus of proof — Prothonotary's occasional references to paucity of evidence put forward by plaintiff had simply
been acknowledgement of "tactical burden" that might rest on opposing party once moving party had put forward evidence
upon which bifurcation order could reasonably be granted — With respect to issue of overlap, prothonotary had been quite
reasonable in concluding there was benefit to severance — There was no palpable and overriding error with prothonotary's
finding that it would be more efficient to defer expenses regarding quantification until there was clarity with respect to liability
— Prothonotary had sufficient evidence before her to conclude that bifurcation of proceeding would more likely than not result
in just, most expeditious, and least expensive determination of proceedings on merits.
Intellectual property --- Patents — Actions for infringement — Practice and procedure — Discovery — Protective orders and
agreements
Defendants were related Canadian companies in field of outdoor advertisement panels and displays — Plaintiff was United
States company that owned patent titled "Digital Information System" and was in business of licensing its intellectual property
rights — Plaintiff initiated action against defendants for relief for patent infringement and posted security for costs — Defendants
successfully brought motions before prothonotary for bifurcation order, protective order, and confidentiality order, with costs
of motions payable by plaintiff immediately — Plaintiff brought motion appealing from prothonotary's decision — Motion
dismissed — Sole issue in dispute before prothonotary was scope of "outside counsel eyes only" (OCEO) designation — There
was no evidence apparent that prothonotary had committed palpable or overriding error by misconstruing plaintiff's arguments
— Prothonotary had concluded that plaintiff was suggesting mechanism to force defendants to prepare and disclose high level
information that plaintiff would not otherwise be entitled to access — Prothonotary's interpretation of plaintiff's submissions
revealed no palpable and overriding error — One of plaintiff's arguments on appeal was not considered since it was raised for
first time in plaintiff's written representations.
1

Intellectual property --- Patents — Actions for infringement — Practice and procedure — Costs — General principles
Defendants were related Canadian companies in field of outdoor advertisement panels and displays — Plaintiff was United
States company that owned patent titled "Digital Information System" and was in business of licensing its intellectual property
rights — Plaintiff initiated action against defendants for relief for patent infringement and posted security for costs — Defendants
successfully brought motions before prothonotary for bifurcation order, protective order, and confidentiality order, with costs
of motions payable by plaintiff immediately — Plaintiff brought motion appealing from prothonotary's decision — Motion
dismissed — Plaintiff put forward no case law in support of proposition that prothonotary had erred by requiring costs for
motions be payable immediately despite plaintiff having posted security for costs — Award of costs was quintessentially
discretionary, and R. 400(1) of Federal Court Rules, 1998 gave court full discretionary power over amount and allocation of
costs and determination of who was to pay — Rule 401(2) provided "where the Court is satisfied that a motion should not
have been brought or opposed, the Court shall order that the costs of the motion be payable forthwith" — Prothonotary had
committed no reviewable error in awarding costs payable forthwith.
Michael D. Manson J.:
I. Introduction
1
This is an appeal from the Order of Prothonotary Steele [the Case Management Judge] dated June 17, 2019 [the Order],
which, among other things, granted a bifurcation order, a protective order, and a confidentiality order.
II. Background
2 The Plaintiff, T-Rex Property AB [T-Rex], is a United States company in the business of licensing the intellectual property
rights it owns, notably Canadian patent number 2,252,973 titled "Digital Information System" which expired on April 23, 2017
[the '973 Patent], shortly before this proceeding was commenced.
3
The Defendants, Pattison Outdoor Advertising Limited Partnership, Pattison Outdoor Advertising Ltd., Jim Pattison
Industries Ltd., and Onestop Media Group Inc. [collectively, Pattison] form part of a Canadian group of related companies in
the field of outdoor advertisement panels and displays.
4

The underlying patent infringement action is outlined by the Case Management Judge at paragraphs 6 to 8 of the Order:
[6] T-Rex has initiated an action against Pattison for infringement of twenty four (24) out of the thirty (30) claims of the
'973 Patent. As it appears from the Second Amended Statement of Claim dated October 11, 2017, T-Rex seeks various
forms of relief against the four Pattison defendants, including a declaration of infringement, a declaration of validity of
the twenty four (24) asserted claims, as well as a claim for damages or an accounting of profits, whichever T-Rex may
elect, for such alleged acts of infringement.
[7] The activities of Pattison which are alleged to be infringing relate to digital signs used to display advertisements via
display control software. There are three (3) Pattison systems in issue: the Content Management System, the Smart-Ad
System and the Ad Shop digital advertisement sales/management platform. The displays using these systems are situated
in multiple locations across Canada.
[8] In its Second Amended Statement of Defence and Counterclaim dated February 18, 2018, Pattison denies infringement
and seeks a declaration of non-infringement of any valid and asserted claim. Pattison also seeks a declaration of invalidity
of each claim of the '973 Patent (there are thirty (30) in total) on seven (7) grounds, in particular unpatentable subject matter,
anticipation, obviousness, claims based on common general knowledge, indefiniteness, ambiguity and insufficiency of the
disclosure and material misrepresentations.

5 The pleadings are closed. On September 15, 2017, T-Rex posted security for costs in the amount of $50,000 for the various
steps up to and including examination for discovery, as agreed to by the parties.
6

After T-Rex asked for discovery dates to be set, Pattison requested case management.
2

7

On May 25, 2018 Pattison filed a motion requesting this action be bifurcated.

8

On June 14, 2018 Prothonotary Steele was assigned as the Case Management Judge for this proceeding.

9
On August 6, 2018 Prothonotary Steele ordered that Pattison's motion to bifurcate and Pattison's proposed motion for
confidentiality and protective orders be heard jointly on October 17, 2018.
10
On September 4, 2018 Pattison filed its motion seeking a confidentiality order and a protective order, and included
draft orders.
11

A joint oral hearing for both motions was held before Prothonotary Steele on October 17, 2018.

12
Pursuant to the Court Order of February 27, 2019, the parties have exchanged affidavits of documents for all relevant
non-financial documents. This exchange was done without prejudice to the parties' positions in this appeal.
III. Decision Under Appeal
13

On June 17, 2019, the Case Management Judge issued the Order under appeal, which ordered, among other things, that:
(i) The present action be bifurcated, and issues of liability be determined prior to issues regarding the quantification
of damages [the Bifurcation Order].
(ii) Costs for the bifurcation motion to Pattison at the upper end of Column V of Tariff B, payable immediately.
(iii) The motion for a protective order [the Protective Order] and a confidentiality order [the Confidentiality Order] is
granted, with the protective order limited to documents and information necessary for the determination of liability,
and to include "confidential" and "outside counsel eyes only" [OCEO] designations.
(iv) The protective order will include a provision that counsel for the receiving party may communicate with or advise
their client of general or high level conclusions based on their review of "Confidential Information", including OCEOdesignated information.
(v) Costs for the protective order and confidentiality order to Pattison at the middle of Column V of Tariff B, payable
immediately.

14

T-Rex appeals from the Order of the Case Management Judge.

IV. Issues
15

The issues are:
(i) Did the Case Management Judge err by granting the Bifurcation Order?
(ii) Did the Case Management Judge err by basing her decision regarding the Protective Order on a question that was not
before the Court?
(iii) Did the Case Management Judge err by ordering costs for both motions to be payable immediately, despite the Plaintiff
having posted security for costs?

V. Standard of Review
16
The applicable standard of review governing appeals of discretionary orders of prothonotaries is (1) the correctness
standard for questions of law and questions of mixed fact and law, where there is an extricable legal principle at issue; and (2)

3

palpable and overriding error for factual conclusions and questions of mixed fact and law (Housen v. Nikolaisen, 2002 SCC 33
(S.C.C.); Hospira Healthcare Corp. v. Kennedy Institute of Rheumatology, 2016 FCA 215 (F.C.A.) at paras 66, 79).
VI. Analysis
A. Did the Case Management Judge err by granting the Bifurcation Order?
17
Rule 107 of the Federal Courts Rules, SOR/98-106 [the Rules] allows the Court to order that issues in a proceeding
be determined separately.
18 A severance of issues constitutes a departure from the general principle that a litigant has the right to have all of the issues
disputed during a single trial (Bristol-Myers Squibb Co. v. Apotex Inc., 2003 FCA 263 (Fed. C.A.) at para 7 [Apotex]).
19
The onus of proof is on the moving party to show that the severance of proceedings will "more likely than not result
in the just, most expeditious and least expensive determination of the proceedings on the merits" (Apotex, above at para 10).
In making this determination, the Court may consider the following list of factors (Teva Canada Ltd. v. Janssen Inc., 2016 FC
318 (F.C.) at para 6):
(i) the complexity of issues to be tried;
(ii) whether the issues of liability are clearly separate from the issues of remedy;
(iii) whether the factual structure upon which the action is based is so extraordinary or exceptional that there is good
reason to depart from normal practice requiring the single trial of all issues in dispute;
(iv) whether the trial judge will be better able to deal with the issues of the injuries of the plaintiff and the plaintiff's
losses, by reason of having first assessed the credibility of the plaintiff during the trial of the issue of damages;
(v) whether a better appreciation of the nature and extent of injuries and consequential damage to the plaintiff may
be more easily reached by trying the issues together;
(vi) whether the issues of liability and damages are so inextricably interwoven if bound together that they ought not
to be severed;
(vii) whether, if the issues of liability and damages are severed, there are facilities in place which will permit these
two separate issues to be tried expeditiously before one court or before two separate courts, as the case may be;
(viii) whether there is a clear advantage to all parties to have liability tried first; (ix) whether there will be a substantial
saving of costs;
(x) whether it is certain that the splitting of the case will save time, or will lead to unnecessary delay;
(xi) whether, or to what degree in the event severance is ordered, the trial of the issue of liability may facilitate or
lead to settlement of the issue of damages; and
(xii) whether it is likely that the trial on liability will put an end to the action.
20
In support of its motions, Pattison filed the affidavit of Michael Shortt, an intellectual property lawyer with the law firm
representing Pattison [the Shortt Affidavit], and the affidavit of Randall Otto, President and CEO of the Defendant Pattison
Outdoor Advertising Limited Partnership [the Otto Affidavit]. Mr. Otto was cross-examined on his affidavit; Mr. Shortt was not.
21 T-Rex opposed the motion for bifurcation, and filed the affidavit of Mats Hylin, CEO and co-owner of T-Rex [the Hylin
Affidavit]. Mr. Hylin was cross-examined on his affidavit.

4

22 In the Order, the Case Management Judge outlined the law on bifurcation motions, including (1) that granting the motion
would be a departure from the general principle that a litigant has the right to have all of the issues disputed during a single trial,
(2) that the burden of proof rested on Pattison, and (3) the various factors outlined above which may be taken into account.
23

The Case Management Judge reviewed Pattison's six arguments for why the bifurcation motion should be granted:
(i) the issues of liability and quantification are highly complex;
(ii) these issues do not overlap;
(iii) the bifurcation would allow for substantial economies;
(iv) a decision in favour of Pattison with respect to liability could put an end to the suit;
(v) a bifurcation could prevent the disclosure of confidential and commercially sensitive information; and
(vi) there is no prejudice to T-Rex as a result of the bifurcation.

24 The Case Management Judge then reviewed T-Rex's arguments in opposition, and the evidence put forward by the parties,
before making the following findings:
(i) This case is sufficiently complex to warrant a severance of issues;
(ii) There is minimal overlap between liability and quantification;
(iii) Any savings, or
(iv) the early termination of the litigation, will depend on the outcome of the trial on liability;
(v) Disclosure of confidential information is not a relevant factor in a motion for bifurcation;
(vi) There is minimal, if any, prejudice to T-Rex as a result of the bifurcation.
25 The Case Management Judge granted the bifurcation motion, finding that "notwithstanding T-Rex's opposition, a severance
of issues would lead to the most just, expeditious and least expensive determination of this proceeding on its merits."
26
T-Rex submits that the Case Management Judge erred by reversing the onus and requiring T-Rex to prove that the case
should not be bifurcated, and makes three specific arguments:
(i) The Case Management Judge reversed the onus of proof by finding the action to be complex because there was no
evidence to the contrary, therefore requiring T-Rex to prove that the action was not complex when the burden rested
on Pattison to put forward evidence of complexity;
(ii) When finding that there was minimal overlap between issues of liability and issues of quantification, the Case
Management Judge made palpable and overriding errors by finding in the absence of any evidence that dealing with
the non-infringing characteristics of the Pattison advertising systems, and non-infringing alternatives, at both the
liability and quantification stages would result in only minimal overlap.
(iii) When finding that the possibility of savings favoured severance, the Case Management Judge erred by
misapprehending the relevant factor to be a possibility of savings, rather than "whether there will be a substantial
saving of costs".
27 The complexity of this proceeding is evident from the pleadings, which the Case Management Judge referred to, including
an expired patent with 30 claims, all of which are alleged to be invalid for basically all possible attacks on validity, four
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Defendants each accused of infringing 24 claims through the use of three different digital advertising systems, and a plaintiff
who is a non-practicing entity and has deferred election between its damages or Pattison's profits. Moreover, the question of
whether a non-practicing entity is entitled to elect between damages or profits appears to be a novel legal issue which adds to
the proceeding's complexity. Finally, there was evidence in the Otto Affidavit that the determination of revenues derived from
the alleged infringement would be a complex process.
28
I agree with Pattison that occasional references by the Case Management Judge to a paucity of evidence put forward by
T-Rex, upon which T-Rex relies heavily in this appeal, were simply an acknowledgement of the "tactical burden" which may
rest on an opposing party once a the moving party has put forward evidence upon which a bifurcation order could reasonably
be granted (Apotex at paras 10-11).
29
With respect to the issue of overlap, as "commercial success is no longer a central component of the test for
obviousness" (Garford Pty Ltd. v. Dywidag Systems International Canada Ltd., 2010 FC 581 (F.C.) at para 14, citing to SanofiSynthelabo Canada Inc. v. Apotex Inc., 2008 SCC 61 (S.C.C.)), the Case Management Judge was quite reasonable to conclude
that while some financial information may be disclosed at the liability phase in the context of the obviousness analysis, there was
nonetheless benefit to severance. Similarly, the Case Management Judge found that the potential need for evidence regarding
the non-infringing characteristics of the Pattison systems and non-infringing alternatives at the quantification stage would be
minimal. These findings reveal no palpable and overriding error.
30
Addressing the issue of savings, the Case Management Judge correctly outlined the law relating to this factor, assessed
the evidence, and weighed the evidence in reaching her conclusion that bifurcation had the potential to preserve both the parties'
and the Court's limited resources. She correctly construed the issue before her at paragraph 37 of the Order, citing to Apotex Inc.
v. Sanofi-Aventis Canada Inc., 2009 CarswellNat 5922 (F.C.) at paragraphs 22, 24: "The real question is therefore whether it is
more efficient to expend the resources now, when all of the issues are on the table or to defer the expense until there is clarity with
respect to liability". She then answered this question, concluding that it would be more efficient to defer the expenses regarding
quantification until there was clarity with respect to liability. Again, there is no palpable and overriding error with this finding.
31
Overall, I find that the Case Management Judge reviewed the evidence, and did not reverse the onus of proof. The Case
Management Judge had sufficient evidence before her to conclude that the bifurcation of the proceeding would more likely than
not result in the just, most expeditious and least expensive determination of the proceedings on the merits.
B. Did the Case Management Judge err by basing her decision regarding the Protective Order on a question that was not
before the Court?
32
The parties agreed that a confidentiality order and a protective order containing "confidential" and OCEO designations
were appropriate. A draft order was prepared by Pattison. The only issue in dispute before the Case Management Judge was
the scope of the OCEO designation.
33
T-Rex submitted that the OCEO provision should be limited so that "Parties will be able to receive and view high
level financial information/documents...". Pattison expressed concerns that T-Rex's request would require it to create certain
documents not currently in existence to summarize and then disclose high level financial information, which could lead to
disclosure of highly sensitive information, and there was already a sufficient mechanism in the draft protective order for T-Rex
to challenge the designation of information as OCEO.
34 The Case Management Judge found that both a confidentiality order and a protective order were appropriate, and that an
OCEO provision was justified, before turning to the scope of the OCEO designation. The Case Management Judge articulated
the legal principles that govern the issuance of an OCEO protective order, and rejected T-Rex's proposed "limitations" on the
basis that they would compel Pattison to prepare and disclose high level information which may or may not exist in a document.
35
The Case Management Judge then concluded at paragraph 64 of her Order that a provision should be added to the draft
Protective Order to allow counsel to advise their clients of high level conclusions stemming from their review of confidential
information:
6

I further have no evidence to support the argument that without the high level information sought, T-Rex cannot adequately
instruct its counsel. I do however note that the draft protective order does not provide for counsel for the receiving party
to communicate with or advise their client of general or high level conclusions based on their review of "Confidential
Information", including OCEO designated information. This provision should be added to the draft protective order and
would in my view address, or at least alleviate, T-Rex's concerns with respect to its solicitor — client relationship.
[Emphasis added]
36
T-Rex argues that the Case Management Judge erred by misconstruing their argument — they desired only an OCEO
provision that permitted receiving counsel to disclose high level financial information to its client, not a provision that compelled
the disclosure of high level financial information. In light of this, T-Rex suggests that the provision the Case Management Judge
added to the draft order, permitting counsel to communicate high level conclusions to their client, effectively granted what they
were requesting, and as such the costs award against them was inappropriate.
37
Pattison argues that T-Rex's request was not about limiting the scope of what the parties could designate as OCEO, but
rather to incorporate provisions mandating broad access by the parties to the OCEO financial information of the other party.
Moreover, Pattison submits that, as evidenced in paragraphs 62 to 63 of the Order, T-Rex's request was denied because the Case
Management Judge found that T-Rex should not be entitled to access the restricted OCEO information of the Defendants.
38
As the Case Management Judge correctly noted, mechanisms exist in the Protective Order as drafted for either party to
challenge the designation of information as OCEO information. Any arguments seeking additional clarity as to what may or
may not be designated as OCEO information are premature at this stage of the proceeding.
39
Moreover, on the record before me, I fail to see evidence that that the Case Management Judge committed a palpable or
overriding error by misconstruing T-Rex's arguments. Having reviewed the pleadings and written representations which were
before the Case Management Judge, it is clear that the issue of whether T-Rex was suggesting to limit the scope of OCEO
information, or seeking mandatory access to high level financial information, was a live issue before the Case Management
Judge. At paragraphs 62 to 63 of the Order, the Case Management Judge concluded that T-Rex was suggesting a mechanism
to force Pattison to prepare and disclose high level information which it would otherwise not be entitled to access. The Case
Management Judge's interpretation of T-Rex's submissions reveals no palpable and overriding error.
40
T-Rex also argues that the OCEO designation included in the Protective Order was inappropriate based on the evidence
before the Case Management Judge. However, this argument was absent from T-Rex's notice of motion initiating this appeal,
and was raised for the first time in T-Rex's written representations. In these circumstances, I decline to consider this argument
(Crone v. R., 2009 FCA 37 (F.C.A.) at para 5).
C. Did the Case Management Judge err by ordering costs for both motions to be payable immediately, despite the Plaintiff
having posted security for costs?
41
T-Rex argues that the Case Management Judge erred by requiring costs for both motions to be payable immediately,
despite T-Rex having posted security for costs. T-Rex puts forward no case law in support of this proposition.
42
An award of costs is "quintessentially discretionary", and Rule 400(1) of the Rules gives the Court "full discretionary
power over the amount and allocation of costs and the determination of by whom they are to be paid" (Alani v. Canada (Prime
Minister), 2017 FCA 120 (F.C.A.) at para 11 [Alani]). To succeed in their argument, T-Rex must demonstrate an error of law
or a palpable and overriding error of fact or mixed fact and law (Alani, above at para 12).
43
Rule 401(2) of the Rules provides that, "where the Court is satisfied that a motion should not have been brought or
opposed, the Court shall order that the costs of the motion be payable forthwith." The posting of security for costs is governed
by Rules 415 to 418.
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44 T-Rex has placed no authority before this Court which suggests that the posting of security for costs should shield a party
from Rule 401(2). Therefore, while I may not myself have awarded costs payable forthwith in these circumstances, I find that
the Case Management Judge committed no reviewable error in awarding costs payable forthwith.
45

The Plaintiff's motion is dismissed.

46
The Defendants have sought the costs of this motion fixed at $5000.00 payable forthwith. Exercising my discretion
pursuant to Rule 400 of the Rules, I award $3000.00 in costs, payable in any event of the cause.
JUDGMENT in T-1066-17
THIS COURT'S JUDGMENT is that
1. The appeal is dismissed.
2. Costs to the Defendants fixed in the amount of $3000.
Motion dismissed.
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Headnote
Intellectual property --- Patents — Transfer of interest — Regulation of patented medicines (Notice of Compliance) —
Miscellaneous
Defendants brought motion to bifurcate plaintiff's damages action pursuant to s. 8 of Patented Medicines (Notice of Compliance)
Regulations and defendants' counterclaim for plainiff's alleged infringement of four patents — Prothonotary refused to grant
motion — Prothonotary found that defendants failed to demonstrate that bifurcation would be more likely to result in just,
expeditious, and least expensive determinations of issues — Motion was brought, seeking to appeal decision — Motion
dismissed — Prothonotary found that case was highly complex, liability and damage were linked and thus not easily severed,
decision on liability would likely not end action, there was no clear advantage to all parties by trying liability first, there would
not be substantial cost savings, and bifurcation would not save time — These findings were all valid application of factors, and
they were entirely reasonable — Order was not exclusively based on factor of complexity — Reweighing of evidence would
subvert high degree of deference owed to discretionary decision of prothonotary — No misapprehension of fact was identified.
Alan S. Diner J.:
I. Background
1
This appeal arises from a January 26, 2016 Order [the Order] by a Prothonotary of this Court, refusing to grant the
Defendants' motion for bifurcation of both (i) the Plaintiff's damages action pursuant to section 8 of the Patented Medicines
(Notice of Compliance) Regulations, SOR/93-133 [the Regulations] in respect of Teva's "Bortezomib for Injection product"
and (ii) the Defendants' Counterclaim for the Plaintiff's alleged infringement of four patents, for which the Defendants seek
damages and/or an accounting of the Plaintiff's profits.
2
On December 14, 2015, the Defendants commenced a motion to bifurcate the proceedings between liability and
quantification for both the section 8 action and the infringement counterclaim. The Defendants also requested that if the section
8 component was not bifurcated, then the counterclaim should not be either.

1

3
The case management Prothonotary dismissed the bifurcation motion. She held that the Defendants failed to meet their
burden to demonstrate that bifurcation would be more likely to result in the just, expeditious, and least expensive determinations
of the issues at hand.
II. Analysis
4
The Defendants contend that the Prothonotary erred in her analysis and thus that the decision should be re-determined
de novo and reversed. With respect to a legal error, the Defendants contend that while the Prothonotary correctly identified the
bifurcation test, she erred in focusing exclusively on whether or not a trial on liability could put an end to the action. In other
words, she wrongly concluded that bifurcation would be warranted only if all liability issues were to be off the table.
5 I agree that the Prothonotary identified the correct legal test, which is "whether bifurcation is more likely than not to result
in the just, expeditious and least expensive determination of the proceeding on its merits" Apotex Inc. v. Pfizer Canada Inc.,
2014 FC 159 (F.C.) at para 43.
6
In Merck & Co. v. Brantford Chemicals Inc., 2004 FC 1400 (F.C.) [Merck ] at para 5, this Court set out a list of factors
that may be considered to answer whether granting the motion is likely to produce a more just, expeditious, and cost-effective
determination:
1. the complexity of issues to be tried;
2. whether the issues of liability are clearly separate from the issues of remedy;
3. whether the factual structure upon which the action is based is so extraordinary or exceptional that there is good reason
to depart from normal practice requiring the single trial of all issues in dispute;
4. whether the trial judge will be better able to deal with the issues of the injuries of the plaintiff and the plaintiff's losses,
by reason of having first assessed the credibility of the plaintiff during the trial of the issue of damages;
5. whether a better appreciation of the nature and extent of injuries and consequential damage to the plaintiff may be more
easily reached by trying the issues together;
6. whether the issues of liability and damages are so inextricably interwoven if bound together that they ought not to be
severed;
7. whether, if the issues of liability and damages are severed, there are facilities in place which will permit these two
separate issues to be tried expeditiously before one court or before two separate courts, as the case may be;
8. whether there is a clear advantage to all parties to have liability tried first;
9. whether there will be a substantial saving of costs;
10. whether it is certain that the splitting of the case will save time, or will lead to unnecessary delay;
11. whether, or to what degree in the event severance is ordered, the trial of the issue of liability may facilitate or lead to
settlement of the issue of damages; and
12. whether it is likely that the trial on liability will put an end to the action.
7

A similar set of factors was outlined in Varco Canada Ltd. v. Pason Systems Corp., 2009 FC 538 (F.C.) at pp 4-5.

8
After reviewing the Prothonotary's Order, I find that she acknowledged several of these factors and addressed them,
including making the following findings (page numbers below refer to her Order):

2

i. The case is highly complex (p 2);
ii. The issues of liability and damage are linked and thus not easily severed (p 4);
iii. A decision relating to liability alone will not likely put an end to the action altogether (p 3);
iv. There is no clear advantage to all parties by trying the liability first (p 3);
v. There will not be substantial cost savings (p 4);
vi. Bifurcation will not save time; it will more likely lead to delays (p 4);
9
These findings are all (i) a valid application of the Merck factors and (ii) entirely reasonable. I do not agree with the
Defendants that the Prothonotary's Order is exclusively based on the first item listed above. To the contrary, the Plaintiff assessed
many of the factors set out in the jurisprudence.
10 As for any factual error. I agree with the Defendants that one could have arrived at the opposite conclusion. However, after
weighting the various factors identified above, the Prothonotary chose not to bifurcate. To find fault with this process would
amount to reweighing the evidence, subverting the high degree of deference owed to a discretionary decision of a Prothonotary,
as held by the Federal Court of Appeal in cases such as Turmel v. R., 2016 FCA 9 (F.C.A.) at paras 11-12, and most recently in
Sport Maska Inc. v. Bauer Hockey Corp., 2016 FCA 44 (F.C.A.) at para 26 in which it stated:
[A] prothonotary's decision ought to be disturbed by a judge only where it is clearly wrong, in the sense that the exercise
of discretion was based upon a wrong principle or a misapprehension of the facts.
11
I cannot identify any fact that the Prothonotary misapprehended in reaching her decision. I therefore cannot agree with
the Defendants assertions that the Prothonotary erred in her analysis of the "factual matrix."
12
Finally, the Defendants contend that the Prothonotary erred in law in her application of subsections 8(1) and 8(5) of the
Regulations. I see no evidence of any analysis of those provisions in the decision, or anything that could lead one to conclude
that the Prothonotary made findings regarding liability under them. Rather, she simply addressed the merits of the bifurcation
motion, as she was obliged to do.
III. Conclusion
13
In conclusion, the Defendants have failed to demonstrate that the Prothonotary's findings were clearly wrong either in
fact or law. I thus cannot find any basis to find that there was any inappropriate exercise of her discretion, let alone anything
nearing a clear case of its misuse. As a result, I decline to interfere with the Order.
14

The motion is accordingly dismissed. Costs are awarded to the Plaintiff forthwith.

Order
THIS COURT ORDERS that:
1. This motion is dismissed.
2. Costs are awarded to the Plaintiff forthwith.
Motion dismissed.
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Intellectual property --- Patents — Actions for infringement — Practice and procedure — Miscellaneous issues
Plaintiffs brought motion under R. 107 of Federal Court Rules, 1998, for order that all issues of facts pertaining to extent of
infringement, damages and profits arising from infringement of plaintiffs' rights be determined after trial on issues of liability for
infringement of its patent for pharmaceutical product — Motion was granted on basis that in pharmaceutical cases, bifurcation
order is commonly entered by parties — Plaintiffs showed on balance of probabilities that severance would more likely than not
result in just, most expeditious and least expensive determination of proceedings on merits — Defendant had failed to convince
court that circumstances or facts of this case were different or justified departure from past practice — Defendant appealed —
Appeal dismissed — Motions judge addressed proper factors — Person seeking order under R. 107 has burden to show that
conditions for making such order are met — One factor, but not decisive factor, is that where experienced specialist bar like
intellectual property bar commonly consents to bifurcation order, it is open to judge to infer that in general such order may well
advance just and expeditious resolution of claims.
Intellectual property --- Patents — Actions for infringement — Practice and procedure — Discovery — Time for production
In plaintiffs' motion under R. 107 of Federal Court Rules, 1998, for severance of trial on issue of liability from trial on issue of
quantum of recovery in patent infringement action, plaintiffs requested that they be entitled to examination for discovery and
documentary production from defendant before electing between profits and damages — Plaintiffs also requested that discovery
of plaintiffs' damages occur after plaintiffs make their election and only if plaintiffs elect to recover damages — Motion was
granted — Defendant appealed — Appeal dismissed — Plaintiffs ought not be required to submit to discovery unless they
elected damages because any information relevant to remedy of accounting of profits would be wholly within defendant's
knowledge and possession — It would cause unnecessary expense and delay if plaintiffs were to be discovered.
Pelletier J.A.:
1
This is an appeal of an order severing the trial of issues of liability from issues of the quantum of recovery in an action in
which the plaintiff alleges infringement of its patent with respect to a pharmaceutical product. The appellant, defendant in the
action, alleges that the motions judge acted on a wrong principle in holding that, in pharmaceutical matters, bifurcation orders
are the usual practice, and that it is the departure from that practice which must be justified. It is also urged upon us that the
motions judge erred in his appreciation of the evidence when he found that the order he made would result in a reduction of
the complexity, length and cost of the trial of this matter.

1

2 The Statement of Claim in this matter was issued on July 18, 2001. The Statement of Defence and Counterclaim was filed
on September 4, 2001, and the Defence to Counterclaim was filed on October 18, 2001. The respondents have delivered three
affidavits of documents while the appellants have yet to deliver theirs. No examinations for discoveries have taken place. The
reason for the motion for severance was to determine the scope not only of the trial, but of the production of documents and
oral examinations which will precede it.
3
The judge's order recites that, in cases such as the present, bifurcation orders are commonly entered into by the parties,
and that the appellants had failed to convince him that the usual practice should not be followed. The judge held that he was
satisfied that there would be no overlap of witnesses as between issues of liability and issues of compensation, and that there
would be a reduction in the complexity of the trial as well as a reduction in its cost. Declaring himself to have been satisfied that
it would result in the just, most expeditious and least expensive determination of the issues, the judge made the following order:
1. The motion be granted with costs;
2. All issues of facts pertaining to:
a) any questions as to the extent of any infringement of the plaintiff's rights;
b) any questions as to the damages arising from any said infringement; and
c) any questions relating to the profits arising from any such infringement;
be determined after trial as the subject of a hearing, if it then appears that such issues are required to be decided.
3. The plaintiffs be entitled to an examination for discovery and production of documents from the defendants prior to
making their election between profits and damages; and
4. Any examination for discovery and production of documents in respect of the plaintiff's damages only occur after
plaintiff's make their election and only if plaintiffs elect to recover their damages.
4

This order is now challenged on a number of grounds which can be summarized as follows:
1. The judge erred is proceeding on the basis that it was for the appellant to convince him why an order should not be made
when it was for the respondents to persuade him that an order should be made.
2. The judge erred in assuming that the respondent could elect the equitable remedy of an accounting as of right.
3. The judge erred in fact in finding that such an order would reduce length, cost and complexity of the trial, and in not
taking into account the appellants to the opposite effect.
4. The judge erred in failing to provide for the appellant's right to oral and documentary discovery of the respondents on
the issue of remedy.

5
As this is an appeal from a discretionary order of a judge, this Court will not intervene unless it is shown that the judge
misapprehended the facts or committed an error in principle in deciding the matter as he or she did. Eli Lilly Canada Inc. v.
Canada (Minister of Health), 2001 FCA 108, [2001] F.C.J. No. 613 (Fed. C.A.) .
6

The order in issue here was made pursuant to Rule 107 of the Federal Court Rules 1998, reproduced below:
107. (1) The Court may, at any time, order the trial of
an issue or that issues in a proceeding be determined
separately.

107. (1) La Cour peut, à tout moment, ordonner
l'instruction d'une question soulevée ou ordonner que
les questions en litige dans une instance soient jugées
séparément.
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(2) In an order under subsection (1), the Court
may give directions regarding the procedures to be
followed, including those applicable to examinations
for discovery and the discovery of documents.

(2) La Cour peut assortir l'ordonnance visée au
paragraphe (1) de directives concernant les procédures
à suivre, notamment pour la tenue d'un interrogatoire
préalable et la communication de documents.

7
It is true that an applicant seeking an order under rule 107 must satisfy the court that the conditions for the making of
such an order have been satisfied. See Illva Saronno S.p.A. v. Privilegiata Fabbrica Maraschino "Excelsior" Girolamo Luxardo
S.p.A. (1998), 84 C.P.R. (3d) 1 (Fed. T.D.) at paragraph 14. Beyond that, there is also the principle that "it is a basic right of a
litigant to have all issues in dispute resolved in one trial". Elcano Acceptance Ltd. v. Richmond, Richmond, Stambler & Mills
(1986), 55 O.R. (2d) 56 (Ont. C.A.) at p. 59. Consequently, I agree with the appellant that a party seeking an order severing the
trial of some issues from the trial of others must justify the departure from the usual practice.
8
Counsel for the appellant suggested that no conclusion could be drawn from the evidence that a number of bifurcation
orders had been made on consent, on the ground that each case stood on its own facts. However, such cases may also have
certain things in common. William L. Hayhurst Q.C., a distinguished member of the intellectual property bar had this to say
about the practice in patent litigation:
Because the trial of an action for patent infringement may be lengthy and complex (largely because of the technology
involved rather than because of any special difficulty about the applicable law), the parties have commonly agreed to an
order deferring an inquiry into damages or an accounting until the court has decided whether the patentee has established its
right to any remedy. This may eliminate some needless pre-trial discovery and avoid premature disclosure of confidential
financial information. If discovery after trial is required, anything that may have been held not to infringe may be ignored,
at least if no appeal is pending.
Hayhurst, W.L. "Remedies" in Henderson, G. Patent Law in Canada, Carswell, Toronto 1994 at p. 289.
9
When an experienced specialist bar like the intellectual property bar commonly consents to the making of a bifurcation
order, it is open to a judge to infer that, in general, such an order may well advance the just and expeditious resolution of claims.
But this is only one factor to be considered, and it is not conclusive of the issue.
10 The onus in applications for a bifurcation order is always on the applicant. On the facts of this case, I am satisfied that the
judge addressed his mind to the proper factors when, after reciting the criteria which he considered had been satisfied, he declared
that he was satisfied that the severance of the proceedings would "more likely than not result in the just, most expeditious and
least expensive determination of the proceedings on the merits". I do not take his reference to justifying a departure from past
practice as imposing upon the appellant a burden which it would not otherwise have had. Once there was evidence before the
judge upon which he could conclude that an order could properly be granted, the appellant was in the position where its failure
to lead evidence exposed it to the risk of an adverse result. This has been referred to as the tactical burden:
It is not strictly accurate to speak of the burden shifting to the defendant when what is meant is that evidence adduced
by the plaintiff may result in an inference being drawn adverse to the defendant. Whether an inference is or is not drawn
is a matter of weighing evidence. The defendant runs the risk of an adverse inference in the absence of evidence to the
contrary. This is sometimes referred to as imposing on the defendant a provisional or tactical burden.
11 Snell v. Farrell, [1990] 2 S.C.R. 311 (S.C.C.) at p. 319-320 per Sopinka J.As a result, given that there was evidence before
the judge capable of supporting the making of an order, the appellant was exposed to the risk of an adverse result unless it took
steps to counter that evidence. In other words, it had the tactical burden. While it is not correct to say that the appellant had
the burden of justifying a departure from past practice, the appellant did have the tactical burden of countering the effect of
the evidence before the judge. To that extent, the judge did not impose on the appellant a burden which it would not otherwise
have had.
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12 The appellant questions the judge's conclusion that a bifurcation order reduces the length and complexity of trials, relying
upon its experience in three other matters. Such proof is ambiguous at best. It is as probative of the appellant's manner of
conducting litigation as it is of the merits or demerits of any particular step in litigation. It would not be an error to assign little
weight to this evidence, as the judge evidently did.
13 The appellant raises the fact that it has put into issue the question of the respondent's entitlement to the equitable remedy
of an accounting, suggesting that a separate proceeding will be required to resolve that issue, after the trial on liability but before
the issues of quantum can be addressed. However, when the respondent demanded particulars of its purported disentitlement to
an accounting of profits, the appellant filed a Reply to Demand for Particulars in which it simply stood upon its position that
the respondent must demonstrate its entitlement.
14
The fact that equitable remedies are discretionary means that the respondent cannot elect an accounting of profits as of
right. That said, a discretionary remedy is not an arbitrary remedy. In the absence of proof of a bar to equitable relief, a claimant
can expect to be granted the remedy it seeks in accordance with the principles governing its availability. Nor does the issue of
a bar to equitable relief require the claimant to disprove every ground which could possibly disentitle it to that relief. It is not
open to a party to argue that its opponent has not sufficiently disproven a given bar. All this to say that there is no reason why
the issue of the respondent's right to elect an accounting of profits cannot be dealt with in the liability portion of the trial. The
appellant having denied that it relies upon particular facts to say that the respondent is not entitled to an accounting, the trial
judge can deal with the question of entitlement on the basis of the respondent's own evidence.
15 This leads to the final ground of appeal which is that the judge erred in failing to provide for the appellant's right of oral and
documentary discovery prior to the respondent's choice of remedy. I am in agreement with the following passage from Apotex
Inc. v. Merck & Co., 2002 FCT 626, [2002] F.C.J. No. 840 (Fed. T.D.) cited in paragraph 59 of the Respondent's Memorandum:
[para52] In my view, the procedure proposed by Merck is proper, and it ought not be required to submit to discovery unless
it elects damages. In deciding this issue, regard again ought to be had for Rule 3 and considerations of time and efficiency.
Unless Merck elects damages, any information relevant to the remedy of accounting of profits would be wholly within
Apotex's knowledge and possession. I fail to see how Merck could have information relevant to this issue, and thus it
would cause unnecessary expense and delay were they to be discovered.
16
In the end result, I am in agreement with the motions judge's conclusions and can see no reason to interfere with his
order. I would, however, clarify the order to this extent. The judge has put over the issue of determining "any questions as to the
extent of any infringement of the plaintiff's rights". I take this to mean that the questions of when and where and for how long
infringement occurred will be dealt with in the liability portion of the trial. The only questions remaining for the second portion
of the trial as to the extent of the infringement, if any, are questions relating to the quantification of the infringement proven in
the liability portion of the trial. There is to be no retrial of the issues of when, where and how long infringement occurred, if
indeed it did, in the remedies portion of the trial under the guise of quantifying the plaintiff's remedy.
17

The appeal will be dismissed with costs.

Richard C.J.:
I agree.
Noël J.A.:
I agree.
Appeal dismissed.
Appeal dismissed.
Appeal dismissed.
4
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Intellectual property --- Patents — Actions for infringement — Practice and procedure — Miscellaneous
Procedure — Pharmaceutical company held patent for cholesterol drug known as Lipitor — Competitor wished to market
generic version of Lipitor — Competitor applied for notice of compliance and served notice of allegation alleging patent was
invalid — Pharmaceutical company commenced application for order prohibiting Minister of Health from issuing notice of
compliance prior to expiration of patent — Application was ultimately resolved on consent — Competitor commenced action
against pharmaceutical company for statutory damages arising from being denied notice of compliance — Pharmaceutical
company commenced counterclaim for damages for patent infringement — Pharmaceutical company brought motion for order
severing issue of start date for competitor's claim — Motion granted — Determining start date would lead to clarity and certainty
as to what statutory damages, if any, competitor was entitled to receive — Determining start date would lead to cost savings, time
savings, and better use of judicial resources — Issues were not so inextricably interwoven so as to defeat utility of severance
— Court would accommodate determination of start date so that current trial date was preserved and issues for trial would be
focussed — Determination of state date in pharmaceutical company's favour would likely lead to settlement.
Kevin R. Aalto Case Management Judge:
Introduction
1 Certainty in litigation is elusive. That is largely because frequently there are a number of variables that give different results
and only after trial (or appeal) is there certainty of outcome. In this case, to its credit, the Defendants, Plaintiffs by Counterclaim
(Pfizer) seek to establish certainty on one key issue in this complex case.
2 The claim of Apotex in this proceeding is for Section 8 Damages pursuant to the Patented Medicines (Notice of Compliance)
Regulations (the Regulations) while Pfizer counterclaims against Apotex for infringement. The drug in issue is Atorvastatin,
the Pfizer brand name of which is Lipitor, a cholesterol drug said to be the highest selling drug in Canada.
3 As Section 8 Damages are an issue, the parties are required to create the "but for" world as if Apotex had been in the market
essentially as of the date when the Minister would have certified for sale the Apotex Atorvastatin product. The complicating
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factor in this case is that the Minister of Health has apparently certified two start dates for Apotex to enter the market with
its Atorvastatin product.
4
The first start date is the period beginning May 15, 2007, the date of the "patent hold" letter for an Apotex product for
Amorphous Atorvastatin. A second date which the Minister has certified is February 22, 2010 for a different formulation of
Atorvastatin by Apotex being an "atorvastatin calcium propylene glycol solvate" (Atorvastatin PGS). The parties agree the end
date is May 19, 2010. This results in Apotex claiming its Section 8 Damages for the Amorphous Atorvastatin product being a
three-year period while Pfizer alleges that the start date is February 22, 2010 being a three-month period.
5
Pfizer's position that the three-month period is appropriate rests on the fact that Apotex came to market with only its
Atorvastatin PGS product. It did not market and does not market its Amorphous Atorvastatin product to which the three-year
period applies. Apotex's position is that, had it been able to do so it would have gone to market with its Amorphous Atorvastatin
product in May, 2007.
6
Thus, one of the great uncertainties in this litigation is the extent of the Section 8 Damages and whether it is a three-year
period or a three-month period (the Start Date Issue).
7

To provide further context for this motion, Pfizer has provided a proposed order which provides, inter alia, as follows:
1. In this Order:
(a) "Start Date Issue" means the issue of the relevant date that the period of liability (if any) commenced pursuant to
section 8(1)(a) of the Patented Medicines (Notice of Compliance) Regulations, SOR/93-133 as amended. For greater
certainty, the Start Date Issue shall include the determination of the issues raised in paragraphs 17-23 of the Amended
Statement of Claim dated May 30, 2011; in paragraphs 10-17, 19-21 and 23-25 of the Further Fresh as Amended
Statement of Defence and Counterclaim dated April 25, 2012; and in paragraphs 5-9 of the Fresh as Amended Reply
and Defence to Counterclaim dated July 28, 2011.
(b) "Start Date Phase" means discovery and all other steps up to and including a trial or other determination of the
Start Date Issue, including any appeals.
(c) "Other Issues" means all issues in the action other than the Start Date Issue.
2. The Start Date Issue shall be determined separately from, and prior to, the Other Issues.
3. Insofar as it raises the Other Issues, this action shall be stayed pending the completion of the Start Date Phase. During
the Start Date Phase there shall be no documentary or other discovery on matter relating solely to the Other Issues.
4. The Parties shall confer on the schedule to be followed for the determination of the Start Date Phase. In the event that
the parties are unable to agree on a schedule, either party may bring a motion to the Court for directions.
5. The Other Issues shall de determined separately from, and only after the completion of, the Start Date Phase.

Facts
8
The motion for the Court is a bifurcation motion. What is sought to be bifurcated is a determination of the Start Date
Issue for the "but for" world and to determine what would have happened had there been no prohibition application by Pfizer.
This is not a garden variety bifurcation motion which in the ordinary course usually seeks to bifurcate liability issues from
damages issues. The Start Date Issue on the facts of this case is a novel issue engaging not only factual issues but statutory
interpretation of the Regulations.
9
On this motion extensive affidavit material was filed by both Pfizer and Apotex including expert affidavits. Crossexaminations were conducted on several of the affidavits. On behalf of Pfizer, three affidavits were filed including one of W.
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Neil Palmer, a Consultant on Pharmaceutical Pricing and Reimbursement; Jonathan Cullen, Legal Counsel at Pfizer; and Ross
Hamilton, a Chartered Accountant and Expert in Damages Quantification in the pharmaceutical industry.
10 The thrust of these affidavits was to the effect that if the start date for the "but for" world could be determined at an early
stage in these proceedings and it is determined to be the three-month period calculation of damages pursuant to Section 8 will be
relatively simple and there is a significant prospect that the case would be settled. Both the Palmer Affidavit and the Hamilton
Affidavit spoke to the complexity of developing a three-year "but for" world and the many permutations and combinations of
possibilities arising from the entry of other generics into the marketplace and the timing of formulary listings across Canada
during that three-year period.
11 In response, Apotex filed four affidavits: Bernard C. Sherman, the Chair of Apotex; Gordon E. Fahner, the Vice-President,
Business Operations and Finance at Apotex; Howard Rosen, a Damage Quantification Expert; and Nicole Roth, a Law Clerk
with the firm of Goodmans LLP. The thrust of these affidavits were to the effect that it makes no difference whether it is a threemonth or a three-year "but for" world, the work required would be similar and that quantification experts in Section 8 cases
develop robust models for creating the "but for" world and that once they are created inserting however many variables is not
significantly different between three-months and three-years.
12
The affidavit of Dr. Sherman (who was not cross-examined) spoke to the issue of bifurcation in this case as generating
unnecessary expense and delay for the parties and that considering all of these issues at one trial was the most efficient and
cost effective way to proceed. Palmer, Hamilton and Rosen were all cross-examined on their affidavits. The focus of the crossexaminations was to demonstrate whether or not it would be in fact simpler to determine the Start Date Issue prior to commencing
the massive undertaking of production, discovery and the preparation of expert reports relating to the Section 8 Damages
quantification.
13
Pfizer has certain patents listed on the Patent Register against the drug Lipitor including patents relating to various
polymorphic forms of Atorvastatin. Pfizer sells generic pharmaceutical products in Canada through its GenMed Division and
received an NOC in respect of GD-Atorvastatin on November 15, 2006.
14
On September 27, 2006 Apotex served two Notices of Allegation (NOA) in respect of Pfizer's polymorphic patents.
Apotex's submission for its Amorphous Atorvastatin product was placed on "patent hold" by the Minister of Health on May
15, 2007.
15 On February 19, 2009 Apotex delivered an NOA in relation to its submission to Health Canada for the Apotex Atorvastatin
PGS in respect of Pfizer's polymorphic patents. An application under the Regulations was commenced by Pfizer in response to
the February 19, 2009 Apotex NOA. Apotex's submission for the Atorvastatin PGS was placed on patent hold by the Minister
of Health on February 22, 2010.
16
Apparently, the Apotex Atorvastatin PGS indicates one of the problems the inventor sought to overcome was reduced
stability associated with forms of Atorvastatin such as the Amorphous Atorvastatin.
17
Apotex obtained NOC's for both its Amorphous Atorvastatin and Atorvastatin PGS products on May 19, 2010. Apotex
markets in Canada only the Atorvastatin PGS product. At the time of Apotex's launch of its Atorvastatin PGS product, it issued
a press release dated May 19, 2010 which explained that by virtue of its own crystal form of Atorvastatin it had essentially
solved the stability issues associated with other forms of Atorvastatin. Apotex stated in its press release that it had "spent many
years and many millions of dollars on the development and litigation processes for this product". The prohibition applications
commenced by Pfizer in response to Apotex's NOA's were discontinued on consent on May 26, 2010.
18
At this stage of the proceedings the parties have exchanged affidavits of documents related to issues but examinations
for discovery have not yet been commenced nor scheduled.
19
There are, apparently, a number of generic pharmaceutical manufacturers who have delivered NOA's in respect of one
or more of the patents listed on the Patent Register against Lipitor. On May 19 and 20, 2010 Health Canada issued NOC's to
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Apotex and seven other generic pharmaceutical manufacturers in respect of generic Atorvastatin products. Subsequently, an
additional six pharmaceutical manufacturers received NOC's for their respective Atorvastatin products.
Positions of the Parties
20
As noted, in Section 8 Damages cases, the parties must construct for the Court's consideration a hypothetical "but for"
world during the defined period of time in the past to determine the damages that Apotex suffered because it was unable to sell its
Atorvastatin product during that defined period. Madam Justice Judith Snider in Apotex Inc. v. Merck & Co., 2012 FC 620 (F.C.)
has set out the requirements for determining the "but for" world. The elements required to be covered include the following:
(a) What is the relevant period?
(b) What is the overall size of the Atorvastatin market during the relevant period?
(c) What would the generic share of the Atorvastatin market be during that period?
(d) What would have been Apotex's share of the generic Atorvastatin market during the relevant period?
(e) What is the price that Apotex would have sold its Atorvastatin product?
(f) What deductions, if any, are there that should be applied to Apotex's selling prices to allow for rebates or other
allowances?
21

As noted, the relevant period of the "but for" world is the starting point for determination of the Section 8 Damages Claim.

22
A further complicating factor in this case apart from the number of generic pharmaceutical companies granted NOC's
is the changes to pricing in various provinces. For example, in Ontario the enactment of Transparent Drug System for Patients
Act to Patents Act (Bill 102) affected prices upon which the first generic entered into a market could charge for a particular
drug. Similarly, in British Columbia, PharmaCare which governs how pharmaceutical products are sold in British Columbia
has changed its pricing structure and has introduced other programs including its Maximum Allowable List Price for generic
products. Alberta and Quebec also have pricing policies relating to the sale of generic products.
23
Another complicating factor is the time of listing on the provincial formularies. The Palmer Affidavit filed on behalf of
Pfizer spoke at length about the issues surrounding when a generic product might be listed on a provincial formulary. There
are many variations in respect of the time to listing which adds to the complexity of the quantification given the number of
generics in the market.
24 Finally, there is a consideration of rebates and allowances which generic drug manufacturers offer to pharmacies to stock,
and/or sell and substitute their Atorvastatin products for those of other generics. These rebates and allowances are regulated in
some provinces and are capped in others and add another level of complexity to the quantification of Section 8 Damages.
Pfizer's Position
25 In general, the argument of Pfizer is that the determination of the Start Date Issue will result in a more focused proceeding.
The parties, rather than speculate and develop several different models of Section 8 Damages would only be developing one.
Production and discovery would therefore be shortened as it would be clear which Section 8 Damages time frame was involved.
And, especially if it is determined that it is a three month period for the Apotex Atorvastatin product, the number of variables
and permutations and combinations thereof would be limited and the calculations of any such damages would be a far simpler
and cost-effective exercise.
26 In large part the bifurcation of the Start Date Issue will meet the requirements of Rule 3: "These rules shall be interpreted
and applied so as to secure the just, most expeditious and least expensive determination of every proceeding on its merits".
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Otherwise, so argues Pfizer, production will cover everything for a period of at least three-years, the discoveries will be endless
and production will be an avalanche of paper.
27
In support of its positions, Pfizer put forward the Palmer, Cullen and Hamilton Affidavits. These affidavits highlighted
the many variables in play in this proceeding. The Palmer Affidavit speaks to the formulary listings and timing thereof; market
access; reimbursement policies; and, the various damages scenarios. The Cullen Affidavit points out that other generics, as
many as 8 may form part of the various scenarios to be worked out if there is no bifurcation. He also makes the statement that
if it is determined that the three-month period is the correct start date, then the case will settle. Finally, the Hamilton Affidavit
addresses damages quantification, the manner of determining lost profits and the complexity of the two scenarios involved in the
Start Date Issue. Like his counterpart, Mr. Rosen for Apotex, Mr. Hamilton is a respected and experienced expert in this field.
Apotex's position
28
Apotex argues that there is neither any time nor costs saved by bifurcating this action. It submits that on the basis of the
evidence of the experts filed in this motion that it is simply a matter of changing the accounting and econometric models which
need to be built in any event to adjust for whichever time frame is determined to be appropriate.
29
Apotex argues that litigants have a "right" to a single proceeding unless the preponderance of evidence demonstrates a
departure from this rule. As litigation is always subject to the right of a Court to control its own process, a litigant's preference
for a single proceeding must always bow to the right of the Court to determine in the circumstances the appropriateness of a
single proceeding versus a bifurcated proceeding.
30 Apotex argues that the issue as posed by Pfizer in this motion does not dispose of the litigation, it merely doubles the effort
and expenditure as two trials will be required. As such, there is no benefit to be obtained by bifurcating the issue. Apotex argues
that the determination of the Section 8 time frame is not a "threshold" issue which will determine the case such as liability.
Bifurcation would only lead to further proceedings as there is a claim by Pfizer for damages in either of the two time frames
alleged. Thus, a second trial is inevitable.
31
As noted, there was a substantial record filed by both parties which contained not only expert affidavits but crossexaminations on those affidavits. Those affidavits and cross-examinations dealt with the issue of what, if any, time saving might
be had if the issue of the Section 8 time frame was resolved first.
32 The Court was encouraged to read all of the affidavits and cross-examinations carefully to understand fully the nature of
the time period and the work required no matter which time period the Court will ultimately find. In particular, the admission
that if the Court finds a period longer than three-months much if not all of the time savings and costs will be lost. It is pointed
out that the Court has other options apart from the two time frames proposed and it is open to the Court to determine that an
entirely different period applies.
33
It is also argued that there is no benefit to bifurcation as there is still the counterclaim for infringement to be dealt
with. There are no savings in time or cost as the Start Date Issue does not affect this issue. Thus, there will still be production
necessary relating to financial information and all the other trappings of an infringement claim. The simple answer of course is
to bifurcate damages on the infringement claim, an approach built into Pfizer's proposed order.
34 In reviewing the evidence in detail, counsel for Apotex pointed out that Mr. Hamilton (a Pfizer expert) admitted that the
assessment of the three-year period would only be "a little bit harder" than the three-month period.
35
Dr. Sherman's evidence was unchallenged. He deposed to be concerned about the delay two proceedings would require
as well as the expense of such proceedings. He also opined that in his opinion full disclosure helped accelerate and streamline
resolution. He also observed that this motion could be the thin end of the wedge and that if this issue is bifurcated it could
lead to further bifurcation regarding liability and quantum. However, this latter point is of no moment. The bifurcation sought
will significantly reduce the time of this proceeding and no further bifurcation will be considered by the Court in this case
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managed proceeding. As well, given that Lipitor is said to be the highest selling drug in Canada, the expense involved in this
case is not really an issue.
36
Mr. Fahner addressed the scope of document production in his affidavit. He deposed that the productions relative to the
longer period is not an onerous task as most of it is maintained electronically and lost revenues are "easily calculated". He is
of the view that there would be no timesaving or otherwise from a bifurcation. That is not fact, it is merely speculation and
opinion albeit based on Mr. Fahner's prior involvement in Section 8 proceedings.
37
Mr. Rosen is an experienced accountant and expert in the quantification of damages. His evidence that no matter the
time frame an identical analysis of available information is necessary. His opinion is diametrically opposed to Pfizer's experts,
Messrs. Palmer and Hamilton. Mr. Rosen is of the view that while there may be more data to review for the longer period this
does not make the task of analysing the data more complex. There is simply more of it.
38 In his affidavit, Mr. Rosen provides a detailed step by step outline of the model which is developed to calculate the Section
8 Damages and the various scenarios. The models are developed for the most likely scenarios. Once those are completed the
models can be adjusted to account for variations and findings of the Court.
39
Having reviewed all of the evidence and the cross-examinations as the Court was invited to do by Apotex, the evidence
for the most part is almost diametrically opposed between the parties.
Issue
40 While the issue is simply stated — will bifurcation of the Start Date Issue lead to an efficient and cost effective resolution
of this litigation both for the parties and the Court - the answer on these diametrically opposed motion records is not.
Analysis
41
The law on bifurcation is relatively well-known. The tests for bifurcation flow from various cases [see, for example,
Garford Pty Ltd. v. Dywidag Systems International Canada Ltd., 2010 FC 581 (F.C.) at para. 19; and Merck & Co. v. Brantford
Chemicals Inc., 2004 FC 1400 (F.C.)].
42

The Merck case provides a useful summary of principles to be considered:
The onus on a motion for a bifurcation order is always on the applicant (Apotex Inc. v. Bristol-Myers Squibb Co., 2003
FCA 263 at para. 10 (F.C.A.), (2003), 26 C.P.R. (4 th ) 120 (F.C.A.)). The order may be made where the Court is satisfied,
on a balance of probabilities, that, in light of the evidence and all the circumstances of the case (including the nature of
the claims, the conduct of the litigation, the issues and the remedies sought), severance is more likely than not to result in
the just, expeditious and least expensive determination of the proceeding on its merits (Illva Saronno S.p.A. v. Privilegiata
Fabrica Maraschino "Excelsior", [1999] 1 F.C. 146 at para. 14 (F.C.T.D.); (1998), 84 C.P.R. (3d) 1; Illva Saronno S.p.A.
v. Privilegiata Fabrica Maraschino (2000), 183 F.T.R. 25 at para. 8 (F.C.T.D.), [2000] F.C.J. No. 170 (F.C.T.D.) (QL)).
[5] At page 2 of her order, Prothonotary Milczynski sets out a number of "practical and economic considerations" for
determining whether or not to order separate trials on the issues of liability and damages. Those include:
• the complexity of issues to be tried;
• whether the issues of liability are clearly separate from the issues of remedy;
• whether the factual structure upon which the action is based is so extraordinary or exceptional that there is good
reason to depart from normal practice requiring the single trial of all issues in dispute;
• whether the trial judge will be better able to deal with the issues of the injuries of the plaintiff and the plaintiff's
losses, by reason of having first assessed the credibility of the plaintiff during the trial of the issue of damages;
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• whether a better appreciation of the nature and extent of injuries and consequential damages to the plaintiff
may be more easily reached by trying the issues together;
• whether the issues of liability and damages are so inextricably interwoven if bound together that they ought
not to be severed;
• whether, if the issues of liability and damages are severed, there are facilities in place which will permit these
two separate issues to be tried expeditiously before one court or before two separate courts, as the case may be;
• whether there is a clear advantage to all parties to have liability tried first;
• whether there will be a substantial saving of costs;
• whether it is certain that the splitting of the case will save time, or will lead to unnecessary delay;
• whether, or to what degree in the event severance is ordered, the trial of the issue of liability may facilitate or
lead to settlement of the issue of damages; and
• whether it is likely that the trial on liability will put an end to the action.
[6] Many of these factors are inspired or directly imported from Bourne v Saunby [1993], O.J. No. 2606 (Ont. Sup.
Ct.). The same appears to have been recently considered, but not necessarily applied (at least as an integral part),
by Rutherford J. in Roche Palo Alto LLC et al. v. Apotex Inc., [2004] O.J. No. 3522. Rutherford J. noted in this
regard that "[w]hile that list is helpful in that it sets out a number of very good lines of inquiry and although counsel
touched on several of these factors in their arguments, the motion materials filed on both sides rely essentially on the
opinion of counsel with expertise in patent litigation expressed in lengthy affidavits". In said case, Rutherford J., after
summarizing the respective views of counsel, succinctly concluded that "after considering the materials filed and the
submission of counsel, I am not persuaded that the circumstances are exceptional or such as to justify a departure
from the normal procedures for trial of an action and I am not of the view that the issues for trial should be split off
and the procedure bifurcated."
.....
[9] Neither can I agree, as suggested in Bourne, that it must be "certain that the splitting of the case will save time, or
will lead to unnecessary delay". As stated by Evans J. in Illva Saronno, supra, the applicant has the onus of convincing
the Court that bifurcation will inter alia result in the saving of time and money, on a balance of probabilities standard,
and not on the standard of beyond a reasonable doubt.
43
Thus, based on all of the evidence on this motion, on a balance of probabilities, will bifurcation result in a saving of
time and money to the parties, and of judicial resources?
44
The answer to this question is not easy based on this record. There are very strong positions put forward by each side
as well as very strong evidence supporting each position. A consideration of each factor is essential to a determination of this
matter. There is much overlap among the factors and several appear to have evolved from personal injury cases rather than
intellectual property cases and the complexities of the Regulations. However, an analysis of those factors which bear on the
issues in this case must be conducted.
Complexity of the Issues
45 Notwithstanding the argument and evidence of Apotex that it would be relatively easy to create a tool for the calculation
of damages whether it be the three-month or the three-year period, this is still a very complex action. As noted by counsel,
there is the issue of infringement, the issue of Section 8 Damages, and then the determination of the Start Date Issue. As noted
above, the Start Date Issue is in and of itself filled with many variables and permutations of events in the creation of the "but
for" world. A determination of the Start Date Issue will streamline this case. This factor favours bifurcation.
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Whether the Issues of Liability are Clearly separate from Damages
46
This consideration is unique to this case as it is not liability that is being sought to be bifurcated. Rather, it is an issue
that will arguably lead to a saving of both time, judicial resources and money for the reasons mentioned elsewhere in these
reasons. Although the jurisprudence speaks almost exclusively to bifurcation of liability and damages, there is no reason for
that limitation in this Court given the wording of Rule 107(1) of the Federal Courts Rules which provides: "The Court may, at
any time, order the trial of an issue or that issues in a trial be determined separately". It is open to the Court to bifurcate any
issue which will result in the saving of time, cost and judicial resources.
47
Apotex argues that the Start Date Issue is not a threshold issue which will dispose of the litigation. Rather it is an issue
which is intertwined with all of the other issues and that it is but one of the variables which is best left to be sorted out at trial.
However, in my view, the bifurcation of an issue need not inexorably lead to the resolution of the litigation in its entirety, it is
sufficient that if, on a balance of probabilities, the determination of an issue will lead to a shorter trial, a more focused discovery,
contained production and less expert evidence. Such is the expectation in this case if the Start Date Issue is first determined.
48
As part of its argument, Apotex referred to the decision of Justice Judith A. Snider in Apotex Inc. v. Merck & Co., 2012
FC 620 (F.C.) to support its position that the Start Date Issue is not novel and notwithstanding positions of the parties the Court
may find another date that is appropriate other than the three month or three-years. In this case, the start date was an issue.
Justice Snider made these observations:
[13] The parties, however, disagree on the applicable commencement date. Apotex asserts that the appropriate date is April
30, 1996, the date on which it submits that the Minister would have issued an NOC to Apotex except for the Regulations.
Merck submits that there is no proof of any date "certified by the Minister" on which Apotex would have received an
NOC for the non-infringing AFI-4 process. In the alternative, Merck argues that the appropriate date is when Apotex was
notified that the Minister had "no objection" to Apotex's Notice of Change switching to the AFI-4 process; specifically,
that date was February 27, 1997.
[14] Apotex initially filed a New Drug Submission (NDS) for approval of Apo-lovastatin made by use of a micro-organism
referred to as Aspergillus flavipes on December 21, 1994. Label drafts were submitted to Health Canada and apparently
approved on April 30, 1996. On May 25, 1996, Apotex's NDS was placed on "patent hold", meaning that an NOC for
Apo-lovastatin manufactured with Aspergillus flavipes would not issue until resolution of the prohibition proceedings or
the expiry of the relevant patents (including the '380 Patent)
[15] Merck is correct that there is no Ministerial "certification" of May 25, 1996 as contemplated by s. 8(1)(a). However,
I am satisfied that, but for the Regulations, Apotex would have received its NOC for Apo-lovastatin no later than May
25, 1996.
[16] Apotex submits that April 30, 1996 is the more appropriate date for the commencement of the Relevant Period. I agree
with Apotex that its labels for Apo-lovastatin were approved on April 30, 1996. In spite of the testimony of Mr. Hems
that NOCs normally follow label approval within a matter of days, I am not persuaded that this date is more appropriate
than the "patent hold" date. There can be no doubt whatsoever that the application would have been approved on May 25,
1996, the date of the "patent hold" letter from Health Canada.
[17] In my view, the appropriate date, even though not certified by the Minister, would be the "patent hold" date of May
25, 1996.
49
What is interesting about this case is that the very determination made by Justice Snider was the Start Date Issue as
it applied in that case. Damages were not determined and were left to a subsequent trial. It was a bifurcated case very much
the same as this motion seeks.
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50
Further, Apotex points to the cross-examination of Dr. Sherman in that case that Apotex would simply have gone to
market with its first product and taken the litigation risks. Dr. Sherman is quoted as saying:
[P]rior to the regulations, we simply would have launched [Apo-lovastatin]. Then if Merck sued, we would have defended,
but we would be on the market getting the revenues. (para. 29)
51
It may very well be that Apotex takes this position in this case and discovery and production will have to be pursued
but it still does not undermine the fact that the determination of the Start Date Issue will lead to clarity and certainty as to what
Section 8 Damages, if any, Apotex is entitled to receive.
52

This factor favours bifurcation.

Is the Factual Structure of the case Unique?
53 As noted above the facts of this case are novel. There are unique factual issues and novel points of statutory interpretation
relating to the Regulations. Factually, it is complex because the three month period relates to the drug which Apotex brought
to market. That drug is different than the drug which related to the three year period. On discovery the differences between
the drugs will need to be explored as well as why one was pursued and the other not as well as the damages which relate to
each drug. The factor favours bifurcation.
Will there be a saving of cost and time?
54
This issue is one of great debate between the parties. It is also a factor which should be given some extra weight in
determining whether to bifurcate. There must be, in my view, a demonstrable saving of time and cost. The litigation system and
access to justice is already overburdened with procedural and substantive processes and in this day and age the Courts and the
parties should be striving to pursue litigation in a way that is both proportional and fair. On the importance of proportionality
in litigation see, Combined Air Mechanical Services Inc. v. Flesch, 2014 SCC 7 (S.C.C.) [hereinafter Hryniak v Mauldin] a
recent decision of the Supreme Court of Canada.
55
At first blush, the conclusion with respect to this factor seems simple enough in that determining which of two time
periods should be a fairly straightforward part of the proceeding. If the determination is that is the three month period there will
be much time and cost saving. There will also be better use of judicial resources. If it is the three year period, there will still be
cost saving as the parties and their experts will not be required to develop different models although the time and cost savings
will not be as much. The unknown is whether the Court could choose a third alternative as argued as a possibility by Apotex. It
may be that a Court might do so although the likelihood is either of the two proposed scenarios. Even if a third scenario surfaced
there would still be certainty as to the time frame for which the parties and their experts would focus their efforts.
56 Notwithstanding the strong arguments of Apotex, and having considered all of the arguments and the evidence particularly
the cross-examinations, I am of the view that on a balance of probabilities a determination of the Start Date Issue will lead to
cost savings, time savings and better use of judicial resources. This factor favours bifurcation.
Is the factual structure extraordinary or exceptional that there is good reason to depart from normal practice requiring the
single trial of all issues in dispute?
57 This factor overlaps with prior considerations discussed above which will not be repeated. In my view, this factor favours
bifurcation.
Whether the trial judge will be better able to deal with the issues of the injuries of the plaintiff and the plaintiff's losses, by
reason of having first assessed the credibility of the plaintiff during the trial of the issue of damages?
58

This factor does not apply and so is a neutral consideration.
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Whether a better appreciation of the nature and extent of injuries and consequential damages to the plaintiff may be more
easily reached by trying the issues together?
59
Again, this factor appears more directed toward a different type of case and implicitly is subsumed in the discussion
relating to other factors. Our Rules permit an issue to be bifurcated if on a balance of probabilities it can be reasonably said
to reduce time, costs and judicial resources.
Whether the issues of liability and damages are so inextricably interwoven if bound together that they ought not to be severed?
60 This factor must be considered. Apotex forcefully argues that given the infringement counterclaim there is no real savings
in cost or time as a full infringement trial would have to be conducted. However, the order sought by Pfizer seeks to sever this
issue as well. The only issue to be determined on the bifurcation proceeding is the Start Date Issue. All other issues including
infringement and damages which might flow from that are to be part of subsequent proceedings.
61
This is what occurred in Apotex Inc. v. Merck & Co.. While that was only a Section 8 Damages case the parties must
have understood that determining the period of Section 8 Damages would be beneficial. Given the proposed order and the facts
of the case, I am not persuaded on a balance of probabilities that the issues are so inextricably interwoven so as to defeat the
utility of bifurcation.
62

This factor favours bifurcation.

Whether, if the issues of liability and damages are severed, there are facilities in place which will permit these two separate
issues to be tried expeditiously before one court or before two separate courts, as the case may be?
63 A long trial date has been set in 2016 for all of the issues in this case. This Court can and will accommodate a determination
of the Start Date Issue so that the trail date is preserved and the issues for that trial will be focussed.
64

This factor favours bifurcation.

Whether there is a clear advantage to all parties to have liability tried first?
65
While Apotex argues at great length that there is no advantage, the Start Date Issue has the benefit of certainty for the
parties. The "clear" advantage must be determined on a balance of probabilities. Having reviewed all of the evidence and crossexaminations it is my view that the balance of probabilities favours bifurcation. The advantage of certainty is a clear benefit
to all parties and to the Court.
Whether there will be a substantial saving of costs?
66
This factor has been addressed above in some detail. In my view there is cost savings to be had. This is not a factor
solely related to the interests of the parties. Judicial resources are costly. They must be considered as part of the equation. If
the Start Date Issue can be solved in a short trial (five to ten days) it would inevitably lead to a shorter time for any subsequent
damages/infringement case. One must not lose sight of the fact that there are factual issues which are unique to this case relating
to Apotex' entering of the market with Atorvastatin PGS not Amorphous Atorvastatin. Surely some clarity on the meaning of
the Regulations insofar as these facts are concerned will save judicial resources and cost to the parties.
Whether it is certain that the splitting of the case will save time, or will lead to unnecessary delay?
67
Apotex argues emphatically that there will be no savings resulting from bifurcation - only delay. This is the focus of Dr.
Sherman's affidavit and his strongly held views. There is no certainty in litigation — the proverbial two sides (or more) to every
case. Time savings can be achieved by parties acting reasonably, co-operatively and using common sense. To quote the mantra
of the Commercial List in the Superior Court — litigation should be conducted on the basis of the three C's — communication,

10

common sense and co-operation. If applied to complex intellectual property cases such as this, combined with principles of
proportionality, counsel following the three C's will most certainly lead to saving time.
68

Applying the balance of probabilities standard, this factor favours bifurcation.

Whether, or to what degree in the event severance is ordered, the trial of the issue of liability may facilitate or lead to
settlement of the issue of damages?
69
Pfizer has provided direct evidence from in-house counsel that if the Start Date Issue is determined to be three-months
the case will settle. There is no evidence whether any other scenario will also lead to this result. But, notwithstanding Apotex's
position that the determination of the Start Date Issue will not likely or necessarily lead to settlement, there is some positive
evidence that supports such a result. This issue favours bifurcation.
Whether it is likely that the trial on liability will put an end to the action?
70
If this were the only factor, bifurcation would not be ordered. Bifurcating the Start Date Issue will not put an end to the
action. There are other issues which must ultimately be resolved no matter which way the Start Date Issue is decided. Thus,
while this factor does not favour bifurcation, as noted in the discussion above bifurcation does not need to result in the end of
the proceeding. Rule 107 (1) allows an issue to be bifurcated. Such is the case here.
Conclusion
71
In considering all the factors, on a balance of probabilities, it is my view that bifurcating the Start Date Issue will be
lead to saving of cost, time and judicial resources.
72 While a long trial date of some 35 days is already set for 2016 for all of the issues, the Court will accommodate an early
determination of the Start Date Issue.
73
As for costs of this motion, while it is noted that Pfizer offered Apotex an opportunity to accept its proposed draft order
so that there could be an earlier determination of the issue and seeks its costs, in my view, this has been a very novel motion
and each party should bear its own costs.
74

The Court appreciates the excellent submissions of counsel and the courteous manner in which this motion was argued.

Order
THIS COURT ORDERS that:
1. The Motion is granted.
2. In this Order:
(a) "Start Date Issue" means the issue of the relevant date that the period of liability (if any) commenced pursuant to
section 8(1)(a) of the Patented Medicines (Notice of Compliance) Regulations, SOR/93-133 as amended. For greater
certainty, the Start Date Issue shall include the determination of the issues raised in paragraphs 17-23 of the Amended
Statement of Claim dated May 30, 2011; in paragraphs 10-17, 19-21 and 23-25 of the Further Fresh as Amended
Statement of Defence and Counterclaim dated April 25, 2012; and in paragraphs 5-9 of the Fresh as Amended Reply
and Defence to Counterclaim dated July 28, 2011.
(b) "Start Date Phase" means discovery and all other steps up to and including a trial or other determination of the
Start Date Issue, including any appeals.
(c) "Other Issues" means all issues in the action other than the Start Date Issue.
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3. The Start Date Issue shall be determined separately from, and prior to, the Other Issues.
4. Insofar as it raises the Other Issues, this action shall be stayed pending the completion of the Start Date Phase. During
the Start Date Phase there shall be no documentary or other discovery on matter relating solely to the Other Issues.
5. The Parties shall confer on the schedule to be followed for the determination of the Start Date Phase. In the event that
the parties are unable to agree on a schedule, either party may bring a motion to the Court for directions.
6. The Other Issues shall de determined separately from, and only after the completion of, the Start Date Phase.
7. There shall be no costs of this motion.
Motion granted.
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Bifurcation.
Hargrave P.:
1
These reasons arise out of a motion in writing to separate the trial of this matter into an initial determination of liability
followed, if necessary, by a determination of damages.
Appropriateness of Bifurcation Where Statement of Claim in a State of Flux
2 One of my concerns is that the issues of liability and damages may, to a degree, be intertwined. Thus, as a preliminary matter,
there is the question of whether a Rule 107 bifurcation is appropriate when the form of the Statement of Claim is not completely
settled. Here I note that the form of the Statement of Claim authorized by Madam Justice Heneghan in her 23 November 2004
and 11 January 2005 orders is, at the instigation of the Plaintiff, under appeal. As set out in Markesteyn v. R. (2001), 208 F.T.R.
284 (Fed. T.D.), at 287, "...fundamental to Rule 107 is a clearly defined issue that must or should be determined before the
Court can dispose of the case." (p. 287). The danger in the present instance arises out of an intertwining of issues of liability
and accounting, both as presently set out in the Statement of Claim and as apparent from the proposed Statement of Claim,
should the Plaintiff be successful on its appeal, in adding Liard Plywood and Lumber Manufacturing Inc. For example, there is a
reference to Liard Plywood having some form of long-term agreement with or understanding from the Defendant as to a timber
supply for the economic operation of a sawmill, which may well bring in or impinge upon the subject of damages. However,
on the balance, the second amended Statement of Claim, as allowed by Madam Justice Heneghan, is relatively complete as to
clearly defined issues, including as to contract. Thus it is appropriate to make a determination as to bifurcation at this point. I
therefore turn to the considerations which must go into bifurcation.
Consideration of Bifurcation
3
A starting point in considering bifurcation is the principle that a litigant has a basic right to have all the issues in dispute
resolved at one trial hearing: see Bristol-Myers Squibb Co. v. Apotex Inc. (2003), 308 N.R. 152 (Fed. C.A.), at 155 where the
Federal Court of Appeal espouses "...a basic right of a litigant to have all issues in dispute resolved in one trial", referring to
Elcano Acceptance Ltd. v. Richmond, Richmond, Stambler & Mills (1986), 55 O.R. (2d) 56 (Ont. C.A.) at page 59. There is also
the premise one starts from, that "...normally it is more efficient if all issues are determined together, rather than separately.":
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Markesteyn , supra, at page 288, referring to Value Village Market (1990) Ltd. v. Value Village Stores Co. [1999 CarswellNat
2277 (Fed. T.D.)] , paragraph 6 of an unreported 29 October 1999 decision of Madam Justice Reed in file T-2707-92. From
this principle and premise one moves to the burden of proof and persuasion: it is on the moving party, here the Plaintiff, to
demonstrate that a departure from the above principle and premise, that is a departure from the general rule, is justified: see
for example Illva Saronno S.p.A. v. Privilegiata Fabbrica Maraschino "Excelsior" Girolamo Luxardo S.p.A. (1998), 157 F.T.R.
217 (Fed. T.D.), at 221, a decision of Mr. Justice Evans, as he then was.
4 The test to satisfy in order to justify a Rule 107 bifurcation, is whether "...severance is more likely than not to result in the
just, expeditious and least expensive determination of the proceeding on its merits.": Illva Saronno, supra, at page 221 where
Mr. Justice Evans also concluded that the Court must be satisfied, as to these elements, on the balance of probabilities, taking
into account the evidence and all of the circumstances of the case. However the test set out in Illva Saronno is the end result of
the consideration, which may include a number of elements, for example those which were adopted by Madam Justice Reed in
Value Village (supra), from an unreported Ontario Supreme Court decision, General Refractories Co. of Canada v. Venturedyne
Ltd.[2001 CarswellOnt 613 (Ont. S.C.J.)], [2001] O.T.C. Uned. 209 and which are set out at 288-289 of Markesteyn (supra):
16. Extrapolating the principles from the case law in this area, the following issues are among those the court should
consider in deciding whether severance of a trial is just and expeditious:
1) Whether issues for the first trial are relatively straightforward;
2) The extent to which the issues proposed for the first trial are interwoven with those remaining for the second;
3) Whether a decision at the first trial is likely to put an end to the action altogether, significantly narrow the
issues for the second trial or significantly increase the likelihood of settlement;
4) The extent to which the parties have already devoted resources to all of the issues;
5) The timing of the motion and the possibility of delay;
6) Any advantage or prejudice the parties are likely to experience; and
7) Whether the motion is brought on consent or over the objection of one or more of the parties.
17. This is not a checklist, but rather a number of factors likely to have a bearing on the justice and expediency of
the process. That there are a greater number of factors pertaining to expediency does not suggest this issue is more
important. As Wilkins J. stated in Royal Bank v. Kilmer, [1994] O.J. No. 1476, supra, fairness and justice are the
dominant consideration.
These issues, put forward in General Refractories, are not necessarily all required elements, but rather various factors,
which I take to constitute an open-ended checklist. For example, in the present instance the Plaintiff points out that
it is neither an operating concern nor a profitable concern and that the cost aspect of being able to split the trial,
assuming for the moment that there would be a reasonably substantial cost saving in determining liability separately
from damages, is a factor to consider, for bifurcation would make the lawsuit more affordable for the Plaintiff.
5 As to the economic circumstances of the Plaintiff, Madam Justice Heneghan found, in her reasons and order of 23 November
2004 in this matter, dealing with security for costs from the Plaintiff, at paragraph 16, that the Plaintiff had substantial debts
and insufficient exigible assets to pay costs. Indeed, the arguments of the Plaintiff for bifurcation, reduced to basics, is the need
for eliminating or postponing the financial burden on the Plaintiff respecting discovery and hearing of the damages portion
of the claim.
6
The Defendant points out that the case, as pleaded to date, is fairly complex, involving negligence, negligent
misrepresentation, breach of duty of care, breach of fiduciary duty, abuse of public office, liability in contact, malice and an
intent to cause harm on the part of the Crown and the allegation that as a result of the actions of the Defendant the Plaintiff
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established a substantial sawmill at Watson Lake in British Columbia, but was not given a supply of timber by the Crown.
These various pleas raise issues as to the efficiency, capacity and viability of the sawmill and go not only to liability, but also
to damages and to the expert reports that will be required in any event.
7 I would also add that I have the same concern in this instance as Madam Prothonotary Aronovitch had in Rowat v. Canada
(Information Commissioner) (2000), 189 F.T.R. 166 (Fed. T.D.), at 181-182:
In any application under rule 107, at a minimum, there must be a clear delineation and distinction of the legal and evidentiary
issues sought to be severed from the ultimate matters for disposition in the application.
In that instance Prothonotary Aronovitch found that the issues permeated one another. That is also the result here.
8 That the Plaintiff, whom I note has engaged in and instigated substantial interlocutory skirmishing, including at the appeal
level, may have concerns about being able to afford the full hearing of the case at one time is important, but does not outweigh
the goal of a most expeditious, least expensive and a just determination of the proceeding on its merits. In addition, if the
proceeding were bifurcated and the same judge did not hear both portions, the Defendant would suffer a further injustice. If
the bifurcation were allowed, such could well lead to duplication of procedural steps and costs resulting from separate but
overlapping discovery proceedings, the potential for two separate hearings and the possibility of two separate appeals.
Conclusion
9
On the basis of the material before me I am not convinced, on the balance of probabilities and taking into account the
circumstances of the case, including the nature of the claim, the conduct of the litigation to date and the issues and the remedies
sought, that severance would more likely than not bring about a more just, expeditious and less expensive determination of
the proceeding on its merits.
10
The request for bifurcation is denied. The Plaintiff having sought costs on the motion it is only proper that costs follow
the event and go to the Defendant. Being guided by the Tariff set out in the Federal Court Rules, costs will be in the lump
sum of $1,200, payable forthwith.
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Demandeur dans le cadre de l'action qu'il avait intentée contre la compagnie de gaz afin d'obtenir la restitution des pénalités
pour paiement en retard avait droit aux dépens devant toutes les cours.
The plaintiff brought a class action on behalf of more than 500,000 customers of a gas company. He claimed that the late
payment penalties charged by the gas company on overdue payments violated s. 347 of the Criminal Code. The case reached
the Supreme Court of Canada, which held that the penalties constituted the charging of a criminal rate of interest contrary to
s. 347 of the Code. The plaintiff brought a second action claiming restitution for unjust enrichment of charges received by the
gas company in violation of s. 347. The gas company moved for summary judgment dismissing this action. The motions judge
granted the gas company's motion, finding that the action was a collateral attack on the order of the Ontario Energy Board,
which had approved the creation of the late payment penalties. The plaintiff appealed. The appeal was dismissed. A majority
of the Ontario Court of Appeal disagreed with the motions judge's reasons but held that the plaintiff's unjust enrichment claim
could not be made out. The plaintiff appealed.
Held: The appeal was allowed.
The receipt of late payment penalties by the gas company constituted unjust enrichment giving rise to a restitutionary claim.
The gas company was ordered to repay those penalties, collected from 1994 forward, that were in excess of the interest limit
set out in s. 347 of the Criminal Code.
When money is transferred from plaintiff to defendant, there is an enrichment. Without doubt, the gas company received the
money from the late payment penalties and the money was available to it to carry on its business. The availability of that money
constituted a benefit to the gas company and there was no juristic reason for the enrichment.
The proper approach to the juristic reason analysis has two parts. First, the plaintiff must show that there is no juristic reason
from an established category, such as a contract or a disposition of law, to deny recovery. If there is no juristic reason, then the
plaintiff has made out a prima facie case. The prima facie case can be rebutted if the defendant demonstrates another reason to
deny recovery. A de facto burden of proof is placed on the defendant to show why the enrichment should be retained.
In this case, the only possible juristic reason from an established category (disposition of law) that could be used to justify the
enrichment was the existence of Ontario Energy Board orders creating the late payment penalties. The orders were not a juristic
reason for the enrichment, however, because they were rendered inoperative to the extent of their conflict with s. 347 of the
Criminal Code. The plaintiff had made out a prima facie case for unjust enrichment and it fell to the gas company to show a
juristic reason for the enrichment outside the established categories.
From 1981 to 1994 the gas company's reliance on the inoperative orders of the Ontario Energy Board provided a juristic reason
for the enrichment. Section 347 of the Criminal Code was enacted in 1981 and the action was commenced in 1994. Between
1981 and 1994 no suggestion could be made that the gas company knew that the late payment penalties violated s. 347 of the
Code. The gas company's reliance on the board's orders in the absence of actual or constructive notice that the orders were
inoperative was sufficient to provide a juristic reason for the enrichment during this period. When the plaintiff commenced the
first action in 1994, however, the gas company was put on notice that it might be violating the Code. This possibility became a
reality in 1998, when the Supreme Court of Canada held, in the first action, that the late payment penalties were in excess of the
s. 347 limits. After the gas company was put on notice of a serious possibility of a Criminal Code violation, the gas company
could no longer reasonably rely on the board's orders to authorize the penalties. After the commencement of the action in 1994,
there was no longer a juristic reason for the enrichment of the gas company. After 1994 the plaintiff was entitled to restitution
of the portion of the penalties paid that exceeded the 60 per cent rate of interest set out in s. 347 of the Criminal Code.
The gas company could not rely on the defence of change of position. The penalties were obtained in contravention of the
Criminal Code and, as a result, it could not be unjust for the gas company to have to return them.
Neither could the gas company rely on the defence set out in s. 25 of the Ontario Energy Board Act. This defence must be read
down to exclude protection from civil liability that arises out of Criminal Code violations.
The doctrines of exclusive jurisdiction and collateral attack were likewise not defences on which the gas company could rely.
The Ontario Energy Board did not have exclusive jurisdiction over this dispute. Although the dispute involved rate orders, at
its heart it was a private law matter within the competence of the civil courts and the board had jurisdiction to order the remedy
sought by the plaintiff. Furthermore, the action did not constitute an impermissible collateral attack on the board's orders. The
object of the plaintiff's action was not to invalidate or render inoperable the board's orders but rather to recover money that had
been illegally collected by the gas company as a result of the board orders. The plaintiff was not the object of the orders, and
he was not seeking to avoid the orders by bringing the action.
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The regulated industries defence was unavailable to the gas company. The language in s. 347 of the Criminal Code does not
support the notion that a valid provincial regulatory scheme cannot be contrary to the public interest or an offence against the
state.
Because the gas company was not a government official acting under colour of authority, it could not rely on the de facto doctrine
to exempt it from liability. The underlying purpose of the de facto doctrine is to preserve law and order and the authority of the
government. Those interests were not at stake in this litigation.
A preservation order was not appropriate. The gas company had ceased to collect the late payment penalties at a criminal rate
and, if a preservation order was made, there were no future late payment penalties to which it could attach. For those late
payment penalties paid between 1994 and 2004, a preservation order would serve no practical purpose. The plaintiff did not
allege that the gas company was impecunious or that there was any reason to believe that it would not satisfy a judgment against
it. Furthermore, the plaintiff did not satisfy the criteria set out in R. 45.02 of the Rules of Civil Procedure.
The plaintiff was entitled to his costs of all the proceedings throughout, regardless of the outcome of any future litigation.
Le demandeur a exercé un recours collectif au nom de plus de 500 000 clients d'une compagnie de gaz. Il a soutenu que
les pénalités pour paiement en retard imposées par la compagnie à l'égard des paiements dus contrevenaient à l'art. 347 du
Code criminel. L'affaire s'est rendue jusqu'en Cour suprême du Canada, qui a statué que les pénalités pour paiement en retard
constituaient un taux d'intérêt criminel contrevenant à l'art. 347 du Code. Le demandeur a intenté une deuxième action, cette fois
en restitution pour enrichissement sans cause des pénalités pour paiement en retard perçues par la compagnie en contravention
de l'art. 347. La compagnie a présenté une requête en jugement sommaire afin d'obtenir le rejet de la deuxième action. Le
juge saisi de la requête de la compagnie l'a accueillie au motif qu'il s'agissait d'une contestation indirecte de l'ordonnance de la
Commission de l'énergie de l'Ontario approuvant la création des pénalités pour paiement en retard. Le demandeur a interjeté
appel. Le pourvoi a été rejeté. Les juges majoritaires de la Cour d'appel étaient en désaccord avec les motifs du premier juge,
mais ils ont quand même estimé que l'enrichissement sans cause n'avait pas été établi. Le demandeur a interjeté appel.
Arrêt: Le pourvoi a été accueilli.
La perception par la compagnie des pénalités pour paiement en retard constituait un enrichissement sans cause donnant ouverture
à une demande de restitution. La compagnie s'est vu ordonner de rembourser les pénalités payées à partir de 1994, lesquelles
excédaient le taux d'intérêt maximal prévu par l'art. 347 du Code criminel.
Le transfert d'un montant d'argent du demandeur au défendeur constitue un enrichissement. Il n'y avait aucun doute que la
compagnie avait perçu l'argent provenant des pénalités et qu'elle aurait pu l'utiliser dans l'exploitation de son entreprise. La
disponibilité de l'argent constituait un avantage pour la compagnie et il n'existait aucun motif juridique pouvant justifier un
tel enrichissement.
Il convient de scinder en deux l'étape de l'analyse du motif juridique. Premièrement, le demandeur doit démontrer qu'il n'existe
aucun motif juridique appartenant à une catégorie établie permettant de refuser le recouvrement. S'il n'existe aucun motif
juridique appartenant à une catégorie établie, alors le demandeur a prouvé sa cause de façon prima facie. Le défendeur peut
réfuter la preuve prima facie en démontrant qu'il existe une autre raison justifiant de refuser le recouvrement. Le défendeur a
l'obligation de facto de démontrer pourquoi il devrait conserver ce dont il s'est enrichi.
En l'espèce, le motif juridique appartenant à une catégorie établie (disposition légale) qui pouvait servir à justifier
l'enrichissement était l'existence des ordonnances de la Commission de l'énergie de l'Ontario ayant créé les pénalités pour
paiement en retard. Ces ordonnances ne constituaient cependant pas un motif juridique justifiant l'enrichissement puisqu'elles
étaient inopérantes dans la mesure où elles entraient en conflit avec l'art. 347 du Code criminel. Le demandeur avait prouvé
l'enrichissement sans cause de façon prima facie et c'était alors à la compagnie qu'il revenait de démontrer l'existence d'un motif
juridique n'appartenant pas aux catégories qui puisse justifier l'enrichissement.
Le fait que, à partir de 1981 jusqu'en 1994, la compagnie se soit fondée sur les ordonnances inopérantes de la CEO était un motif
juridique justifiant l'enrichissement. L'article 347 du Code criminel a été adopté en 1981 et cette action a été intentée en 1994.
Rien ne prouvait que la compagnie savait, entre 1981 et 1994, que les pénalités contrevenaient à l'art. 347 du Code. Le fait que
la compagnie se soit fondée sur les ordonnances de la Commission, sans savoir véritablement ou vraisemblablement qu'elles
étaient inopérantes, suffisait pour fournir un motif juridique justifiant l'enrichissement pendant cette période. La compagnie a
par ailleurs été avisée de la possibilité qu'elle puisse contrevenir au Code lorsque le demandeur a intenté son action en 1994.
Cette possibilité est devenue réalité lorsque la Cour suprême du Canada a statué, dans le cadre de la première action, que
les pénalités excédaient les limites de l'art. 347. Dès que la compagnie a été avisée qu'il existait une réelle possibilité que les
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pénalités puissent violer le Code, elle ne pouvait alors plus raisonnablement se fonder sur les ordonnances de la Commission
pour autoriser les pénalités. Elle n'avait donc plus de motif juridique justifiant l'enrichissement dès après l'institution de l'action
en 1994. Le demandeur avait donc droit, à partir de 1994, à la restitution de la portion des pénalités payées qui excédaient le
taux d'intérêt de 60 pour cent prévu par l'art. 347 du Code criminel.
La compagnie ne pouvait invoquer le moyen de défense fondé sur le changement de situation. Les pénalités ont été obtenues
en contravention du Code criminel et, par conséquent, il ne pouvait être injuste pour la compagnie d'avoir à les rembourser.
La compagnie ne pouvait non plus invoquer le moyen de défense prévu par l'art. 25 de la Loi sur la Commission de l'énergie
de l'Ontario. Ce moyen de défense doit recevoir une interprétation stricte afin de pouvoir exclure la protection contre la
responsabilité civile pouvant découler de contraventions au Code criminel.
La compagnie ne pouvait pas non plus invoquer les théories de la compétence exclusive et de la contestation indirecte. La
Commission de l'énergie de l'Ontario n'avait pas compétence exclusive à l'égard du litige. Même si ce dernier impliquait des
ordonnances en matière de taux, il portait principalement sur une question de droit privée relevant de la compétence des
tribunaux civils, et la Commission n'avait pas compétence pour ordonner la réparation demandée par le demandeur. De plus,
l'action ne constituait pas une contestation indirecte inacceptable des ordonnances de la Commission. L'action du demandeur
ne visait pas à obtenir que les ordonnances de la Commission soient invalidées ou déclarées inopérantes, mais plutôt à obtenir
le recouvrement de l'argent illégalement perçu par la compagnie en raison des ordonnances de la Commission. Le demandeur
n'était pas régi par les ordonnances et il n'y avait aucune crainte qu'il ait cherché à éviter les ordonnances en intentant l'action.
Le moyen de défense fondé sur la réglementation de l'industrie ne pouvait non plus être invoqué par la compagnie. Rien dans
l'art. 347 du Code criminel ne pouvait appuyer la théorie qu'un régime de réglementation provincial ne pouvait être contraire
à l'intérêt public ni constituer une infraction contre l'État.
La compagnie n'était pas un fonctionnaire qui agissait avec une apparence d'autorité et ne pouvait donc se fonder sur le principe
de la validité de facto pouvant l'exonérer de toute responsabilité. L'objectif sous-jacent du principe de la validité de facto était
d'assurer le respect de la loi et l'ordre ainsi que de l'autorité du gouvernement. De tels intérêts n'étaient pas en jeu dans ce litige.
Il n'était pas approprié d'accorder une ordonnance de conservation. La compagnie avait cessé de percevoir les pénalités pour
paiement en retard qui étaient à un taux criminel; une telle ordonnance ne pouvait se rattacher à aucune pénalité à venir. Quant
aux pénalités payées de 1994 à 2004, une ordonnance de conservation ne serait d'aucune utilité pratique. Le demandeur n'a pas
allégué que la compagnie était démunie ou qu'il existait des raisons de croire qu'elle n'exécuterait pas un jugement rendu contre
elle. De plus, le demandeur n'a pas satisfait au critère énoncé dans la règle 45.02 des Règles de procédure civile.
Le demandeur avait droit aux dépens devant toutes les cours, quelle que soit l'issue de tout autre litige ultérieur.
Iacobucci J.:
1
At issue in this appeal is a claim by customers of a regulated utility for restitution for unjust enrichment arising from late
payment penalties levied by the utility in excess of the interest limit prescribed by s. 347 of the Criminal Code, R.S.C. 1985, c.
C-46. More specifically, the issues raised include the necessary ingredients to a claim for unjust enrichment, the defences that
can be mounted to resist the claim, and whether other ancillary orders are necessary.
2
For the reasons that follow, I am of the view to uphold the appellant's claim for unjust enrichment and therefore would
allow the appeal.
I. Facts
3
The respondent Consumers' Gas Company Limited, now known as Enbridge Gas Distribution Inc., is a regulated utility
which provides natural gas to commercial and residential customers throughout Ontario. Its rates and payment policies are
governed by the Ontario Energy Board ("OEB" or "Board") pursuant to the Ontario Energy Board Act, R.S.O. 1990, c. O.13
("OEBA"), and the Municipal Franchises Act, R.S.O. 1990, c. M.55. The respondent cannot sell gas or charge for gas-related
services except in accordance with rate orders issued by the Board.
4 Consumers' Gas bills its customers on a monthly basis, and each bill includes a due date for the payment of current charges.
Customers who do not pay by the due date incur a late payment penalty ("LPP") calculated at 5 per cent of the unpaid charges
for that month. The LPP is a one-time penalty and does not compound or increase over time.
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5
The LPP was implemented in 1975 following a series of rate hearings conducted by the OEB. In granting Consumers'
Gas's application to impose the penalty, the Board noted that the primary purpose of the LPP is to encourage customers to pay
their bills promptly, thereby reducing the cost to Consumers' Gas of carrying accounts receivable. The Board also held that such
costs, along with any special collection costs arising from late payments, should be borne by the customers who cause them
to be incurred, rather than by the customer base as a whole. In approving a flat penalty of 5 per cent, the OEB rejected the
alternative course of imposing a daily interest charge on overdue accounts. The Board reasoned that an interest charge would
not provide sufficient incentive to pay by a named date, would give little weight to collection costs, and might seem overly
complicated. The Board recognized that if a bill is paid very soon after the due date, the penalty would, if calculated as an
interest charge, be a very high rate of interest. However, it noted that customers could avoid such a charge by paying their bills
on time, and that, in any event, in the case of the average bill the dollar amount of the penalty would not be very large.
6
The appellant Gordon Garland is a resident of Ontario and has been a Consumers' Gas customer since 1983. He and his
wife paid approximately $75 in LPP charges between 1983 and 1995. In a class action on behalf of over 500,000 Consumers'
Gas customers, Garland asserted that the LPPs violate s. 347 of the Criminal Code. That case also reached the Supreme Court
of Canada, which held that charging the LPPs amounted to charging a criminal rate of interest under s. 347 and remitted the
matter back to the trial court for further consideration (Garland v. Consumers' Gas Co., [1998] 3 S.C.R. 112 (S.C.C.) ("Garland
#1")). Both parties have now brought cross-motions for summary judgment.
7
The appellant now seeks restitution for unjust enrichment of LPP charges received by the respondent in violation of s.
347 of the Code. He also seeks a preservation order requiring Consumers' Gas to hold LPPs paid during the pendency of the
litigation subject to possible repayment.
8
The motions judge granted the respondent's motion for summary judgment, finding that the action was a collateral attack
on the OEB order. He dismissed the application for a preservation order. A majority of the Court of Appeal disagreed with
the motions judge's reasons, but dismissed the appeal on the grounds that the appellant's unjust enrichment claim could not
be made out.
II. Relevant Statutory Provisions
9

Ontario Energy Board Act, R.S.O. 1990, c. O.13
18. An order of the Board is a good and sufficient defence to any proceeding brought or taken against any person in so far
as the act or omission that is the subject of the proceeding is in accordance with the order.

Ontario Energy Board Act, 1998, S.O. 1998, c. 15, Sched. B
25. An order of the Board is a good and sufficient defence to any proceeding brought or taken against any person in so far
as the act or omission that is the subject of the proceeding is in accordance with the order.
Criminal Code, R.S.C. 1985, c. C-46
15. No person shall be convicted of an offence in respect of an act or omission in obedience to the laws for the time
being made and enforced by persons in de facto possession of the sovereign power in and over the place where the act
or omission occurs.
.....
347.(1) Notwithstanding any Act of Parliament, every one who
(a) enters into an agreement or arrangement to receive interest at a criminal rate, or
(b) receives a payment or partial payment of interest at a criminal rate,
is guilty of
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(c) an indictable offence and is liable to imprisonment for a term not exceeding five years, or
(d) an offence punishable on summary conviction and is liable to a fine not exceeding twenty-five thousand dollars
or to imprisonment for a term not exceeding six months or to both.
III. Judicial History
A. Ontario Superior Court (2000), 185 D.L.R. (4th) 536
10 As this case raised no factual disputes, all parties agreed that summary judgment was the proper procedure on the motion.
Winkler J. found that the appellant's claim could not succeed in law and that there was no serious issue to be tried. In so finding,
he held that the "regulated industries defence" was not a complete defence to the claim. On his reading of the relevant case law,
the dominant consideration was whether the express statutory language affords a degree of flexibility to provincial regulators.
Section 347 affords no such flexibility, so the defence is not available.
11
Nor, in Winkler J.'s view, did s. 15 of the Criminal Code act as a defence. Section 15 was a provision of very limited
application, originally enacted to ensure that persons serving the Monarch de facto could not be tried for treason for remaining
faithful to the unsuccessful claimant to the throne. While it could have a more contemporary application, it was limited on its
face to actions or omissions occurring pursuant to the authority of a sovereign power. As the OEB was not a sovereign power,
it did not apply.
12 Winkler J. found that the proposed action was a collateral attack on the OEB's orders. The OEBA indicated repeatedly that
the OEB has exclusive control over matters within its jurisdiction. In addition, interested parties were welcome to participate
in OEB hearings, and OEB orders were reviewable. The appellant did not avail himself of any of these opportunities, choosing
instead to challenge the validity of the OEB orders in the courts. Winkler J. found that, unless attacked directly, OEB orders
are valid and binding upon the respondent and its consumers. The OEB was not a party to the instant proceeding and its orders
were not before the court. Winkler J. noted that the setting of rates is a balancing exercise, with LPPs being one factor under
consideration. Applying Sprint Canada Inc. v. Bell Canada (1997), 79 C.P.R. (3d) 31 (Ont. Gen. Div.), Ontario Hydro v. Kelly
(1998), 39 O.R. (3d) 107 (Ont. Gen. Div.), and Mahar v. Rogers Cablesystems Ltd. (1995), 25 O.R. (3d) 690 (Ont. Gen. Div.),
Winkler J. found that the instant action, although framed as a private dispute between two contractual parties, was in reality an
impermissible collateral attack on the validity of OEB orders. It would be inappropriate for the court to determine matters that
fall squarely within the OEB's jurisdiction. Moreover, this Court's decision in Garland #1 with respect to s. 347 provided the
OEB with ample legal guidance to deal with the matter.
13 In case he was incorrect in that finding, Winkler J. went on to find that s. 18 of the OEBA provided a complete defence to
the proposed action. He held that s. 18 was constitutionally valid because it did not interfere with Parliament's jurisdiction over
interest and the criminal law or, to the extent that it did, the interference was incidental. Although the respondent did not strictly
comply with the OEB order in that it waived LPPs for some customers, this did not preclude the respondent from relying on s. 18.
14
In case that finding was also mistaken, Winkler J. went on to consider whether the appellant's claim for restitution was
valid. The parties had conceded that the appellant had suffered a deprivation, and Winkler J. was satisfied that the respondent
had received a benefit. However, he found that the OEB's rate order constituted a valid juristic reason for the respondent's
enrichment.
15
Having reached those conclusions, Winkler J. declined to make a preservation order, as requested by the appellant,
allowed the respondent's motion for summary judgment and dismissed the appellant's action. By endorsement, he ordered costs
against the appellant.
B. Ontario Court of Appeal (2001), 208 D.L.R. (4th) 494
16
McMurtry C.J.O., for the majority, found that Winkler J. was incorrect in finding that there had been an impermissible
collateral attack on a decision of the OEB because the appellant was not challenging the merits or legality of the OEB order
6

or attempting to raise a matter already dealt with by the OEB. Rather, the proposed class action was based on the principles
of unjust enrichment and raised issues over which the OEB had no jurisdiction. As such, the courts had jurisdiction over the
proposed class action.
17
McMurtry C.J.O. further found that s. 25 of the 1998 OEBA (the equivalent provision to s. 18 of the 1990 OEBA) did
not provide grounds to dismiss the appellant's action. He did not agree that the respondent's failure to comply strictly with the
OEB orders made s. 25 inapplicable. Instead, he found that, while s. 25 provides a defence to any proceedings insofar as the act
or omission at issue is in accordance with the OEB order, legislative provisions restricting citizen's rights of action attract strict
construction (Berardinelli v. Ontario Housing Corp. (1978), [1979] 1 S.C.R. 275 (S.C.C.)). The legislature could not reasonably
be believed to have contemplated that an OEB order could mandate criminal conduct, and even wording as broad as that found
in s. 25 could not provide a defence to an action for restitution arising from an OEB order authorizing criminal conduct. He
noted that this decision was based on the principles of statutory interpretation, not on the federal paramountcy doctrine.
18
Section 15 of the Criminal Code did not provide the respondent with a defence either. It was of limited application and
is largely irrelevant in modern times. As for the "regulated industries defence," it did not apply because the case law did not
indicate that a company operating in a regulatory industry could act directly contrary to the Criminal Code.
19
Nonetheless, McMurty C.J.O. held that the appellant's unjust enrichment claim could not be made out. It had been
conceded that the appellant suffered a deprivation, but McMurtry C.J.O. held that the appellant failed to establish the other two
elements of the claim for unjust enrichment. While payment of money will normally be a benefit, McMurtry C.J.O. found that
the payment of the late penalties in this case did not confer a benefit on the respondent. Taking the "straightforward economic
approach" to the first two elements of unjust enrichment, as recommended in Peter v. Beblow, [1993] 1 S.C.R. 980 (S.C.C.),
McMurtry C.J.O. noted that the OEB sets rates with a view to meeting the respondent's overall revenue requirements. If the
revenue available from LPPs had been set lower, the other rates would have been set higher. Therefore, the receipt of the LPPs
was not an enrichment capable of giving rise to a restitutionary claim.
20
In case that conclusion was wrong, McMurtry C.J.O. went on to find that there was a juristic reason for any presumed
enrichment. Under this aspect of the test, moral and policy questions were open for consideration, and it was necessary to
consider what was fair to both the plaintiff and the defendant. It was therefore necessary to consider the statutory regime within
which the respondent operated. McMurtry C.J.O. noted that the respondent was required by statute to apply the LPPs; it had
been ordered to collect them and they were taken into account when the OEB made its rate orders. He found that it would be
contrary to the equities in this case to require the respondent to repay all the LPP charges collected since 1981. Such an order
would affect all of the respondent's customers, including the vast majority who consistently pay on time.
21
The appellant argued that a preservation order was required even if his arguments on restitution were not successful
because he could still be successful in arguing that the respondent could not enforce payment of the late penalties. As he had
found no basis for ordering restitution, McMurtry C.J.O. saw no reason to make a preservation order. Moreover, the order
requested would serve no practical purpose because it gave the respondent the right to spend the monies at stake. He dismissed
the appeal and the appellant's action. In so doing, he agreed with the motions judge that the appellant's claims for declaratory
and injunctive relief should not be granted.
22
As to costs, McMurtry C.J.O. found that there were several considerations that warranted overturning the order that
the appellant pay the respondent's costs. First, the order required him to pay the costs of his successful appeal to the Supreme
Court of Canada. Second, even though the respondent was ultimately successful, it failed on two of the defences it raised at the
motions stage and three of the defences it raised at the Court of Appeal. Third, the proceedings raised novel issues. McMurtry
C.J.O. found that each party should bear its own costs.
23
Borins J.A., writing in dissent, was of the opinion that the appeal should be allowed. He agreed with most of McMurtry
C.J.O.'s reasons, but found that the plaintiff class was entitled to restitution. In his opinion, the motions judge's finding that the
LPPs had enriched the respondent by causing it to have more money than it had before was supported by the evidence and the
authorities. Absent material error, he held, it was not properly reviewable.
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24
However, Borins J.A. found that the motions judge had erred in law in finding that there was a juristic reason for the
enrichment. The motions judge had failed to consider the effect of the Supreme Court of Canada decision that the charges
amount to interests at a criminal rate and that s. 347 of the Criminal Code prohibits the receipt of such interest. As a result of
this decision, Borins J.A. felt that the rate orders ceased to have any legal effect and could not provide a juristic reason for the
enrichment. A finding that the rate orders constituted a juristic reason for contravening s. 347 also allowed orders of a provincial
regulatory authority to override federal criminal law and removed a substantial reason for compliance with s. 347. Thus, he held
that allowing the respondent to retain the LPPs was contrary to the federal paramountcy doctrine.
25 According to Borins J.A., finding the OEB orders to constitute a juristic reason would also be contrary to the authorities
which have applied s. 347 in the context of commercial obligations. This line of cases required consideration of when restitution
should have been ordered and for what portion of the amount paid. Finally, it would allow the respondent to profit from its
own wrongdoing.
26
Borins J.A. was not sympathetic to the respondent's claims that its change of position should allow it to keep the
money it had collected in contravention of s. 347, even if it could have recovered the same amount of money on an altered
rate structure. He also noted that, in his opinion, the issue of recoverability should have been considered in the context of the
class action, not on the basis of the representative plaintiff's claim for $75. Borins J.A. would have allowed the appeal, set aside
the judgment dismissing the appellant's claim, granted partial summary judgment, and dismissed the respondent's motion for
summary judgment. The appellant would have been required to proceed to trial with respect to damages. He would also have
declared that the charging and receipt of LPPs by the respondent violates s. 347(1)(b) of the Criminal Code and that the LPPs
need not be paid by the appellant, and would have ordered that the respondent repay the LPPs received from the appellant, as
determined by the trial judge. He would also have ordered costs against the respondent.
27

It should be noted that on January 9, 2003, the Chief Justice stated the following constitutional question:
Are s. 18 of the Ontario Energy Board Act, R.S.O. 1990, c. O-13, and s. 25 of the Ontario Energy Board Act, 1998, S.O.
1998, c. 15, Sched. B, constitutionally inoperative by reason of the paramountcy of s. 347 of the Criminal Code, R.S.C.
1985, c. C-46?

As will be clear from the reasons below, I have found it unnecessary to answer the constitutional question.
IV. Issues
28
1. Does the appellant have a claim for restitution?
(a) Was the respondent enriched?
(b) Is there a juristic reason for the enrichment?
2. Can the respondent avail itself of any defence?
(a) Does the change of position defence apply?
(b) Does s. 18 (now s. 25) of the OEBA ("s. 18/25") shield the respondent from liability?
(c) Is the appellant engaging in a collateral attack on the orders of the Board?
(d) Does the "regulated industries" defence exonerate the respondent?
(e) Does the de facto doctrine exonerate the respondent?
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3. Other orders sought by the appellant
(a) Should this Court make a preservation order?
(b) Should this Court make a declaration that the LLPs need not be paid?
(c) What order should this Court make as to costs?
V. Analysis
29 My analysis will proceed as follows. First, I will assess the appellant's claim in unjust enrichment. Second, I will determine
whether the respondent can avail itself of any defences to the appellant's claim. Finally, I will address the other orders sought
by the appellant.
A. Unjust Enrichment
30 As a general matter, the test for unjust enrichment is well established in Canada. The cause of action has three elements:
(1) an enrichment of the defendant, (2) a corresponding deprivation of the plaintiff, and (3) an absence of juristic reason for
the enrichment (Becker v. Pettkus, [1980] 2 S.C.R. 834 (S.C.C.), at p. 848; Peel (Regional Municipality) v. Canada, [1992] 3
S.C.R. 762 (S.C.C.), at p. 784). In this case, the parties are agreed that the second prong of the test has been satisfied. I will
thus address the first and third prongs of the test in turn.
(a) Enrichment of the Defendant
31 In Peel, supra, at p. 790, McLachlin J. (as she then was) noted that the word "enrichment" connotes a tangible benefit which
has been conferred on the defendant. This benefit, she writes, can be either a positive benefit, such as the payment of money, or
a negative benefit, for example, sparing the defendant an expense which he or she would otherwise have incurred. In general,
moral and policy arguments have not been considered under this head of the test. Rather, as McLachlin J. wrote in Peter, supra,
at p. 990, "[t]his Court has consistently taken a straightforward economic approach to the first two elements of the test for unjust
enrichment." Other considerations, she held, belong more appropriately under the third element - absence of juristic reason.
32
In this case, the transactions at issue are payments of money by late payers to the respondent. It seems to me that, as
such, under the "straightforward economic approach" to the benefit analysis, this element is satisfied. Winkler J. followed this
approach and was satisfied that the respondent had received a benefit. "Simply stated," he wrote at para. 95, "as a result of each
LPP received by Consumers' Gas, the company has more money than it had previously and accordingly is enriched."
33
The majority of the Court of Appeal for Ontario disagreed. McMurtry C.J.O. found that while payment of money
would normally be a benefit, it was not in this case. He claimed to be applying the "straightforward economic approach"
as recommended in Peter, supra, but accepted the respondent's argument that because of the rate structure of the OEB, the
respondent had not actually been enriched. Because LPPs were part of a scheme designed to recover the respondent's overall
revenue, any increase in LPPs was offset by a corresponding decrease in regular rates. Thus, McMurty C.J.O. concluded, "[t]he
enrichment that follows from the receipt of LPPs is passed on to all [Consumers' Gas] customers in the form of lower gas
delivery rates" (para. 65). As a result, the real beneficiary of the scheme is not the respondent but is rather all of the respondent's
customers.
34
In his dissent, Borins J.A. disagreed with this analysis. He would have held that, where there is payment of money,
there is little controversy over whether or not a benefit was received and since a payment of money was received in this case,
a benefit was conferred on the respondent.
35 The respondent submits that it is not enough that the plaintiff has made a payment; rather, it must also be shown that the
defendant is "in possession of a benefit." It argues that McMurtry C.J.O. had correctly held that the benefit had effectively been
passed on to the respondent's customers, so the respondent could not be said to have retained the benefit. The appellant, on the
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other hand, maintains that the "straightforward economic analysis" from Peter, supra, should be applied and any other moral
or policy considerations should be considered at the juristic reason stage of the analysis.
36
I agree with the analysis of Borins J.A. on this point. The law on this question is relatively clear. Where money is
transferred from plaintiff to defendant, there is an enrichment. Transfer of money so clearly confers a benefit that it is the main
example used in the case law and by commentators of a transaction that meets the threshold for a benefit (see Peel, supra, at p.
790; Sharwood & Co. v. Municipal Financial Corp. (2001), 53 O.R. (3d) 470 (Ont. C.A.), at p. 478; Peter D. Maddaugh and
John D. McCamus, The Law of Restitution (Aurora, Ont.: Butterworths, 1990), at p. 38; Lord Goff and Gareth Jones, The Law
of Restitution, 6th ed. (London: Sweet & Maxwell, 2002), at p. 18). There simply is no doubt that Consumers' Gas received
the monies represented by the LPPs and had that money available for use in the carrying on of its business. The availability
of those funds constitutes a benefit to Consumers' Gas. We are not, at this stage, concerned with what happened to this benefit
in the ongoing operation of the regulatory scheme.
37
While the respondent rightly points out that the language of "received and retained" has been used with respect to the
benefit requirement (see, for example, Peel, supra, at p. 788), it does not make sense that it is a requirement that the benefit
be retained permanently. The case law does, in fact, recognize that it might be unfair to award restitution in cases where the
benefit was not retained, but it does so after the three steps for a claim in unjust enrichment have been made out by recognizing
a "change of position" defence (see, for example, Storthoaks (Rural Municipality) v. Mobil Oil Canada Ltd. (1975), [1976]
2 S.C.R. 147 (S.C.C.); RBC Dominion Securities Inc. v. Dawson (1994), 111 D.L.R. (4th) 230 (Nfld. C.A.)). Professor Jacob
S. Ziegel, in his comment on the Ontario Court of Appeal decision in this case, "Criminal Usury, Class Actions and Unjust
Enrichment in Canada" (2002), 18 Journal of Contract Law 121, at p. 126, suggests that McMurtry C.J.O.'s reliance on the
regulatory framework of the LPP in finding that a benefit was not conferred "was really a change of position defence." I agree
with this assessment. Whether recovery should be barred because the benefit was passed on to the respondent's other customers
ought to be considered under the change of position defence.
(b) Absence of Juristic Reason
(i) General Principles
38
In his original formulation of the test for unjust enrichment in Rathwell v. Rathwell, [1978] 2 S.C.R. 436 (S.C.C.), at p.
455 (adopted in Pettkus, supra, at p. 844), Dickson J. (as he then was) held in his minority reasons that for an action in unjust
enrichment to succeed:
. . . the facts must display an enrichment, a corresponding deprivation, and the absence of any juristic reason - such as a
contract or disposition of law - for the enrichment.
39
Later formulations of the test by this Court have broadened the types of factors that can be considered in the context of
the juristic reason analysis. In Peter, supra, at p. 990, McLachlin J. held that:
It is at this stage that the court must consider whether the enrichment and detriment, morally neutral in themselves, are
"unjust".
. . . The test is flexible, and the factors to be considered may vary with the situation before the court.
40
The "juristic reason" aspect of the test for unjust enrichment has been the subject of much academic commentary and
criticism. Much of the discussion arises out of the difference between the ways in which the cause of action of unjust enrichment
is conceptualized in Canada and in England. While both Canadian and English causes of action require an enrichment of the
defendant and a corresponding deprivation of the plaintiff, the Canadian cause of action requires that there be "an absence of
juristic reason for the enrichment" while English courts require "that the enrichment be unjust" (see discussion in L.D. Smith,
"The Mystery of 'Juristic Reason' " (2000), 12 S.C.L.R. (2d) 211, at pp. 212-213). It is not of great use to speculate on why
Dickson J. in Rathwell, supra, expressed the third condition as absence of juristic reason but I believe that he may have wanted
to ensure that the test for unjust enrichment was not purely subjective in order to be responsive to Martland J.'s criticism in his
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reasons that application of the doctrine of unjust enrichment contemplated by Dickson J. would require "immeasurable judicial
discretion" (p. 473). The importance of avoiding a purely subjective standard was also stressed by McLachlin J. in her reasons
in Peel, supra, at p. 802, in which she wrote that the application of the test for unjust enrichment should not be "case by case
'palm tree' justice."
41 Perhaps as a result of these two formulations of this aspect of the test, Canadian courts and commentators are divided in
their approach to juristic reason. As Borins J.A. notes in his dissent (at para. 105), while "some judges have taken the Pettkus
formulation literally and have attempted to decide cases by finding a 'juristic reason' for a defendant's enrichment, others have
decided cases by asking whether the plaintiff has a positive reason for demanding restitution." In his article, "The Mystery
of 'Juristic Reason,' " supra, which was cited at length by Borins J.A., Professor Smith suggests that it is not clear whether
the requirement of "absence of juristic reason" should be interpreted literally to require that plaintiffs show the absence of a
reason for the defendant to keep the enrichment or, as in the English model, the plaintiff must show a reason for reversing the
transfer of wealth. Other commentators have argued that in fact there is no difference beyond semantics between the Canadian
and English tests (see, for example, M. McInnes, "Unjust Enrichment - Restitution - Absence of Juristic Reason: Campbell v.
Campbell" (2000), 79 Can. Bar Rev. 459).
42
Professor Smith argues that, if there is in fact a distinct Canadian approach to juristic reason, it is problematic because
it requires the plaintiff to prove a negative, namely, the absence of a juristic reason. Because it is nearly impossible to do this,
he suggests that Canada would be better off adopting the British model, where the plaintiff must show a positive reason that it
would be unjust for the defendant to retain the enrichment. In my view, however, there is a distinctive Canadian approach to
juristic reason which should be retained but can be construed in a manner that is responsive to Smith's criticism.
43 It should be recalled that the test for unjust enrichment is relatively new to Canadian jurisprudence. It requires flexibility
for courts to expand the categories of juristic reasons as circumstances require and to deny recovery where to allow it would
be inequitable. As McLachlin J. wrote in Peel, supra, at p. 788, the Court's approach to unjust enrichment, while informed by
traditional categories of recovery, "is capable, however, of going beyond them, allowing the law to develop in a flexible way
as required to meet changing perceptions of justice." But, at the same time, there must also be guidelines that offer trial judges
and others some indication of what the boundaries of the cause of action are. The goal is to avoid guidelines that are so general
and subjective that uniformity becomes unattainable.
44
The parties and commentators have pointed out that there is no specific authority that settles this question. But recalling
that this is an equitable remedy that will necessarily involve discretion and questions of fairness, I believe that some redefinition
and reformulation is required. Consequently, in my view, the proper approach to the juristic reason analysis is in two parts.
First, the plaintiff must show that no juristic reason from an established category exists to deny recovery. By closing the list
of categories that the plaintiff must canvass in order to show an absence of juristic reason, Smith's objection to the Canadian
formulation of the test that it required proof of a negative is answered. The established categories that can constitute juristic
reasons include a contract (Pettkus, supra), a disposition of law (Pettkus, supra), a donative intent (Peter, supra), and other
valid common law, equitable or statutory obligations (Peter, supra). If there is no juristic reason from an established category,
then the plaintiff has made out a prima facie case under the juristic reason component of the analysis.
45 The prima facie case is rebuttable, however, where the defendant can show that there is another reason to deny recovery.
As a result, there is a de facto burden of proof placed on the defendant to show the reason why the enrichment should be retained.
This stage of the analysis thus provides for a category of residual defence in which courts can look to all of the circumstances
of the transaction in order to determine whether there is another reason to deny recovery.
46
As part of the defendant's attempt to rebut, courts should have regard to two factors: the reasonable expectations of the
parties and public policy considerations. It may be that when these factors are considered, the court will find that a new category
of juristic reason is established. In other cases, a consideration of these factors will suggest that there was a juristic reason in
the particular circumstance of a case but which does not give rise to a new category of juristic reason that should be applied
in other factual circumstances. In a third group of cases, a consideration of these factors will yield a determination that there
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was no juristic reason for the enrichment. In the latter cases, recovery should be allowed. The point here is that this area is an
evolving one and that further cases will add additional refinements and developments.
47
In my view, this approach to the juristic reason analysis is consistent with the general approach to unjust enrichment
endorsed by McLachlin J. in Peel, supra, where she stated that courts must effect a balance between the traditional "category"
approach, according to which a claim for restitution will succeed only if it falls within an established head of recovery, and the
modern "principled" approach, according to which relief is determined with reference to broad principles. It is also, as discussed
by Professor Smith, supra, generally consistent with the approach to unjust enrichment found in the civil law of Quebec (see,
for example, arts. 1493 and 1494 of the Civil Code of Quebec, S.Q. 1991, c. 64).
(ii) Application
48
In this case, the only possible juristic reason from an established category that could be used to justify the enrichment is
the existence of the OEB orders creating the LPPs under the "disposition of law" category. The OEB orders, however, do not
constitute a juristic reason for the enrichment because they are rendered inoperative to the extent of their conflict with s. 347 of
the Criminal Code. The plaintiff has thus made out a prima facie case for unjust enrichment.
49
Disposition of law is well established as a category of juristic reason. In Rathwell, supra, Dickson J. gave as examples
of juristic reasons "a contract or disposition of law" (p. 455). In Reference re Excise Tax Act (Canada), [1992] 2 S.C.R. 445
(S.C.C.) ("GST Reference"), Lamer C.J. held that a valid statute is a juristic reason barring recovery in unjust enrichment. This
was affirmed in Peter, supra, at p. 1018. Most recently, in Mack v. Canada (Attorney General) (2002), 60 O.R. (3d) 737 (Ont.
C.A.), the Ontario Court of Appeal held that the legislation which created the Chinese head tax provided a juristic reason which
prevented recovery of the head tax in unjust enrichment. In the leading Canadian text, The Law of Restitution, supra, McCamus
and Maddaugh discuss the phrase "disposition of law" from Rathwell, supra, stating, at p. 46:
. . . it is perhaps self-evident that an unjust enrichment will not be established in any case where enrichment of the defendant
at the plaintiff's expense is required by law.
It seems clear, then, that valid legislation can provide a juristic reason which bars recovery in restitution.
50 Consumers' Gas submits that the LPPs were authorized by the Board's rate orders, which qualify as a disposition of law. It
seems to me that this submission is predicated on the validity and operability of this scheme. The scheme has been challenged
by the appellant on the basis that it conflicts with s. 347 of the Criminal Code and, as a result of the doctrine of paramountcy,
is consequently inoperative. In the GST Reference, supra, Lamer C.J. held that legislation provides a juristic reason "unless the
statute itself is ultra vires" (p. 477). Given that legislation that would have been ultra vires the province cannot provide a juristic
reason, the same principle should apply if the provincial legislation is inoperative by virtue of the paramountcy doctrine. This
position is contemplated by Borins J.A. in his dissent when he writes, at para. 149:
In my view, it would be wrong to say that the rate orders do not provide [Consumers' Gas] with a defence under s. 18 of
the OEBA because they have been rendered inoperative by the doctrine of federal paramountcy, and then to breathe life
into them for the purpose of finding that they constitute a juristic reason for [Consumers' Gas's] enrichment.
51
As a result, the question of whether the statutory framework can serve as a juristic reason depends on whether the
provision is held to be inoperative. If the OEB orders are constitutionally valid and operative, they provide a juristic reason
which bars recovery. Conversely, if the scheme is inoperative by virtue of a conflict with s. 347 of the Criminal Code, then
a juristic reason is not present. In my view, the OEB rate orders are constitutionally inoperative to the extent of their conflict
with s. 347 of the Criminal Code.
52 The OEB rate orders require the receipt of LPPs at what is often a criminal rate of interest. Such receipt is prohibited by s.
347 of the Criminal Code. Both the OEB rate orders and s. 347 of the Criminal Code are intra vires the level of government that
enacted them. The rate orders are intra vires the province by virtue of s. 92(13) (property and civil rights) of the Constitution
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Act, 1867. Section 347 of the Criminal Code is intra vires the federal government by virtue of s. 91(19) (interest) and s. 91(27)
(criminal law power).
53
It should be noted that the Board orders at issue did not require Consumers' Gas to collect the LPPs within a period of
38 days. One could then make the argument that this was not an express operational conflict. But to my mind this is somewhat
artificial. I say this because at bottom it is a necessary implication of the OEB orders to require payment within this period. In
that respect it should be treated as an express order for purposes of paramountcy analysis. Consequently, there is an express
operational conflict between the rate orders and s. 347 of the Criminal Code in that it is impossible for Consumers' Gas to
comply with both provisions. Where there is an actual operational conflict, it is well settled that the provincial law is inoperative
to the extent of the conflict (Multiple Access Ltd. v. McCutcheon, [1982] 2 S.C.R. 161 (S.C.C.), at p. 191; M & D Farm Ltd. v.
Manitoba Agricultural Credit Corp., [1999] 2 S.C.R. 961 (S.C.C.)). As a result, the Board orders are constitutionally inoperative.
Because the Board orders are constitutionally inoperative, they do not provide a juristic reason. It therefore falls to Consumers'
Gas to show that there was a juristic reason for the enrichment outside the established categories in order to rebut the prima
facie case made out by the appellant.
54
The second stage of juristic reason analysis requires a consideration of reasonable expectations of the parties and public
policy considerations.
55 When the reasonable expectations of the parties are considered, Consumers' Gas's submissions are at first blush compelling.
Consumers' Gas submits, on the one hand, that late payers cannot have reasonably expected that there would be no penalty for
failing to pay their bills on time and, on the other hand, that Consumers' Gas could reasonably have expected that the OEB would
not authorize an LPP scheme that violated the Criminal Code. Because Consumers' Gas is operating in a regulated environment,
their reliance on OEB orders should be given some weight. An inability to rely on such orders would make it very difficult,
if not impossible, to operate in this environment. At this point, it should be pointed out that the reasonable expectation of the
parties regarding LPPs is achieved by restricting the LPPs to the limit prescribed by s. 347 of the Criminal Code and also would
be consistent with this Court's decision in Transport North American Express Inc. v. New Solutions Financial Corp., [2004]
1 S.C.R. 249, 2004 SCC 7 (S.C.C.).
56 Consumers' Gas's reliance on the orders would not provide a defence if it was charged under s. 347 of the Criminal Code
because they are inoperative to the extent of their conflict with s. 347. However, its reliance on the orders is relevant in the
context of determining the reasonable expectations of the parties in this second stage of the juristic reason analysis.
57 Finally, the overriding public policy consideration in this case is the fact that the LPPs were collected in contravention of
the Criminal Code. As a matter of public policy, a criminal should not be permitted to keep the proceeds of their crime (Oldfield
v. Transamerica Life Insurance Co. of Canada, [2002] 1 S.C.R. 742, 2002 SCC 22 (S.C.C.), at para. 11; New Solutions, supra).
Borins J.A. focused on this public policy consideration in his dissent. He held that, in light of this Court's decision in Garland
#1, allowing Consumers' Gas to retain the LPPs collected in violation of s. 347 would let Consumers' Gas profit from a crime
and benefit from its own wrongdoing.
58 In weighing these considerations, from 1981-1994, Consumers' Gas's reliance on the inoperative OEB orders provides a
juristic reason for the enrichment. As the parties have argued, there are three possible dates from which to measure the unjust
enrichment: 1981, when s. 347 of the Criminal Code was enacted, 1994, when this action was commenced, and 1998, when this
Court held in Garland #1 that the LPPs were limited by s. 347 of the Criminal Code. For the period between 1981 and 1994,
when the current action was commenced, there is no suggestion that Consumers' Gas was aware that the LPPs violated s. 347
of the Criminal Code. This mitigates in favour of Consumers' Gas during this period. The reliance of Consumers' Gas on the
OEB orders, in the absence of actual or constructive notice that the orders were inoperative is sufficient to provide a juristic
reason for Consumers' Gas's enrichment during this first period.
59
However, in 1994 when this action was commenced, Consumers' Gas was put on notice of the serious possibility that
it was violating the Criminal Code in charging the LPPs. This possibility became a reality when this Court held that the LLPs
were in excess of the s. 347 limit. Consumers' Gas could have requested that the OEB alter its rate structure until the matter was
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adjudicated in order to ensure that it was not in violation of the Criminal Code or asked for contingency arrangements to be
made. Its decision not to do this, as counsel for the appellant pointed out in oral submissions, was a "gamble." After the action
was commenced and Consumers' Gas was put on notice that there was a serious possibility the LPPs violated the Criminal
Code, it was no longer reasonable for Consumers' Gas to rely on the OEB rate orders to authorize the LPPs.
60 Moreover, once this Court held that LPPs were offside, for purposes of unjust enrichment, it is logical and fair to choose
the date on which the action for redress commenced. Awarding restitution from 1981 would be unfair to the respondent since
it was entitled to reasonably rely on the OEB orders until the commencement of this action in 1994. Awarding restitution from
1998 would be unfair to the appellant. This is because it would permit the respondent to retain LPPs collected in violation of s.
347 after 1994 when it was no longer reasonable for the respondent to have relied on the OEB orders and the respondent should
be presumed to have known the LPPs violated the Criminal Code. Further, awarding restitution from 1998 would deviate from
the general rule that monetary remedies like damages and interest are awarded as of the date of occurrence of the breach or as
of the date of action rather than the date of judgment.
61
Awarding restitution from 1994 appropriately balances the respondent's reliance on the OEB orders from 1981-1994
with the appellant's expectation of recovery of monies that were charged in violation of the Criminal Code once the serious
possibility that the OEB orders were inoperative had been raised. As a result, as of the date this action was commenced in 1994,
it was no longer reasonable for Consumers' Gas to rely on the OEB orders to insulate them from liability in a civil action of this
type for collecting LPPs in contravention of the Criminal Code. Thus, after the action was commenced in 1994, there was no
longer a juristic reason for the enrichment of the respondent, so the appellant is entitled to restitution of the portion of monies
paid to satisfy LPPs that exceeded an interest rate of 60 per cent, as defined in s. 347 of the Criminal Code.
B. Defences
62
Having held that the appellant's claim for unjust enrichment is made out for LPPs paid after 1994, it remains to be
determined whether the respondent can avail itself of any defences raised. It is only necessary to consider the defences for the
period after 1994, when the elements of unjust enrichment are made out, and thus I will not consider whether the defences
would have applied if there had been unjust enrichment before 1994. I will address each defence in turn.
(a) Change of Position Defence
63
Even where the elements of unjust enrichment are made out, the remedy of restitution will be denied where an innocent
defendant demonstrates that it has materially changed its position as a result of an enrichment such that it would be inequitable
to require the benefit to be returned (Storthoaks, supra). In this case, the respondent says that any "benefit" it received from
the unlawful charges was passed on to other customers in the form of lower gas delivery rates. Having "passed on" the benefit,
it says, it should not be required to disgorge the amount of the benefit (a second time) to overcharged customers, such as the
appellant. The issue here, however, is not the ultimate destination within the regulatory system of an amount of money equivalent
to the unlawful overcharges, nor is this case concerned with the net impact of these overcharges on the respondent's financial
position. The issue is whether, as between the overcharging respondent and the overcharged appellant, the passing of the benefit
on to other customers excuses the respondent of having overcharged the appellant.
64
The appellant submits that the defence of change of position is not available to a defendant who is a wrongdoer and
that, since the respondent in this case was enriched by its own criminal misconduct, it should not be permitted to avail itself
of the defence. I agree. The rationale for the change of position defence appears to flow from considerations of equity. G.H.L.
Fridman writes that "[o]ne situation which would appear to render it inequitable for the defendant to be required to disgorge a
benefit received from the plaintiff in the absence of any wrongdoing on the part of the defendant would be if he has changed
his position for the worse as a result of the receipt of the money in question" (Restitution, 2nd ed. (Toronto: Carswell, 1992),
at p. 458). In the leading British case on the defence, Gorman v. Karpnale Ltd. (1991), [1992] 4 All E.R. 512 (U.K. H.L.),
Lord Goff stated (at p. 533):
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[I]t is right that we should ask ourselves: why do we feel that it would be unjust to allow restitution in cases such as these
[where the defendant has changed his or her position]? The answer must be that, where an innocent defendant's position
is so changed that he will suffer an injustice if called upon to repay or to repay in full, the injustice of requiring him so to
repay outweighs the injustice of denying the plaintiff restitution.
65 If the change of position defence is intended to prevent injustice from occurring, the whole of the plaintiff's and defendant's
conduct during the course of the transaction should be open to scrutiny in order to determine which party has a better claim.
Where a defendant has obtained the enrichment through some wrongdoing of his own, he cannot then assert that it would be
unjust to return the enrichment to the plaintiff. In this case, the respondent cannot avail itself of this defence because the LPPs
were obtained in contravention of the Criminal Code and, as a result, it cannot be unjust for the respondent to have to return them.
66 Thus, the change of position defence does not help the respondent in this case. Even assuming that the respondent would
have met the other requirements set out in Storthoaks, supra, the respondent cannot avail itself of the defence because it is
not an "innocent" defendant given that the benefit was received as a result of a Criminal Code violation. It is not necessary,
as a result, to discuss change of position in a comprehensive manner and I leave a fuller development of the other elements
of this defence to future cases.
(b) Section 18/25 of the Ontario Energy Board Act
67
The respondent raises a statutory defence found formerly in s. 18 and presently in s. 25 of the 1998 OEBA. The former
and the present sections are identical and read:
An order of the Board is a good and sufficient defence to any proceeding brought or taken against any person in so far as
the act or omission that is the subject of the proceeding is in accordance with the order.
I agree with McMurty C.J.O. that this defence should be read down so as to exclude protection from civil liability damage
arising out of Criminal Code violations. As a result, the defence does not apply in this case and we do not have to consider
the constitutionality of the section.
68
McMurtry C.J.O. was correct in his holding that legislative provisions purporting to restrict a citizen's rights of action
should attract strict construction (Berardinelli, supra). In this case, I again agree with McMurtry C.J.O. that the legislature could
not reasonably be believed to have contemplated that an OEB order could mandate criminal conduct, despite the broad wording
of the section. Section 18/25 thus cannot provide a defence to an action for restitution arising from an OEB order authorizing
criminal conduct. As a consequence, like McMurtry C.J.O., I find the argument on s. 18/25 to be unpersuasive.
69
Because I find that it could not have been the intention of the legislature to bar civil claims stemming from acts that
offend the Criminal Code, on a strict construction, s. 18/25 cannot protect Consumers' Gas from these types of claims. If the
provincial legislature had wanted to eliminate the possibility of such actions, it should have done so explicitly in the provision.
In the absence of such explicit provision, s. 18/25 must be read so as to exclude from its protection civil actions arising from
violations of the Criminal Code and thus does not provide a defence for the respondent in this case.
(c) Exclusive Jurisdiction and Collateral Attack
70 McMurtry C.J.O. was also correct in his holding that the OEB does not have exclusive jurisdiction over this dispute. While
the dispute does involve rate orders, at its heart it is a private law matter under the competence of civil courts and, consequently,
the Board does not have jurisdiction to order the remedy sought by the appellant.
71
In addition, McMurtry C.J.O. is correct in holding that this action does not constitute an impermissible collateral attack
on the OEB's order. The doctrine of collateral attack prevents a party from undermining previous orders issued by a court or
administrative tribunal (see Toronto (City) v. C.U.P.E., Local 79, [2003] 3 S.C.R. 77, 2003 SCC 63 (S.C.C.); Donald J. Lange,
The Doctrine of Res Judicata in Canada (Markham, Ont.: Butterworths, 2000), at pp. 369-370). Generally, it is invoked where
the party is attempting to challenge the validity of a binding order in the wrong forum, in the sense that the validity of the
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order comes into question in separate proceedings when that party has not used the direct attack procedures that were open to
it (i.e., appeal or judicial review). In R. v. Wilson, [1983] 2 S.C.R. 594 (S.C.C.), at p. 599, this Court described the rule against
collateral attack as follows:
It has long been a fundamental rule that a court order, made by a court having jurisdiction to make it, stands and is binding
and conclusive unless it is set aside on appeal or lawfully quashed. It is also well settled in the authorities that such an
order may not be attacked collaterally - and a collateral attack may be described as an attack made in proceedings other
than those whose specific object is the reversal, variation, or nullification of the order or judgment.
Based on a plain reading of this rule, the doctrine of collateral attack does not apply in this case because here the specific
object of the appellant's action is not to invalidate or render inoperative the Board's orders, but rather to recover money that was
illegally collected by the respondent as a result of Board orders. Consequently, the collateral attack doctrine does not apply.
72
Moreover, the appellant's case lacks other hallmarks of collateral attack. As McMurtry C.J.O. points out at para. 30
of his reasons, the collateral attack cases all involve a party, bound by an order, seeking to avoid the effect of that order by
challenging its validity in the wrong forum. In this case, the appellant is not bound by the Board's orders; therefore, the rationale
behind the rule is not invoked. The fundamental policy behind the rule against collateral attack is to "maintain the rule of law
and to preserve the repute of the administration of justice" (R. v. Litchfield, [1993] 4 S.C.R. 333 (S.C.C.), at p. 349). The idea
is that if a party could avoid the consequences of an order issued against it by going to another forum, this would undermine
the integrity of the justice system. Consequently, the doctrine is intended to prevent a party from circumventing the effect of
a decision rendered against it.
73
In this case, the appellant is not the object of the orders and thus there can be no concern that he is seeking to avoid
the orders by bringing this action. As a result, a threat to the integrity of the system does not exist because the appellant is not
legally bound to follow the orders. Thus, this action does not appear, in fact, to be a collateral attack on the Board's orders.
(d) The Regulated Industries Defence
74 The respondent submits that it can avail itself of the "regulated industries defence" to bar recovery in restitution because
an act authorized by a valid provincial regulatory scheme cannot be contrary to the public interest or an offence against the state
and, as a result, the collection of LPPs pursuant to orders issued by the OEB cannot be considered to be contrary to the public
interest and thus cannot be contrary to s. 347 of the Criminal Code.
75
Winkler J. held that the underlying purpose of the defence, regulation of monopolistic industries in order to ensure "just
and reasonable" rates for consumers, would be served in the circumstances and, as a result, the defence would normally apply.
However, because of the statutory language of s. 347, Winkler J. determined that the defence was not permitted in this case.
He wrote, at para. 34, "[t]he defendant can point to no case which allows the defence unless the federal statute in question uses
the word 'unduly' or the phrase 'in the public interest.' " Absent such recognition in the statute of "public interest," he held, no
leeway for provincial exceptions exist.
76
I agree with the approach of Winkler J. The principle underlying the application of the defence is delineated in Canada
(Attorney General) v. Law Society (British Columbia), [1982] 2 S.C.R. 307 (S.C.C.), at p. 356:
When a federal statute can be properly interpreted so as not to interfere with a provincial statute, such an interpretation is
to be applied in preference to another applicable construction which would bring about a conflict between the two statutes.
Estey J. reached this conclusion after canvassing the cases in which the regulated industries defence had been applied. Those
cases all involved conflict between federal competition law and a provincial regulatory scheme, but the application of the
defence in those cases had to do with the particular wording of the statutes in question. While I cannot see a principled reason
why the defence should not be broadened to apply to cases outside the area of competition law, its application should flow from
the above enunciated principle.
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77
Winkler J. was correct in concluding that, in order for the regulated industries defence to be available to the respondent,
Parliament needed to have indicated, either expressly or by necessary implication, that s. 347 of the Criminal Code granted
leeway to those acting pursuant to a valid provincial regulatory scheme. If there were any such indication, I would say that it
should be interpreted, in keeping with the above principle, not to interfere with the provincial regulatory scheme. But s. 347
does not contain the required indication for exempting a provincial scheme.
78
This view is further supported by this Court's decision in R. v. Jorgensen, [1995] 4 S.C.R. 55 (S.C.C.). In that case, the
accused was charged with "'knowingly' selling obscene material 'without lawful justification or excuse' " (para. 44). The accused
argued that the Ontario Film Review Board had approved the videotapes; therefore, it had a lawful justification or excuse. This
Court considered whether approval by a provincial body could displace a criminal charge. Sopinka J., for the majority, held
that in order to exempt acts taken pursuant to a provincial regulatory body from the reach of the criminal law, Parliament must
unequivocally express this intention in the legislative provision in issue (at para. 118):
While Parliament has the authority to introduce dispensation or exemption from criminal law in determining what is and
what is not criminal, and may do so by authorizing a provincial body or official acting under provincial legislation to issue
licences and the like, an intent to do so must be made plain.
79
The question of whether the regulated industries defence can apply to the respondent is actually a question of whether
s. 347 of the Criminal Code can support the notion that a valid provincial regulatory scheme cannot be contrary to the public
interest or an offence against the state. In the previous cases involving the regulated industries defence, the language of "the
public interest" and "unduly" limiting competition has always been present. The absence of such language from s. 347 of the
Criminal Code precludes the application of this defence in this case.
(e) De Facto Doctrine
80 Consumers' Gas submits that because it was acting pursuant to a disposition of law that was valid at the time - the Board
orders - they should be exempt from liability by virtue of the de facto doctrine. This argument cannot succeed. Consumers' Gas
is not a government official acting under colour of authority. While the respondent points to the Board orders as justification
for its actions, this does not bring the respondent into the purview of the de facto doctrine because the case law does not
support extending the doctrine's application beyond the acts of government officials. The underlying purpose of the doctrine
is to preserve law and order and the authority of the government. These interests are not at stake in the instant litigation. As a
result, Consumers' Gas cannot rely on the de facto doctrine to resist the plaintiff's claim.
81 Furthermore, the de facto doctrine attaches to government and its officials in order to protect and maintain the rule of law
and the authority of government. An extension of the doctrine to a private corporation that is simply regulated by a government
authority is not supported by the case law and, in my view, does not further the underlying purpose of the doctrine. In Reference
re Language Rights Under s. 23 of Manitoba Act, 1870 & s. 133 of Constitution Act, 1867, [1985] 1 S.C.R. 721 (S.C.C.), this
Court held, at p. 756, that:
There is only one true condition precedent to the application of the doctrine: the de facto officer must occupy his or her
office under colour of authority.
It cannot be said that Consumers' Gas was a de facto officer acting under colour of authority when it charged LPPs to customers.
Consumers' Gas is a private corporation acting in a regulatory context, not an officer vested with some sort of authority. When
charging LPPs, Consumers' Gas is engaging in commerce, not issuing a permit or passing a by-law.
82 In rejecting the application of the de facto doctrine here, I am cognizant of the passage in Reference re Language Rights,
at p. 757, cited by the intervener Toronto Hydro and which, at first glance, appears to imply that the de facto doctrine might
apply to private corporations:
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. . . the de facto doctrine will save those rights, obligations and other effects which have arisen out of actions performed
pursuant to invalid Acts of the Manitoba Legislature by public and private bodies corporate, courts, judges, persons
exercising statutory powers and public officials. [Emphasis added.]
83 While this passage appears to indicate that "private bodies corporate" are protected by the doctrine, it must be read in the
context of the entire judgment. Earlier, at p. 755, the Court referred to the writings of Judge A. Constantineau in The De Facto
Doctrine (1910), at pp. 3-4. The following excerpt from that passage is relevant:
The de facto doctrine is a rule or principle of law which . . . recognizes the existence of, and protects from collateral
attack, public or private bodies corporate, which, though irregularly or illegally organized, yet, under color of law, openly
exercise the powers and functions of regularly created bodies . . . [Emphasis added.]
In this passage, I think it is clear that the Court's reference to "private bodies corporate" is limited to issues affecting the creation
of the corporation, for example, where a corporation was incorporated under an invalid statute. It does not suggest that the acts
of the corporation are shielded from liability by virtue of the de facto doctrine.
84

This view finds further support in the following passage from the judgment (at p. 755):
That the foundation of the principle is the more fundamental principle of the rule of law is clearly stated by Constantineau
in the following passage (at pp. 5-6):
Again, the doctrine is necessary to maintain the supremacy of the law and to preserve peace and order in the community
at large, since any other rule would lead to such uncertainty and confusion, as to break up the order and quiet of
all civil administration. Indeed, if any individual or body of individuals were permitted, at his or their pleasure, to
challenge the authority of and refuse obedience to the government of the state and the numerous functionaries through
whom it exercises its various powers, or refuse to recognize municipal bodies and their officers, on the ground of
irregular existence or defective titles insubordination and disorder of the worst kind would be encouraged, which
might at any time culminate in anarchy.

The underlying purpose of the doctrine is to preserve law and order and the authority of the government. These interests are not
at stake in the instant litigation. In sum, I find no merit in Consumers' Gas's argument that the de facto doctrine shields it from
liability and, as a result, this doctrine should not be a bar to the appellant's recovery.
C. Other Orders Requested
(a) Preservation Order
85 The appellant, Garland, requests an "Amax-type" preservation order on the basis that the LPPs continue to be collected at a
criminal rate during the pendency of this action, and these payments would never have been made but for the delays inherent in
litigation (Amax Potash Ltd. v. Saskatchewan (1976), [1977] 2 S.C.R. 576 (S.C.C.)). In my view, however, a preservation order
is not appropriate in this case. Consumers' Gas has now ceased to collect the LPPs at a criminal rate. As a result, if a preservation
order were made, there would be no future LPPs to which it could attach. Even with respect to the LPPs paid between 1994 and
the present, to which such an order could attach, a preservation order should not be granted for three further reasons: (1) such
an order would serve no practical purpose, (2) the appellant has not satisfied the criteria in the Ontario Rules of Civil Procedure,
R.R.O. 1990, Reg. 194, and (3) Amax Potash Ltd. can be distinguished from this case.
86
First, the appellant has not alleged that Consumers' Gas is an impecunious defendant or that there is any other reason to
believe that Consumers' Gas would not satisfy a judgment against it. Even if there were some reason to believe that Consumers'
Gas would not satisfy such a judgment, an Amax Potash Ltd.-type order allows the defendant to spend the monies being held
in the ordinary course of business - no actual fund would be created. So the only thing that a preservation order would achieve
would be to prevent Consumers' Gas from spending the money earned from the LPPs in a non-ordinary manner (for example,
such as moving it off-shore), which the appellant has not alleged is likely to occur absent the order.
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87
Second, the respondent submits that by seeking a preservation order the appellant is attempting to avoid R. 45.02 of the
Ontario Rules of Civil Procedure, the only source of jurisdiction in Ontario to make a preservation order. The Rules of Civil
Procedure apply to class proceedings and do not permit such an order in these circumstances. Rule 45.02 provides that, "Where
the right of a party to a specific fund is in question, the court may order the fund to be paid into court or otherwise secured on
such terms as are just" (emphasis added). The respondent submits that the appellant is not in fact claiming a specific fund here.
In the absence of submissions by the appellant on this issue, I am of the view that the appellant has not satisfied the criteria set
out in the Ontario Rules of Civil Procedure and that this Court could refuse to grant the order requested on this basis.
88
Finally, the appellant's use of Amax Potash Ltd., supra, as authority for the type of order sought is without merit. The
appellant has cited the judgment very selectively. The portion of the judgment the appellant cites in his written submissions
reads in full (at p. 598):
Apart from the Rules this Court has the discretion to make an order as requested by appellants directing the Province of
Saskatchewan to hold, as stakeholder, such sums as are paid by the appellants pursuant to the impugned legislation but with
the right to use such sums in the interim for Provincial purposes, and with the obligation to repay them with interest in the
event the legislation is ultimately held to be ultra vires. Such an order, however, would be novel, in giving the stakeholder
the right to spend the moneys at stake, and I cannot see that it would serve any practical purpose. [Emphasis added.]
The Court in Amax went on to refuse to make the order. So while the appellant is right that the Court in Amax failed to reject
the hypothetical possibility of making such an order in the future, it seems to me that in this case, as in Amax, such an order
would serve no practical purpose. For these reasons, I find there is no basis for making a preservation order in this case.
(b) Declaration that the LPPs Need Not Be Paid
89
The appellant also seeks a declaration that the LPPs need not be paid. Given that the respondent asserts that the LPP
is no longer charged at a criminal rate, issuing such a declaration would serve no practical purpose and, as a result, such a
declaration should not be made.
(c) Costs
90
The appellant is entitled to his costs throughout. This should be understood to mean that, regardless of the outcome of
any future litigation, the appellant is entitled to his costs in the proceedings leading up to and including Garland #1 and this
appeal. In addition, in oral submissions counsel for the Law Foundation of Ontario made the point that in order to reduce costs
in future class actions, "litigation by instalments," as occurred in this case, should be avoided. I agree. On this issue, I endorse
the comments of McMurty C.J.O., at para. 76 of his reasons:
In this context, I note the protracted history of these proceedings cast some doubt on the wisdom of hearing a case in
instalments, as was done here. Before employing an instalment approach, it should be considered whether there is potential
for such a procedure to result in multiple rounds of proceedings through various levels of court. Such an eventuality is to
be avoided where possible, as it does little service to the parties or to the efficient administration of justice.
VI. Disposition
91 For the foregoing reasons, I would allow the appeal with costs throughout, set aside the judgment of the Ontario Court of
Appeal, and substitute therefor an order that Consumers' Gas repay LPPs collected from the appellant in excess of the interest
limit stipulated in s. 347 after the action was commenced in 1994 in an amount to be determined by the trial judge.
Appeal allowed.
Pourvoi accueilli.
Footnotes
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*

On June 2, 2004, the court issued a corrigendum correcting text; the change has been incorporated herein.
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Tab 20

PATENTED MEDICINE PRICES REVIEW BOARD
IN THE MATTER OF the Patent Act, R.S.C. 1985, c. P-4,
as amended
AND IN THE MATTER OF Alexion Pharmaceuticals Inc.
and the medicine "Soliris"

REASONS FOR DECISION
(Various Motions Related to Procedural Matters
Heard on October 28, 2015)
1.

On October 28, 2015, the panel (the "Panel") of the Patented Medicine Prices

Review Board (the "Board") seized with this proceeding heard five motions related to
this matter. Four of the motions were brought by the Respondent, Alexion
Pharmaceuticals Inc. ("Alexion" or the "Respondent"). The remaining motion was
brought by Board Staff.
2.

Alexion seeks the following relief:
(a)

An Order striking out paragraphs 1 and 3, and Appendix A of the Further
Amended Notice of Appearance of the Minister of Health for British
Columbia dated June 26, 2015;

(b)

An Order striking out paragraph 7 and the amended portion of paragraph 9
of Board Staff's Amended Reply dated September 1, 2015 (the "Amended
Reply");

(c)

An Order requiring Board Staff to provide disclosure of various documents
and evidence; and

(d)

An Order designating certain attachments to the Affidavit of Danielle
Marshall sworn on June 5, 2015 filed by Alexion as confidential, and an

-2Order designating as confidential future evidence of a similar nature that
may be disclosed in this proceeding.
3.

Board Staff seeks an Order striking out paragraph 37 and the second sentence

of paragraph 38 of Alexion's Amended Response dated July 17, 2015 (the "Amended
Response").
4.

The Panel will deal with each motion separately below. Based on the reasons

that follow, the Panel makes the following Orders:
(a)

Alexion's motion to strike portions of the Further Amended Notice of
Appearance of the Minister of Health for British Columbia is dismissed;

(b)

Alexion's motion to strike paragraph 7 and the amended portion of
paragraph 9 of the Amended Reply is dismissed. However, Alexion is
granted leave to file a Surreply within 10 days of this Order if Alexion
wishes to respond to the allegations related to subsection 85(2) of the
Patent Act (the "Patent Act") 1 found in the Amended Reply;

(c)

With respect to Alexion's motion requiring Board Staff to provide
disclosure of various documents and evidence, the parties have
exchanged a number of documents upon which they may rely at the
hearing. The Panel orders that Board Staff and Alexion shall exchange
documents on which they intend to rely upon at the hearing, to the extent
identified, within 30 days of the date of this Order;

(d)

Alexion's request to designate as confidential certain attachments to the
Affidavit of Danielle Marshall is granted. A protocol is attached at Appendix
"A" to these reasons outlining the procedure to be followed with respect to
claims of confidentiality for records to be filed in this proceeding; and

(e)

Board Staff's motion to strike out paragraph 37 and the second sentence
of paragraph 38 of the Amended Response is granted.

1

R.S.C. 1985, c. P-4.

-3Background
5.

Soliris (eculizumab) 10mg/mL ("Soliris") is indicated for the treatment of

Paroxysmal Nocturnal Hemoglobinuria (PNH), a rare and life-threatening blood disorder
that is characterized by complement-mediated hemolysis (the destruction of red blood
cells).
6.

Soliris is also approved as a treatment for patients with atypical hemolytic uremic

syndrome (aHUS), a rare and life-threatening genetic disorder characterized by
"complement-mediated thrombotic microangiopathy" or TMA (blood clots in small
vessels).
7.

Soliris is sold in Canada by the Respondent, Alexion. Board Staff has determined

that the Respondent is selling Soliris at a price that is excessive and seeks an Order
under section 83 of the Patent Act requiring Alexion to, inter alia, discontinue the sale of
Soliris at a price that is alleged to be excessive and to offset the allegedly excess
revenues that Alexion has generated from prior sales of Soliris.
8.

On January 22, 2015, the Board issued a Notice of Hearing to require a public

hearing with respect to Board Staff's allegations of excessive pricing of Soliris.
9.

The purpose of the hearing is to determine whether, under sections 83 and 85 of

the Patent Act, the Respondent is selling or has sold Soliris in any market in Canada at
a price that, in the Board's opinion, is or was excessive, and if so, what order, if any,
should be made.
10.

In a motion heard on September 16, 2015, Alexion raised allegations of conflicts

of interest and reasonable apprehensions of bias on the part of a number of the
individual counsel involved in this proceeding and the Chairperson of the Board. The
Panel dismissed this motion in a decision dated October 5, 2015. 2

2

Board Decision – Respondent's Motion Relating to Conflicts of Interest (October 5, 2015): http://pmprbcepmb.gc.ca/CMFiles/Hearings%20and%20Decisions/Decisions%20and%20Orders/MotionRelatingtoConfli
ctsofInterest-October5thdecision-Final.pdf.
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At a pre-hearing conference held on October 28, 2015, the Panel heard five

motions relating to procedural issues in respect of this proceeding. The Panel's reasons
with respect to each motion are set out in the separate sections that follow.
Motion to Strike Further Amended Notice of Appearance of Minister of Health
12.

Alexion seeks an Order striking out paragraphs 1 and 3, and Appendix A of the

Further Amended Notice of Appearance of the Minister of Health for British Columbia
(the "Minister") dated June 26, 2015.
(a)
13.

Relevant Facts

As outlined below, the facts relevant to this motion are somewhat complex as a

result of earlier objections and other procedural issues that have occurred in respect of
the filing of the Notice of Appearance by the Minister.
14.

On March 9, 2015, the Minister filed a Notice of Appearance in this proceeding

(the "Initial Notice of Appearance"). In the Initial Notice of Appearance, the Minister,
on his own behalf and on behalf of the Minister of Health for the Province of Manitoba
(collectively, the "Ministers of Health"), provided notice of their intention to make
representations supporting the proposed orders of the Board on the basis set out by
Board Staff in the Statement of Allegations.
15.

The Initial Notice of Appearance also indicated that the Ministers of Health

intended to rely upon the material facts set out in the Statement of Allegations and upon
the documents noted in the List of Attachments to the Statement of Allegations filed by
Board Staff. In addition, the Ministers of Health stated in the Initial Notice of Appearance
that they also intended to rely on affidavit evidence to be filed at a later date.
16.

On March 13, 2015, the Secretary of the Board wrote to the Ministers of Health

advising that the Ministers of Health failed to meet the requirements of Rule 21(2) of the
Patented Medicine Prices Review Board Rules of Practice and Procedure (the "PMPRB
Rules")3 as the Initial Notice of Appearance filed by the Ministers of Health failed to
3

SOR/2012-247.

-5adequately specify the representations or material upon which the Ministers of Health
intended to rely at the hearing. The letter from the Secretary of the Board indicated that
if the Ministers of Health did not submit an amended Notice of Appearance, they may
not be permitted to file evidence at the hearing beyond that which is listed in the Initial
Notice of Appearance.
17.

On March 17, 2015, the Ministers of Health requested the right to amend the

Initial Notice of Appearance to provide further particulars of the material facts upon
which the Ministers of Health intend to rely and to permit the Minister to also make
representations on behalf of the Ministers of Health for Ontario and for Newfoundland
and Labrador (hereafter, included in the "Ministers of Health").
18.

The Respondent objected to the filing of an amended Notice of Appearance by

the Ministers of Health. Board Staff did not oppose such an amendment. On March 26,
2015, the Board issued an order extending the time to allow the Ministers of Health to
file an Amended Notice of Appearance (the "Amended Notice of Appearance").
19.

On April 2, 2015, the Ministers of Health filed the Amended Notice of

Appearance. The Ministers of Health also filed an affidavit sworn by Eric Lun, Executive
Director of the Drug Intelligence and Optimization Branch, Medical Beneficiary and
Pharmaceutical Services Division of the Ministry of Health of British Columbia, on which
the Minsters of Health intended to rely.
20.

In a letter dated April 16, 2015, Alexion objected to the filing of the Amended

Notice of Appearance and sought leave to cross-examine Mr. Lun on his affidavit. The
letter from Alexion's counsel states as follows, in pertinent part:
"While we acknowledge that the provincial Ministers may attend
the hearing and make representations under subsection 86(2) of
the Patent Act, the representations must be 'with respect to the
matter being heard'. The Patent Act does not confer a right to
make submissions on irrelevant issues, much less the right to
request an alternative remedy that goes beyond the Act and
Guidelines."

-621.

In response, the Ministers of Health sought leave from the Panel to withdraw the

affidavit from the record. At the hearing of the motion of the Respondent on June 23,
2015, the Ministers of Health were permitted to withdraw the affidavit.
22.

On June 26, 2015, the Ministers of Health filed a Further Amended Notice of

Appearance. In the Further Amended Notice of Appearance, the Ministers of Health set
out their intention to make additional representations as outlined in paragraphs 1 and 3
of the Further Amended Notice of Appearance. In paragraph 1 of the Further Amended
Notice of Appearance, the Ministers of Health state that they intend to make
representations supporting the orders sought by Board Staff, but also make
representations to request that the Panel issue the following relief pursuant to section
83 of the Patent Act:

23.

"(a)

the Respondent reduce the price of Soliris to a price
that does not exceed the lowest price for Soliris among
all comparator countries; and

(b)

the Respondent offset cumulative excess revenues that
it has received by paying to the federal government an
amount equal to the excess revenues the Board
estimates that the Respondent has generated from the
sale of Soliris at an excessive price, with the Board to
use the lowest price for Soliris among all comparator
countries as the basis for the calculation."

The intended submissions of the Ministers of Health with respect to the

appropriate relief to be granted by the Panel differ somewhat from the relief sought by
Board Staff. More specifically, the Ministers of Health intend to make representations in
support of an order to reduce the price of Soliris to a price that does not exceed the
"lowest price" among comparator countries, whereas Board Staff has sought an order to
reduce the price of Soliris to a price that does not exceed the "international median"
among the comparator countries.
24.

A statement of the representations that the Ministers of Health intend to make

and the material facts on which the Ministers of Health are relying are referenced in
paragraph 3 and set out in detail in Appendix A of the Further Amended Notice of
Appearance.

-7(b)
25.

Submissions of the parties

The Ministers of Health submit that subsection 86(2) of the Patent Act provides

explicit recognition of the unique position of the Ministers of Health in each province by
providing them with a right to intervene in proceedings under section 83 of the Patent
Act, as well as a broad discretion to make submissions that go beyond those expressly
identified in the Statement of Allegations of Board Staff.
26.

The Ministers of Health submit that they are not in the same position as

interveners in the proceeding. In this regard, the Ministers of Health rely on subsection
86(2) of the Patent Act which provides the Ministers of Health with a right to appear and
make representations in the proceeding. The Ministers of Health contrast this right with
the procedure applicable to interveners and in particular, Rule 20 of the PMPRB Rules,
which requires individuals who claim an interest in the subject matter of a proceeding to
bring a motion to the Board for leave to intervene. The Ministers of Health are not
required to make any such motion, but have a right to appear and make representations
before the Board.
27.

Further, pursuant to Rule 20(5) of the PMPRB Rules, the Board may grant or

deny a motion for intervener status, and the Board may impose any conditions or
restrictions on the intervention that it determines to be appropriate after considering
relevant factors. The Ministers of Health submit that Rule 21 of the PMPRB Rules,
which entitles provincial ministers of health to file a Notice of Appearance, does not
provide the Board with an analogous authority to impose conditions or restrictions on
the contents of the Notice of Appearance or on the representations that the Ministers of
Health may make to the Board.
28.

The Ministers of Health submit that there is a clear distinction between the

statutory entitlement of Ministers of Health to appear and make representations in a
matter before the Board and the ability of an interested party to seek status as an
intervener. The Ministers of Health submit that they are entitled to bring to the Board the
unique perspective of the Ministers of Health on the matters at issue in this proceeding.

-829.

Alexion submits that the Ministers of Health have advanced a new or different

case, and sought different relief, than Board Staff. Alexion submits that subsection 86(2)
of the Patent Act limits the representations of the Ministers of Health to "the matter
being heard" and the Ministers of Health are not able to seek alternative relief or make
submissions on issues other than those set out in the Statement of Allegations as filed
by Board Staff.
30.

Alexion further submits that the Ministers of Health intend to rely upon facts that

are beyond the scope of the proceeding, namely the following:

31.

(i)

recommendations made by the Common Drug Review
(CDR) in relation to reimbursement of Soliris by public drug
plans;

(ii)

the process by which public drug plans review medicines
such as Soliris for potential reimbursement;

(iii)

the cost of Soliris in comparison to other publicly-funded
medicines; and

(iv)

the importance of the public list price of a medicine in relation
to negotiations and other reimbursement policies.

The Respondent alleges that the factual and legal issues raised in the Further

Amended Notice of Appearance will complicate the proceeding and defeat the purpose
of ensuring the fair and expeditious resolution of this matter. Alexion alleges that the
allegations of the Ministers of Health are unfocussed general complaints about the price
of Soliris and have the potential to convert the hearing into a broad inquiry into the
procurement of patented medicines by public entities across Canada.
32.

In addition, Alexion submits that the remedy sought in the Further Amended

Notice of Appearance goes beyond the remedial approaches articulated in the Patented
Medicine Prices Review Board Guidelines and the Board's jurisprudence.
33.

Board Staff generally adopted the submissions of the Ministers of Health. In

addition, Board Staff disagreed with Alexion's submission that the position of the
Ministers of Health is inconsistent with that of Board Staff. Board Staff further submits
that the pleadings of the Ministers of Health relate to the same cause of action to be

-9heard by the Panel, namely, whether the price of Soliris is excessive under section 85 of
the Patent Act.
(c)
34.

Analysis

The Board has not previously considered subsection 86(2) and the scope of the

participation rights that should be afforded to provincial ministers of health in
proceedings under section 83 of the Patent Act. The parties agree that subsection 86(2)
of the Patent Act provides provincial ministers of health with a right of intervention in
respect of any hearing under section 83 of the Patent Act. Subsection 86(2) of the
Patent Act provides:
"The Board shall give notice to the Minister of Industry or such
other Minister as may be designated by the regulations and to
provincial ministers of the Crown responsible for health of any
hearing under section 83, and each of them is entitled to appear
and make representations to the Board with respect to the matter
being heard."
35.

In effect, subsection 86(2) recognizes that provincial ministers of health, as a

primary source of funding for the purchase of patented medicines, are uniquely situated
to provide information that may be relevant in the proper determination of the case. This
subsection provides the Ministers of Health with a right of intervention, including the
express right to appear and make representations to the Panel.
36.

The PMPRB Rules contemplate that the representations and evidence of the

Ministers of Health may be in addition to the evidence and representations that will be
made by the parties. For this reason, Rule 21(2) of the PMPRB Rules requires the
Ministers of Health to provide a concise statement of the representations, material facts
and evidence upon which the Ministers of Health intend to rely:
"A notice of appearance must set out the name and address of
the individual on whom service of any document intended for the
concerned minister may be effected and must be accompanied
by
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37.

(a)

a concise statement of the representations that the
concerned minister intends to make and the material
facts on which the concerned minister is relying, and

(b)

a list of the documents that may be used in evidence to
support the material facts on which the concerned
minister is relying."

Subsection 86(2) of the Patent Act and the PMPRB Rules are consistent with the

Panel's view that the rights of the Ministers of Health are not confined to merely
participating in this proceeding, but also include a right to an effective and meaningful
intervention. As the Patent Act and PMPRB Rules indicate, the Ministers of Health have
a broader role than simply presenting arguments on the issues expressly addressed by
Board Staff and the Respondent. The Ministers of Health may also lead evidence and
submit arguments on issues relevant to the matter before the Panel.
38.

Alexion made a number of submissions to the effect that the language of the

Patent Act limits the scope of representations by the Ministers of Health as subsection
86(2) provides that the Ministers of Health are only entitled to "appear and make
representations to the Board with respect to the matter being heard".
39.

First, it is not clear to what degree, if any, the phrase "with respect to the matter

being heard" limits the scope of the evidence and representations that may be made by
the Ministers of Health. It does not, in the Panel's view, prevent the Ministers of Health
from introducing evidence and making representations beyond those found in the
Statement of Allegations of Board Staff, provided that such evidence is relevant to the
matter before the Panel.
40.

Second, it is notable that the French version of subsection 86(2) of the Patent Act

does not include any reference to "the matter being heard" or other similar limitation on
intervention by the Ministers of Health:
"Le Conseil avise le ministre de l'Industrie, ou tout autre ministre
désigné par règlement, et les ministres provinciaux responsables
de la santé de toute audience tenue aux termes de l'article 83 et
leur donne la possibilité de présenter leurs observations."

- 11 41.

Overall, the rights of participation of the Ministers of Health include the right to

make representations and submit evidence on all issues that are relevant to the within
proceeding, irrespective of whether such representations or evidence are expressly set
out in the Statement of Allegations of Board Staff.
42.

This should not be read to suggest that there are no limits on the representations

and evidence that may be submitted by the Ministers of Health. The Panel is cognizant
of its obligations pursuant to subsection 97(1) of the Patent Act to conduct its
proceedings as expeditiously as the circumstances and considerations of fairness
permit, and this includes the need to control its process and avoid steps that will
unnecessarily prolong or complicate proceedings.
43.

The Respondent relies on the decision of Pfizer v. Canada (AG) ("Pfizer")4, and

submits that the Panel lacks jurisdiction to consider any submissions that may be made
by the Ministers of Health relating to downstream arrangements for the sale of
medicines.
44.

The applicants in Pfizer asserted that the Board's jurisdiction is limited to

reviewing prices associated with the sales of patented medicines at the "factory gate"
and the Board's jurisdiction does not extend to transactions involving third parties that
may take place further downstream in the supply chain. The Federal Court agreed and
found that the Board was acting outside of its jurisdiction by requiring the reporting of
rebates or payments made to third parties by the manufacturers of patented medicines.
45.

To the extent that a price reduction would result in a lower factory-gate price for

Soliris, the Ministers of Health admit that, as a primary source of funding for the
purchase of patented medicines, provincial governments could recognize financial
savings. However, the Ministers of Health submit that they do not intend to use a
statutory entitlement to make representations to the Panel in order to assert private
economic interests, or in order to seek a commercial advantage. 5

4

2009 FC 719.

5

Response of Minister of Health of British Columbia dated October 19, 2015, para. 37.
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As with any party, the representations and evidence that the Ministers of Health

may submit in this proceeding must be relevant to the matters at issue in this
proceeding. Further, the Panel agrees with Alexion that in this context, relevance must
be determined with reference to the pleadings as filed by Board Staff and the
Respondent.
47.

This does not mean that the representations and evidence of the Ministers of

Health are confined to the representations expressly outlined in the Statement of
Allegations of Board Staff. The Ministers of Health are permitted to make
representations that differ or contradict the submissions of Board Staff or the
Respondent. For example, the Ministers of Health are entitled to make representations
regarding the appropriateness of the remedies sought by Board Staff and why the
remedies sought by Board Staff may be inadequate in the event that the Panel
determines that the price of Soliris is excessive.
48.

The Panel does not need to predetermine the issue of the relevance of any

evidence that the Ministers of Health may elect to adduce at the hearing or to strike the
Further Amended Notice of Appearance. The Further Amended Notice of Appearance
merely provides notice of the intentions of the Ministers of Health with respect to their
participation at the hearing and areas that the Ministers of Health may seek to address
in their evidence and representations.
49.

Indeed, Counsel for the Ministers of Health indicated at the hearing of this motion

that the Ministers of Health have not yet determined the nature of any evidence that will
be introduced at the hearing, or even if the Ministers of Health intend to submit any
evidence at the hearing. Counsel for the Minister stated:
"… as the hearing is ongoing, the Panel could find more
information relevant and wish to hear more evidence… the
Minister is saying that this motion that's being made right now
should be dismissed, because it's premature. It's not clear how
this Panel is in any position now to make a decision on even
what are all the facts, what is relevant in this hearing as a whole,

- 13 because that's going to be an ongoing, developing issue as the
proceeding proceeds." 6
50.

In the event that the Ministers of Health submit evidence on issues that are not

relevant to the matters before the Panel this will be addressed at the time and in the
context of the full proceeding, and with the benefit of the evidentiary record from Board
Staff and the Respondent.
51.

The Panel therefore orders that Alexion's motion be dismissed.

Motion To Strike Amended Reply Of Board Staff
52.

Alexion seeks an Order striking out paragraph 7 and the amended portion of

paragraph 9 of Board Staff's Amended Reply dated September 1, 2015.
(a)
53.

Relevant Facts

On January 20, 2015, a Notice of Hearing was issued in this matter. The Notice

of Hearing states, in pertinent part, that: "the purpose of the hearing is to determine
whether, under sections 83 to 85 of the Patent Act (the 'Act'), the Respondent is selling
or has sold the medicine known as Soliris in any market in Canada at a price that, in the
Board's opinion, is or was excessive and if so, what order, if any, should be made."
54.

The Statement of Allegations of Board Staff appended to the Notice of Hearing

expressly refers to the factors listed in subsection 85(1) of the Patent Act in support of
Board Staff's allegation that the price for Soliris is excessive. The Statement of
Allegations states as follows:
"Subsection 85(1) of the Act sets out the factors the Board shall
take into consideration in determining whether a medicine is
being or has been sold at an excessive price in any market in
Canada. It states:
In determining under section 83 whether a medicine is being or
has been sold at an excessive price in any market in Canada, the

6

Pre-hearing Transcript, Volume 4, pg. 426.

- 14 Board shall take into consideration the following factors, to the
extent that information on the factors is available to the Board:
(a)

the prices at which the medicine has been sold in the
relevant market;

(b)

the prices at which other medicines in the same
therapeutic class have been sold in the relevant
market;

(c)

the prices at which the medicine and other medicines in
the same therapeutic class have been sold in countries
other than Canada;

(d)

changes in the Consumer Price Index; and

(e)

such other factors as may be specified in any
regulations made for the purposes of this subsection.

…
Since 2012 – and thus for the past three years – Alexion has
been selling Soliris in Canada at the highest international price
among the comparator countries. Further, Alexion has been
selling Soliris to Canadians at a price that is appreciably higher
than in the United States, where Soliris has been sold at one of
the lowest international prices among the comparator countries.
Board Staff submits that when applying the factors under
subsection 85(1) of the Act, there are grounds for the Board to
conclude, pursuant to section 83 of the Act, that Alexion is selling
or has sold the medicine known as Soliris in any market in
Canada at a price that is or was excessive."
55.

The Statement of Allegations does not refer to the factors listed in subsection

85(2) of the Patent Act. Subsection 85(2) of the Patent Act provides:
"Where, after taking into consideration the factors referred to in
subsection (1), the Board is unable to determine whether the
medicine is being or has been sold in any market in Canada at
an excessive price, the Board may take into consideration the
following factors:
(a)

the costs of making and marketing the medicine; and

(b)

such other factors as may be specified in any
regulations made for the purposes of this subsection or

- 15 as are, in the opinion of the Board, relevant in the
circumstances."
56.

The Statement of Allegations of Board Staff does include the typical "basket

clause" language that "Board Staff reserves the right to make such other allegations
and submissions and to introduce such other documents as Board Staff may advise and
the Board may permit". 7
57.

Following a brief extension, Alexion filed its Initial Response on March 9, 2015

(the "Initial Response") denying that the price for Soliris was excessive during the
review period and alleging a number of errors on the part of Board Staff.
58.

On April 10, 2015, Board Staff filed a Reply in response to Alexion's Initial

Response. The Reply alleges in paragraph 6 that "based on the factors under
subsection 85(1) of the [Patent Act], the Regulations and the Board's Guidelines,
Alexion has been selling Soliris to Canadians at an excessive price since 2012". Again,
the Reply does not refer to the factors listed in subsection 85(2) of the Patent Act.
59.

In an Order dated June 23, 2015 relating to Alexion's motion for particulars, the

Panel granted leave to Alexion and Board Staff to file an Amended Response and an
Amended Reply, respectively.
60.

Alexion's Amended Response was filed on July 17, 2015. The Amended

Response is discussed further below in the context of Board Staff's motion to strike
portions of this pleading.
61.

On September 1, 2015, Board Staff filed an Amended Reply to the Respondent's

Amended Response. In addition to the allegations relating to subsection 85(1) of the
Patent Act, paragraph 7 of the Amended Reply alleges that Alexion has failed to justify
its excessive price under subsection 85(2) of the Patent Act and provides the following
specific allegations:

7

Statement of Allegations, para. 28.
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62.

"(a)

for as long as Alexion has been selling Soliris in
Canada, it has spent a total of zero dollars on research
and development costs in Canada; and

(b)

it appears that from 2009 to 2014, Alexion's total cost of
global sales for Soliris has been approximately 10 to 12
percent of its net product sales; and therefore, Alexion's
gross profit margin for Soliris has been approximately
90%."

The amended portion of paragraph 9 of the Amended Reply also refers to

subsection 85(2) of the Patent Act: "[w]here the Board determines that it is unable to
determine whether the medicine is being or has been sold at an excessive price under
subsection 85(1), it may take the factors under subsection 85(2) into account."
63.

Alexion moves for an order striking out paragraph 7 and the amended portion of

paragraph 9 of the Amended Reply on the basis that these paragraphs raise "entirely
new allegations" relating to the factors outlined in subsection 85(2) of the Patent Act,
and as such, do not constitute "a proper reply to any of the issues raised in the
Response or Amended Response" of Alexion.
(b)
64.

Submissions of the Parties

Alexion submits that neither the Initial Response nor the Amended Response

filed by Alexion raised issues regarding research and development costs, profit margins
or the Board's discretion under subsection 85(2) of the Patent Act. On this basis,
Alexion submits that the allegations relating to subsection 85(2) are "entirely new
allegations and not proper reply to any of the issues raised in the Response or
Amended Response" filed by Alexion. 8
65.

Board Staff submits that there is no basis for striking the impugned paragraphs of

the Amended Reply. On this issue, Board Staff submits as follows:

8

Alexion’s Written Representations dated September 9, 2015 (Board Staff’s Motion to Strike Paragraphs 37
and 38 of the Amended Response and Alexion's Motion to Strike Paragraph 7 and the Amended Portion of
Paragraph 9 of the Amended Reply), para. 32

- 17 (a)

There is only one cause of action in this proceeding, "whether Alexion is
selling Soliris at an excessive price under the Patent Act" and Alexion has
been aware of this allegation from the outset; 9

(b)

In the impugned paragraphs of the Amended Reply, Board Staff is merely
confronting Alexion's allegation that the price of Soliris is not excessive by
pleading additional facts relating to Alexion's costs and such other factors
to "demonstrate that the excessive price of Soliris cannot be justified"; 10

(c)

Subsection 85(2) of the Patent Act is a defence and Board Staff is not
obligated to anticipate defences that may be raised in its Statement of
Allegations "or to anticipate what Alexion may raise by way of
justification"; 11 and

(d)

Board Staff was not required to plead subsection 85(2) of the Patent Act,
but "has done so for completeness and to clarify the issues in dispute
between the parties". 12

(c)
66.

Analysis

Subsection 85(1) of the Patent Act sets out a list of factors that the Panel shall

take into account when determining whether the price for a medicine is excessive:
"85. (1) In determining under section 83 whether a medicine is
being or has been sold at an excessive price in any market in
Canada, the Board shall take into consideration the following
factors, to the extent that information on the factors is available to
the Board:
(a)

the prices at which the medicine has been sold in the
relevant market;

9

Board Staff’s Written Representations dated October 19, 2015 (Alexion’s Motion to Strike Paragraph 7 and
the Amended Portion of Paragraph of the Amended Reply of Board Staff), para. 1.

10

Ibid, para. 2.

11

Pre-hearing Transcript, Volume 4, pg. 494.

12

Board Staff’s Written Representations, supra note 9, para. 3.
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67.

(b)

the prices at which other medicines in the same
therapeutic class have been sold in the relevant
market;

(c)

the prices at which the medicine and other medicines in
the same therapeutic class have been sold in countries
other than Canada;

(d)

changes in the Consumer Price Index; and

(e)

such other factors as may be specified in any
regulations made for the purposes of this subsection."

Where, after taking into account the factors enumerated in subsection 85(1), the

Panel is unable to make a determination regarding whether the price of a medicine is
excessive, then the Panel may take into consideration the additional factors listed in
subsection 85(2); namely, the costs of making and marketing the medicine.
68.

Board Staff did not refer to the factors outlined in subsection 85(2) in its

Statement of Allegations. Nor did Alexion refer to the cost of making and marketing
Soliris in its Response. Rather, the first time that subsection 85(2) and the factors
outlined therein were mentioned was in the Amended Reply of Board Staff.
69.

Rule 19(2) of the PMPRB Rules states:
"A reply must be set out in consecutively numbered paragraphs
and must set out an admission or denial of each ground or
material fact that was set out in the response."

This Rule indicates that the reply should be confined to responding to those grounds or
material facts as set out in the response.
70.

Analogous Canadian rules of civil procedure are more explicit in preventing

parties from raising new grounds by way of reply, as opposed to by way of amendment
to the original pleading. For example, Rule 25.06(5) of the Ontario Rules of Civil
Procedure 13 requires that any new or additional allegations should be raised through an
amendment to the original pleading as opposed to in a reply:

13

Courts of Justice Act, R.R.O. 1990, Regulation 194.

- 19 "An allegation that is inconsistent with an allegation made in a
party's previous pleading or that raises a new ground of claim
shall not be made in a subsequent pleading but by way of
amendment to the previous pleading."
71.

As an example of this principle, Alexion cites the decision of Drywall and

Acoustic Lathing and Insulation Local 675 Pension Fund (Trustee of) v. SNC-Lavalin
Group Inc., 14 where the Ontario Superior Court of Justice held as follows regarding the
issue of a proper reply:
"An allegation that is inconsistent with an allegation made in a
party's previous pleading or that raises a new ground of claim
shall not be made in a subsequent pleading but by way of
amendment to the previous pleading: Rule 25.06(5); Ross v.
Coseco Insurance Co. A plaintiff, rather than taking an
inconsistent or alternative position in a reply, must amend his or
her statement of claim to plead the inconsistent or alternative
position in the alternative…
The current Replies are adequate to meet the Defendants'
defences, and it is not fair to slip new allegations into a reply for
which the Defendants' have no opportunity to respond. Moreover,
the unfairness is pronounced when the pleading of the
Defendants' alleged wrongdoing suffers from the same
deficiencies noted above of being a vague generalized allegation
of being an international briber with no details of the alleged
briberies." [citations omitted]
72.

Board Staff submits that subsection 85(2) of the Patent Act is a defence to an

allegation of excessive pricing and therefore, Board Staff is not required to affirmatively
address this provision unless the defence is invoked by the Respondent. Counsel for
Board Staff referred the Panel to the headnote in Lake Erie and Detroit River Railway
Co. v. Sales 15 for the proposition that, "[i]t is highly improper, in a statement of claim, to
anticipate and reply to matters of defence." 16 Board Staff further submitted that "[t]here
is no new cause of action or new allegation of excessive pricing" and that Board Staff is
not required to anticipate defences that Alexion may elect to raise. 17
14

[2014] O.J. No. 435 (QL), paras. 59 - 60.

15

(1896), 26 S.C.R. 663.

16

Pre-hearing Transcript, Volume 4, pg. 494.

17

Ibid, pg. 498.
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The Panel disagrees with the submissions of Board Staff regarding this issue. As

an initial matter, the Respondent has not raised subsection 85(2) of the Patent Act in its
Amended Response as a defence or otherwise.
74.

Furthermore, subsection 85(2) is not a defence to an allegation of excessive

pricing. As noted above, subsection 85(2) establishes an additional set of factors to be
considered by the Panel in the event that it is unable to determine the issue based on
the factors outlined in subsection 85(1) alone.
75.

Section 85 contemplates the potential of a dual-stage review by the Panel

consisting of an initial examination of the factors listed in subsection 85(1) and where
necessary, an examination of the additional factors listed in subsection 85(2). In terms
of the hearing procedure for each of these stages, one option would be to receive
evidence and submissions on whether the price of Soliris is excessive based on a
consideration of the factors listed in subsection 85(1) of the Patent Act. If the Panel is
unable to determine the issue on the basis of the subsection 85(1) factors, then the
Panel would receive evidence and arguments with respect to the factors identified in
subsection 85(2) of the Patent Act.
76.

In the Panel's view, dividing or "splitting" the case between the factors in

subsections 85(1) and 85(2) in this manner is not an efficient or preferable way to
proceed. Rather, the Panel should receive evidence and submissions regarding the
factors listed in both subsections 85(1) and 85(2), to the extent relied upon by either
party. Where a party submits evidence relating to the factors listed in subsection 85(2),
the Panel will not have regard to such evidence unless it is unable to decide this matter
based on a consideration of the factors listed in subsection 85(1) alone.
77.

This manner of proceeding is consistent with the approach taken by the Board in

prior cases. For example, in 2011, the PMPRB conducted a hearing into whether

- 21 ratiopharm Inc. ("ratiopharm") had sold a medicine known as ratio-Salbutamol HFA at
an excessive price under sections 83 and 85 of the Patent Act. 18
78.

In addition to introducing evidence regarding the factors listed in subsection

85(1), ratiopharm also provided evidence under subsection 85(2) regarding the cost of
making and marketing the medicine. The Panel ultimately determined that it did not
need to have regard to the evidence submitted with respect to subsection 85(2) on the
basis that the Panel could determine the issue through a review of the factors outlined
in subsection 85(1) alone:
"In accordance with subsection 85(2) of the Act, the Panel need
only take into consideration the factors set out therein if it is
unable to determine whether the medicine under review is being
or has been sold at an excessive price after taking into
consideration the factors referred to in subsection 85(1).
ratiopharm introduced evidence with regard to the costs of
acquisition of ratio HFA and with regard to the costs of making
and marketing ratio HFA prepared by Cole Valuation Partners
Limited ("Cole Partners"). Board Staff, for its part, submitted that
it is neither necessary nor appropriate for the Panel to consider
subsection 85(2) factors in the circumstances of this case since
its evidence was that, since 2004, under all the factors identified
in subsection 85(1) of the Act, implemented in accordance with
the Board´s Guidelines, only when the full amounts of the CE
and PEP claimed by ratiopharm are deducted to determine the
ATP of ratio HFA is the price of ratio HFA lower than the price of
Ventolin HFA. If the price of ratio HFA is compared to the CPIadjusted VCU price of Airomir, to international prices and to the
price resulting from the application of the Guidelines´ CPI
methodology, even with the full amounts of the CE and PEP
claimed by ratiopharm, the price of ratio HFA has been excessive
since 2004.
The Panel considers that it is in a position to reach a decision in
this case on the basis of the subsection 85(1) factors. Moreover,
ratiopharm, as the reseller of ratio HFA, has no evidence of the

18
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- 22 material costs of making ratio HFA nor has it such information
within its knowledge or control." 19
79.

Clearly, evidence regarding both subsections 85(1) and 85(2) of the Patent Act is

admissible in this proceeding. Indeed, at the hearing, Alexion acknowledged the
relevance of evidence under subsection 85(2). 20 The Panel therefore anticipates that
the parties will make representations and adduce evidence with respect to the factors
listed in subsections 85(1) and 85(2) of the Patent Act.
80.

The Panel agrees with the Respondent that allegations regarding the factors

listed in subsection 85(2) should be included in the Statement of Allegations, instead of
being raised explicitly for the first time in the Amended Reply. Although Board Staff did
not follow the preferable procedure, the Panel has determined that Alexion's request to
strike the impugned paragraphs should not be granted.
81.

Rule 5 of the PMPRB Rules provides the Panel with broad discretion in respect

of procedural matters:
"Defect in form or procedure
(1)

A proceeding or any part of a proceeding may not be
defeated by reason only of a defect in form or
procedure.

Unanticipated procedural matters
(2)

Any procedural matter or question that is not provided
for in the Act, in these Rules or in any regulations made
pursuant to the Act that arises in the course of any
proceeding may be dealt with in any manner that the
Board directs in order to ensure the fair and expeditious
conduct of any proceeding.

Board discretion
(3)

For the purpose of ensuring the fair and expeditious
conduct of any proceeding, the Board may vary,

19

Ibid, paras. 86 – 88.
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these Rules."
Further, Rules 6(1)(a) and (e) of the PMPRB Rules provide that the Panel may "receive
any evidence that it considers appropriate" and "decide any question of procedure".
82.

One option available to the Panel is to strike the portions of the Amended Reply

relating to subsection 85(2) of the Patent Act and require Board Staff to plead these
allegations as part of its Statement of Allegations. Striking the impugned paragraphs
and granting leave to amend the Statement of Allegations, and thus the corresponding
Response and the corresponding Reply are not in the interest of a fair and expeditious
hearing. This approach will add unnecessary delay and expense to the proceedings.
83.

Alexion is now aware of Board Staff's allegations relating to subsection 85(2) as

found in the Amended Reply. In fact, the language of subsection 85(2) itself provides
notice to Alexion that the factors listed therein may be considered by the Panel in this
proceeding.
84.

The Panel therefore dismisses Alexion's motion to strike on the basis that the

relevant paragraphs raise issues which are relevant to the proceeding. However, the
Panel recognizes the importance of providing Alexion with an opportunity to respond to
the allegations relating to subsection 85(2) of the Patent Act found in the Amended
Reply. The Panel therefore grants Alexion the option to file a Surreply to respond to
these allegations. For further clarity, the Surreply must be limited to the allegations
raised in paragraph 7 and the amended portion of paragraph 9 of Board Staff's
Amended Reply. In terms of scheduling, if Alexion wishes to file a Surreply, it shall do
so within 10 days of this Order.
Motion for Disclosure
85.

Alexion seeks an Order requiring Board Staff to provide disclosure of the

following:
(i)

All evidence and documents underlying factual allegations and expert
opinions Board Staff will be relying on at the hearing;

- 24 (ii)

All documents Board Staff will use to examine their own witnesses in
chief and to cross-examine Alexion's witnesses at the hearing; and

(iii)

Any other evidence, documentary or otherwise, that Board Staff will be
adducing or relying upon at the hearing.

(a)
86.

Relevant Facts

On February 12, 2015, Alexion's counsel requested Board Staff's counsel to

disclose documentation underlying the allegations made in the Statement of Allegations.
On February 20, 2015, Board Staff's counsel refused to disclose the requested
documents on the basis that the request was premature. Counsel for Board Staff
advised that documents would be disclosed within a reasonable time period after
pleadings had closed.
87.

On May 15, 2015, Alexion brought a motion requesting particulars of the

allegations in the Statement of Allegations, which was opposed by Board Staff. The
motion was heard on June 23, 2015 and this Panel ordered Board Staff to provide
further particulars of certain allegations.
88.

On July 3, 2015, Board Staff provided a number of documents together with the

particulars ordered by the Panel. 21
89.

At a pre-hearing conference held on October 13, 2015, the Panel directed Board

Staff and the Respondent to exchange documents on which they intended to rely, to the
extent identified. The parties exchanged copies of documents prior to the hearing of this
motion.
(b)
90.

Submissions of the Parties

Alexion submits that it is entitled to disclosure of documents at this time as

procedural fairness and natural justice entitles Alexion to know the case to be met in
this proceeding.

21
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Alexion submits that the duty of procedural fairness for Board Staff is higher than

in other administrative or civil proceedings on the basis that the present proceeding is
akin to a "regulatory prosecution" with serious financial consequences for the
Respondent. This duty includes the opportunity to be heard and requires that Board
Staff disclose all facts, documents, testimony, and other evidence they will rely on for
purposes of the hearing. Specifically, at paragraphs 24 to 27 of its written submissions,
Alexion alleges:
"Board Staff have failed to act in conformance with their
obligations as prosecutors acting in the public interest. Board
Staff, and their counsel, have been overly adversarial in the
prosecution of this case. They have a clear duty to disclose the
documents and evidence they will be relying upon at the hearing
but, for strategic reasons, are withholding disclosure with the
apparent objective of surprising Alexion or gaining some other
tactical advantage.
The duty of procedural fairness, including the opportunity to be
heard, requires Board Staff to disclose all facts, documents,
testimony, and other evidence they will rely on for purposes of
the hearing. Board Staff have consistently refused to disclose the
documents and evidence they rely on in support of the
Allegations. Their filings in this proceeding demonstrate Board
Staff have misapprehended their role as prosecutors acting in the
public interest. Instead of seeing themselves as regulatory
prosecutors having duties of fairness and candour, they see their
role as that of zealous plaintiffs' lawyers hoping to "win" a
judgment confiscating Alexion's assets by any means necessary
including for reasons that they have still failed to articulate.
There is ample authority for the proposition that Board Staff, as a
regulatory prosecutor, has a duty to comply with basic rules of
procedural fairness. This means that Board Staff must act fairly
and judiciously to ensure that Alexion has an opportunity to know
the case it has to meet."
92.

Board Staff has agreed to disclose the documents and evidence it relies on in

support of the allegations and which it intends to rely upon at the hearing, to the extent
identified, subject to the following two conditions:
(a)

First, the obligation to disclose documents is not solely applicable to Board
Staff, but is an obligation that also exists for the Respondent. Board Staff

- 26 alleges that Alexion is also required to disclose documents upon which it
intends to rely at the hearing; and
(b)

Second, the exchange of documents cannot take place until after the
issues have been fully defined and following the close of pleadings. Board
Staff submits that the purpose of the pleadings in any litigation is to define
the facts and issues in dispute. Once the pleadings are complete, the
parties are able to determine what documents they intend to rely upon at
the hearing.

(c)
93.

Analysis

The Federal Court examined the procedural and substantive obligations for

disclosure in proceedings before the Board in CIBA-Geigy Canada Ltd. v. Canada
(Patented Medicine Prices Review Board) ("CIBA-Geigy") 22. This case concerned an
application for judicial review of the Board's order dismissing the request of CIBA-Geigy
Canada Limited for disclosure and production of all documents relating to matters in
issue in a hearing to determine whether a patented medicine was being sold at an
excessive price.
94.

The issue was whether CIBA-Geigy was only entitled to the documents upon

which the Board intended to rely at the hearing, or whether it was entitled to all of "the
fruits of the investigation" of Board staff. The Federal Court held that the applicant was
entitled to know the case against it, but not to obtain all the fruits of the investigation.
The Federal Court held that, the "obligations concerning disclosure imposed by the
doctrine of fairness and natural justice are met if the subject of the inquiry is advised of
the case it has to meet and is provided with all the documents that will be relied on." At
paragraph 30 of the decision, McKeown J. stated:
"The Board is supposed to proceed efficiently and to protect the
interest of the public. This requires, inter alia, that a hearing shall
not be unduly prolonged. Certainly, the subject of an excess
price hearing is entitled to know the case against it, but it should
22
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the possession of the Board in carrying out its regulatory
functions in the public interest on the sole ground that it may be
relevant to the matter at hand. The Board's function is not to
obtain information solely for investigative purposes; its primary
role is to monitor prices."
The Federal Court of Appeal upheld this decision.
95.

As recognized by the Court in CIBA-Geigy and contrary to the Respondent's

submission, Board Staff are not "prosecutors acting in the public interest". The purpose
of this hearing is to determine whether the Respondent is selling or has sold Soliris in
any market in Canada at a price that, in the Board's opinion, is or was excessive and if
so, what order, if any, should be made. The regulatory or administrative nature of this
proceeding is discussed further below in respect of the motion to strike by Board Staff.
96.

As set out in CIBA-Geigy, the disclosure obligations of Board Staff are met if the

Respondent is advised of the case it has to meet and is provided with all of the
documents that will be relied on at the hearing of this matter.
97.

Board Staff has already agreed to provide disclosure of documents upon which it

intends to rely on the condition that Alexion is subject to the same obligation to disclose
documents, and that the production will be made after pleadings have closed. In fact,
the parties have already exchanged certain documents prior to the hearing of this
motion. As a consequence, this is largely an issue of when the disclosure of documents
should be made and on what conditions, if any.
98.

Timely disclosure of relevant documents is necessary to avoid surprises and

provide each of the parties with notice of the case to be met. To the extent that any
documents have been identified that will be relied upon at the hearing, those documents
should be exchanged between the parties in a timely fashion. Such an approach is also
consistent with the Panel's overall obligation to conduct the proceeding in a fair and
expeditious manner. The Panel also agrees with Board Staff that Alexion is subject to
the same obligation to disclose documents upon which it intends to rely.
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The Panel therefore orders that Board Staff and Alexion shall exchange

documents that they will be adducing or relying upon at the hearing, to the extent
identified, within 30 days of the date of this Order.
100.

Further, the parties are subject to a continuing obligation of disclosure and shall

provide documents on which they intend to rely as early as possible after such
documents have been identified and in accordance with the schedule to be determined.
Motion to Request Confidentiality of Certain Documents
101.

Alexion has requested an order designating as confidential sales data found in

the exhibits to the Affidavit of Danielle Marshall, and a confidentiality order with respect
to future evidence of a similar nature to be disclosed in the proceeding. At the hearing of
the motion, the parties advised the Panel that they had reached an agreement to redact
certain portions of the Affidavit and to maintain confidentiality over such information for
the present time. 23 As noted below, the parties also agreed to the issuance of a
confidentiality order to deal with designations of confidentiality of future documents,
subject to certain conditions.
(a)
102.

Relevant Facts

Board Staff filed the Affidavit of Danielle Marshall in support of its June 5, 2015

written representations in response to Alexion's motion for particulars. This affidavit
attached a number of documents as exhibits which contained sales data that was not
publicly disclosed by Alexion.
(b)
103.

Submissions of the Parties

Alexion submits that public disclosure of Canadian and international sales data

concerning Soliris would cause specific, direct, and substantial harm to Alexion's
commercial interests, including by disclosing competitively sensitive information to
Alexion's competitors.
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As noted above, Alexion has agreed to provide versions of these documents for

filing on the public record with the confidential sales and financial data redacted.
105.

Board Staff advised the Panel that it does not object to certain redactions from

the affidavit material, mainly numerical figures, on a without prejudice basis.
(c)
106.

Analysis

In Sierra Club of Canada v. Canada (Minister of Finance) 24 the Supreme Court of

Canada set out the general test for granting a confidentiality order under Rule 151 of the
Federal Court Rules ("Federal Court Rules") 25, which provides that, on motion, the
Court may order that material to be filed shall be treated as confidential. At paragraph
53, Iacobucci J., states:
"A confidentiality order under Rule 151 should only be granted
when:

107.

(a)

such an order is necessary in order to prevent a serious
risk to an important interest, including a commercial
interest, in the context of litigation because reasonably
alternative measures will not prevent the risk; and

(b)

the salutary effects of the confidentiality order, including
the effects on the right of civil litigants to a fair trial,
outweigh its deleterious effects, including the effects on
the right to free expression, which in this context
includes the public interest in open and accessible
court proceedings."

Other administrative tribunals have taken a similar approach, holding that the test

is whether a confidentiality order is necessary in order to prevent specific, direct harm
(see Canada (Commissioner of Competition) v. Sears Canada Inc. 26).
108.

The Panel is committed to an open and public process. Rule 16(1)(c) of the

PMPRB Rules provides that, "[a] notice of hearing issued by the Board must state that
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Board is satisfied that specific, direct and substantial harm would be caused to the
respondent by the disclosure of information or documents relating to the hearing".
109.

The Panel is satisfied that based on the representations made by the parties and

a review of the evidence filed to date, public disclosure of confidential or competitively
sensitive information in this proceeding would likely cause specific, direct and
substantial harm to the Respondent. On this basis, Alexion's motion requesting
confidentiality of Canadian and international sales data concerning Soliris in the
attachments to the Affidavit of Danielle Marshall is granted.
110.

With respect to designations of confidentiality of documents adduced in the

future, Board Staff does not object to Alexion's request for a confidentiality order
provided that such an order will include a mechanism for the parties to resolve any
disputes regarding confidentiality designations over specific documents or evidence
before the Panel. Alexion and Board Staff have proposed competing forms of a protocol
for addressing future claims of confidentiality.
111.

The Panel has reviewed the submissions of Alexion and Board Staff on the

protocol and has attached at Appendix "A" to this decision a protocol to address
confidentiality designations of records adduced in the future.
Motion to Strike Portions of Alexion's Amended Response
112.

Board Staff seeks an Order striking out paragraph 37 and the second sentence

of paragraph 38 of Alexion's Amended Response dated July 17, 2015.
113.

Paragraph 37 and the second sentence of paragraph 38 of the Amended

Response raise various allegations, including:
(i)

counsel for Board Staff are not in compliance with the Rules of
Professional Conduct;

(ii)

counsel representing Board Staff are "seeking to convict at all costs" by
acting in an overly adversarial and uncooperative fashion by

- 31 "deliberately
documents;

particulars

and

by

non-disclosure

of

(iii)

counsel for Board Staff are "deliberately" advancing legal arguments
that the price of Soliris is excessive which Alexion disagrees with and
effectively failing to deal "candidly" with the Board; and

(iv)

assertions that counsel for Board Staff are relying upon irrelevant
allegations.

(a)
114.

withholding"

Submissions of the Parties

Board Staff submits that the impugned portions of Alexion's Amended Response

are inflammatory allegations relating to the integrity of counsel for Board Staff. Board
Staff submits that these allegations are either not relevant to the matters at issue in this
proceeding, have already been determined by the Panel (more specifically, in the
decision of October 5, 2015) or are otherwise frivolous, vexatious, scandalous or an
abuse of process.
115.

Board Staff submits that these allegations are premised upon the erroneous

assertion that there has been a breach of Rule 5.1-3 of the Law Society of Upper
Canada Rules of Professional Conduct ("Rules of Professional Conduct"), which
deals with the obligations of Crown Attorneys and others involved in the prosecution of
criminal and quasi-criminal matters. Board Staff submits that this is not a criminal
proceeding and is thus not subject to the same standards of disclosure or the
obligations of counsel engaged in criminal prosecutions.
116.

Board Staff submits that the word "prosecute" can refer to both civil and criminal

proceedings, and the usage of the word "prosecution" in its Annual Report does not
bring Board Staff within the ambit of Rule 5.1-3. Board Staff submits that even if it was
in breach of the Rules of Professional Conduct, the appropriate remedy is a complaint
to the Law Society of Upper Canada.
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Board Staff relies on CIBA-Geigy, supra, in which the Federal Court held that

"[t]here is no point in the legislature creating a regulatory tribunal if the tribunal is treated
as a criminal court." 27
118.

Board Staff submits that these allegations are not relevant to the issue of

whether the price of Soliris is excessive, and will prejudice and delay the hearing by
involving parties in the determination of issues that are not relevant to the merits of the
case.
119.

Alexion alleges that Board Staff and its counsel have a "prosecutorial" role but

have improperly adopted an overly adversarial approach that conflicts with their
obligations as a prosecutor. As discussed above, Alexion submits that this proceeding is
similar to a criminal proceeding as it involves an expropriation of property and because
in certain instances, Board Staff has described its process as a "prosecution".
120.

Alexion submits that these allegations are relevant to the exercise of discretion

by the Panel. Alexion argues that it is not plain and obvious that the allegations are
scandalous, vexatious or an abuse of process, and thus should not be struck.
(b)
121.

Analysis

The parties have cited various authorities on the issue of the appropriate test to

be applied in motions to strike pleadings, including: Canada (A.G.) v. Inuit Tapirisat of
Canada 28; R. v. Imperial Tobacco Canada Ltd. 29; and Sivak v. Canada ("Sivak") 30.
122.

The general test outlined by the Supreme Court of Canada for striking pleadings

is the "plain and obvious" test: assuming that the facts as stated can be proved, it is
plain and obvious that the pleadings disclose no reasonable cause of action.
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Pleadings may also be struck for other reasons. For example, Rule 221(1) of the

Federal Court Rules explicitly provides:
"On motion, the Court may, at any time, order that a pleading, or
anything contained therein, be struck out, with or without leave to
amend, on the ground that it
(a)

discloses no reasonable cause of action or defence, as
the case may be,

(b)

is immaterial or redundant,

(c)

is scandalous, frivolous or vexatious,

(d)

may prejudice or delay the fair trial of the action,

(e)

constitutes a departure from a previous pleading, or

(f)

is otherwise an abuse of the process of the Court,

and may order the action be dismissed or judgment entered
accordingly."
124.

The purpose of pleadings is to define the issues between the litigants and to give

notice of the case to be met. In the Panel's view, the impugned paragraphs are not
relevant to the matters at issue in this proceeding; in particular, the issue of whether
Soliris is priced excessively under sections 83 and 85 of the Patent Act. The paragraphs
at issue largely relate to matters that have already been determined by the Panel or that
raise issues with respect to the motives and character of Board Staff. Speculation on
Board Staff's motives is irrelevant to the issue of whether the price of Soliris was
excessive during the review period.
125.

In Sivak, the Court held that a scandalous, frivolous or vexatious pleading is one

that is irrelevant, argumentative or inserted for colour, or includes unfounded or
inflammatory remarks about the integrity of a party. 31 In the Panel's view, a number of
impugned paragraphs fall within this description.

31

Ibid, para. 89.
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In Levi Strauss & Co. v. Lois Canada Inc., 32 an appeal from the dismissal of an

application to strike out a portion of the defendant's counterclaim, Mahoney J. in obiter
states, "[i]t is well established that if wholly immaterial matter is set out in a pleading
which raises irrelevant issues which may involve expense; trouble and delay, or is
otherwise embarrassing or oppressive, then the irrelevant matter will be struck out as
prejudicing the fair trial of the action".
127.

In addition, the submissions of Alexion are premised on the assertion that

proceedings before the Panel are akin to criminal prosecutions and as a result, Board
Staff is subject to the same obligations as a prosecutor in criminal cases.
128.

The Panel does not agree with the Respondent that the present matter is akin to

a criminal prosecution. As recognized by the Federal Court of Appeal in CIBA-Geigy,
proceedings under section 83 of the Patent Act are regulatory in nature:
"… any criminal analogy to the [PMPRB] proceedings in the case
at bar breaks down. There are admittedly extremely serious
economic consequences for an unsuccessful patentee at a s. 83
hearing, and a possible effect on a corporation's reputation in the
market place. But as McKeown J. found, the administrative
tribunal here has economic regulatory functions and has no
power to affect human rights in a way akin to criminal
proceedings." 33
129.

Further, a number of these allegations have already been determined by the

Panel; in particular, on October 5, 2015, this Panel issued its Reasons for Decision in
response to Alexion's motion regarding alleged conflicts of interest, including of Isabel
Jaen Raasch, Director, Legal Services and General Counsel for the Board. The Panel
dismissed Alexion's motion on these issues.
130.

The Panel therefore orders that paragraph 37 and the second sentence of

paragraph 38 of Alexion's Amended Response be struck.
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131.

Based on the foregoing reasons, the Panel makes the following Orders:
(a)

Alexion's motion to strike portions of the Further Amended Notice of
Appearance of the Minister of Health for British Columbia is dismissed;

(b)

Alexion's motion to strike paragraph 7 and the amended portion of
paragraph 9 of the Amended Reply is dismissed. Alexion is granted leave
to file a Surreply within 10 days of this Order to respond to the allegations
related to subsection 85(2) of the Patent Act in the impugned paragraphs;

(c)

With respect to Alexion's motion requiring Board Staff to provide
disclosure of various documents and evidence, the Panel orders that
Board Staff and Alexion shall exchange documents on which they intend
to rely upon at the hearing, to the extent identified, within 30 days of the
date of this Order;

(d)

Alexion's request to designate as confidential certain attachments to the
Affidavit of Danielle Marshall is granted. With respect to designating
documents adduced in the future as confidential, a protocol outlining the
procedure to be followed is attached at Appendix "A" to this decision; and

- 36 (e)

Board Staff's motion to strike out paragraph 37 and the second sentence
of paragraph 38 of the Amended Response is granted.

Dated at Ottawa, this 24th day of November, 2015.
Original signed by
_____________________________
Signed on behalf of the Panel by
Dr. Mitchell Levine
Panel Members:
Dr. Mitchell Levine
Carolyn Kobernick
Normand Tremblay

APPENDIX "A"
PROTOCOL FOR CONFIDENTIALITY CLAIMS
1.

The Panel recognizes that the public disclosure, in whole or in part, of certain

documents in this proceeding could cause specific and direct harm as such documents
contain competitively sensitive and/or proprietary information.
2.

If any party in this proceeding (together with and including any Intervener,

"Party" or "Parties") files a document with the Board that contains confidential
information (a "Confidential Document") such Party must ensure that "Confidential –
Confidentiel" appears prominently on the cover and subsequent pages of the
Confidential Document.
3.

The Parties acknowledge that all documents filed in relation to this matter will be

made public and published on the Board's website unless the document is designated
as confidential in accordance with paragraph 2 above and representations are made by
the Parties with regard to privilege and/or confidentiality (a "Request for
Confidentiality") in accordance with this protocol.
4.

Any Request for Confidentiality made in connection with a Confidential Document

to be filed with the Board shall be made within seven (7) days after the other Parties
receive notice of the filing with the Secretary of the Board. The Request for
Confidentiality shall be filed with the Secretary of the Board, served on all Parties, and
accompanied with the reasons for the Request for Confidentiality. Where a Party
objects to providing a Confidential Document to any other Party, the Party filing the
Confidential Document shall specify in the Request for Confidentiality that the
Confidential Document is not to be disclosed to any Party pending the determination of
the Request for Confidentiality.
5.

A Request for Confidentiality shall contain sufficient details to explain fully the

nature and extent of specific, direct and substantial harm that would be caused to the
Party claiming confidentiality if the document is disclosed to the public.

-26.

A Party making a Request for Confidentiality in connection with a document shall

indicate whether the Party objects to providing an abridged version of the document to
the other Parties. If the Party making a Request for Confidentiality objects to providing
an abridged version of the document to the other Parties, it shall state that Party's
reasons for objecting to providing an abridged version of the document. If the Party
making a Request for Confidentiality does not object to providing an abridged version of
the document, that Party must provide an abridged version of the document together
with the Request for Confidentiality to the other Parties.
7.

If any Party opposes a Request for Confidentiality, the opposing Party must file

written representations in response to the Request for Confidentiality within seven (7)
days of receiving the Request for Confidentiality and must file its response with the
Secretary of the Board.
8.

The Panel will either render a decision with respect to the Request for

Confidentiality or may direct the Parties to make further representations.
9.

A Confidential Document filed with the Secretary of the Board will not be made

public or disclosed to any other Party by the Board until the Request for Confidentiality
has been determined.
10.

Any document shall cease to be a Confidential Document if: (a) the document or

the confidential information contained therein becomes publicly available (except if it
becomes publicly available through a breach of this Protocol); (b) if the Parties agree in
writing that the document shall no longer be considered confidential; or (c) the Panel
determines that the document shall not be confidential.
11.

This Protocol shall be subject to further direction of the Panel and may be varied

by the Panel.
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Leo Pharma Inc. v. Canada (Attorney General)
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Leo Pharma Inc., Applicant and Attorney General of Canada, Respondent
P. Blais J.
Heard: February 12, 2007
Judgment: March 21, 2007
Docket: T-863-06
Counsel: Mr. Nicholas McHaffie, Mr. Craig Collins-Williams, for Applicant
Mr. Christopher Rupar, for Respondent
Headnote
Intellectual property --- Patents — Miscellaneous issues
Company was Canadian distributor of topical medication used in short-term treatment of psoriasis — Medication was new
combination of substances already sold as individual components in Canada — Patent board launched investigation into pricing
of company's medication — Board issued decision stating that average price of medication set by company was excessive
— Board issued order requiring establishment of acceptable price and payment to Crown of excessive revenues — Board
established acceptable price based on comparison with other relevant medications — Company brought application for judicial
review of board's decision — Application granted in part — Board erred in determining average price of company's medication
— In setting average price, board failed to account for certain free distributions made by company — Board's establishment
of maximum acceptable price was reasonable — Board properly considered guidelines and median prices of other products
— Board reasonably defined medication as belonging to specific therapeutic class — Board possessed sufficient institutional
independence and impartiality to provide company with fair hearing in accordance with principles of fundamental justice.
P. Blais J.:
1 This is an application for judicial review pursuant to section 18.1 of the Federal Courts Act, R.S.C. 1985, c. F-7, in respect
of decision PMPRB-04-D2-DOVOBET of the Patented Medicine Prices Review Board (the Board) dated April 19, 2006 (the
decision), wherein the Board held that the medicine Dovobet, distributed in Canada by LEO Pharma Inc. (the applicant), was
being sold at an excessive price, ordered the establishment of a maximum non-excessive price of Dovobet, and further ordered
the applicant to pay to the Crown the excessive revenues from the sale of Dovobet in Canada.
Background
2
The applicant is the distributor in Canada of the medicine Dovobet, a topical medication used in the short-term treatment
of psoriasis vulgaris in adult patients. Psoriasis is an auto-immune condition that causes red scaly plaques and lesions on the
skin. Psoriasis is a chronic disease, in that there is no known cure for it. Dovobet is an ointment that is applied to mitigate the
symptoms of psoriasis for people suffering from mild to moderate symptoms.
3 Dovobet is a combination medicine containing two active ingredients, the non-steroidal antipsoriadic calcipotriol (a vitamin
D analog) and the corticosteroid betamethasone dipropionate. It is a new combination of substances already sold as individual
components in Canada: Dovonex (calcipotriol 50 mcg/g) and Diprosone or Diprolene (betamethasone dipropionate 0.5 mcg/g).

1

4
Dovobet has been classified as a Category 3 drug product, which is defined as a new Drug Identification Number (DIN)
of a non-comparable dosage form of an existing medicine, or the first DIN of a new chemical entity that provides moderate,
little or no therapeutic advantage over comparable existing DINs.
5
LEO Pharmaceutical Products Ltd. is the owner of Canada Patent No. 1,307,288 and Canadian Patent Application No.
2,370,565, which pertain to Dovobet. The applicant, as the licensee, is entitled to the benefit of the patent pertaining to Dovobet.
The applicant began selling Dovobet in Canada on December 17, 2001 at a price of $1.6000 per gram.
6
The Board was established to monitor and review the prices at which patented medicines are being sold in Canada, and
endowed with the power to take remedial action if it determines that a medicine is being sold at an excessive price. On November
24, 2004, the Board Staff issued a statement of allegations resulting from their investigation into the price of Dovobet, in which it
was stated that at $1.6000 per gram, the price of Dovobet in Canada exceeded the maximum non-excessive price of $1.2310 per
gram established by the therapeutic class comparison test, as well as the highest international price of $1.2840 and the median
international price of $1.2370. On November 29, 2004, the Chairperson of the Board issued a notice of hearing to inquire into
the price of Dovobet in Canada pursuant to the provisions of the Patent Act, R.S.C. 1985, c. P-4 (the Act).
Decision Under Review
7
On April 19, 2006, the Board rendered its decision, stating that the price of Dovobet in Canada was excessive on the
basis of its conclusions that it exceeded the maximum non-excessive (MNE) price, established following a comparison with the
domestic therapeutic class, as well as international prices for Dovobet and other medicines in the same therapeutic class.
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As a result, the Board issued the following directive to the parties:
Board Staff and LEO Pharma are requested to draft, for the Board's consideration, an order that will implement the findings
in this decision with the most current sales and pricing information available, establishing the MNE for each period as the
lower of the prices indicated by the Therapeutic Class Comparison and the Highest International Price test. The order should
require the establishment of an MNE and the payment to the Crown of the excessive revenues determined in accordance
with this decision. The panel will retain jurisdiction over this matter and if the panel can be of assistance in applying the
findings in this decision to the requisite order, the parties may make submissions in that regard.

Issues for Consideration
9

This application for judicial review raises the following issues:
1) Did the Board err in its determination of the proper therapeutic class under subsection 85(1) of the Act?
2) Did the Board err in its application of the test for international pricing comparison under paragraph 85(1)(c) of the Act?
3) Did the Board err by refusing to consider the impact of the applicant's distribution of free Dovobet on the calculation
of the average transaction price?
4) Does the Board lack sufficient institutional independence and impartiality to provide a fair hearing in accordance with
the principles of fundamental justice?

Standard of Review
10 In order to determine the proper standard of review for the decision of the Board, we must proceed with a pragmatic and
functional analysis as set out by the Supreme Court of Canada in Q. v. College of Physicians & Surgeons (British Columbia),
[2003] 1 S.C.R. 226 (S.C.C.). The following are the four factors that must be weighed in order to determine the proper standard
of review for each of the issues in this judicial review application:
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1) the nature of the appeal or review mechanism — where a right of review or appeal is expressly provided in the statute,
less deference will be granted; where there is a private clause, more deference will be granted; if the statute is silent, this
factor is neutral;
2) the relative expertise of the Board - the Court must categorize the expertise of the tribunal, compare the expertise of the
tribunal to that of the Court, and identify the nature of the specific issue before the tribunal relative to that expertise;
3) the purpose of the Act — where the legislation may be characterized as polycentric, more deference will be granted
than when the issues are simply between the state and the individual; and
4) the nature of the question — the more factual the question, the more deference will be accorded.
The nature of the appeal or review mechanism
11
Regarding the nature of the appeal or review mechanism, there is no privative clause in the Act, nor is there a statutory
right of appeal, as decisions of the Board are only amenable to judicial review pursuant to section 18.1 of the Federal Courts
Act. This factor is thus neutral in our determination of the proper degree of deference owed to the Board.
The relative expertise of the Board
12
The following analysis was performed by Madam Justice Elizabeth Heneghan in Hoechst Marion Roussel Canada Inc.
v. Canada (Attorney General), [2005] F.C.J. No. 1928, 2005 FC 1552 (F.C.), at paragraphs 101 to 104:
¶ 101 In ICN, supra, the trial judge discussed the Board's expertise in paragraph 17:
I have no difficulty finding that the Board is an expert tribunal. Parliament has created an appointment mechanism to
ensure that the Board is composed of members who are knowledgeable about the pharmaceutical industry. Section 92
of the Patent Act provides that the Minister establish an advisory panel, composed of representatives of the provincial
ministers of health, representatives of the pharmaceutical industry, and consumer advocates. The Minister is further
obliged to consult this advisory panel before making an appointment to the Board.
¶ 102 The Board applies its expertise in accordance with subsection 83(1), as follows:
83. (1) Where the Board finds that a patentee of an invention pertaining to a medicine is selling the medicine in any
market in Canada at a price that, in the Board's opinion, is excessive, the Board may, by order, direct the patentee to
cause the maximum price at which the patentee sells the medicine in that market to be reduced to such level as the
Board considers not to be excessive and as is specified in the order.
83. (1) Lorsqu'il estime que le breveté vend sur un marché canadien le médicament à un prix qu'il juge être excessif,
le Conseil peut, par ordonnance, lui enjoindre de baisser le prix de vente maximal du médicament dans ce marché au
niveau précisé dans l'ordonnance et de façon qu'il ne puisse pas être excessif.
¶ 103 In my opinion, the interpretation of specific provisions of the Act, particularly section 79 and subsection 83(1),
relies greatly upon technical meaning in order to establish the Board's jurisdiction over a specific patentee. In Barrie
Public Utilities v. Canadian Cable Television Association, [2003] 1 S.C.R. 476, Justice Bastarache in dissent, said that the
interpretation of enabling legislation by a specialized tribunal is more like the administration of the statute, a core part
of a tribunal's mandate.
¶ 104 As well, the Board administers the section of the Act pertaining to the price review of patented medicines in
furtherance of its policy objectives. The Board has more expertise in respect of these matters than does a generalized Court.
13
I believe that Madam Justice Heneghan's analysis on the expertise of the Board is perfectly adequate and leads to a
conclusion that greater deference should be accorded to the decisions of the Board given its relative expertise. Furthermore,
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it should be noted that, in Canada (Director of Investigation & Research) v. Southam Inc., [1997] 1 S.C.R. 748 (S.C.C.), Mr.
Justice Frank Iacobucci insisted at paragraph 50 that expertise "is the most important of the factors that a court must consider
in settling on a standard of review".
The purpose of the Act
14 Once again, we can turn to the analysis performed by Madam Justice Heneghan in Hoechst, above, who stated at paragraph
106:
¶ 106 I agree with the submissions of the Respondent AGC that the Act is intended to resolve and balance competing policy
objectives. This means that the statutory purpose may be described as polycentric. This suggests that more deference be
afforded to the Board.
The nature of the question
15 Turning finally to the nature of the question, there is disagreement between the applicant and the respondent as to whether
the first three issues are questions of law or questions of mixed fact and law. Having considered these issues, I find that they
are all questions of mixed fact and law, with some being more legally intensive than others, depending on the degree to which
the Board is called upon to interpret the meaning of the Act in the process of applying the requirements of the Act to the facts
of this case. Moreover, it is important to keep in mind that a decision of the Board on whether or not a medicine is excessively
priced is highly discretionary, as the Act and associated Regulations provide very limited guidance on the subject, and thus
should be accorded greater deference.
Proper Standard of Review
16
Having considered the four factors, I have concluded that the proper standard of review for the first three issues is
reasonableness. As such, the Court must determine if the reasons provided by the Board to support its conclusion can stand up
to a somewhat probing examination (Ryan v. Law Society (New Brunswick), [2003] 1 S.C.R. 247 (S.C.C.)). As further explained
by the Supreme Court of Canada in Voice Construction Ltd. v. Construction & General Workers' Union, Local 92, [2004] 1
S.C.R. 609 (S.C.C.) at paragraph 55, a decision will be considered unreasonable where:
...there is no line of analysis within the given reasons that could reasonably lead the tribunal from the evidence before it to
the conclusion at which it arrived. If any of the reasons that are sufficient to support the conclusion are tenable in the sense
that they can stand up to a somewhat probing examination, then the decision will not be unreasonable and a reviewing
court must not interfere. This means that a decision may satisfy the reasonableness standard if it is supported by a tenable
explanation even if this explanation is not one that the reviewing court finds compelling.
17
Finally, as relates to the fourth issue under consideration, namely the allegation of institutional bias, there is no need to
proceed with a pragmatic and functional analysis as the Court will automatically review an alleged breach of procedural fairness
on a standard of correctness (I.B.E.W., Local 894 v. Ellis-Don Ltd., [2001] 1 S.C.R. 221 (S.C.C.) at paragraph 65). If a breach
of procedural fairness is found, the decision will be set aside (Congrégation des Témoins de Jéhovah de St-Jérôme-Lafontaine
c. Lafontaine (Municipalité), [2004] 2 S.C.R. 650 (S.C.C.), at 665).
Analysis
18
Before turning to the specific issues raised in this application, it is important to note that the Act and the associated
Regulations provide very limited guidance to the Board in determining whether or not the price of a medicine is excessive.
Section 85 of the Act lists a series of factors to be considered by the Board, but does not specify how these factors should be
used or weighed by the Board, nor does it specify the circumstances in which the price will be considered excessive. As the
Board noted in its decision: "performing a comparison does not dictate a conclusion that must result from the comparison".
19 To assist the Board in its decisions and to provide patentees with parameters and information that can help them establish
prices that may be presumed not to be excessive, non-binding Guidelines were issued by the Board under section 96 of the Act,
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following consultations with stakeholders. These Guidelines can provide an appropriate rationale for a decision of the Board,
as long as the Board does not consider them to be binding. As stated by Mr. Justice Marshall Rothstein in ICN Pharmaceuticals
Inc. v. Canada (Patented Medicine Prices Review Board), [1996] F.C.J. No. 1112, 119 F.T.R. 114 (Fed. T.D.) at paragraph 6:
[...] However, each factor listed in subsection 85(1) is not an abstract concept that would be useful in a vacuum. The Board
is obviously required to consider the factors in subsection 85(1) according to some rationale, approach or methodology.
The rationale, approach or methodology may be ad hoc or may be derived from the Board's Guidelines. That it had regard to
the Guidelines for rationale, approach or methodology did not take the Board outside of the scope of subsection 85(1) [...]
1) Did the Board err in its determination of the proper therapeutic class under subsection 85(1) of the Act?
20
The first step in the Board's analysis was to determine the relevant 'therapeutic class' for Dovobet, that is to say the
medicines to which Dovobet should be compared to determine whether the pricing of Dovobet is excessive, as per paragraph
85(1)(b) of the Act. The Board noted that this is an issue that is usually not contentious and can be resolved by the scientists
working with the patentee and the Board Staff; this was the first case since the establishment of the Board in which the matter
could not be resolved and had to come before the Board for a decision. The Board decided that, since the two active ingredients
of Dovobet are sold as separate medicines in Canada, the price of Dovobet should be compared to the combined prices of those
two medicines, namely Dovonex and Diprosone. This is the Board Staff's typical practice for determining the therapeutic class
of combination medicines. Dovonex and Diprosone or Diprolene were also considered to be the proper comparators for the
therapeutic class comparison performed by the Human Drug Advisory Panel. The Board explained its decision as follows:
The Guidelines do not provide any specific directions for the determination of the therapeutic class for a "combination
medicine" such as Dovobet, the active ingredients of which are available in Canada as separate medicines. The Guidelines
do contemplate the much more common situation in which a therapeutic class must be determined by looking for medicines
that differ somewhat on the relevant criteria but are nonetheless sufficiently similar on those criteria to justify the
comparison to the medicine under review.
The logic of the manner in which the therapeutic class is established for price comparison purposes, however, leads quite
directly to a focused approach to the identification of a therapeutic class for a combination medicine where its active
ingredients are sold in Canada as separate medicines: in most cases, the therapeutic class for the price comparison purposes
of subsection 85(1) will consist of the medicine under review and the separate medicines that contain its active ingredients.
In the case of combination drugs, especially where the other medicines that contain the identical active ingredients as the
combination drug are used in a combined therapy, there is an extremely compelling therapeutic class for price comparison
purposes. The separate medicines used in combination are slightly different than the medicine under review because they
are (for example, as in this case) two medicines rather than one, but beyond that their comparability is uncommonly rare
for a therapeutic class comparison.
Being in the ideal situation of having such a logical and compelling therapeutic class, and absent reliable evidence to the
contrary, it simply makes no sense to degrade the homogeneity of the therapeutic class by the addition of medicines that
are more dissimilar than those very medicines containing the identical active ingredients. ...
21 The Board also noted that this approach is "subject to the caveat that it will not be appropriate if there is reliable evidence that
the separate medicines used in a combination therapy have a materially different clinical effect than the combination medicine".
However, absent scientifically persuasive evidence to the contrary, the clinical effectiveness of the two treatments would be
presumed to be the same.
22
On this issue, the applicant submits that the Board erred by ignoring the common use and understanding of the term
therapeutic class as the class of medicines used to treat the same disease, and adopting instead a restrictive interpretation of the
term in cases of medicines which are a combination of two active ingredients, limiting the class to a single combination of two
products, each containing one of the active ingredients. The applicant maintains that this interpretation finds no support in a
plain reading of the Act, Regulations, non-binding Guidelines, or the evidence of the various experts who appeared before the
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Board. The applicant also took issue with the Board's refusal to expand the therapeutic class beyond that of the combination of
the two active components, unless the applicant established that Dovobet was a materially more effective treatment for psoriasis
than a therapy involving the combination of the two active ingredients, based on a scientific level of proof with clinical headto-head studies — a level of proof that is well beyond the balance of probabilities standard that should have applied.
23 The respondent for his part maintains that the Board provided a reasoned and coherent rationale as to how the therapeutic
class should be defined in the context of a combination medicine. Moreover, there is a line of analysis that can reasonably lead
the Board from the evidence presented to the conclusion that it reached. On the question of expanding the therapeutic class when
warranted by the greater effectiveness of the combination medicine, the respondent submits that the applicant is confusing the
burden of proof placed on the Board Staff to demonstrate excessive pricing, with the assessment of evidence by the Board. After
hearing from experts on both sides, the Board simply chose to accept one type of evidence (head-to-head trial), over another
type of evidence (review of other trials and clinical observations).
24 The first step in determining the reasonableness of the Board's decision is to look at the wording of the Act, Regulations,
and Guidelines. Paragraph 85(1)(b) of the Act reads as follows:
85. (1) In determining under section 83 whether a medicine is being or has been sold at an excessive price in any market
in Canada, the Board shall take into consideration the following factors, to the extent that information on the factors is
available to the Board:
...
(b) the prices at which other medicines in the same therapeutic class have been sold in the relevant market;
85. (1) Pour décider si le prix d'un médicament vendu sur un marché canadien est excessif, le Conseil tient compte des
facteurs suivants, dans la mesure où des renseignements sur ces facteurs lui sont disponibles:
[...]
b) le prix de vente de médicaments de la même catégorie thérapeutique sur un tel marché;
25
No further guidance is provided in the Act, or for that matter in the Regulations, as to what constitutes an appropriate
therapeutic class or how such a class must be established for a given medicine. Section 8.5 of the "Excessive Price Guidelines"
states that "the introductory price of a Category 3 new drug product will be presumed to be excessive if it exceeds the prices
of all of the comparable drug products based on a Therapeutic Class Comparison Test". This test is briefly described at section
6.3 as comparing "the price of the DIN under review with the prices of DINs that are clinically equivalent and are sold in the
same markets at prices that the Board considers not to be excessive". The selection of the therapeutic class involves, as a first
step, the identification of comparable medicines, followed by the determination of comparable dosage forms. Once comparable
drug products are selected, the prices of each drug products must then be measured. At issue in this application is the first step
in the process, namely the identification of comparable medicines.
26 Section 9 of the "Scientific Review Procedures" states that comparable medicines are "clinically equivalent in addressing
the approved indication that is anticipated to be the primary use of the new drug product under review", and will typically
be those identified under the World Health Organization (WTO) Drug Utilization Research Group's Anatomical Therapeutic
Chemical Classification System (ATC), at the sub-class level above the single chemical substance. That being said, the Board
may omit from the review a drug product of the same ATC therapeutic class if, in the Board's opinion, it is not clinically
equivalent or is unsuitable for comparison. Finally, as per section 2 of Schedule 2 of the Guidelines, the Board reserves the right
to exclude from the therapeutic class comparison test any drug product it has reason to believe is being sold at an excessive price.
27
A careful reading of the Board's decision discloses that the Board was aware of all of these elements as it set out to
determine the appropriate therapeutic class. The Board considered all the medicines suggested by the applicant in the proposed
therapeutic class, but ultimately rejected each of them as being too dissimilar to Dovobet to allow for an adequate comparison.
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The Board was also clear that the onus rests with the Board Staff in convincing the Board that the price of a medicine is
excessive, on a balance of probabilities.
28
At first glance, the argument of the Board seems quite compelling for its simplicity and common sense — if a new drug
product is a combination of two existing drug products sold in Canada, then it would appear to make sense that combining the
prices of these existing drug products in the proportion to which they are used in the combination medicine would yield a fair
maximum non-excessive price. Having reviewed the evidence before the Board as relates to Dovobet, the choice of the two
active components as the closest comparators also appears reasonable in this particular case.
29
The applicant argues that the problem with such a generalized approach lies in the possibility that a patentee will
be precluded from charging any incremental price for the patentable invention that combined the two medicines in the same
ointment, as a Category 3 new drug product will be presumed to be excessive if it exceeds the prices of all of the comparable
drug products in its therapeutic class. In other words, this definition of the therapeutic class as being limited to the active
ingredients sold as separate medicines does not allow for the possibility that the combination medicine in question might be
more than the sum of its parts.
30
Recognizing this possibility, the Board did consider that this approach might not be appropriate in situations where
combination medicine demonstrated a material improvement on its active components. This caveat raises the further issues of
what may be deemed to be a 'material' improvement, and how such improvement could be demonstrated to a degree that would
satisfy the Board, which is essentially, as suggested by the applicant, a question of the assessment of the evidence by the Board.
31
The Board's approach for weighing such evidence results, as noted in the decision, from a purposive and contextual
interpretation of subsection 85(1) of the Act, and the application of scientific and practical judgment. The Board's approach
is further supported by the existing pharmacological presumption regarding combination medicines that, absent persuasive
scientific evidence to the contrary, the clinical effectiveness of a combination medicine is equal to the effectiveness of the
combined use of its active ingredients. This approach is known as the "null hypothesis". In order to rebut this null hypothesis,
expert witnesses for the Board Staff suggested that properly administered trials (presumably double-blind, head-to-head,
statistically sound clinical trials), should be preferred, while expert witnesses for the applicant suggested that reviews of other
forms of trials and clinical observations could suffice. The Board considered both approaches and ultimately endorsed the
position of the Board Staff, finding that "[t]he evidence on this point was scientifically compelling, logically intuitive and
consistent with the expectations of members of the hearing panel". While the applicant submitted expert testimonies from
dermatologists to the effect that Dovobet was more effective than a combination therapy of its components, this evidence was
rejected by the Board which, stated that the only reliable evidence would be a properly structured and administered clinical
trial, which was not performed in this case. As such, the Board's conclusion was that Dovobet had not been demonstrated to
provide a material improvement over the combined use of its active components and as such, there was no justification for
expanding the therapeutic class.
32 The Board then went on to state that this requirement for expanding the therapeutic class was not to be confused with the
test used to determine whether a medicine demonstrates a substantial improvement over existing comparable medicines to be
classified as a Category 2 medicine. While each of these two tests involve an inquiry into the effectiveness of comparable existing
medicines, the inquiries will not necessarily consider the same criteria or require the same degree of relative improvement over
existing medicines. The problem with this statement is that, upon looking at the Guidelines, it would appear that the Board is
in fact applying, at least in part, the requirements for demonstrating substantial improvement to be classified as a Category 2
new drug products. Section 7.2 of the "Scientific Review Procedures" found in the Guidelines states that "evidence considered
to determine if a medicine provides increased efficacy should derive from well-controlled, double-blind, statistically sound
clinical trials". The distinction drawn by the Board appears to be with respect to the degree of improvement that will be required
in each case but, given the absence of clinical trials in this case, the Board decided not to delve into this issue other than to say
that the difference in clinical effectiveness would have to be "at least statistically significant and therapeutically relevant".
33
Overall, while I do have some concerns over the line in the sand that appears to be drawn by the Board between a
Category 3 combination product which provides "material improvement" so as to defeat the null hypothesis while not providing
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the necessary "substantial improvement" to be classified as a Category 2 drug product, I do not believe that such concerns are
sufficient to conclude that the Board's decision was unreasonable. In other words, the Board's definition of the proper therapeutic
class can withstand a 'somewhat probing examination', and should not be disturbed.
2) Did the Board err in its application of the test for international pricing comparison under paragraph 85(1)(c) of the Act?
34
Turning to the international pricing comparison for Dovobet under paragraph 85(1)(c) of the Act, the Board first noted
that, as a minimum, the requirement in the Guidelines that Canada not be the country in which the medicine in question is the
most expensive amongst the comparator countries, is an appropriate conclusion to draw from the requirements of paragraph
85(1)(c). The Board then proceeded with the test in two stages, by comparing first the price at which Dovobet itself is sold in
Canada to that of the comparator countries, before comparing the price of the drug products in the therapeutic class.
35 The conclusion of the Board on paragraph 85(1)(c) was that "Dovobet was priced higher in Canada than the international
prices of medicines said to be in its therapeutic class, whether reference was had to the therapeutic class found to be appropriate
by the Board or the broader therapeutic class advocated by LEO Pharma".
36
Once again, the first step in determining the reasonableness of the Board's decision is to look at the wording of the Act,
Regulations, and Guidelines. Paragraph 85(1)(c) of the Act reads as follows:
85. (1) In determining under section 83 whether a medicine is being or has been sold at an excessive price in any market
in Canada, the Board shall take into consideration the following factors, to the extent that information on the factors is
available to the Board:
...
(c) the prices at which the medicine and other medicines in the same therapeutic class have been sold in countries
other than Canada;
85. (1) Pour décider si le prix d'un médicament vendu sur un marché canadien est excessif, le Conseil tient compte des
facteurs suivants, dans la mesure où des renseignements sur ces facteurs lui sont disponibles:
[...]
c) le prix de vente du médicament et d'autres médicaments de la même catégorie thérapeutique à l'étranger;
37 With no further guidance from the Act or the Regulations on how to proceed with the international pricing comparison or
what its significance should be in the overall pricing determination, most of the relevant information can once again be found
in the Guidelines. Section 7.1 of the "Excessive Price Guidelines" states that "a new or existing patented drug product will be
presumed to be excessive if it exceeds the prices of the same medicine sold in all countries listed in the Regulations". Section
1 of "Schedule 3 — International Price Comparison" states that "[t]he general objective of the international price comparison
is to compare the price of the DIN under review with the prices of the same dosage form and strength of the medicine sold in
the countries listed in the Patented Medicine Regulations". These countries are: Germany, France, Italy, Sweden, Switzerland,
the United Kingdom and the United States. No reference is made in the Guidelines to the international pricing comparison of
other medicines in the same therapeutic class.
38
At the time of its introduction in Canada, Dovobet was only sold in two of the comparator countries. At the time of
the Board's decision, it was sold in six out of the seven comparator countries. In all cases, the price of Dovobet was higher in
Canada. The only country where Dovobet was not sold at the time of the Board's decision was the United States.
39
On this issue, the applicant first submits that the Board erred by adopting a 'strict' test that a medicine would invariably
be excessively priced in Canada if its Canadian price exceeded the price of the same medicine in the comparator countries,
regardless of the number of those countries in which the medicine has been introduced. The adoption of this strict test was
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also reflected in the Board's conclusion that the proper MNE price for any given year would be "the lower of the CPI-adjusted
benchmark price established by the therapeutic class comparison and the highest international price".
40
On the issue of the 'strict' test applied by the Board, I find that I must disagree with the applicant. While the Board did
acknowledge the presumption in the Guidelines that the price of a medicine sold in Canada will be considered excessive if it
is higher than in any of the comparator countries, it also clearly stated that this is merely a presumption which a patentee can
challenge before the Board. As long as the Board did not consider itself bound by the Guidelines, but simply found them to
be appropriate in the case at hand, then it cannot be said to have erred by applying the Guidelines. As the Board stated in the
decision, the Board "could conclude otherwise, but there was no evidence in this proceeding that convinced the Board to do so".
41
The applicant further argues that the Board erred by failing to consider the fact that Dovobet was launched in Canada
before many of the other comparator countries, to the benefit of Canadians, which could justify a higher price. As this was
clearly a subsidiary argument, and as there is a presumption, recognized by the Supreme Court of Canada in Woolaston v.
Canada (Minister of Manpower & Immigration) (1972), [1973] S.C.R. 102 (S.C.C.), that the decision-maker considered all of
the evidence in the record before rendering its decision, the Board's failure to mention this argument in its decision cannot be
considered to be a reviewable error.
42 The applicant then submits that the Board erred by taking a two-step approach to the international pricing comparison itself,
by first comparing the price of Dovobet in Canada with the price of Dovobet in the comparator countries, before comparing the
price of the drug products in the therapeutic class with those same products in the comparator countries, and by assigning more
weight to the first comparison. On this issue, I must agree with the respondent that the Board's approach in this respect was
perfectly reasonable. Simple common sense dictates that when the exact same product is available for comparison, proceeding
with an international therapeutic class comparison should be secondary, as the results from a direct comparison are bound to
be much more relevant.
43
Finally, the applicant took issue with the median approach taken by the Board as part of its international comparison
of the prices for the drug products in the therapeutic class. However, given that the Board made it clear that it did not give
significant weight to this comparison, as discussed above, such an issue may be deemed to be peripheral and would not affect the
reasonableness of the decision. Furthermore, the Board's reasoning for using the median international prices of the medicines
in the therapeutic class, given the potential impact of outlier prices, was sound, as it stated that "Canadian consumers would not
be protected if the MNE of a medicine were governed by a comparison to (1) the highest price of; (2) a medicine sold outside
Canada; that is (3) not the medicine under review".
44
Overall, I am satisfied that the approach taken by the Board, including its decision to follow the Guidelines closely,
was reasonable.
3) Did the Board err by refusing to consider the impact of the applicant's distribution of free Dovobet on the calculation
of the average transaction price?
45
The Board was also asked to consider the impact of the applicant's program to distribute free Dovobet on the average
transaction price of the medicine. The Board chose not to consider the applicant's program, created following the notification of
the applicant by the Board Staff that an investigation into the pricing of Dovobet had been commenced. The Board concluded
that it did not constitute a genuine compassionate use program, but was rather "an attempt to reduce artificially the average
transaction price of Dovobet in an effort to avoid the application of the Guidelines".
46
Under section 80 of the Act, a patentee is required to provide the Board with information on the price at which the
medicine is or has been sold in Canada:
80. (1) A patentee of an invention pertaining to a medicine shall, as required by and in accordance with the regulations,
provide the Board with such information and documents as the regulations may specify respecting
(a) the identity of the medicine;
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(b) the price at which the medicine is being or has been sold in any market in Canada and elsewhere;
(c) the costs of making and marketing the medicine, where that information is available to the patentee in Canada or
is within the knowledge or control of the patentee;
(d) the factors referred to in section 85; and
(e) any other related matters.
80. (1) Le breveté est tenu de fournir au Conseil, conformément aux règlements, les renseignements et documents sur les
points suivants:
a) l'identification du médicament en cause;
b) le prix de vente — antérieur ou actuel — du médicament sur les marchés canadien et étranger;
c) les coûts de réalisation et de mise en marché du médicament s'il dispose de ces derniers renseignements au Canada
ou s'il en a connaissance ou le contrôle;
d) les facteurs énumérés à l'article 85;
e) tout autre point afférent précisé par règlement.
47 A plain reading of the Act leads to the logical conclusion that it is on the basis of this information provided by a patentee
under paragraph 80(1)(b) of the Act that the Board will be able to determine the first factor listed under paragraph 85(1)(a) of the
Act, namely the price at which the medicine has been sold in the relevant market. Furthermore, the "Excessive Price Guidelines"
refer specifically to the calculation of average price and net revenue as set out in the Patented Medicine Regulations, 1994,
S.O.R./94-688 (the Regulations), which state at paragraph 4(1)(e):
4. (1) For the purposes of paragraphs 80(1)(b) and (2)(b) of the Act, information identifying the medicine and concerning
the price of the medicine shall indicate
...
(e) the quantity of the medicine sold and either the average price per package or the net revenue from sales of each
dosage form, strength and package size in which the medicine was sold in final dosage form by the patentee or former
patentee to each class of customer in each province during the periods referred to in subsection (2);
4. (1) Pour l'application des alinéas 80(1)b) et (2)b) de la Loi, les renseignements identifiant le médicament et ceux sur
son prix de vente doivent indiquer:
[...]
e) la quantité du médicament vendue et soit son prix moyen par emballage, soit les recettes nettes dérivées des ventes
de chaque forme posologique, de chaque concentration et de chaque format d'emballage dans lesquels le médicament
était vendu sous sa forme posologique finale par le breveté ou l'ancien breveté à chaque catégorie de clients dans
chacune des provinces durant les périodes visées au paragraphe (2);
48

Subsection 4(4) of the Regulations further holds that:
(4) For the purposes of paragraph (1)(e), in calculating the average price per package of medicine, the actual price after
any reduction given as a promotion or in the form of rebates, discounts, refunds, free goods, free services, gifts or any
other benefits of a like nature and after deduction of the federal sales tax shall be used.
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(4) Pour l'application de l'alinéa (1)e), le prix après déduction des réductions accordées à titre de promotion ou sous forme de
rabais, escomptes, remboursements, biens ou services gratuits, cadeaux ou autres avantages semblables et après déduction
de la taxe de vente fédérale doit être utilisé pour le calcul du prix moyen par emballage dans lequel le médicament était
vendu.
49

The Regulations also provide, at subsection 4(2), that the pricing information must be provided in respect of:
(a) the 30 day period following the date of the first sale in Canada of the medicine; and
(b) each six month period commencing on January 1 and July 1 of each year.
a) la période de 30 jours suivant la date à laquelle le médicament est vendu au Canada pour la première fois;
b) chaque période de six mois commençant le 1 er janvier et le 1 er juillet de chaque année.

50 It should be noted that no reference is made in either the Act or the Regulations to the establishment of compassionate use
programs. Rather, the Regulations speak of the "reduction given as a promotion or in the form of rebates, discounts, refunds,
free goods, free services, gifts or any other benefits of a like nature", with no mention of the intent behind such distribution.
51 Turning to the Guidelines, section 5.2 of the "Excessive Price Guidelines" states that "[a]djustments made for free goods
should only include products provided to customers in a saleable form, and in the same package sizes as those being offered
for sale" and that "[s]amples provided to physicians are not considered free goods". Section 5.3 provides the first reference to
a "compassionate release program", stating that products supplied under such a program "can be either included or excluded so
long as the inclusion or exclusion thereof is consistent in all reporting periods".
52

Further clarification is then provided in the Board's NEWSletter (vol. 4, issue no. 2, April 2000) at page 5:
In summary, it is the Board's intention in these circumstances that its policies and procedures not discourage a patentee
from offering an incentive program or entering into an agreement which would benefit patients. However, the patentee
must be consistent in reporting such programs from one reporting period to the next so as to avoid artificial fluctuations
in the price calculated for price review purposes.

53
In this case, no distribution of free goods under a compassionate release program was reported by the applicant for the
first few years, as no such program existed until 2004. The timing of this program, coupled with the distribution of only the
larger size (and thus more expensive) tubes of Dovobet and the lack of requirement that physicians assess the financial needs
of the patients when distributing the free Dovobet, convinced the Board that this program was introduced primarily for the
purpose of reducing artificially the average transaction price of Dovobet as reported to the Board, and thus was not really a
compassionate use program. The Board did not foreclose on the possibility of considering a genuine compassionate use program,
should the applicant implement one, in the future determination of the price of Dovobet. The Board ultimately concluded that
such a program, to be genuine, should not be used for marketing purposes nor as an attempt to artificially reduce the average
transaction price of a medicine, and that any distribution of free good should be exclusively at the request of the particular
physicians to whom it is distributed.
54 The first question to address is whether the Board's conclusion with regards to the 'compassionate' nature of the applicant's
distribution of free Dovobet was reasonable. The applicant insists that the Board erred in its assessment of the genuineness of
the program since free Dovobet was in fact distributed to doctors upon requests and forms were sent to physicians in connection
with the program indicating that the program was for "patients of limited financial means and with no private insurance". On
this point, I must agree with the respondent that, even if the Board had erred on this specific conclusion, a sudden distribution of
large quantities of Dovobet two years after the introduction of it to the market and following a letter of investigation, provides
a sufficient basis for the findings of the Board that this was not a genuine compassionate use program.
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55
That being said, I find that I cannot reconcile the general requirement that free goods be distributed for 'compassionate'
reasons in order to be considered in the calculation, with the statement in the Regulations that free goods can be included in
calculating the average price of a medicine, without any reference to the intent of the patentee in distributing such free goods.
In fact, I remain unclear as to why such a distinction was ever drawn in the first place in the Guidelines. While Parliament
may have been rather vague in setting out the considerations that should apply when performing a domestic therapeutic class
comparison or an international price comparison, it did provide, through the Regulations, very clear directives on the assessment
of the average price of a medicine, making the need for additional guidelines on this point much less clear.
56 Furthermore, the fact that the distribution of free goods may benefit the patentee should not make such a distribution any
less valuable to the patients who receive the free medicine. In fact, it seems much more reasonable to assume that Parliament,
through section 4 of the Regulations, sought to increase access to patented medicines for Canadians, many of whom do not
have extensive drug insurance coverage. To achieve this objective, the Regulations were drafted so as to provide incentives for
patentees to distribute free medicine, by allowing them to include these goods in the average price calculation under section 80,
and by extension section 85, regardless of their actual 'intent' in distributing such free goods.
57 Therefore, I find the decision of the Board to refuse to consider the free distribution of Dovobet in establishing the average
price of Dovobet to be unreasonable.
4) Does the Board lack sufficient institutional independence and impartiality to provide a fair hearing in accordance with
the principles of fundamental justice?
58
Finally, the applicant objects to the jurisdiction of the Board on the basis that the Board, as established pursuant to the
Act and as it operates in practice, lacks sufficient institutional independence and impartiality to provide the applicant with a fair
hearing in accordance with the principles of fundamental justice, contrary to the common law duty of fairness and the Canadian
Bill of Rights, S.C. 1960, c. 44. The applicant seeks to distinguish the present situation from that of Hoechst, above, where
Madam Justice Heneghan, concluded that there was no violation of procedural fairness and stated, in reference to the Supreme
Court decision in Ocean Port Hotel Ltd. v. British Columbia (General Manager, Liquor Control & Licensing Branch), [2001]
2 S.C.R. 781 (S.C.C.), that no constitutional argument was raised in the application for judicial review. Here, the applicant
claims to present a constitutional argument, as he expressly relies on the right to a fair hearing contained in the Canadian Bill
of Rights, which rights cannot be derogated by a statute of Parliament, absent a declaration by Parliament that a statute is to
act notwithstanding the Canadian Bill of Rights.
59 The respondent for his part submits that this issue, including the Canadian Bill of Rights argument, was raised in Hoechst,
above, and that the analysis performed by Madam Justice Heneghan in that decision is a complete and full response to the
allegations raised by the applicant in this case. The reliance of the applicant on the Canadian Bill of Rights does not alter the
analysis of this Court to determine procedural fairness, nor does it affect the outcome of the analysis. The respondent thus
concludes that there is no lack of procedural fairness arising from this process and as such, the challenge of the applicant must
fail.
60
In Hoechst, above, Madam Justice Heneghan applied the criteria set out in Baker v. Canada (Minister of Citizenship &
Immigration), [1999] 2 S.C.R. 817 (S.C.C.), to determine the content of procedural fairness owed by the Board to a patentee.
She then concluded at paragraph 73:
¶ 73 As the basis of the foregoing, I conclude that the basic requirements of procedural fairness, as described by the
Supreme Court of Canada in Lakeside Colony of Hutterian Brethren v. Hofer, [1992] 3 S.C.R. 165, that is the right to an
unbiased tribunal, the right to notice and the opportunity to make representations, apply to the Board's actions. However,
I would grant a considerable degree of flexibility to the Board in respect of the procedural requirements in light of the
factors described in Baker, supra. Subsection 97(1) of the Act clearly states that proceedings of the Board are to be dealt
with as informally and expeditiously as the circumstances and considerations of fairness permit, providing ample room for
flexibility on the part of the Board, as long as natural justice and procedural fairness are respected.
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61
As was the case in Hoechst, above, the applicant in this case does not allege a violation of the right to notice or of the
right to make representations, but focuses solely on the right to an unbiased tribunal, which it submits is being violated as a
resulted of an overlap of investigative, prosecutorial and adjudicative functions.
62 As recognized by Madam Justice Heneghan, the proper test for determining a reasonable apprehension of bias is the one
set out by Mr. Justice Louis-Philippe de Grandpré in the Supreme Court of Canada decision Committee for Justice & Liberty
v. Canada (National Energy Board) (1976), [1978] 1 S.C.R. 369 (S.C.C.), at 394-395:
...the apprehension of bias must be a reasonable one held by reasonable and right minded persons, applying themselves
to the question and obtaining thereon the required information. In the words of the Court of Appeal, that test is "what
would a informed person, viewing the matter realistically and practically — and having thought the matter through —
conclude. Would he think that it is more likely than not that [the decision maker], whether consciously or unconsciously,
would not decide fairly".
63 In addressing the argument of an impermissible overlap of functions, Madam Justice Heneghan performed the following
analysis at paragraphs 77 to 85:
¶ 77 The fact that an administrative tribunal may perform multiple functions does not, by itself, create a reasonable
apprehension of bias. In this regard, the Supreme Court of Canada in Bell Canada v. C.T.E.A., [2003] 1 S.C.R. 884, made
the following comments at paragraph 40:
[O]verlapping of different functions in a single administrative agency is not unusual, and does not on its own give
rise to a reasonable apprehension of bias [see 2747-3174 Québec Inc., supra at paragraphs 46-48, per Gonthier J.;
Newfoundland Telephone, [1992] 1 S.C.R. 623, supra, at page 635, per Cory J.; Brosseau, [1989] 1 S.C.R. 301, supra.]
As McLachlin C.J. observed in Ocean Port, supra, at para. 41, "[t]he overlapping of investigative, prosecutorial and
adjudicative functions in a single agency is frequently necessary for [an administrative agency] to effectively perform
its intended role."
¶ 78 As well, in Ocean Port Hotel Ltd. v. British Columbia (General Manager, Liquor Control & Licensing Branch),
[2001] 2 S.C.R. 781, the Supreme Court of Canada observes that the common law does not outweigh legislative provisions
that are reasonably clear, since this would have the effect of reducing procedural fairness rights. In Ocean Port, supra at
paragraph 41, Chief Justice McLaughlin went on to say that "without deciding the issue, I would note that such flexibility
may be appropriate in licensing schemes involving purely economic interests."
¶ 79 In my opinion, that description is applicable to the type of regime at issue in this case. The Board is responsible for
ensuring that patentees of patented medicines are not selling their products at prices that exceed the guidelines. The Board
is carrying out a type of economic regulatory function, as noted by the Federal Court of Appeal in Ciba-Geigy, supra. As
such, it must be accorded a degree of flexibility.
¶ 80 Again, I refer to Ocean Port, supra, relied on by the Intervener, where the Supreme Court made the following
observation at paragraph 42:
Further, absent constitutional constraints, it is always open to the legislature to authorize an overlapping of functions
that would otherwise contravene the rule against bias. Gonthier J. alluded to this possibility in Régie, at para. 47,
quoting from the opinion of L'Heureux-Dubé J. in Brosseau, supra, at pp. 309-10:
As with most principles, there are exceptions. One exception to the "nemo judex" principle is where the overlap of
functions which occurs has been authorized by statute, assuming the constitutionality of the statute is not in issue.
...

13

In some cases, the legislator will determine that it is desirable, in achieving the ends of the statute, to allow for an
overlap of functions which in normal judicial proceedings would be kept separate. ... If a certain degree of overlapping
of functions is authorized by statute, then, to the extent that it is authorized, it will not generally be subject to the
doctrine of "reasonable apprehension of bias" per se.
¶ 81 The Applicant has not raised a constitutional argument in this application for judicial review.
¶ 82 The legislative scheme here in issue specifically contemplates that the Board will discharge multiple functions,
including investigation, prosecution and adjudication. Subsections 96(2) and (3) of the Act authorize the Board, subject to
the approval of the Governor in Council, to make rules regulating its own practices and procedures, to make by-laws for
conducting its work, for the management of its internal affairs and for the duties of its staff. The existence of this legislative
scheme militates against finding the existence of inherent institutional bias or lack of impartiality.
¶ 83 I am not persuaded by the Applicant's arguments that the Board lacks sufficient institutional impartiality as a result of
overlapping functions as performed by individuals working as Board Staff or serving as members of the Board Panel. The
Applicant concedes that an overlap of functions may be authorized by statute, if validly within the power of the legislation.
The Applicant also recognizes that the Board may establish its own policies and procedures.
¶ 84 The Federal Court of Appeal in ICN, supra found that while the Board is required to act as both prosecutor and
adjudicator in fulfillment of its statutory mandate, the Board through its Policy has decided, in fact, to operate independently
of Board Staff. The Court, in ICN, supra noted that the relationship between the Board and its staff was described by the
majority of the Board in Genentech Canada Inc. (Re) (1992), 44 C.P.R. (3d) 316 (P.M.P.R.B.) at p. 320 as follows:
In conducting hearings with respect to the price of a patented medicine, the Board's staff is segregated from the Board.
The Board's staff, through its own counsel, adduces evidence, tests evidence of other parties, and makes submissions
on procedural, jurisdictional, legal, and substantive issues arising during the course of the proceeding.
¶ 85 The Board's Policy serves to enforce the principles of procedural fairness and natural justice, by attempting to ensure
a separation of functions and necessary safeguards beyond what is provided for by the Act itself.
64
As I am in agreement with Madam Justice Heneghan's analysis, I see no reason to revisit the question. As for the
applicant's contention that its reliance on the Canadian Bill of Rights raises a constitutional question, I can find no merit to
this argument, as the Canadian Bill of Rights is not considered to be a constitutional document (at best, it can be described
as a quasi-constitutional argument). Furthermore, regardless of the nature of the Canadian Bill of Rights, the issue raised in
Hoechst, above, was whether the overlap of the Board functions as investigator, prosecutor and adjudicator, created a reasonable
apprehension of bias "which is not excused at law and is contrary to the principles of fundamental justice and the Canadian
Bill of Rights". It is clear that the argument raised with respect to the reasonable apprehension of bias in Hoechst, above, did
rely on the right to a fair hearing guaranteed under the Canadian Bill of Rights and as such, this is not a 'novel' argument that
should be used to distinguish Madam Justice Heneghan's analysis.
65 Therefore, I must reject the applicant's argument that the Board lacks sufficient institutional independence and impartiality
to provide the applicant with a fair hearing in accordance with the principles of fundamental justice.
Conclusion
66
For the above reasons, I find that the decision of the Board, with respect to the determination of the maximum nonexcessive price under subsection 85(1) of the Act, was reasonable. However, the Board erred in determining the average price
of Dovobet, as a result of its failure to consider the impact of the free goods distributed by the applicant starting in 2004.
67

Therefore, the application for judicial review is allowed in part.
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68
The conclusions of the Board are upheld, with the exception of the conclusions on the free distribution of Dovobet
pursuant to its compassionate use program, which conclusions are set aside.
69

The directive of the Board included in its conclusion is upheld, with the following amendment:
Board Staff and LEO Pharma are requested to draft, for the Board's consideration, an order that will implement the findings
in this decision with the most current sales and pricing information available, establishing the MNE for each period
as the lower of the prices indicated by the Therapeutic Class Comparison and the Highest International Price test. The
determination of the average price per package of medicine for each period must take into account any reduction
given as a promotion or in the form of rebates, discounts, refunds, free goods, free services, gifts or any other benefits
of a like nature. The order should require the establishment of an MNE and the payment to the Crown of the excessive
revenues determined in accordance with this decision. The panel will retain jurisdiction over this matter and if the panel
can be of assistance in applying the findings in this decision to the requisite order, the parties may make submissions in
that regard.
(my emphasis)

Judgment

1. The application is allowed in part;
2. The conclusions of the Board are upheld, with the exception of the conclusions on the free distribution of Dovobet
pursuant to its compassionate use program, which conclusions are set aside;
3. The directive of the Board included in its conclusion is upheld, with the following amendment:
Board Staff and LEO Pharma are requested to draft, for the Board's consideration, an order that will implement the
findings in this decision with the most current sales and pricing information available, establishing the MNE for each
period as the lower of the prices indicated by the Therapeutic Class Comparison and the Highest International Price
test. The determination of the average price per package of medicine for each period must take into account
any reduction given as a promotion or in the form of rebates, discounts, refunds, free goods, free services, gifts
or any other benefits of a like nature. The order should require the establishment of an MNE and the payment to
the Crown of the excessive revenues determined in accordance with this decision. The panel will retain jurisdiction
over this matter and if the panel can be of assistance in applying the findings in this decision to the requisite order,
the parties may make submissions in that regard.
(my emphasis)
Application granted in part.
APPENDIX — Pertinent Legislation
Patent Act, R.S.C. 1985, c. P-4.
83. (1) Where the Board finds that a patentee of an invention pertaining to a medicine is selling the medicine in any
market in Canada at a price that, in the Board's opinion, is excessive, the Board may, by order, direct the patentee to
cause the maximum price at which the patentee sells the medicine in that market to be reduced to such level as the
Board considers not to be excessive and as is specified in the order.
(2) Subject to subsection (4), where the Board finds that a patentee of an invention pertaining to a medicine has,
while a patentee, sold the medicine in any market in Canada at a price that, in the Board's opinion, was excessive,
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the Board may, by order, direct the patentee to do any one or more of the following things as will, in the Board's
opinion, offset the amount of the excess revenues estimated by it to have been derived by the patentee from the sale
of the medicine at an excessive price:
(a) reduce the price at which the patentee sells the medicine in any market in Canada, to such extent and for
such period as is specified in the order;
(b) reduce the price at which the patentee sells one other medicine to which a patented invention of the patentee
pertains in any market in Canada, to such extent and for such period as is specified in the order; or
(c) pay to Her Majesty in right of Canada an amount specified in the order.
(3) Subject to subsection (4), where the Board finds that a former patentee of an invention pertaining to a medicine
had, while a patentee, sold the medicine in any market in Canada at a price that, in the Board's opinion, was excessive,
the Board may, by order, direct the former patentee to do any one or more of the following things as will, in the
Board's opinion, offset the amount of the excess revenues estimated by it to have been derived by the former patentee
from the sale of the medicine at an excessive price:
(a) reduce the price at which the former patentee sells a medicine to which a patented invention of the former
patentee pertains in any market in Canada, to such extent and for such period as is specified in the order; or
(b) pay to Her Majesty in right of Canada an amount specified in the order.
(4) Where the Board, having regard to the extent and duration of the sales of the medicine at an excessive price, is of
the opinion that the patentee or former patentee has engaged in a policy of selling the medicine at an excessive price,
the Board may, by order, in lieu of any order it may make under subsection (2) or (3), as the case may be, direct the
patentee or former patentee to do any one or more of the things referred to in that subsection as will, in the Board's
opinion, offset not more than twice the amount of the excess revenues estimated by it to have been derived by the
patentee or former patentee from the sale of the medicine at an excessive price.
(5) In estimating the amount of excess revenues under subsection (2), (3) or (4), the Board shall not consider any
revenues derived by a patentee or former patentee before December 20, 1991 or any revenues derived by a former
patentee after the former patentee ceased to be entitled to the benefit of the patent or to exercise any rights in relation
to the patent.
(6) Before the Board makes an order under this section, it shall provide the patentee or former patentee with a
reasonable opportunity to be heard.
(7) No order may be made under this section in respect of a former patentee who, more than three years before the day
on which the proceedings in the matter commenced, ceased to be entitled to the benefit of the patent or to exercise
any rights in relation to the patent.
85. (1) In determining under section 83 whether a medicine is being or has been sold at an excessive price in any
market in Canada, the Board shall take into consideration the following factors, to the extent that information on the
factors is available to the Board:
(a) the prices at which the medicine has been sold in the relevant market;
(b) the prices at which other medicines in the same therapeutic class have been sold in the relevant market;
(c) the prices at which the medicine and other medicines in the same therapeutic class have been sold in countries
other than Canada;
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(d) changes in the Consumer Price Index; and
(e) such other factors as may be specified in any regulations made for the purposes of this subsection.
(2) Where, after taking into consideration the factors referred to in subsection (1), the Board is unable to determine
whether the medicine is being or has been sold in any market in Canada at an excessive price, the Board may take
into consideration the following factors:
(a) the costs of making and marketing the medicine; and
(b) such other factors as may be specified in any regulations made for the purposes of this subsection or as are,
in the opinion of the Board, relevant in the circumstances.
(3) In determining under section 83 whether a medicine is being or has been sold in any market in Canada at an
excessive price, the Board shall not take into consideration research costs other than the Canadian portion of the
world costs related to the research that led to the invention pertaining to that medicine or to the development and
commercialization of that invention, calculated in proportion to the ratio of sales by the patentee in Canada of that
medicine to total world sales.
83. (1) Lorsqu'il estime que le breveté vend sur un marché canadien le médicament à un prix qu'il juge être excessif,
le Conseil peut, par ordonnance, lui enjoindre de baisser le prix de vente maximal du médicament dans ce marché au
niveau précisé dans l'ordonnance et de façon qu'il ne puisse pas être excessif.
(2) Sous réserve du paragraphe (4), lorsqu'il estime que le breveté a vendu, alors qu'il était titulaire du brevet, le
médicament sur un marché canadien à un prix qu'il juge avoir été excessif, le Conseil peut, par ordonnance, lui
enjoindre de prendre l'une ou plusieurs des mesures suivantes pour compenser, selon lui, l'excédent qu'aurait procuré
au breveté la vente du médicament au prix excessif:
a) baisser, dans un marché canadien, le prix de vente du médicament dans la mesure et pour la période prévue
par l'ordonnance;
b) baisser, dans un marché canadien, le prix de vente de tout autre médicament lié à une invention brevetée du
titulaire dans la mesure et pour la période prévue par l'ordonnance;
c) payer à Sa Majesté du chef du Canada le montant précisé dans l'ordonnance.
(3) Sous réserve du paragraphe (4), lorsqu'il estime que l'ancien breveté a vendu, alors qu'il était titulaire du brevet,
le médicament à un prix qu'il juge avoir été excessif, le Conseil peut, par ordonnance, lui enjoindre de prendre l'une
ou plusieurs des mesures suivantes pour compenser, selon lui, l'excédent qu'aurait procuré à l'ancien breveté la vente
du médicament au prix excessif:
a) baisser, dans un marché canadien, le prix de vente de tout autre médicament lié à une invention dont il est
titulaire du brevet dans la mesure et pour la période prévue par l'ordonnance;
b) payer à Sa Majesté du chef du Canada le montant précisé dans l'ordonnance.
(4) S'il estime que le breveté ou l'ancien breveté s'est livré à une politique de vente du médicament à un prix excessif,
compte tenu de l'envergure et de la durée des ventes à un tel prix, le Conseil peut, par ordonnance, au lieu de celles
qu'il peut prendre en application, selon le cas, des paragraphes (2) ou (3), lui enjoindre de prendre l'une ou plusieurs
des mesures visées par ce paragraphe de façon à réduire suffisamment les recettes pour compenser, selon lui, au plus
le double de l'excédent procuré par la vente au prix excessif.
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(5) Aux fins des paragraphes (2), (3) ou (4), il n'est pas tenu compte, dans le calcul de l'excédent, des recettes
antérieures au 20 décembre 1991 ni, dans le cas de l'ancien breveté, des recettes faites après qu'il a cessé d'avoir droit
aux avantages du brevet ou d'exercer les droits du titulaire.
(6) Avant de prendre une ordonnance en vertu du présent article, le Conseil doit donner au breveté ou à l'ancien breveté
la possibilité de présenter ses observations.
(7) Le présent article ne permet pas de prendre une ordonnance à l'encontre des anciens brevetés qui, plus de trois ans
avant le début des procédures, ont cessé d'avoir droit aux avantages du brevet ou d'exercer les droits du titulaire.
85. (1) Pour décider si le prix d'un médicament vendu sur un marché canadien est excessif, le Conseil tient compte
des facteurs suivants, dans la mesure où des renseignements sur ces facteurs lui sont disponibles:
a) le prix de vente du médicament sur un tel marché;
b) le prix de vente de médicaments de la même catégorie thérapeutique sur un tel marché;
c) le prix de vente du médicament et d'autres médicaments de la même catégorie thérapeutique à l'étranger;
d) les variations de l'indice des prix à la consommation;
e) tous les autres facteurs précisés par les règlements d'application du présent paragraphe.
(2) Si, après avoir tenu compte de ces facteurs, il est incapable de décider si le prix d'un médicament vendu sur un
marché canadien est excessif, le Conseil peut tenir compte des facteurs suivants:
a) les coûts de réalisation et de mise en marché;
b) tous les autres facteurs précisés par les règlements d'application du présent paragraphe ou qu'il estime
pertinents.
(3) Pour l'application de l'article 83, le Conseil ne tient compte, dans les coûts de recherche, que de la part canadienne
des coûts mondiaux directement liée à la recherche qui a abouti soit à l'invention du médicament, soit à sa mise au
point et à sa mise en marché, calculée proportionnellement au rapport entre les ventes canadiennes du médicament
par le breveté et le total des ventes mondiales.
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Tab 22

January 31, 2011

Decision: PMPRB-07-D2-PENLAC
- Merits

IN THE MATTER OF the Patent Act R.S.C. 1985, c. P-4,
as amended
AND IN THE MATTER OF sanofi-aventis Canada Inc.
(the “Respondent”) and the medicine “Penlac Nail Lacquer”
Introduction
1. These Reasons for Decision pertain to allegations by Board Staff that the patented
medicine Penlac was sold by the Respondent sanofi-aventis Canada Inc. (“sanofiaventis”) at excessive prices, within the meaning of that term in the Patent Act (the
“Act”). These allegations were the subject of a hearing by a panel of the Board (the
“Panel”), at which some lay evidence and a substantial volume of expert evidence was
received and tested in cross-examination. The Panel heard seven days of evidence and
two days of oral final submissions, and received written final submissions.
Overview: Issues and Position of Parties
2. Penlac is a nail lacquer that is applied to finger and toe nails as part of a program of
treatment for a fungal nail infection, onychomycosis due to the fungus Trichophyton
rubrum, which is prevalent in approximately 5%-10% of the population. Onychomicosis
causes disfigurations in the shape of the nail. Penlac is indicated for mild to moderate
cases of onychomycosis in patients whose infection has not affected the lunula of the
nail.
3. Three medicines have been approved by Health Canada for the treatment of mild to
moderate onychomycosis: the topical lacquer Penlac (ciclosporox) and the oral systemic
medicines Lamisil (terbinafine) and Sporanox (itraconazole).
4. Penlac was introduced to the Canadian market in July 2004 by Dermik Laboratories
Canada Inc. (“Dermik”). As the result of a corporate merger in 2006, sanofi-aventis is
the current corporate entity responsible for the potential excessive revenues that might
have been earned between July 2004 and April 18, 2008, when the patent that
pertained to Penlac expired. In these Reasons, references to sanofi-aventis should be
taken to refer, where applicable, to the predecessor corporate entity, Dermik.
5. The hearing involved a considerable volume of evidence from an impressive group of
expert and lay witnesses, and raised a number of complex issues involving subsection
85(1) of the Act, which sets out the factors that the Board must consider when
determining whether a medicine is being or has been sold at an excessive price:

2
85. (1) In determining under section 83 whether a medicine is being or has been
sold at an excessive price in any market in Canada, the Board shall take into
consideration the following factors, to the extent that information on the factors is
available to the Board:
(a) the prices at which the medicine has been sold in the relevant market;
(b) the prices at which other medicines in the same therapeutic class have been
sold in the relevant market;
(c) the prices at which the medicine and other medicines in the same therapeutic
class have been sold in countries other than Canada;
(d) changes in the Consumer Price Index; and
(e) such other factors as may be specified in any regulations made for the
purposes of this subsection.

6. Subsection 85(1) will be considered more completely later in these Reasons, but it can
be seen that paragraph 85(1)(b) of the Act obliges the Board to consider the prices of
other medicines “in the same therapeutic class” as the medicine under review.
Paragraph 85(1)(c) requires the Board to consider the prices of the medicine in
“countries other than Canada” (often referred to as the international pricing of the
medicine). Both of these provisions, and the interaction between them, gave rise to
debate between the parties. Paragraphs 85(1)(a) (establishing the price at which
Penlac was sold in Canada) and 85(1)(d) (changes in the Consumer Price Index or
“CPI”) were potentially relevant but not contentious.
7. The Board has developed non-binding Excessive Price Guidelines1 (the “Guidelines”,
about which more will be said later) to implement the provisions of the Act and more
particularly, as the Guidelines pertain to this case, to implement subsection 85(1) of the
Act. The Guidelines provide several tests by which Board Staff and patentees can
determine the maximum price at which a given medicine will be presumed not to be
excessive – the “maximum non-excessive price” (the “MNE” price).
8. As regards the prices of medicines in the same therapeutic class as the medicine under
review, the Guidelines implement paragraph 85(1)(b) of the Act by stipulating that the
MNE price of the medicine under review is equal or lesser than the price of the highestpriced medicine in the same therapeutic class. This is known as the Therapeutic Class
Comparison.
9. As regards the international pricing of the medicine, the Guidelines implement
paragraph 85(1)(c) of the Act in several ways, including (as was relevant in this case) by
stipulating that the price of a medicine in Canada will be presumed not to be excessive if
1

References in these Reasons are to the Guidelines that were in effect during the relevant time period 2004-2008.
In 2009, some features of the Guidelines were revised and implemented in January 2010.
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its price in Canada is no higher than the median of the prices of the medicine in
countries specified by the Patented Medicines Regulations (the “Regulations”). This is
known as the Median International Price Comparison (MIPC).
10. If there are no medicines in the same therapeutic class as the medicine under review,
the Guidelines apply the MIPC.
11. Thus it can be seen that, in determining the MNE price of a medicine, establishing the
other medicines, if any, that are in the same therapeutic class as the medicine under
review can be an important factor. Both Board Staff and sanofi-aventis agreed that the
“threshold issue” in this case was whether or not Penlac could be put in a therapeutic
class with Lamisil and Sporanox. In summary of the Parties’ positions:
a. sanofi-aventis argued that, for price comparison purposes, Penlac belongs in
the same therapeutic class as Lamisil and Sporanox. During the relevant
period, Lamisil and Sporanox were more expensive than Penlac.
Accordingly, if the Panel were to agree with sanofi-aventis, Penlac would not
have been the highest-priced medicine in its therapeutic class and thus would
be presumed by the Guidelines not to have been excessively priced at any
point between its introduction to the Canadian market and the expiry of the
pertaining patent. sanofi-aventis would not be exposed to any remedy in
relation to the excessive revenues alleged by Board Staff. Alternatively,
sanofi-aventis argued for the same result if Penlac should not be considered
to be in the same therapeutic class as Lamisil and Sporanox. The argument
in broad terms is that the Board’s Guidelines should not be applied to the
pricing of Penlac and that other relevant considerations indicate that Penlac
was not excessively priced;
b. Board Staff argued that no other medicines were properly comparable to
Penlac, and thus no other medicines were in the same therapeutic class as
Penlac. Accordingly, Board Staff argued, the MIPC in the Board’s Guidelines
should be used. Penlac, having been sold in Canada at a price substantially
above its median international price, was excessively priced. If the Panel
were to agree with Board Staff, sanofi-aventis would be exposed to a
substantial remedial order of the Board in relation to excessive revenues.
12. In terms of assessing the question of whether Penlac belongs in the same therapeutic
class, the primary differences between the positions of sanofi-aventis and Board Staff
were: (1) whether “clinical equivalence” was the appropriate criterion for the
establishment of a therapeutic class for the price comparison purposes of the Act; and if
so (2) what the proper indicia of clinical equivalence were; and (3) whether the data
demonstrate that Penlac was clinically equivalent to Lamisil and Sporanox, such as to
warrant Penlac’s inclusion in a therapeutic class with those medicines.
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13. As noted, Penlac is a topical medicine, whereas Lamisil and Sporanox are systemic
medicines. Board Staff accepted that, in this particular case, this difference did not
prevent the three medicines from potentially being in the same therapeutic class,
provided that they were clinically equivalent. The Panel notes that in other cases,
differing formulations between the medicine under review and other medicines for the
same condition, or other relevant distinctions, could result in the exclusion of the
medicine under review from the therapeutic class of the other medicines.
The Board’s Regulatory Framework
14. In the assessment of the factors in subsection 85(1) of the Act, the starting point is the
price at which the medicine is being sold [paragraph 85(1)(a)]. There are provisions in
the Act and the Regulations that require a patentee to report the price at which its
medicine is sold, so this information is on file with the Board. This price is then
considered in light of:
i.

the prices of medicines in the same therapeutic class sold in Canada
[paragraph 85(1)(b)];

ii.

the international pricing of the medicine [paragraph 85(1)(c)];

iii.

the price of medicines in the same therapeutic class outside of Canada [also
paragraph 85(1)(c)]; and

iv.

changes in the CPI [paragraph 85(1)(d)].

15. The relationship between section 85 and the Board’s Guidelines has been discussed in
prior decisions of the Board, most particularly the decisions involving the medicines
Dovobet and Adderall XR. The following extract from the case involving Adderall XR
captures the important, but qualified, role of the Guidelines, and the Panel adopts the
substance of this extract in these Reasons:

13. As the Board discussed in the LEO Pharma decision, it is evident that Parliament
intentionally framed the factors in section 85 of the Act in very broad terms. The Act, in
section 96, contemplates the Board establishing guidelines, and the Board did so with
respect to the specific implementation of the general factors listed in section 85 (the
“Guidelines”).
14. It is important to correctly characterize the significance of the Guidelines; their role
should neither be understated nor overstated. As noted in the LEO Pharma decision,
some guidelines are absolutely essential for the implementation of the general factors
listed in section 85. In the LEO Pharma decision, articulating principles cited with
agreement by the Federal Court on judicial review of that decision, the Board said:
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...having directed the Board to the factors it must consider, section 85 does
not stipulate how those factors must be used or weighed to assess whether or
not the price of a medicine is excessive. In other words, section 85 does not
provide a formula into which the Board can feed pricing information to
calculate the MNE for a medicine.
In particular, two features of subsection 85(1) require the Board to exercise
discretion, to apply judgment and expertise, and if appropriate to give
consideration to the stakeholder input and compromise that went into the
development of the Guidelines, when determining whether or not the factors
in section 85 indicate that the price of a medicine is excessive.
First, performing a comparison does not dictate a conclusion that must result
from that comparison. Section 85 leaves it within the discretion of the Board
to determine the relevance of each comparison and of all of the comparisons
taken together. For example, section 85 does not stipulate that if the price of a
medicine is higher in Canada than in other countries it must be found to be
excessive, nor that if it is lower in Canada than in other countries it must be
found not to be excessive. The comparison of the price of the medicine in
Canada with its price in other countries must be made, and then the relevance
of that comparison must be assessed. So too with each of the other
comparisons and then all of the comparisons taken together.
A second and related point is that each of the comparisons listed in section 85
could lead the Board towards a different conclusion. There are a number of
permutations. For example, a medicine might be sold in Canada at a lower
price than in other countries but at a higher price than comparable medicines
sold in Canada, or vice versa. Each of the three comparisons must be
considered, and then the weight to be given to each of them, and how they
should relate to each other, must be determined.
…
The need for balancing is evident in the application of section 85 of the Act
because each of the factors taken on its own does not merely pull
directionally but, depending on the relevance of the comparison itself, could
lead to a different conclusion. It could be logically impossible for the Board
to give each of the factors equal weight, or it could be logical after
consideration of all factors to give one or more factors primary or decisive
weight, as otherwise there could be irreconcilable conflicts in the conclusions
to be drawn from each of the factors.
In other words, the Board must come to a single specific price that is the
MNE for a medicine, and, needless to say, the three different factors
stipulated by subsection 85(1) do not generate that single figure, for both of
the reasons mentioned: the act of comparing does not entail any specific
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conclusion, and for a given medicine each of the three factors could suggest
an MNE that is different in direction and/or degree.
15. The Guidelines were established after consultation with stakeholders, as mandated by
subsection 96(5) of the Act. The Guidelines aim to provide a structure for the necessary
particularization and integration of the general factors listed in section 85, to provide
fairness through consistent treatment among patentees, and to give patentees guidance on
the process that will be used in establishing the MNE for their medicines, both when the
medicines are first introduced to a market in Canada and each year thereafter that they are
sold in Canada.
16. On the other hand, the Guidelines are not binding on the Board. Furthermore, situations
could arise that are not contemplated by the Guidelines, or changes in medicine or the
marketing of medicines in Canada could give rise to situations that are no longer covered
appropriately by the Guidelines. In each case where the review of the pricing of a medicine
comes before a panel of the Board, the panel must determine whether the medicine is priced
excessively within the terms of section 85 of the Act. To the extent that the Guidelines
speak to this issue, the panel must determine whether the Guidelines provide for an
appropriate and reasonable implementation of the factors in section 85 of the Act before
establishing an MNE by the terms of the Guidelines. If the Guidelines do not result in an
appropriate implementation of section 85 of the Act, the panel must depart from the
Guidelines.
Therapeutic Class
17. A necessary starting point in the Panel’s analysis is a description of what constitutes a
“therapeutic class” as that expression is used in paragraphs 85(1)(b) and (c) of the Act.
The Guidelines use the concept of therapeutic equivalence (termed “clinical
equivalence”) to define a therapeutic class. There was general agreement among the
expert witnesses that clinical equivalence is determined primarily by an assessment of
how well the medicine works, or can be expected to work, to treat the condition for
which it is indicated (effectiveness or efficacy2) and what side-effects and contraindications the medicine has (safety). The relationship between effectiveness and
safety in this analysis was an issue in this case and is discussed later in these Reasons.
18. The Panel concludes that clinical equivalence is the appropriate concept to use when
defining a therapeutic class for the purposes of implementing paragraphs 85(1)(b) and
(c) of the Act. It reflects the wording of the Act, in that a therapeutic “class” connotes a
group of medicines that share a common feature or features. As to what that
2

Efficacy is demonstrated in a trial by establishing that a medicine can achieve its intended effect in the particular
conditions of the trial and thus might be expected to do so in a clinical (that is, real life) setting. Effectiveness is
demonstrated by observational studies that examine how well the medicine achieves its intended effect in a clinical
setting. Depending on the data available, either or both concepts could be used to measure clinical equivalence.
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commonality should be, therapeutic (clinical) equivalence captures the intent of the Act,
in that paragraphs 85(1)(b) and (c) deal with price comparisons, and the principal factors
in that regard are the relative effectiveness and safety of the medicines being compared;
that is, their relative therapeutic/clinical equivalence.
19. Broadly speaking, and as reflected in the Guidelines:
a. if the new medicine is comparable in effectiveness and safety to other
medicines already on the market, its manufacturer should be entitled to sell it
at a price as high as the most expensive of those medicines; and
b. if the new medicine is materially less effective and/or safe relative to the other
medicines already on the market, its manufacturer should not (at least by
reason of that comparison) be entitled to sell it at a price as high as the most
expensive of those medicines.
20. The converse is also embodied in the Board’s approach to setting the MNE price of a
new medicine. If the new medicine is not demonstrated to be comparable in efficacy
and safety to existing medicines in Canada, it will not be considered to be clinically
equivalent and thus there will be no therapeutic class for price comparison purposes.
Reference then must be had to the criteria in paragraphs 85(1) (c): the price of the
medicine outside Canada and (in the event that, unlike the situation in Canada, there
are comparable medicines sold outside Canada) the price outside Canada of other
medicines in the same therapeutic class. As the Board has noted in other decisions,
more weight is likely to be put on the first of those two factors, because the comparison
is more direct (same medicine, different countries vs. different medicine, different
countries) though whether this weighting is appropriate in any given case would have to
be considered on the facts of that case.
21. If, as in Canada, there is no other medicine outside Canada in the same therapeutic
class, then the only factors left in subsection 85(1) that the Board can consider
(assuming changes in the CPI are not in issue) are the price of the medicine (under
review) in Canada and outside Canada. Still, in this situation the Board would have to
be satisfied that the determination of whether or not the medicine was being sold at an
excessive price could be made under those factors such that it was not necessary to
have resort to the factors in subsection 85(2).
22. Medicines in the same therapeutic class, for the purposes of paragraphs 85(1)(b) and
(c), are not merely medicines used to treat the same condition. To use an extreme
example for illustration, it would not be logical, when grouping medicines for the purpose
of assessing the appropriateness of the price of one of them, to include in the group
medicines that are barely effective and others that are 100% effective, nor medicines
that have a high risk of serious side effects and others that have no side effects. Such a
class could result in setting a price cap for a barely effective, very risky medicine by
reference to the prices of completely effective, completely safe medicines.
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This would make no sense in relation to the objectives of the Act. This is why clinical
equivalence is the appropriate criterion for a therapeutic class as that term is used in
paragraphs 85(1)(b) and (c) of the Act.
23. It is the position of sanofi-aventis that a relative deficiency in the effectiveness of a
medicine (compared to other medicines in the proposed therapeutic class) could be
compensated for by superior safety characteristics of the medicine. There is some logic
to this position, because it is consistent with the notion that comparably priced
medicines should have equal value to the patient, and this might be the case, for
example, with a medicine that is less effective but safer than alternatives.
24. However, the Panel considers this to be a very difficult, if not impossible, analysis to
undertake, and one that misapprehends the concept of clinical equivalence. While
compromising safety for efficacy or vice versa is an analysis that must be undertaken in
clinical practice, it is a highly subjective and individual decision. It is not a principle that
is suitable for broadly-based analysis in the context of establishing non-excessive
prices. Different scientists, clinicians and patients could have widely differing views on
the balance between risk and effectiveness, depending on their individual perceptions of
the severity of the condition, the impact it is having, or could have, on the patient’s life,
and each patient’s aversion to risk. The matter is further complicated by the possibility
of relatively poor-quality data on effectiveness having to be weighed against goodquality data on risk, or vice versa.
25. Furthermore, a different safety profile will tend to make a medicine less, not more,
clinically equivalent to its comparators. The evidence of sanofi-aventis was that Penlac
was appropriate for certain patients who might not tolerate the systemic medicines,
which, as Dr. Mitchell Levine (called by Board Staff) noted, indicates that Penlac was
less like the systemic medicines. Indeed, on their own, differences in safety and
appropriateness for different patient populations, if substantial enough, could put a
medicine into a different therapeutic class than others for the same indication.
26. Accordingly, the Panel does not consider it practical or appropriate to consider the two
concepts to be additive. Rather, clinical equivalence requires comparable efficacy and
comparable safety.
27. The Guidelines provide a potential reward to patentees of safer medicines. A
substantial improvement in safety can be reflected in the Guidelines by the
categorization of a medicine that offers such an improvement as a Category 2 medicine,
which allows the patentee to introduce the medicine to the Canadian market at its
median international price. This is often an advantage to patentees, as the median
international price can be higher than the price of domestic comparators. In this
particular case, with Penlac’s median international price lower than its domestic price,
access to the median international price would not present a domestic pricing advantage
for sanofi-aventis. That, however, is the result of the international pricing decisions of
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sanofi-aventis, not the operation of the Guidelines. This point is addressed in further
detail later in these Reasons.
28. Finally, even if the Panel were to attempt to weigh together the effectiveness and safety
of Penlac with those of Lamisil and Sporanox, the conclusion would be that Penlac’s
reduced risk of serious but quite rare side effects, and its indication in certain patient
populations, is not a sufficient advantage over Lamisil and Sporanox to compensate for
its markedly inferior effectiveness relative to those medicines. The concept behind
Penlac – focusing the medication on the affected part of the body and thus sparing the
rest of the body from potential interactions or side effects – was unquestionably a good
one. However, the effectiveness of the attempt is so much lower than the systemic
medicines that the improved safety is not likely to be seen as an appropriate trade-off by
many of the patients who are informed of the data. The Panel accepted the evidence of
Dr. Vincent Ho, a practicing dermatologist and a professor of dermatologic
pharmacology called by Board Staff, to the effect that patients who could not or did not
want to take the systemic medicines, when informed of the efficacy data, generally
opted to do nothing rather than use Penlac.
29. sanofi-aventis observed that Lamisil has been consistently assessed as being more
efficacious than Sporanox. In one study and on one measure of treatment success the
difference in efficacy between Lamisil and Sporanox was as great as the difference
between Sporanox and Penlac. sanofi-aventis argued that if one considers Lamisil and
Sporanox to be in the same therapeutic class despite their different levels of efficacy (as
the witnesses for sanofi-aventis and Dr. Ho did), then arguably Penlac should be in that
therapeutic class.
30. The argument of sanofi-aventis on this point is premised on an interpretation of the data
(widely disparate efficacy of Lamisil and Sporanox) that the Panel does not accept. It is
clear that the evidence demonstrates that Lamisil is more effective than Sporanox, but
the preponderance of the evidence (particularly the more reliable evidence) indicates
that Lamisil and Sporanox are both reasonably effective at treating the symptoms of
onychomicosis, whereas Penlac is not particularly effective.
New Medicine Categorization
31. At this point it is useful to describe an element of the Board’s Guidelines that does not
arise directly in this case but was used in evidence and argument to discuss relative
clinical equivalence and the formation of therapeutic classes for the purposes of
paragraphs 85(1)(b) and (c).
32. When a new medicine is introduced to the market, the Guidelines require that it be
categorized depending on several factors, including its performance relative to existing
medicines. This is the first point at which relative effectiveness and safety are
considered. A medicine that demonstrates “moderate, little or no therapeutic
PMPRB-07-D2-PENLAC, January 31, 2011

Page 9

10
improvement” over existing medicines is deemed a “Category 3” medicine that must be
priced no higher than the most expensive of the existing medicines for the same
condition sold in Canada.
33. A medicine that is a “breakthrough” or provides a “substantial improvement” over
comparable existing medicines is deemed a “Category 2” medicine, in which category
(as noted earlier) it has the potential, depending on its international prices, to be priced
higher than a Category 3 medicine.
34. Dr. Neil Shear, called by sanofi-aventis, argued that this should end the analysis of the
relative therapeutic merits of the medicine, and that once this categorization is complete,
therapeutic classes should be composed of any medicine that treats a condition,
regardless of relative effectiveness, as long as each medicine has some efficacy (i.e.
greater than placebo).
35. The Panel does not agree. For the reasons noted earlier, the Board must consider
therapeutic classes when determining the MNE price of a medicine, and clinical
equivalence is central to the concept of a therapeutic class that is established for pricing
purposes. As noted earlier in these Reasons, on the approach advocated by sanofiaventis and Dr. Shear, a risky medicine that arrives on the market providing barely any
benefit to patients would be put in the same therapeutic class and could be priced as
high as an existing safe medicine that provides a complete cure. This would not be a
reasonable way to implement paragraphs 85(1)(b) and (c) of the Act.
36. In the Guidelines, categorization serves a different purpose than the determination of a
therapeutic class. Categorization, in the context of this discussion, allows a new
medicine that provides a breakthrough or a substantial improvement over existing
medicines potentially to break out of the therapeutic class comparison completely and
have resort to its international median price as the cap on the price of the medicine in
Canada. Medicines that do not meet that high threshold of therapeutic improvement
have their price cap set by the domestic therapeutic class comparison. But within the
group of medicines that treat a given condition, there must also be an alignment of
effectiveness and safety, so that reference to prices of comparable medicines continues
the objective of rewarding superior medicines.
37. The issue of categorization also came up when it was used to indicate the differences
between the therapeutic characteristics (effectiveness and safety) of Penlac, on the one
hand, and Lamisil and Sporanox on the other. The evidence of experts called by both
parties was that if Penlac had been the first medicine on the market and either Lamisil or
Sporanox was introduced, the efficacy of either systemic medicine is so much better
than that of Penlac that there would be a case to be made that the systemic medicine
would be a “substantial improvement” and should be categorized by the Board as a
Category 2 medicine. On this evidence, if Lamisil or Sporanox came on the market after
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Penlac, they would not likely be tied to a therapeutic class with Penlac and thus limited
in price to that of Penlac.
38. The converse is implicit in this observation, because nothing pertaining to a therapeutic
class should turn on the sequence in which medicines are introduced to the market. If
Lamisil and Sporanox, with their superior efficacy, would not be tied to Penlac’s price,
then Penlac, with its inferior efficacy, should not be entitled to be priced by comparison
with Lamisil and Sporanox.
39. While it is difficult to conclude definitively that Lamisil and Sporanox belong in the same
therapeutic class when that was not the direct subject of this proceeding, the weight of
evidence, both in the literature and from the expert witnesses, is that they should be in
the same therapeutic class. Considering all of the literature, they both have comparable
and reasonable efficacy and Penlac does not. The Panel concludes that if the systemic
medicines do belong in the same therapeutic class, Penlac does not belong in that
therapeutic class with them.
The Board’s Dovobet Decision
40. sanofi-aventis has also relied on the Board’s decision regarding the medicine Dovobet,
where the Board discussed the process of creating a therapeutic class. The patentee of
Dovobet had developed a compound medicine that combined two separate medicines
that, before Dovobet, had to be applied separately to treat psoriasis. The question was
whether the compound medicine belonged in the same therapeutic class as the two
separate medicines that were its constituent elements. This is a different question than
the one that is before this Panel.
41. That said, the Panel believes that its decision in this case is consistent with the decision
in the Dovobet case because, on the weight of all of the evidence, adding Penlac to a
therapeutic class consisting of Lamisil and Sporanox would (to use the language of the
Dovobet decision) “compromise the homogeneity of the class to a degree that, as a
matter of scientific and practical judgment, is inappropriate.” Indeed, the Dovobet panel
(at pages 15-17 of that decision) specifically rejected the proposition that “therapeutic
class” was equivalent to “therapeutic options” and noted that its therapeutic class
decision would have been different if there had not been clinical equivalence:
The use of separate active-ingredient medicine comparators for combination
medicines is always, of course, subject to the caveat that it will not be appropriate if
there is reliable evidence that the separate medicines used in a combination therapy
have a materially different clinical effect than the combination medicine.
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Other positions allegedly taken by the HDAP regarding relative efficacy
42. Dr. Shear testified on behalf of sanofi-aventis to the effect that, during his tenure on the
Human Drug Advisory Panel3 (from 1998 to 2003), the HDAP would not consider
comparable efficacy to be a requirement for inclusion in a therapeutic class. sanofiaventis also presented evidence that, with respect to the medicine Champix, the HDAP
recommended a therapeutic class that included smoking cessation therapies with
efficacies as divergent as those of Penlac and the systemic medicines.
43. The Panel is unable to draw any conclusions from these allegations that are pertinent to
the case before it. This is for both doctrinal and evidentiary reasons. First, for the
reasons cited earlier in these Reasons, the Panel considers comparable effectiveness to
be an important factor in the assessment of clinical equivalence. Should the HDAP
have departed from this principle, the Panel would consider the HDAP to have departed
from the Guidelines and require an explanation. That said, effectiveness will be
measured by different factors depending on the disease, the medicines available to treat
it and the standards by which success is measured. Accordingly, it is not at all apparent
that the HDAP did depart from this principle in the Champix case.
44. As for the practice of the HDAP during Dr. Shear’s tenure, the proposition that, for
example, a medicine that is barely effective should be included with medicines that
provide complete cures in the same therapeutic class for price comparison purposes is
so inherently inconsistent with the Act and the Guidelines that the Panel would be
surprised to have this alleged practice confirmed with specific examples. In any event,
as noted, it is the Board that decides such matters, and the Board’s Guidelines make it
clear that a therapeutic class is established on the basis of clinical equivalence. Clinical
equivalence is established by comparable effectiveness and comparable safety. As
noted, the Panel considers this feature of the Guidelines to be the appropriate
implementation of the expression “therapeutic class” in paragraphs 85(1)(b) and (c) of
the Act.
45. Second, it is not possible to judge what the HDAP did or why they did it in the
circumstances cited by sanofi-aventis because those cases were not before the Panel
and the record is not otherwise adequate to support a conclusion on the point. Also,
much of the information relied on by sanofi-aventis in relation to the Champix VCU was
not introduced during the hearing (but rather in final argument) and Board Staff did not
have an opportunity to test the material during the hearing or call its own evidence in
response to it.
46. In conclusion on this point, the Panel is not persuaded that the HDAP has taken a
different approach to the establishment of a therapeutic class in this case than in other
cases that have been brought before it, and the Panel would not be swayed from the
3

The HDAP is an independent expert panel of scientists who provide advice to Board Staff regarding the
application of the Board’s Guidelines to specific medicines under review.
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concept of clinical equivalence endorsed in these Reasons if the HDAP had taken a
different approach in other cases.
The Expert Witnesses
47. Both parties filed multiple expert reports on the topics of dispute between them. This
material was reviewed by the Panel in advance of the hearing. At the hearing, the
evidence of each expert was outlined in an examination-in-chief and tested in thorough
cross-examination by the opposing party. This evidence, and the parties’ submissions
on the weight that should be given to it by the Panel, was then summarized in
comprehensive and very helpful oral, and then written, submissions. The Panel has
considered the evidence thoroughly and, except for the salient points and findings, will
not reproduce it in detail in these Reasons.
48. All of the witnesses had impressive credentials and no serious challenge was taken to
their qualification to testify as expert witnesses. Also, it was evident that each of the
witnesses made a considerable effort to prepare their reports and testify before the
Panel. Board Staff submitted in final argument that the evidence of the sanofi-aventis
expert witnesses must be considered in light of their connections (in varying degrees) to
the pharmaceutical industry and (in some cases) sanofi-aventis itself.
49. The Panel agrees with the proposition that relative independence is a critical factor in
the weight to be given to the evidence of any witness, both as to relationships that could
give rise to bias or the demonstration of bias in the evidence of the witness. If it had
been necessary to do so – for example to decide between two bare opinions in a
vacuum of literature – the Panel would have had to consider the relative independence
of the expert witnesses called by both parties.
50. However, the Panel did not need to discount the evidence of any of the witnesses on
this particular account in order to reach the conclusions in these Reasons. The Panel
was able to reach conclusions on the points in issue and determine the weight to be
given to the various witnesses’ evidence through an assessment of their affidavits, the
substance and manner of their viva voce testimony and the extent of the consistency of
their opinions with the literature.
The Evidence
51. This matter came before the Panel as a result of a disagreement between sanofi-aventis
and Board Staff, the latter acting on the advice of the HDAP.
52. The members of the HDAP are experienced in the application of the Board’s Guidelines
but have no other connection to the Board. The members of the HDAP are not given
any pricing information concerning the medicine under review or the potential
comparators, or the potential financial implications of their scientific advice.
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They examine the scientific literature pertinent to their task in each case and review any
submissions that the patentee may make on the literature and issues that may bear on
the application of the Guidelines to the medicine under review. Evidence concerning the
conclusions reached by the HDAP has some weight, being an independent expert
review of the literature and the patentee’s submissions with the Board’s Guidelines in
mind. However, as its conclusions are stated without much elaboration, they alone
cannot be relied on by Board Staff in a pricing hearing, where expert witnesses are
called to give detailed opinions.
53. The HDAP reviewed the scientific literature pertinent to Penlac and the submissions that
had been made by sanofi-aventis to Board Staff. In summary, sanofi-aventis put much
the same case to Board Staff that was presented to the Panel: that Penlac was
sufficiently comparable in effectiveness to Lamisil and Sporanox4 that it should be
considered to be clinically equivalent and thus in the same therapeutic class as those
medicines. sanofi-aventis also argued that, to counter the arguably poorer efficacy of
Penlac relative to Lamisil and Sporanox, Penlac was safer and provided better value
than those medicines. Detailed submissions and references to the scientific literature
were submitted to support these positions.
54. In attempting to establish a therapeutic class for Penlac, the HDAP followed the
process, stipulated by the Guidelines, of considering the agents in the fourth sub-class
level of the World Health Organization’s Anatomical Therapeutic Chemical Classification
System (the "ATC") to identify medicines for the treatment of onychomicosis. There
were no such medicines. The HDAP then looked at other levels of the ATC for
medicines that treat onychomicosis, and found Lamisil and Sporanox. Board Staff
pointed out that this was unusual, because the HDAP normally looks for potential
comparators that are in the same formulation, whereas Penlac is a topical medicine and
Lamisil and Sporanox are oral systemic medicines. However, the HDAP did consider
the systemic medicines to be potential comparators providing, as stipulated in the
Guidelines, they were clinically equivalent.
55. The HDAP then reviewed the submissions of sanofi-aventis and the scientific literature
to assess clinical equivalence. The three members of the HDAP concluded
unanimously that, because of the degree to which Penlac was less effective than Lamisil
and Sporanox, Penlac was not clinically equivalent to those medicines. Dr. Levine, who
was on the HDAP panel that came to this conclusion, expanded on this point in his
evidence by noting that normally the HDAP permits a 10%-15% variance in
effectiveness when establishing a therapeutic class, whereas the differences in the case
of Penlac and the systemic medicines were much greater: “off the scale”, as Dr. Levine
put it.

4

sanofi-aventis also suggested to the HDAP that Fulvicin (griseofulvin) was a comparable medicine, but given that
Fulvicin is so rarely prescribed for onychomicosis, that position was not pursued in this proceeding.
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56. On the point that is relevant to this hearing, the HDAP concluded that there were no
medicines that were comparable to Penlac; that is to say, the only potential comparators
were Lamisil and Sporanox and Penlac was not in a therapeutic class with those
medicines. Penlac, HDAP concluded, does not have a therapeutic class. One might
also phrase the conclusion to the effect that there are no other medicines in the same
therapeutic class as Penlac.
57. After the conclusions of the HDAP were communicated to sanofi-aventis, the company
provided further submissions and literature in an effort to persuade Board Staff of its
position. Dr. Levine was engaged by Board Staff to review these submissions. He
provided two reports in which he analyzed the supplementary submissions and
indicated that he still considered the conclusions that the HDAP had reached to be
sound.
58. Dr. Ho presented expert evidence to the same effect in this proceeding, on behalf of
Board Staff. The substance of his evidence was that Penlac was so ineffective that he
and his colleagues seldom, if ever, prescribe it. He said that most of his patients who do
not want to take the systemic medicines, when informed of Penlac’s efficacy rates,
made what he considered to be the sensible choice not to bother with Penlac.
Onychomicosis is primarily a cosmetic problem and evidently not worth the bother of
daily applications of a medicine that is, on Dr. Ho’s experience and as he interprets the
literature, marginally, if at all, effective.
59. sanofi-aventis presented the evidence of Drs. Aditya Gupta, Charles Lynde, Kirk Barber
and Neil Shear, researchers and medical doctors with expertise in dermatology, to
support the position of sanofi-aventis concerning the efficacy and safety of Penlac. Dr.
Shear also presented evidence specifically concerning the appropriate way to establish
a therapeutic class for the purposes of the Guidelines.
60. The witnesses for sanofi-aventis presented quite a different view of the efficacy of
Penlac from those of Board Staff. As practicing dermatologists, their position was that
Penlac, though plainly less effective than the systemic medicines, had some efficacy
and was more appropriate or the only option in a number of situations where the
systemic medicines were not suitable. They considered it one of the tools in the tool
chest of a dermatologist treating onychomicosis, albeit not as effective as the systemic
medicines.
61. The Panel considered the evidence of the witnesses and had reference to the scientific
literature to resolve the differences between the witnesses called by sanofi-aventis and
Board Staff. In assessing the efficacy of a medicine, scientists, clinicians and the Board
look to the available evidence. There is a hierarchy of reliability in the evidence that is
available concerning the efficacy and safety of medicines. The most reliable evidence
comes from well-designed, randomized double-blind controlled trials (RCTs) and the
least reliable evidence comes from the general knowledge of an expert clinician, with a
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range of forms of evidence with intermediate reliability between the top and bottom of
the hierarchy.
62. The conclusions that can be reliably drawn from the different types of evidence
concerning the efficacy or effectiveness of medicines have been the subject of
discussion in scientific circles and in hearings before the Board. This is an important
topic for the Board, because the Board must look at various forms of evidence in order
to categorize the performance of new medicines relative to the performance of other
existing medicines. The fact that expert opinions are the least reliable form of evidence
does not render such evidence worthless, but such evidence is not likely to sustain a
finding (for or against) clinical equivalence by the Board, and in all events the Board
gives the greatest weight to the most reliable evidence available.
63. There is then the question of what conclusions can be drawn from RCTs. The Panel
concludes that, while any trial must be well designed, implemented and analyzed if it is
to produce reliable information, the most reliable trials comparing the relative
effectiveness and safety of medicines are those in which the medicines to be compared
are administered in a single trial; that is, a “head-to-head” trial. A head-to-head trial is
designed, implemented and analyzed in a manner that aims to ensure that the
medicines under review are compared in identical circumstances, so that a comparison
of their relative effectiveness and safety is not compromised by variations in the manner
in which the data were gathered or analyzed.
64. When head-to-head trials are not available, scientists may conduct a meta-analysis, in
which the results of multiple separate trials assessing the effectiveness of the medicines
under review are compared. For example, one might compare the results of a trial in
which the efficacy of medicine “A” was assessed with the results of another trial in which
the efficacy of medicine “B” was assessed, and attempt to draw conclusions about the
relative efficacy of the two medicines. Likewise, one might assess the efficacy of
medicines “A” “B” and “C” by comparing the results of a trial in which the relative efficacy
of medicines “A” and “B” were assessed with the results of another trial in which the
relative efficacy of medicines “B” and “C” were assessed. The most reliable metaanalyses are those in which comparably high quality trials (RCTs) are assembled and
analyzed.
65. However, in studies that gather data from multiple trials – even high-quality trials – there
could be variations among the trials in design, patient population, implementation, and
analysis. As a result, it is likely that a comparison of their results will not be as
informative as a large, well-designed head-to-head trial in which the performance of
medicine “A” is compared directly with the performance of medicine “B” in identical
circumstances. Accordingly, while a meta-analysis can be useful (and sometimes all
that is available), all other factors being equal, such a comparison would generate less
reliable – and potentially significantly less reliable – information than the results of a
good head-to-head trial.
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66. There are no head-to-head trials comparing the effectiveness of Penlac with Lamisil and
Sporanox. sanofi-aventis had no obligation to conduct head-to-head trials for the benefit
of the Board, though the absence of them makes it more difficult for sanofi-aventis to
counter the evidence to the effect that Penlac is not particularly effective relative to
those medicines.
67. Dr. Gupta, called as an expert by sanofi-aventis, recognized the value of head-to-head
trials and testified that, in his work as a consultant for sanofi-aventis, he had urged
sanofi-aventis in the strongest terms to undertake head-to-head RCTs with Penlac and
the systemic medications. He testified that he implored sanofi-aventis to do these trials
because the existing trials (the trials relied on by sanofi-aventis in this proceeding) were
insufficient to establish the efficacy of Penlac relative to the systemic medicines. He
testified that, despite his pleas, sanofi-aventis did not undertake the head-to-head trials.
68. sanofi-aventis did not call a company witness to testify to these matters. Board Staff
asked the Panel to draw an adverse inference from this fact.
69. sanofi-aventis responded to Board Staff’s position by noting correctly that the onus is on
Board Staff to establish that Penlac was excessively priced: sanofi-aventis had no
obligation to call any evidence. Nonetheless, it is peculiar that no representative of
sanofi-aventis appeared to testify before the Panel. The persuasive quality of the
evidence concerning the relative efficacy of Penlac and the systemic medicines has
been an issue in the dialogue between sanofi-aventis and Board Staff for some time,
including, of course, in this hearing. Dr. Gupta testified that there were “always issues
about the efficacy” of Penlac – hence his insistence to sanofi-aventis to do head-to-head
RCTs with the systemic medicines.
70. It is not necessary for the Panel to draw an adverse inference from the failure of sanofiaventis to present a company witness. It is not necessary to reach a conclusion as to
why sanofi-aventis did not conduct the trials that would have provided good-quality
evidence as to the efficacy of Penlac relative to the systemic medicines. There is simply
a gap in the evidence on this point – a gap of which sanofi-aventis was aware, was
advised by its expert consultant to fill, but chose not to fill.
71. In this case, the position of Board Staff was that (1) the trials and studies relied on by
sanofi-aventis to place Penlac in the same therapeutic class as Lamisil and Sporanox
were not of the quality (in terms of scientific method and rigour) that is necessary to
draw reliable conclusions regarding the relative effectiveness of Penlac, Lamisil and
Sporanox, and (2) the most reliable of the trials comparing these medicines showed that
Penlac was significantly less effective than Lamisil and Sporanox.
72. sanofi-aventis defended the quality of the trials and studies on which it relied, arguing
that these studies demonstrated that Penlac had efficacy that was similar enough to that
of Lamisil and Sporanox to warrant the inclusion of Penlac in the same therapeutic class
as those medicines. sanofi-aventis noted that, by one measure and using certain data,
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it could be observed that Penlac, while the least effective of the three medicines, was no
less effective relative to Lamisil than Lamisil was relative to Sporanox.
Measuring Effectiveness and Efficacy
73. For the treatment of onychomicosis, there are different measures of success. One
measure is “mycological cure”, which occurs when testing indicates that there is no
fungus present on the nail. Another measure is “clinical cure”, which occurs when the
nail shows no deformity or visible signs of infection. Finally, “complete cure” is present
when there is both mycological cure and clinical cure.
74. “Complete cure” was described in the evidence as the “gold standard” for assessing the
efficacy of treatments for onychomicosis. The evidence indicated two primary reasons
for this. First, the manner in which mycological cure is tested leads to a consistent overreporting of cures. Second, given that onychomicosis is primarily a cosmetic disease, a
return to relative normalcy in the appearance of the nail is the objective of the treatment,
so clinical cure is an important part of the success of the treatment. This is not to say
that mycological cure is not a useful and common measure of treatment success, nor
that the subjectivity of the assessment of clinical cure is immaterial to the analysis.
However, on balance, the evidence made it clear that mycological cure is not as
significant a measure as complete cure when assessing the efficacy of medicines for the
treatment of onychomicosis. Accordingly, the Panel gave the most weight to findings of
complete cure when assessing the relative efficacy of Penlac and the systemic
medicines.
75. Board Staff and sanofi-aventis debated the relevance of less central matters in the
significance of the literature, such as relapse rates and the significance of placebo
success. The Panel found that it was able to accept the positions of sanofi-aventis on
these topics and still come to the conclusions recommended by Board Staff as to the
relative efficacy of Penlac and the systemic medicines.
The Scientific Literature
76. Weighing the varying data and conclusions in scientific literature in order to find the best
conclusion regarding the efficacy of a medicine requires careful consideration. Having
read the reports and supporting literature of the experts called by both parties, and
having heard their evidence in chief and under cross-examination, the Panel concludes
that the weight of evidence establishes conclusively that Penlac is substantially less
effective than Lamisil or Sporanox.
77. The only double-blind randomized control trials involving Penlac were referred to as the
“312 and 313 studies”. These were not head-to-head trials, but rather Penlac vs.
placebo trials. The complete cure rate for Penlac in these studies, after 48 weeks of
treatment, was 5.5% in the 312 study and 8.5% in the 313 study. Even though
onychomicosis is a difficult disease to cure, these are low success rates, especially
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considering that success rates in trials – where clinicians and patients are usually more
assiduous in maintaining the proper treatment regimen – are typically higher than in
normal use.
78. In contrast to the Penlac complete cure rates in the 312 and 313 studies, the LION
study, which was a well-conducted head-to-head study involving Lamisil and Sporanox,
found complete cure rates of 50% and 30% respectively.
79. Of the meta-analyses in the evidence, the Panel found the Casciano/Shear study to be
the most reliable and informative. It found mycological cure rates of 32% for ciclopirox
(Penlac), 81% for terbinafine (Lamisil) and 65% for itraconazole (Sporanox). Allowing
for the higher reported cure rates in assessments of mycological cure, these figures are
in line with the complete cure rates in the individual trials of the medicines.
80. The Panel did not find helpful the pharmacoeconomic meta-analysis of Penlac,
supported by an educational grant from Dermik Laboratories (the predecessor to sanofiaventis) and published by Dr. Gupta in 2000. Unlike the Casciano/Shear meta-analysis,
it considered mostly open trials involving Penlac, but mostly RCTs of the systemic
medicines, resulting in a predictable and acknowledged bias. Its results are not in line
with the more reliable trials and studies. The HDAP did not consider it reliable. Dr.
Gupta acknowledged some of its limitations in the study itself and on cross-examination.
Accordingly, the Panel did not ascribe much weight to this meta-analysis.
Conclusion Regarding Clinical Equivalence
81. Having concluded that Penlac is substantially less effective than Lamisil or Sporanox,
and that the advantages of Penlac do not offset this inferior efficacy, the Panel
concludes that Penlac is not clinically equivalent to Lamisil and Sporanox, and does not
belong in a therapeutic class with those medicines for the purposes of consideration
under paragraphs 85(1)(b) and (c) of the Act.
The Onus of Proof and the Guidelines
82. It is clear from the jurisprudence of the Board and was agreed by the parties that (1) the
onus is on Board Staff to prove on a balance of probabilities that Penlac was
excessively priced as that expression is used in the Act; and (2) Board Staff cannot
meet that onus simply by showing that the price of Penlac was higher than the MNE
price that results from the application of the Guidelines.
83. sanofi-aventis argued that Board Staff simply relied on the Guidelines to prove its case.
The Panel disagrees. The relevant provision of the Guidelines in this case is the
requirement for clinical equivalence in a therapeutic class as that term is used in
paragraphs 85(1)(b) and (c). This is largely a matter of argument, and for the reasons
given earlier, the Panel agrees with the position of Board Staff that clinical equivalence
is the essence of a therapeutic class established pursuant to those provisions of the Act.
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The Panel’s decision on this point is not based simply on a finding that the price of
Penlac exceeded the MNE price that results from the application of the Guidelines, but
rather on a finding that the Guidelines, in this case, provide an appropriate
implementation of the Act. As a result, the price of Penlac was excessive within the
meaning of the Act.
Other arguments Relating to the Requirement of Clinical Equivalence
84. sanofi-aventis disagreed with this rationale for the requirement of clinical equivalence for
three particular reasons.
85. sanofi-aventis argued that, in this particular case, where Penlac is less expensive than
Lamisil and Sporanox, even if Penlac were determined to be in the same therapeutic
class as those medicines, Penlac’s price could not have risen to the prices of those
medicines because its price was constrained to increases in CPI following its
introduction to the market at a price lower than the systemic medicines.
86. This, however, is not a factor in the Panel’s analysis. The Panel does not put weight on
the fact, in isolation, that Penlac is less expensive than the systemic medicines. The
prices of medicines that are not in the same therapeutic class as a medicine under
review is not a factor for consideration in subsection 85(1) of the Act. It would, in any
event, be very difficult and somewhat arbitrary to establish a non-excessive price for a
medicine by reference to the prices of non-comparable medicines that treat the same
condition. While generally speaking (as provided for in the Act) non-excessive prices of
medicines can logically be established by reference to the prices of comparable
medicines, there is no obvious metric, or even set of principles, for the appropriate
relationship between of the prices of non-comparable medicines that treat the same
condition.
87. Accordingly, even if the Act permitted the Panel to assess the price of Penlac by
reference to the prices of medicines that are not in its therapeutic class, the Panel has
no way (and none was suggested by sanofi-aventis) to assess whether the price of
Penlac was appropriately lower than the prices of the systemic medicines. The
international prices of Penlac, on the other hand, are stipulated by the Act as a relevant
factor for comparison and provide a logical and objective basis for comparison.
88. On a second point, sanofi-aventis notes, correctly in the Panel’s view, that strict criteria
for inclusion in a therapeutic class will tend to leave more medicines without a
therapeutic class, with the result that the MNE prices of those medicines will be
determined by the MIPC. Often, given that patented medicines (especially in the United
States) are more expensive internationally than in Canada, the effect of this could be to
generate higher MNE prices. The MIPC is normally seen as a “premium” price, made
available by the Guidelines for medicines that represent a breakthrough or substantial
improvement relative to existing medicines.
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89. While this is true, the result is not unreasonable. The Guidelines implement subsection
85(1) of the Act, and that subsection lists only two factors (other than CPI changes,
which are not relevant here5) for comparison with the price of a medicine in Canada for
the determination of whether that price is excessive: the prices of the medicine outside
of Canada and the prices of other medicines in the same therapeutic class. Where
there is no therapeutic class for a medicine, the remaining factor is its international
pricing.
90. As noted, the MIPC is disadvantageous to sanofi-aventis in the particular case of
Penlac. That, however, is a consequence of the pricing decisions made by sanofiaventis. The logic of the MIPC itself is, as outlined immediately below, a fair and
reasonable implementation of the requirement to consider international prices when
determining if a medicine has been sold at an excessive price in Canada. There are two
tests set out in the Guidelines for the implementation of paragraph 85(1)(c): the Highest
International Price Comparison and the MIPC. The former provides that the price of a
patented medicine will be presumed to be excessive if it is sold in Canada at a price that
is higher than its price in the comparator countries. (This has never been alleged with
respect to Penlac). The latter provides that the price in Canada of a breakthrough or
substantial improvement medicine, or a medicine for which there is no therapeutic class,
will be presumed not to be excessive if the price is not higher than the median of its
international prices.
91. The MIPC test does not oblige the patentee to sell the medicine in Canada at the lowest
price at which it is sold in the designated countries, nor does it entitle the patentee to
sell the medicine in Canada at the highest price at which it is sold in the designated
countries. The Panel considers the Median International Price Comparison to be a fair
compromise that will typically reward patentees for improvements and breakthroughs in
the medicines they manufacture, and the test has the advantage for patentees of being
clear and objective. Accordingly, the Panel concludes the MIPC is an appropriate
implementation of paragraph 85(1)(c) of the Act.
92. In this case, the conclusion is that the MIPC is disadvantageous to sanofi-aventis as a
result of its pricing decisions. The Guidelines could be further refined to address the
point raised by sanofi-aventis by providing, for example, that where the MIPC test is
required because there is no therapeutic class, and where there is no therapeutic class
because the new medicine under review is either significantly less effective or less safe
than existing medicines for the same condition, then the MNE price in Canada is the
lowest of the international prices of the medicine. Alternatively, the Panel could depart
from the Guidelines and stipulate such an MNE price for Penlac in this decision,
presumably to the disadvantage of sanofi-aventis. Again, where the price of the
medicine in Canada and internationally are the only pertinent factors in subsection
85(1), the Panel might conclude that it is unable to assess whether Penlac has been
5

Other than in the indirect manner described in paragraph 85.

PMPRB-07-D2-PENLAC, January 31, 2011

Page 21

22
sold at excessive prices, which would require resort to the factors in subsection 85(2)
(the costs of making and marketing the medicine). However, as these points were not
canvassed during the hearing, the Panel will leave that matter to the consideration of the
full Board for future cases. In any event, the Panel concludes that, using the domestic
and international prices of Penlac, and applying the MIPC, it is able to determine that
Penlac was sold in Canada at excessive prices.
93. On this topic, the Panel can clarify the Guidelines by observing that when applying
section 8.4 of the Excessive Price Guidelines, in which it is stated that a Category 2
medicine should be priced by reference to “comparable drug products, based on a
Therapeutic Class Comparison Test and the median of the international prices identified
in an International Price Comparison Test”, the comparable medicines in the
Therapeutic Class Comparison Test will typically be those that, but for the novel or
improved efficacy or safety of the medicine, would be in the same therapeutic class as
the medicine under review.
94. The third disagreement of sanofi-aventis with the requirement of clinical equivalence
was that it did not accommodate improved safety in conjunction with relative efficacy.
The Panel has explained, earlier in these Reasons, why differences in safety do not
offset inferior effectiveness in the establishment of a therapeutic class.
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Order
95. The Panel has reviewed the draft order submitted with Board Staff’s written final
argument and considers it appropriate in form and content. It is based on evidence that
was filed during the hearing and accepted by the Panel as to the various prices at which
Penlac was sold in Canada and in the comparator countries and the volume of sales in
Canada during the relevant reporting periods. These data are used to establish the
MNE prices of Penlac during the relevant period and the corresponding excessive
revenues for each period, the cumulative amount of which is $9,409,074.36. A
corresponding Order accompanies these Reasons.
Board Members:
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Board Counsel:
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Alcon Canada Inc. v. Apotex Inc.
2016 CarswellNat 10401, 2016 CarswellNat 10402, 2016 FC 898, 2016 CF 898, 280 A.C.W.S. (3d) 737

ALCON CANADA INC., ALCON LABORATORIES, INC.,
ALCON PHARMACEUTICALS LTD., AND ALCON
RESEARCH, LTD. (Plaintiffs) and APOTEX INC. (Defendant)
APOTEX INC. (Plaintiff By Counterclaim) and ALCON PHARMACEUTICALS
LTD., AND ALCON CANADA INC. (Defendants By Counterclaim)
Mireille Tabib Prothonotary
Heard: July 26, 2016
Judgment: August 4, 2016
Docket: T-574-15
Counsel: Andrew Shaughnessy, for Plaintiffs / Defendants by Counterclaim
Sandon Shogilev, for Defendant / Plaintiff by Counterclaim
Headnote
Civil practice and procedure --- Pre-trial procedures — Severance — Of issues
This was infringement action where plaintiffs sought declaration that defendant infringed its patent — Plaintiffs brought motion
for bifurcation order pursuant to Rule 107 of Federal Court Rules so liability issues could be tried separately and before issues of
quantification and before counterclaim for damages pursuant to s. 8 of Patented Medicines (Notice of Compliance) Regulations
— Motion dismissed — There was no evidence upon which court could conclude that resolution of infringement issues would
likely lead to settlement of s. 8 claim — Determination of whether bifurcation in matter was more likely than not to lead
to just, most expeditious and least expensive determination of issues must proceed on assumption that second phase of trial
would most likely be necessary — If plaintiffs were unsuccessful on infringement then defendant's defences of non-infringing
alternative and of anti-competitive conduct would not longer be relevant and would result in significant time savings — If
plaintiffs were successful on infringement, savings that might result would not be significant enough to outweigh inherent
wastefulness of bifurcation — Plaintiffs' case for bifurcation required finding it was more likely than not that its action would
fail — Determination of contested motion for bifurcation should not turn on assessment of relative merits of case or evaluation
of which party was likely to prevail — Plaintiffs' case for bifurcation came down to argument that it should be allowed to take
chance on weak case without having to incur full costs of meeting defendant's defences, which was not compelling — Plaintiffs
had not established that bifurcation would result in just, most expeditious and least expensive determination of issues.
Mireille Tabib Prothonotary:
1 The Plaintiffs in this action, Alcon Canada Inc., Alcon Laboratories, Inc., Alcon Pharmaceuticals Ltd., and Alcon Research,
Ltd. ("Alcon") seek a bifurcation order pursuant to Rule 107 of the Federal Courts Rules SOR/98-106, so that the liability
issues in this infringement action be tried separately from and before all issues of quantification, as well as all issues from
Apotex Inc.'s counterclaim for damages pursuant to section 8 of the Patented Medicines (Notice of Compliance) Regulations
SOR/93-133. Apotex opposes the motion.
2 Alcon markets in Canada, under the brand name Pataday, a formulation of olopatadine 0.2% solution used to treat allergic
eye diseases. This formulation is allegedly covered, inter alia, by Patent No. 2,447,924 (the '924 Patent). Several generic
pharmaceutical companies seeking to market their own generic versions of Pataday, including Apotex, served on Alcon Notices
1

of Allegation pursuant to the PM (NOC) Regulations, to which Alcon responded by instituting applications for prohibition
orders. Following the dismissal of the first of those applications (Alcon Canada Inc. v. Cobalt Pharmaceuticals Co., 2014 FC
149 (F.C.)), Alcon discontinued its prohibition application against Apotex. Apotex obtained its NOC in February 2014 and
immediately began to sell its Apo-olopatadine 0.2% solution.
3 In this action, Alcon seeks a declaration that Apotex's Apo-olopatadine 0.2% solution infringes the '924 Patent, as well as
the usual remedies of injunction, destruction or delivery up of infringing products, and compensation by way of an accounting
of profits or damages. Apotex, by way of a defence and counterclaim, denies infringement and asserts that the '924 Patent
is invalid. In addition, Apotex asserts that even if the Patent is valid and infringed, Alcon's damages should be reduced or
denied because Apotex had available to it a non-infringing alternative product, and because Alcon, through an elaborate anticompetitive conspiracy, unjustly and unlawfully increased its sales of and profits on Pataday 0.2% solution by withdrawing
and blocking the availability of the cheaper olopatadine 0.1% solution before generics could enter that market. Finally, Apotex
asserts, by way of counterclaim, a claim for damages pursuant to section 8 of the PM (NOC) Regulations for having been
delayed entering the market by Alcon's prohibition application.
4
There is no dispute as to the applicable test on this motion. It is Alcon's burden to satisfy the Court that, considering
all the circumstances of the case, it is more likely than not that bifurcation will result in the just, most expeditious and least
expensive determination of the litigation.
5 Alcon relies in part on the well-established understanding that bifurcation is particularly beneficial in patent infringement
cases, where the right to opt between an accounting of profits and damages is asserted and opposed. The benefits of bifurcation
in those cases are that a second quantification phase might be avoided altogether if no liability is found but that even if it does
proceed, an early determination of whether the patentee has the right to elect damages will always avoid leading evidence at
trial (if not on discovery) as to either the patentee's damages or the infringer's profits (see: Apotex Inc. v. H. Lundbeck A/S, 2012
FC 414 (F.C.) at para 38). There is in those cases a certainty of significant savings of costs, even if there remains a possibility
that the total time to complete resolution would end up being longer. Indeed, except where a second phase of trial is entirely
avoided, bifurcation is presumptively duplicative and inefficient (Value Village Market (1990) Ltd. v. Value Village Stores Co.,
[1999] F.C.J. No. 1663 (Fed. T.D.) at para 6).
6 Where however, as here, a section 8 claim is asserted as a counterclaim to the infringement action, the cost-benefit analysis
changes dramatically. There is no longer a possibility that a judgment on liability will eliminate the need for a second phase
of trial altogether: A finding that the Patent is valid and infringed leads to a necessary quantification phase; a finding of no
infringement leaves the Defendant entitled to its section 8 damages and to a necessary liability and quantification phase of that
counterclaim.
7 Alcon argues that infringement is its main defence to Apotex's section 8 claim, and that with it resolved in the first phase,
there is a high likelihood that the section 8 claim will be settled, a factor which was taken into consideration in my recent
decision to bifurcate a section 8 claim in Apotex Inc. v. Alcon Canada Inc., 2016 FC 720 (F.C.). In Apotex Inc. v. Alcon Canada
Inc., however, documentary discoveries had been completed and the parties had been able to put before the Court estimates of
the amounts at stake in the section 8 claim, from which the Court could form a view of the probabilities of settlement. There is
before the Court on this motion no evidence at all from which the Court could conclude that a resolution of the infringement
issues would likely lead to a settlement of the section 8 claim. I also note that Apotex Inc. v. Alcon Canada Inc. turned in large
part on the fact that an infringement action and the corresponding section 8 action had been instituted as separate actions, were
not at the same stage, and that the parties had previously consented to an order bifurcating the infringement action. It was
specifically mentioned that the outcome might very well have been different if those circumstances had not existed:
[12] I add that my determination on this motion is also influenced by the fact that Alcon's related infringement action is
already bifurcated. Had that not been the case, and had the proceedings in both actions been at the same stage, it is quite
possible that the most appropriate way forward for the Court and both parties would have been the consolidation of both
actions, without any bifurcation.
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The determination of whether bifurcation in this matter, as proposed, is more likely than not to lead to the just, most
expeditious and least expensive determination of the issues must therefore proceed from the assumption that a second phase of
the trial will most likely be necessary. One must consider whether bifurcation will likely result in sufficiently important savings
of costs or resources to offset the inherent inefficiencies of a bifurcated trial.
9
I am prepared to accept that in a bifurcated trial, if Alcon is unsuccessful on infringement, Apotex's defences of noninfringing alternative and of anti-competitive conduct will no longer be relevant and will not have to be litigated at all, resulting
in significant savings in terms of discovery and trial time. I agree with Alcon that, based on Justice Locke's decision in Alcon
Canada Inc. v. Actavis Pharma Co., 2015 FC 1323 (F.C.), the allegations of anti-competitive conduct pleaded can only avail
as a defence to Alcon's claims for damages from infringement and cannot avail as a defence against its claims for the equitable
remedies of a permanent injunction or an accounting of profits. The fact that Alcon's own damages will no longer be at issue
will also result in significant savings.
10
In the opposite scenario, where Alcon would be successful on infringement, however, I am not satisfied that the savings
that might result would be significant enough to outweigh the inherent wastefulness of the bifurcation. Even considering that
the section 8 claim could be significantly reduced or even eliminated by a finding that Apotex's product would have infringed,
it remains that calculations of section 8 losses are extrapolated from the profits actually realized by the generic after reception
of its NOC, such that the factual basis for that calculation is largely co-extensive with the factual basis for an accounting of
Apotex's profits. Assuming that Alcon will be entitled to opt for an accounting of profits, discovery of Apotex's profits prior to
election would be expected to occur in any event. Savings from the resolution of the section 8 claim would therefore be marginal,
and primarily confined to a reduction of the time spent at trial in proving both Apotex's lost profits and Alcon's damages. These
savings might not even be realized at all since at law, a defence of infringement has not been held to constitute a complete bar
to a section 8 claim and Apotex could still chose to pursue the quantification of its section 8 claim.
11
Alcon has led evidence to show that an injunction, if granted at the end of a first trial, would also result in savings, as it
would crystallize its claim for damages or profits and avoid the need for updating evidence and calculations of ongoing losses.
Alcon's evidence however fails to satisfy me that such savings would be any more than marginal.
12
In conclusion, given that bifurcation carries with it inherent and significant duplications and delay, the Court should
be satisfied that, even if a bifurcated trial might not result in a complete resolution of all issues between the parties, it will at
least be more likely than not to result in substantial savings regardless of the outcome of the first trial. In the present case,
bifurcation is only likely to lead to appreciable savings of costs or time in the event that Alcon loses in the liability phase. In
other words, Alcon's case for bifurcation requires the Court to conclude that it is more likely than not that Alcon's action will
fail. The determination of contested motions for bifurcation should not turn on an assessment of the relative merits of the parties'
case or an evaluation of which party is most likely to prevail. In particular, Alcon's case for bifurcation here boils down to an
argument that it should be allowed to take a chance on a weak case without having to incur the full costs of meeting Apotex's
defences. This is not a compelling or attractive argument. It is made worse by the fact that accommodating Alcon's desire also
requires the effective stay of Apotex's section 8 counterclaim.
13
The case law has recognized a number of additional factors to be considered in determining motions for bifurcation
(Merck & Co. v. Brantford Chemicals Inc., 2004 FC 1400 (F.C.)). I need not discuss them here as none, in the circumstances,
taken individually or cumulatively, outweigh the factors specifically identified and discussed above.
14 For these reasons, I am not satisfied that the bifurcation proposed achieves the just, most expeditious and least expensive
determination of the issues between the parties, and Alcon's motion will be dismissed.
ORDER
THIS COURT ORDERS that:
1. Alcon's motion is dismissed.
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2. Costs, fixed in the amount of $3,750.00, shall be in the cause.
Motion dismissed.
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Decision: PMPRB-06-D3-ADDERALL XR
- Merits

IN THE MATTER OF the Patent Act R.S.C. 1985, c. P-4,
as amended
AND IN THE MATTER OF Shire BioChem Inc.
(the “Respondent”) and the medicine “Adderall XR”
Introduction
1.
This proceeding before the Patented Medicine Prices Review Board (the
“Board”) concerns the pricing of “Adderall XR”, a patented medicine sold in Canada
by Shire BioChem Inc. (“Shire”) for the treatment of attention deficit hyperactivity
disorder (“ADHD”). The Staff of the Board (“Board Staff”) allege that Adderall XR
has been sold by Shire in Canada at excessive prices, in contravention of the
provisions of the Patent Act (the “Act”). Shire denies this allegation. Janssen-Ortho
Inc. (“Janssen-Ortho”), which markets the medicine “Concerta” for the treatment of
ADHD, intervened in the proceeding because of the potential impact of the
proceeding on the pricing of Concerta.
2.
Board Staff and Shire each presented evidence, and they and Janssen-Ortho
presented written and oral argument, to a panel of the Board (the “Panel”) at a public
hearing that lasted 11 days and heard evidence from 14 witnesses. The evidence
was often extremely technical and complex from medical, scientific, economic and
sociological perspectives. The proceeding raised important considerations of policy
concerning the manner in which the Board should determine when a medicine is
excessively priced.
3.
After careful consideration of all of the evidence and argument – much of
which is only very generally summarized in these reasons – the Panel has
determined that Adderall XR was and is being sold by Shire at prices that are
excessive under the terms of the Act. However, the Panel agrees with Shire that
Adderall XR is a medicine with benefits relative to existing ADHD medicines that
entitle Shire to sell Adderall XR at prices that are potentially higher than those that
would be indicated by the Board’s Excessive Price Guidelines (the “Guidelines”.)
That is to say, the Panel has established parameters for a maximum non-excessive
price (MNE) for Adderall XR that allow the MNE of Adderall XR to exceed that
indicated by the Guidelines.

2
4.
It should be noted that the Panel has concluded that Board Staff correctly
applied the Guidelines in establishing the MNE for Adderall XR, and that it was
Board Staff’s obligation to approach the pricing of Adderall XR in this manner.
Board Staff does not have the discretion to depart from the Guidelines in the manner
indicated by the conclusions of this Panel. Subject to some comments below
concerning the weight that a hearing panel should give to the Guidelines, this case
proceeded as this Panel considers appropriate for the operation of the Guidelines:
Board Staff identified the pricing of a medicine that was higher than permitted by the
Guidelines; the matter was brought to a hearing where Board Staff defended the
Guidelines and demonstrated their contravention by the pricing of the medicine; the
patentee defended the pricing of the medicine both within and regardless of the
Guidelines, and the Panel considered the evidence, the Act and the Guidelines.
5.
In this case, the Panel concluded that Board Staff was correct in its
application of the Guidelines, but that, for Adderall XR, the Guidelines did not
constitute an appropriate implementation of the terms of the Act. The price for
Adderall XR advocated by Shire was considered by the Panel to be excessive, and
the price for Adderall XR indicated by the Guidelines was considered to be below an
excessive level. The Panel has established parameters for the non-excessive price
of Adderall XR that falls between those two points.
Background
6.
ADHD is the most common psychiatric disease of childhood, affecting 4-12%
of young children. ADHD is characterized by its principal symptoms of inattention,
hyperactivity and impulsivity. ADHD is often accompanied by other psychiatric
disorders, such as depression, anxiety and conduct disorders.
7.
For approximately fifty years, doctors have been aware that the symptoms of
what is now referred to as ADHD are mitigated by psychostimulants, such as
amphetamine. ADHD is believed to result from the impaired functioning of two
chemical messengers – neurotransmitters – in the brain, and psychostimulants
which improve the functioning of those neurotransmitters. Common amphetamine
medicines that have been used in the treatment of ADHD are Benzedrine and
Dexedrine. The ADHD medicine “Ritalin” uses a different stimulant –
methylphenidate – which is the stimulant in Janssen-Ortho’s ADHD medicine
“Concerta”.
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8.
Adderall XR is a formulation of amphetamine that is different from Benzedrine
and Dexdrine in two ways. First, it is a unique mixture of the two forms of
amphetamine, only one of which is used in Dexedrine and different proportions of
which are used in Benzedrine. Second, and the topic of most of the evidence in this
proceeding, the amphetamine in an Adderall XR capsule is encased in a series of
coatings, with the effect that an appropriately fast delivery of amphetamine is
delivered to the body when the capsule is taken in the morning, and then a more
gradual release of the rest of the amphetamine is spread out over the course of the
balance of the day.
9.
As a consequence of the gradual release of amphetamine from a capsule of
Adderall XR, only one capsule per day is required for the patient to have an
adequate level of the medicine in his or her blood from the beginning to the end of
the day. In contrast, the older amphetamine medicines for ADHD, which release all
of their active ingredient shortly after the medicine is taken, require two or three
doses per day, depending on how late in the day the patient is to be medicated.
10.
The once-daily dosing regimen for Adderall XR is argued by Shire (and by
Janssen-Ortho with respect to Concerta) to have a number of beneficial effects for
the patient, the patient’s parents and teachers, and for society generally. These
benefits, described more fully below, include a more constant level of amphetamine
in the body over the course of the day, the convenience, societal cost-savings and
reduced patient stigmatization resulting from the patient not needing mid-day
medication (typically in school), and reduced potential for diversion of the medicine
for recreational use.
11.
Shire and Janssen-Ortho argue that these benefits are relevant to the manner
in which the Board should determine whether the price of Adderall XR is excessive
within the terms of the Act. In accordance with the framework described below, and
speaking in very general terms for the purpose of this introduction, the regime under
which the Board determines whether a medicine is being sold at an excessive price
within the terms of the Act, allows that a medicine has the potential to be sold at a
higher price than existing medicines for the same disease, without that price being
excessive, if it represents a “substantial improvement” over the existing medicines.
If the improvement over existing medicines is less than substantial, its price must be
in line with the existing medicines.
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The Legal Framework
a)

Section 85 of the Act

12.
Section 85 of the Act instructs the Board to determine whether the price of a
medicine sold in Canada is excessive by reference to a series of factors that can be
expressed in a summary fashion as a comparison between the price of the medicine
with (1) the prices of comparable medicines; and (2) the price of the medicine in
other countries. Though it is not relevant to this proceeding, section 85 also requires
reference to increases in the price of the medicine over time.
b)

The role of the Guidelines

13.
As the Board discussed in the LEO Pharma decision, it is evident that
Parliament intentionally framed the factors in section 85 of the Act in very broad
terms. The Act, in section 96, contemplates the Board establishing guidelines, and
the Board did so with respect to the specific implementation of the general factors
listed in section 85 (the “Guidelines”).
14.
It is important to correctly characterize the significance of the Guidelines; their
role should neither be understated nor overstated. As noted in the LEO Pharma
decision, some guidelines are absolutely essential for the implementation of the
general factors listed in section 85. In the LEO Pharma decision, articulating
principles cited with agreement by the Federal Court on judicial review of that
decision, the Board said:
To simplify the terminology in subsection 85(1), it can be said that it requires
the Board to determine whether or not the price of a medicine in Canada is
excessive (taking into account changes in the Consumer Price Index) by
comparing the price of the medicine in Canada [85(1)(a)] to:
1) the price of comparable medicines in Canada [85(1)(b)];
2) the price of the medicine in other countries [85(1)(c)]; and
3) the price of comparable medicines in other countries [85(1)(c)].
The factors set out in subsection 85(1) are exhaustive of the factors that the
Board may consider and the Board must give due consideration to each of
them when reviewing the price of a medicine for the purposes of a potential
order under section 83 of the Act.
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However, having directed the Board to the factors it must consider, section 85
does not stipulate how those factors must be used or weighed to assess
whether or not the price of a medicine is excessive. In other words, section
85 does not provide a formula into which the Board can feed pricing
information to calculate the MNE for a medicine.
In particular, two features of subsection 85(1) require the Board to exercise
discretion, to apply judgment and expertise, and if appropriate to give
consideration to the stakeholder input and compromise that went into the
development of the Guidelines, when determining whether or not the factors
in section 85 indicate that the price of a medicine is excessive. First,
performing a comparison does not dictate a conclusion that must result from
that comparison. Section 85 leaves it within the discretion of the Board to
determine the relevance of each comparison and of all of the comparisons
taken together. For example, section 85 does not stipulate that if the price of
a medicine is higher in Canada than in other countries it must be found to be
excessive, nor that if it is lower in Canada than in other countries it must be
found not to be excessive. The comparison of the price of the medicine in
Canada with its price in other countries must be made, and then the
relevance of that comparison must be assessed. So too with each of the
other comparisons and then all of the comparisons taken together.
A second and related point is that each of the comparisons listed in section
85 could lead the Board towards a different conclusion. There are a number
of permutations. For example, a medicine might be sold in Canada at a lower
price than in other countries but at a higher price than comparable medicines
sold in Canada, or vice versa. Each of the three comparisons must be
considered, and then the weight to be given to each of them, and how they
should relate to each other, must be determined.
…
The need for balancing is evident in the application of section 85 of the Act
because each of the factors taken on its own does not merely pull
directionally but, depending on the relevance of the comparison itself, could
lead to a different conclusion. It could be logically impossible for the Board to
give each of the factors equal weight, or it could be logical after consideration
of all factors to give one or more factors primary or decisive weight, as
otherwise there could be irreconcilable conflicts in the conclusions to be
drawn from each of the factors.
In other words, the Board must come to a single specific price that is the MNE
for a medicine, and, needless to say, the three different factors stipulated by
subsection 85(1) do not generate that single figure, for both of the reasons
PMPRB-06-D3-ADDERALL XR, April 10, 2008

6
mentioned: the act of comparing does not entail any specific conclusion, and
for a given medicine each of the three factors could suggest an MNE that is
different in direction and/or degree.
15.
The Guidelines were established after consultation with stakeholders, as
mandated by subsection 96(5) of the Act. The Guidelines aim to provide a structure
for the necessary particularization and integration of the general factors listed in
section 85, to provide fairness through consistent treatment among patentees, and
to give patentees guidance on the process that will be used in establishing the MNE
for their medicines, both when the medicines are first introduced to a market in
Canada and each year thereafter that they are sold in Canada.
16.
On the other hand, the Guidelines are not binding on the Board.
Furthermore, situations could arise that are not contemplated by the Guidelines, or
changes in medicine or the marketing of medicines in Canada could give rise to
situations that are no longer covered appropriately by the Guidelines. In each case
where the review of the pricing of a medicine comes before a panel of the Board, the
panel must determine whether the medicine is priced excessively with in the terms of
section 85 of the Act. To the extent that the Guidelines speak to this issue, the
panel must determine whether the Guidelines provide for an appropriate and
reasonable implementation of the factors in section 85 of the Act before establishing
an MNE by the terms of the Guidelines. If the Guidelines do not result in an
appropriate implementation of section 85 of the Act, the panel must depart from the
Guidelines.
17.
Board Staff suggested in final argument that the Guidelines establish an MNE
for a medicine that should be presumed by a panel of the Board, in a price review
hearing, to be excessive unless the patentee can satisfy the Board otherwise. The
Panel believes that this over-states the role of the Guidelines. In each case a
hearing panel must be satisfied, through evidence, argument, the application of its
own expertise and judgment or a combination of all of those factors that the
Guidelines provide for a reasonable implementation of section 85 of the Act. In
deciding whether to reach this conclusion, appropriate weight will be given to the
provenance and role of the Guidelines, but they will not be presumed to correctly
implement the Act.
18.
The final arguments of Janssen-Ortho and Shire tended to under-play the
significance of the Guidelines in a price review hearing. The Panel does not believe
that, as soon as the pricing of a medicine moves from the routine administration of
the Guidelines by Board Staff, to a hearing before a panel of the Board, the hearing
panel is without guidance from the Guidelines, and forced to reconcile the very
general factors listed in section 85 with the particulars of each case on an ad hoc
PMPRB-06-D3-ADDERALL XR, April 10, 2008
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basis. Nor can it be that the set of principles that applies to patentees who comply
with the Guidelines has no potential application in a price review hearing. There is
not a Guidelines regime for patentees who allow their MNEs to be set by the
Guidelines and a separate section 85 regime for patentees who bring a matter to
price review hearing.
19.
Rather, for all patentees, section 85 of the Act governs, as particularized by
the Guidelines (assuming that there are applicable provisions in the Guidelines),
unless, in a matter brought to price review hearing, Board Staff is unable to satisfy
the Board as to the reasonableness of the Guidelines in the circumstances of that
case.
20.
The onus is on Board Staff to satisfy the hearing panel on two points before a
finding of excessive pricing is reached on the basis of section 85 insofar as it is
implemented in the Guidelines: (1) that the Guidelines represent an appropriate
implementation and particularization of section 85 of the Act; and (2) that the pricing
of the medicine exceeds the Guidelines. In meeting its burden on the first point,
Board Staff will doubtless make reference to the provenance of the Guidelines, and
the fairness and practicality of a regime guided by principles and practices such as
those in the Guidelines. Ultimately, however, the hearing panel must be satisfied
that the Guidelines provide for an appropriate application of the terms of section 85
of the Act in the circumstances of the case before it.
c)

The operation of the Guidelines

21.
The Guidelines provide a methodology for the comparisons of the price of the
medicine under review with those of other medicines in the same therapeutic class
through a two stage process. There are at least two objectives to this process.
First, the Guidelines embody the principle that a patentee should be rewarded for
creating a medicine that constitutes a breakthrough in the treatment of a condition
or, perhaps as importantly for a particular disease, a medicine that marks a
substantial improvement over other medicines used to treat a condition. Such a
medicine is referred to as a “Category 2” medicine. 1
22.
If the medicine does not represent a breakthrough or provides an
improvement that is less than a substantial improvement (termed by the Guidelines
as “no, little or moderate” improvement) it is designated a Category 3 medicine.

1

It is not necessary, for the purposes of this decision, to describe Category 1 medicines, though dosages of Adderall XR
introduced after the first sale of Adderall XR in Canada are properly categorized as Category 1 medicines.
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23.
Second, after categorization, medicines comparable to the medicine under
review are identified, and in this process the “therapeutic class” of the medicine
under review is established. 2
24.
The process of categorizing medicines as Category 2 or Category 3, and the
different pricing tests (discussed below) applicable to each category, provide an
important threshold for the level of accomplishment by a patentee that should entitle
the patentee to charge more for a medicine under review than existing medicines for
the same condition. The process of categorization can be viewed two ways. It
allows a patentee the potential to charge a higher price for a medicine that
represents a substantial improvement over other medicines for the same condition.
25.
For a Category 3 medicine (that does not constitute a breakthrough or a
substantial improvement over existing medicines for the condition in question), its
MNE is the highest of the prices of the other medicines in its therapeutic class sold
in Canada (hereafter referred to as the domestic therapeutic class comparison, or
“DTCC”).
26.
For a Category 2 medicine (that does constitute a breakthrough or a
substantial improvement), its MNE is not necessarily limited by the prices of existing
medicines, but rather by the higher of (1) the price generated by a DTCC 3 ; and (2)
the median international price of the medicine itself (the median international price
comparison, or MIPC). The latter ceiling, generated by the MIPC, will often be
higher than that generated by the DTCC, given the fact that patented medicines sold
in Canada are also often sold at unregulated prices, especially in the United States,
2

The Guidelines imply that a therapeutic class is to be established for Category 2 medicines [Compendium of Guidelines,
Policies and Procedures, Chapter 1 – Excessive Price Guidelines]:
8.4 The introductory price of a Category 2 new drug product will be presumed to be excessive if it
exceeds the prices of all comparable drug products, based on a Therapeutic Class Comparison Test,
and the median of the international prices identified in an International Price Comparison Test.

The Panel is doubtful that this formulation will often be reasonable. A therapeutic class comparison is undertaken by reference to
therapeutic equivalence. By definition, if a medicine is a breakthrough, or even if it represents a substantial improvement over
existing medicines, it could be unreasonable to attempt to establish a therapeutic class based on therapeutic equivalence. This
section of the Guidelines might be more workable if it were worded along the following lines, which the Panel believes capture
the intent of the Guidelines:
8.4 The introductory price of a Category 2 new drug product will be presumed to be excessive if it
exceeds the prices of (1) any drug products that would be in its therapeutic class but for the
characteristics by which it is categorized as a Category 2 medicine; and (2) the median of the
international prices identified in an International Price Comparison Test.
That said, the Panel is satisfied, for the reasons herein that Adderall XR (and Concerta) would be in the same therapeutic class as
the existing ADHD medicines based on a therapeutic class comparison, given that there is no reliable evidence of a material
difference in therapeutic equivalency among the old and the new medicines.
3

See footnote 2.
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that are higher than those in Canada. If, as with Adderall XR, the patentee is selling
the medicine under review at a higher price internationally than the prices of existing
medicines in Canada, its median international price can be higher than the highest
price of existing medicines in Canada.
27.
Looked at from another perspective, the Guidelines provide that, to have the
opportunity to price a medicine under review beyond the level of the prices of the
existing medicines sold in Canada for a given condition, a patentee must do more
than simply “tweak” an existing medicine; a patentee must do more than introduce a
new medicine that does not distinguish itself from existing medicines by any
substantial improvement in its treatment of the condition in question.
The consideration of the Act and the Guidelines
28.
It can be seen from the foregoing description of the Act and the Guidelines
why a central focus of the debate in this proceeding was the question of whether or
not Adderall XR represents a substantial improvement relative to the multiple daily
dose medicines for ADHD. Board Staff witnesses agreed that Adderall XR provides
a moderate improvement relative to the existing multiple daily dose medicines for
ADHD, but not a substantial improvement.
29.
Shire and its witnesses argued that the benefits of Adderall XR relative to
existing multiple daily dose medicines did amount to a substantial improvement over
those medicines. Alternatively, Shire argued that a comparison to the international
prices of the existing ADHD medicines indicated that the MNE for Adderall XR
should be higher than the MNE generated by the DTCC. In all events, given both
the benefits of Adderall XR and its relatively higher international pricing, Shire
argued, the benefits of Adderall XR relative to the existing multiple daily dose
medicines for ADHD warranted a price premium over the MNE generated by the
DTCC.
30.
The position of Board Staff is premised on the fact that the types of benefits
that the Guidelines stipulate as preconditions to a finding of “substantial
improvement” are focused on improved therapeutic outcomes; that is, reduced
symptoms of the ailment in question and/or fewer side effects from the medicine
under review, relative to the existing medicines. The Guidelines also allow for a
finding of substantial improvement where a new medicine results in significant
savings to the health care system.
31.
In the opinion of the witnesses for Board Staff, there was no sufficiently
reliable evidence to support a conclusion that patients taking Adderall XR have
materially reduced ADHD symptoms or reduced side effects from the medicine
PMPRB-06-D3-ADDERALL XR, April 10, 2008
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relative to patients taking the older multiple daily dose medicines. While Shire
presented evidence to the effect that one reasonably might expect improved
therapeutic outcomes from the more even serum concentration of amphetamine
resulting from the extended-release formulation of Adderall XR, and from improved
compliance expected with a once-daily medicine, there are no comparative clinical
trials establishing this. Indeed, the evidence of Board Staff was that patients might
even benefit from the drug “holidays” that result from the valleys in serum
concentration associated with the multiple daily dose medicines, and compliance
among ADHD patients is very poor for both multiple daily dose medicines and oncedaily medicines.
32.
The witnesses for Board Staff argued that there simply is no reliable evidence
on these topics. Shire called expert witnesses to give evidence of each of the
benefits – to patients, to caregivers, to society – of Adderall XR relative to multiple
daily dose medicines for ADHD. Expert witnesses for Board Staff countered by
noting either that there was no scientific evidence of the benefits or their
quantification, or by acknowledging that such benefits, even if established, would
constitute only a moderate improvement relative to existing medications.
33.
In considering the benefits described by Shire, Board Staff noted that the
Guidelines not only identify the types of benefits that must be present for a medicine
to constitute a substantial improvement over existing medicines, as summarized
above, they specifically stipulate that the types of benefits identified by Shire as
arising from the use of Adderall XR, such as convenience, are not to be considered
as resulting in a substantial improvement over existing medicines.
Conclusions
34.
The Panel has determined, for the reasons below, that it is appropriate to
depart from the Guidelines when establishing the MNE for Adderall XR. However, it
should be noted that, after careful consideration of this issue, the Panel agrees
generally with the premise in the Guidelines that, in demonstrating a “substantial
improvement” over existing medicines, a patentee should be required to
demonstrate, with reliable evidence, a statistically and therapeutically significant
improvement in therapeutic outcomes, or significant savings to the health care
system. Improved therapeutic effects – improved efficacy in reducing symptoms or
reductions in adverse side effects – and savings to the health care system, are the
primary objectives in improving medicines and should be the primary indicia for the
allowance of increased prices relative to existing medicines. The Panel also agrees,
as a general matter, with the identification in the Guidelines of improvements that
should not form the basis of a finding of substantial improvement. The Panel
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considers these elements of the Guidelines to be appropriate implementations of the
factors in section 85 of the Act.
35.
The Panel also finds that, generally speaking, the distinction in the Guidelines
between Category 1, Category 2 and Category 3 medicines, and the different pricing
tests in the Guidelines for determining the maximum non-excessive prices of
medicines in each category, are appropriate implementations of section 85 of the
Act.
36.
In deciding to depart from the Guidelines, the Panel was aware that Board
Staff and patentees rely to some extent on the consistent application of the
Guidelines to provide certainty and predictability in pricing and enforcement
decisions. However, as noted earlier in these reasons, a hearing panel of the Board
must be prepared to identify situations where the Guidelines do not accommodate
the specific characteristics of a given medicine. Where it is determined that the
Guidelines do not result in a reasonable implementation of the factors in section 85
of the Act, the panel must apply its judgment to those factors in the Act and apply
them appropriately to the price of the medicine in question.
37.
The departure from the Guidelines in this decision is specific to the
combination of the unique features of the condition treated by Adderall XR and the
relevance of the particular improvements brought by Adderall XR to that condition
and its attendant circumstances for the individual and society. The non-therapeutic
benefits of a once-daily medication for ADHD provide patients with real advantages
that will improve their lives beyond the mere benefits of convenience. Because of
the symptoms of ADHD and the circumstances of the patient population and its
caregivers, these benefits can also materially improve the lives of the parents and
teachers of ADHD patients. Finally, the Panel considered the virtual elimination of
the potential for diversion of the amphetamine in Adderall XR to be a relevant factor
in the Panel’s conclusion.
38.
The Panel believes that neither Category 2 nor Category 3, as they are
described in the Guidelines, adequately captures the relationship between Adderall
XR and the multiple daily dose ADHD medicines. For the reasons advocated by
Shire and summarized above, the Panel believes that Adderall XR provides more
than a moderate improvement over the multiple daily dose ADHD medicines.
However, the Panel finds that there is no reliable evidence that there is a material
therapeutic advantage over the multiple daily dose medicines, or significant savings
to the health care system. Accordingly, the Panel does not believe that it can
reasonably be said that Adderall XR represents a breakthrough or a substantial
improvement relative to those medicines.
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39.
Weighing all of the evidence, and allowing that this is a question involving
some expertise, judgment and discretion, the Panel considers that, on the spectrum
from “no improvement” to “substantial improvement”, Adderall XR can reasonably be
said to be situated mid-way between moderate improvement and substantial
improvement. The Panel considers Adderall XR to be in a fourth category that, on
the findings of this Panel, is unique to once-daily medicines for ADHD.
40.
The result of this conclusion is that the MNE of Adderall XR should have the
potential to be higher than that generated by DTCC (applicable to moderate
improvement medicines) but not as high as that generated by the MIPC (applicable
to breakthrough and substantial improvement medicines.) In these circumstances,
the Board considers it reasonable to set the MNE of Adderall XR at the mid-point
between the MNEs that would be generated by the two tests.
41.
Section 85 of the Act requires the Board to consider the international prices of
medicines that are in the same therapeutic class as the medicine under review. The
Panel considered carefully the evidence and argument presented by Shire with
respect to the international prices of ADHD medicines other than Adderall XR. The
Panel finds itself in agreement with the decision of the Board in the LEO Pharma
case, in which the same issue was considered.
42.
Comparisons of the price of the medicine under review with (1) the prices of
comparable medicines in Canada, and (2) the price of the medicine in other
countries, tend to provide compelling comparisons for the purposes of determining
whether the price of a medicine in Canada is excessive. Once one makes the
double-remove of going to international prices of comparable medicines, the
comparison, while necessary and relevant, is potentially less compelling. Having
considered the evidence on the international pricing of comparator medicines, and
having weighed that evidence as stipulated in paragraph 85(1)(c) of the Act, the
Panel was not persuaded that this factor should alter the conclusion that can be
reached from the more reliable comparisons with the international prices of Adderall
XR and the prices of comparable medicines in Canada. If the Panel had considered
the evidence concerning the international pricing of comparable medicines to be
influential in the context of the balance of the evidence in the proceeding, that
influence would have been to support the same conclusion that the Panel has
reached in this decision.
43.
The Panel also gave careful consideration to the arguments of Janssen-Ortho
to the effect that the Panel should establish a therapeutic class consisting of
Adderall XR, Concerta and Strattera, and establish the MNEs for those medicines
accordingly. However, the Panel accepts that the Guidelines are fundamentally
sound in requiring a starting datum for the process of establishing a therapeutic
PMPRB-06-D3-ADDERALL XR, April 10, 2008
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class and the MNEs of medicines within that therapeutic class. Though the result
might turn out to be similar to that advocated by Janssen-Ortho, the Panel believes
that the proper approach is to start with Adderall XR as the first medicine of its type
sold in Canada, establish an MNE for Adderall XR as at the date of its first sale, and
then add any other medicines, such as Concerta, to the therapeutic class of Adderall
XR as at the date that those other medicines are first sold in Canada.
44.
Accordingly, for the purposes of calculating the MNE for Adderall XR from its
first sale in Canada onwards (which were sales of the 10, 20 and 30 mg strengths),
the MNE of Adderall XR, will be the greater of:
(a)

the MNE for Adderall XR that would be generated by the Domestic
Therapeutic Class Comparison where the therapeutic class consists of
Ritalin, Ritalin SR and Dexedrine tablets and spansules; and

(b)

the mid-point between the MNE for Adderall XR that would be generated
by the Domestic Therapeutic Class Comparison described in (a) and the
MNE for Adderall XR that would be generated by the Median International
Price Comparison.

45.
The Panel finds that the 5, 15 and 25 mg strengths of Adderall XR, first sold
on April 13, 2004, were medicines with new Drug Identification Numbers for existing
or comparable dosage forms, and are thus correctly categorized as Category 1
medicines in accordance with the Guidelines. As noted above, the Panel considers
the categorization of drug products as Category 1 medicines in the manner
described in the Guidelines to be a reasonable implementation of section 85 of the
Act. The Reasonable Relationship Test in the Guidelines establishes the MNE for
new strengths of an existing medicine by a linear relationship between unit prices
and strengths, and the Panel considers this too to be a reasonable implementation
of section 85 of the Act. When the MNE for the 10, 20 and 30 mg strengths are
established in accordance with this decision, the MNE for the 5, 15 and 25 mg
strengths can be established using the Reasonable Relationship Test.
46.
If the MNE for Adderall XR had been established by the principles enunciated
in this decision from the time of its first sales in Canada, Shire would have been
permitted to increase the price of Adderall XR, and correspondingly its MNE, in
accordance with the CPI methodology in the Guidelines. It is impossible to say
whether Shire would have done so, but the Panel considers it appropriate to give
Shire the benefit of that doubt. Accordingly, the MNE for Adderall XR will be
deemed to have risen by the increases in the consumer price index (CPI) in each
calendar year from 2003 to 2008 inclusive, after which the CPI provisions of the
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Guidelines will apply. This deviation from the CPI provisions of the Guidelines is
specific to Adderall XR 4 for period described.
Impact of this decision on the Guidelines and other medicines
47.
The Panel has noted that this finding is specific to once-daily medicines for
ADHD, and is applicable because of the relationship between the symptoms of that
condition and the consequent unique advantages of once-daily medication for the
treatment of the condition, together with the collateral advantages, such as the
avoidance of illegal diversion.
48.
There could be other medicines that otherwise represent more than a
moderate improvement, but less than a substantial improvement, over existing
medicines, and thus arguably warrant pricing tests that are more liberal than those
applicable to Category 3 medicines. However, the finding of this Panel is specific to
Adderall XR.
49.
The Panel appreciates that a great deal of effort went into the drafting of the
Guidelines, and their evolution over time, to reconcile their various features and
minimize conflicts or ambiguities in outcomes. There are already complex
interactions between the provisions of the Guidelines without panels of the Board
making unilateral adjustments for particular medicines. It could be that there is a
superior methodology to make the accommodation that the Panel has concluded is
appropriate for Adderall XR, and it could be that the current review of the Guidelines
will generate a methodology.
50.
This Panel does not have the authority to amend the Guidelines as they might
apply to medicines other than those under review, and the decisions of this Panel
are not binding on the Board or any other Panel of the Board. However, the
Guidelines are under review by the Board, and it will be open to the Board to
generalize or to reject, in amended Guidelines, a fourth category such as that
described in this decision or, as noted, to develop a superior approach to the
particular situation identified in this proceeding. Absent or pending such
amendments, patentees and Board Staff may consider voluntary compliance
undertakings when dealing with other medicines that are considered to belong in the
fourth category described above.

4

And, if applicable, Concerta and Strattera – see below.
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The commencement of the Board’s jurisdiction
a.

The pre-patent issue

51.
During this proceeding, Shire brought a motion for an order declaring that the
Board did not have jurisdiction to make a remedial order concerning the pricing of
Adderall XR for any period before the issuance, on April 13, 2004, of the Canadian
patent held by Shire pertaining to Adderall XR. On that motion, Board Staff argued
that the Board had jurisdiction to make a remedial order concerning the pricing of
Adderall XR from and after the date on which Shire’s Canadian patent pertaining to
Adderall XR was laid open to the public, i.e., April 27, 2000.
52.
On December 18, 2006, the Board denied Shire’s motion and ruled that it had
jurisdiction to make a remedial order concerning any sales of Adderall XR after April
27, 2000. Shire brought an application to the Federal Court for judicial review of this
decision. That application was dismissed by the Federal Court on December 13,
2007, confirming the Board’s jurisdiction, once a patent is issued, to make remedial
orders concerning the laid-open period of a patent application. The Federal Court
decision is under appeal.
53.
Accordingly, this decision concerning the appropriate MNE for Adderall XR
will apply to the pricing of Adderall XR from and after April 27, 2000.
b.

Sales pursuant to the Special Access Program

54.
Adderall XR was first sold in Canada in September 2002 pursuant to Health
Canada’s Special Access Program (the “SAP”). Shire argued that, inasmuch as
Shire was not issued a Notice of Compliance (“NOC”) for Adderall XR until January
2004, at which point it was entitled to market Adderall XR, the Board does not have
jurisdiction to make a remedial order pertaining to the pricing of Adderall XR for any
period before the issuance of that NOC. Board Staff argued that the Board had
jurisdiction to make a remedial order concerning the price of Adderall XR from the
date of first sale pursuant to the SAP.
55.
Subsequent to the submissions of the parties in this proceeding, a panel of
the Board considered this issue at some length in response to an application by
Board Staff in relation to the medicine Thalomid. In that proceeding, the panel
concluded that the Board has jurisdiction to make a remedial order pertaining to the
price of a medicine from the date of its first sale in Canada, whether such sale is
pursuant to the SAP or an NOC.
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56.
That decision is not binding on this Panel, though it appears from the reasons
for the decision that the arguments of Board Staff and the patentee were very similar
to those raised by Board Staff and Shire in this proceeding. Having considered
submissions of the parties in this proceeding, and having reviewed the decision of
the panel in the Thalomid application, this Panel concludes that the Board has
jurisdiction to make a remedial order pertaining to the price of Adderall XR from the
date of its first sale in Canada, that is, September 12, 2002. This Panel agrees with
and adopts the reasoning of the panel in its decision on the Thalomid application.
Concerta
57.
This Panel is also the panel established to review the price of Concerta. In
the Concerta proceeding, a consistent finding has been made, albeit on the
evidence in that proceeding (some of which was evidence from this proceeding
incorporated by reference into the Concerta proceeding). For the reasons discussed
above concerning the first sale of Adderall XR in Canada, the Panel concludes that
Concerta was first sold in Canada after Adderall XR, and in the Concerta proceeding
Concerta is categorized as a Category 3 medicine, in that, at the time of its
introduction in Canada, Concerta did not represent any appreciable improvement
over Adderall XR. Concerta has been placed in the same therapeutic class as
Adderall XR.
58.
Accordingly, at its introduction, Concerta belonged in the same therapeutic
class as Adderall XR, Ritalin, Ritalin SR and Dexedrine capsules and spansules.
With that therapeutic class now containing Adderall XR, the MNE of which can rise
to its median international price, and which is deemed by this decision to have risen
in each calendar year from 2004 to 2008, Concerta (through the application of the
DTCC) should have its MNE (subject to dosage comparisons) increased by
operation of the same principles that have been applied to Adderall XR in this
decision.
59.
If the Panel had concluded that Adderall XR was first sold in a market in
Canada in January of 2004 when its NOC was issued, then the same analysis that
has been applied to Adderall XR would have been applied to Concerta, with
Adderall XR being added to the therapeutic class containing Concerta, Ritalin,
Ritalin SR and Dexedrine capsules and spansules.
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Strattera
60.
The Board has issued a Notice of Hearing in relation to the pricing of a third
once-daily medication for ADHD, Strattera, and this Panel has been seized with that
proceeding. Strattera differs from Adderall XR and Concerta in that its active
ingredient is not a stimulant. The Panel invites Board Staff and the patentee of
Strattera to consider whether there are any compelling reasons that Strattera would
not fall into the same therapeutic class as Adderall XR and Concerta and, if there
are no such reasons, to consider a voluntary compliance undertaking based on the
findings in this proceeding.
Board Order
61.
The Panel requests that the parties agree on the terms of an order that
implement the conclusions in these reasons. The Panel remains fully seized of this
matter in order to issue an order and, allowing that issues might arise as to the
manner in which the intent of this decision should be implemented in an order of the
Board, to hear further evidence or argument on issues if necessary.
62.
To assist the parties in drafting the requisite order, the Panel wishes to advise
parties that it found the structure and terms of the order proposed by Board Staff in
its final written argument to be appropriate, subject of course to modifications of the
MNEs of the various strengths of Adderall XR, which are to be calculated in
accordance with this decision. It would appear that these modifications can be
accomplished most expeditiously by retaining the terms of the Board Staff’s
proposed order but revising the proposed appendix to reflect MNEs calculated in
accordance with this decision. The Board expects the parties to submit a proposed
order on or before May 10, 2008.
Addendum
After the close of argument, the Panel received submissions from Shire, and
responding submissions from Board Staff, concerning the potential implications on
this case of the recent decision of a panel of the Board in the matter of the Celgene
Corporation and the medicine Thalomid (the “Celgene case”). 5 In particular, Shire
argued that the Board's decision in the Celgene case argues for the position that
Adderall XR was being sold in a "discrete market" when it was being sold pursuant
to Health Canada’s Special Access Program (SAP).

5

PMPRB-07-D1-THALOMID, January 21, 2008
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This Panel is not bound by the decision of the panel in the Celgene case, but in all
events this Panel agrees with the submissions of Board Staff on this point, to the
effect that the Celgene case does not argue for the position advanced by Shire. The
panel in the Celgene case was addressing a narrow issue concerning the meaning
of the phrase "in any market" in the Patent Act, and observed that SAP sales
could hypothetically be considered either to be in a market of their own or as part of
the market for medicines generally. The Board, in applying its judgment, expertise
and discretion to this issue, has always considered SAP sales of each medicine sold
pursuant to that program to take place in the Canadian market for medicines
generally. This Panel agrees with that approach for the sales of Adderall XR.
Accordingly, it is not necessary for the Board to deal with the further submissions of
Shire regarding the pricing implications of a contrary finding by this Panel.
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Intellectual property --- Copyright — Evidence — General principles
Canadian Recording Industry Association brought application for judicial review, taking aim at tariff certified by Copyright
Board dealing with communication of music to public over internet — Application alleged Board erred in treatment of evidence
before it, specifically that Board applied wrong standard of proof in relation to determination of costs in digital music business,
that it erred in accepting inadmissible expert evidence, that it calculated royalty rate on faulty basis and that it failed to provide
adequate reasons for its decision — Application dismissed — Board was not bound by rules of evidence and did not err by
failing to apply those rules to evidence which was put before it — There was evidentiary foundation for conclusions it drew so
that it could not be said that Board erred in law — Board's resort to its own expertise did not make reasons inadequate.
J.D. Denis Pelletier J.A.:
1
This is the last of a series of challenges to the decision of the Copyright Board of Canada (the Board) dealing with the
communication of music to the public over the internet. This application, alone among all such challenges, takes aim at the
tariff certified by the Board as opposed to the legal basis upon which the Board claimed the right to impose such a tariff.
2
The issue in the application is whether the Board erred in its treatment of the evidence before it. Specifically, it is alleged
that the Board erred in applying the wrong standard of proof in relation to the determination of certain costs in the digital music
business, that it erred in accepting inadmissible expert evidence, that it calculated the royalty rate on a faulty basis and finally,
that it failed to provide adequate reasons for its decision.
3

For the reasons which follow, I would dismiss the appeal with costs.

The Parties
4
The Canadian Recording Industry Association (CRIA) is a group whose members create, promote, market and distribute
recorded music. Broadly speaking, CRIA promotes the objectives of, and represents the interests of, the Canadian recording
industry. The Society of Composers, Authors and Music Publishers of Canada (SOCAN) is a collective society which

1

administers the performance and communication rights of musical works. The intervener CMRRA-SODRAC Inc. is a collective
society which administers reproduction rights in Canada.
The Decision under Review
5
In Bell Canada v. Society of Composers, Authors & Music Publishers of Canada, 2010 FCA 220 (F.C.A.) (Shaw
Cablesystems), this Court decided that the download of a music file from a website constituted a communication of the musical
work to the public by telecommunication, within the meaning of para. 3(1)(f) of the Copyright Act, R.S.C. 1985, c. C-42 (the
Act). Before this Court, CRIA did not challenge this proposition. CRIA limited its challenge to the Board's decision with
respect to the appropriate royalty rate under the Tariff which the Board certified as Tariff No 22.A, published in Part I of the
Canada Gazette on November 24, 2007. Tariff 22.A deals with royalties payable with respect to permanent downloads, limited
downloads and on-demand streaming.
6 The Board's reasons justifying Tariff 22.A are dated October 18, 2007 and were described by the Board as Reasons for the
decision certifying SOCAN Tariff 22.A (Internet — Online Music Services) for the years 1996 to 2006. For ease of reference, all
of the parties referred to these reasons as the Tariff 22.A Decision and I shall do the same. I will limit my review of the decision
to those aspects of it which are put into question by CRIA's application for judicial review.
7
As is so often the case, the hearings before the Board were, in large part, a contest of experts. SOCAN's principal expert
witness was Professor Liebowitz, an economist who has appeared before the Board a number of times. He provided an economic
analysis and proposed methodologies to help determine the royalty rates for music sites. CRIA's expert was Professor Brander,
who provided an economic analysis with respect to music sites, as well as an analysis of the characteristics and profitability of
the digital market. In addition to its expert witnesses, CRIA also led evidence from four fact witnesses with particular knowledge
of the digital music industry: Mr. Graham Henderson, President of CRIA; Ms. Christine Prudham, Vice President of BMG
Music Canada Inc.; Mr. Mark Jones, Vice President, Finance and Technology of Universal Music Canada; and Mr. Eddy Cue,
Global Vice President of Apple Inc., whose area of responsibility includes iTunes.
8
CRIA's attack on the Board's decision is, for the most part, an attack upon its treatment of the evidence. This can be seen
from the Statement of Issues at paragraph 59 of CRIA's Memorandum of Fact and Law:
a) What is the standard of review of the Board's decision?
b) Was the Board's decision certifying the Tariff for the communication right in permanent downloads, limited downloads
and on-line streams reasonable, having regard to:
i) the Board's finding that the appropriate proxy was the price paid to reproduce a musical work onto a CD;
ii) the Board's failure to properly consider the combined impact of the reproduction and communication rights; and
iii) the Board's methodology generally?
c) Did the Board err in law in its treatment of the evidence of record companies' profitability and costs and was its decision
otherwise unreasonable as to:
i) the Board's failure to properly consider the direct evidence of CRIA on the point;
ii) the Board's requirement that the evidence of CRIA be detailed, reliable and precise, a legal standard that has no
applicability and that constitutes a legal error; and
iii) the Board's acceptance of Professor Liebowitz's calculations and estimates which were beyond his expertise, were
speculative and were disproved by direct evidence ignored by the Board.
d) Are the Board's reasons adequate?

2

e) Should the royalty rate for the communication right be nominal?
9 It is apparent from this Statement of Issues that CRIA's view is that the Board erred in accepting the evidence of SOCAN's
witness, Professor Liebowitz, rather than the evidence of its expert, Mr. Brander, and its four fact witnesses. CRIA's major
complaint is with respect to the process by which the Board arrived at its decision. To that extent, the decision itself is less
important in this analysis than the process by which it was reached.
10
Notwithstanding its Statement of Issues, CRIA's Memorandum deals with the issues, other than the standard of review,
under three headings:
• The Copyright Board made a decision without evidentiary basis.
• Should the rate be nominal?
• The Copyright Board's reasons are wholly inadequate.
11
I propose to deal with the issues in the same way they were developed in CRIA's Memorandum. I do not propose to set
out the terms of the Board's decision since CRIA's attack is based on the process by which the decision was reached.
Analysis
The standard of review
12
Since the decision of the Supreme Court of Canada in New Brunswick (Board of Management) v. Dunsmuir, 2008
SCC 9, [2008] 1 S.C.R. 190 (S.C.C.), this Court has confirmed that the standard of review of the Board's findings of fact is
reasonableness: see Alberta (Minister of Education) v. Canadian Copyright Licensing Agency, 2010 FCA 198, [2010] F.C.J. No.
952 (F.C.A.) at para. 32. The same is true of questions of mixed fact and law. This is particularly true with respect to the Board's
determination of appropriate royalty rates, a matter which involves its particular expertise: see FWS Joint Sports Claimants Inc.
v. Border Broadcasters Inc., 2001 FCA 336, [2001] F.C.J. No. 1657 (Fed. C.A.), at para. 11.
The Board made a decision without evidentiary foundation
13 CRIA frames the issue, on the one hand, as the reasonableness of the Board's certification of the tariff given its failure to
properly consider the combined impact of the reproduction and communications rights, its finding as to the appropriate proxy,
and its methodology generally. These are all matters of the weight and effect to be given to the evidence, matters with which this
Court would generally be reluctant to intervene due to the deference owed to the Board's assessment of the evidence before it.
14
However, in the development of its argument on this issue, CRIA characterized the issue as one of law, as can be see
at paragraph 74 of its Memorandum:
Setting the Tariff required the Board to assess the evidence and submissions before it in a manner consistent with the rule
of law and the common law relating to the law of evidence and standards of proof in exercising its statutory authority.
CRIA then develops its position as to the legal defects in the Board's treatment of the evidence.
15
As a general proposition, it can be said that the issue of the extent to which a tribunal is bound by the rules of evidence
is a subset of the broader question of procedural fairness. This point is clearly made in Selmeci v. R., 2002 FCA 293, [2002]
F.C.J. No. 1086 (Fed. C.A.) (Selmeci) which is relied upon by CRIA. See also Lavallee v. Alberta (Securities Commission),
2010 ABCA 48, [2010] A.J. No. 144 (Alta. C.A.) at para. 17, Cambie Hotel (Nanaimo) Ltd. v. British Columbia (General
Manager, Liquor Control & Licensing Branch), 2006 BCCA 119, [2006] B.C.J. No. 501 (B.C. C.A.) (Cambie Hotel) at para.
40; Brown, J.M., Evans J.M., Judicial Review of Administrative Action in Canada 2nd ed. (Toronto: Canvasback Publishing,
2010) at para. 10:5110.
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16 When a challenge to a tribunal's decision is based upon an alleged failure to comply with the rules of evidence, without a
concomitant allegation that the applicant has thereby been deprived of procedural fairness, the Court should proceed with caution
lest the formal argument with respect to the rules of evidence displaces the substantive principle which is procedural fairness.
17
Turning now to CRIA's argument, it is noteworthy that there is no specific disposition in the Act, nor in any regulations
promulgated under the authority of the Act, which exempts the Board from the application of the rules of evidence. CRIA's
position is that even if there were such an exemption, it would not permit the Board to admit inadmissible evidence. In support
of its position, it relies upon the decision of this Court in Selmeci cited above, a case involving the Informal Procedure under
the Tax Court of Canada Act, R.S.C. 1985, c. T-2. That Act contains the following disposition which applies to the conduct
of appeals under the Informal Procedure:
18.15(4) Notwithstanding the provisions of the Act out of which an appeal arises, the Court, in hearing an appeal referred
to in section 18, is not bound by any legal or technical rules of evidence in conducting a hearing for the purposes of
that Act, and all appeals referred to in section 18 shall be dealt with by the Court as informally and expeditiously as the
circumstances and considerations of fairness permit.
18 The issue in Selmeci was whether the Tax Court Judge erred in rejecting documentary evidence tendered by the appellant
on the ground that it was hearsay. In the end, the Court held that the Tax Court Judge had not expressly refused to admit the
documents even though the appellant was persuaded that the documents would not be admitted if tendered. This Court found
that the Tax Court Judge simply expressed reservations about the relevance and reliability of the documents without ever ruling
on their admissibility. In the course of coming to this conclusion, the Court quoted another decision of this Court, Suchon v.
R., 2002 FCA 282, [2002] F.C.J. No. 972 (Fed. C.A.) at paras. 31 and 32 which, in my view, properly describes the effect of
subsection 18.15(4):
Finally, contrary to the view expressed by the Tax Court Judge, subsection 18.15(4) of the Tax Court of Canada Act may
require the Tax Court Judge in an informal proceeding to ignore the technical and legal rules of evidence, including the
provisions of the Canada Evidence Act, R.S.C. 1985, c. C-5, if to do so would facilitate an expeditious and fair hearing
of the merits of the appeal. Evidence tendered in an informal proceeding cannot be excluded simply because it would be
inadmissible in an ordinary court proceeding
That is not to say that a Tax Court Judge in an informal proceeding is obliged to accept all evidence that is tendered. There
is no such requirement. However, it is an error for a Tax Court Judge in an informal proceeding to reject evidence on
technical legal grounds without considering whether, despite the ordinary rules of evidence or the provisions of the Canada
Evidence Act, the evidence is sufficiently reliable and probative to justify its admission. In considering that question, the
Tax Court Judge should consider a number of factors, including the amount of money at stake in the case and the probable
cost to the parties of obtaining more formal proof of the facts in issue.
19
I am therefore of the view that CRIA is in error when it submits that even an express exemption from the formal rules
of evidence does not allow a court to admit inadmissible evidence.
20 In any event, the Board is not a court; it is an administrative tribunal. While many tribunals have specific exemptions from
the obligation to comply with the rules of evidence, there is authority that even in the absence of such a provision, they are not
bound, for example, to comply with the rule against hearsay evidence. The Alberta Court of Appeal put the matter as follows
in Alberta (Workers' Compensation Board) v. Alberta (Workers' Compensation Board Appeals Commission), 2005 ABCA 276,
[2005] A.J. No. 1012 (Alta. C.A.), at paras. 63-64:
This argument departs from established principles of administrative law. As a general rule, strict rules of evidence do not
apply to administrative tribunals, unless expressly prescribed: Toronto (City) v. CUPE, Local 79 (1982), 35 O.R. (2d) 545
at 556 (C.A.). See also Principles of Administrative Law at 289-90; Sara Blake, Administrative Law in Canada, 3rd ed.,
(Markham, Ont.: Butterworths, 2001) at 56-57; Robert W. MacAulay, Q.C. & James L.H. Sprague, Practice and Procedure
before Administrative Tribunals, loose-leaf (Toronto: Carswell, 2004) at 17-2. While rules relating to the inadmissibility
4

of evidence (such as the Mohan test) in a court of law are generally fixed and formal, an administrative tribunal is seldom,
if ever, required to apply those strict rules: Practice and Procedure before Administrative Tribunals at 17-11. "Tribunals
are entitled to act on any material which is logically probative, even though it is not evidence in a court of law": T.A.
Miller Ltd. v. Minister of Housing and Local Government, [1968] 1 W.L.R. 992 at 995 (C.A.); Trenchard v. Secretary of
State for the Environment, [1997] E.W.J. No. 1118 at para. 28 (C.A.). See also Bortolotti v. Ontario (Ministry of Housing)
(1977), 15 O.R. (2d) 617 (C.A.).
This general rule applies even in the absence of a specific legislative direction to that effect. While many statutes stipulate
that a particular tribunal is not constrained by the rules of evidence applicable to courts of civil and criminal jurisdiction,
"these various provisions do not however alter the common law; rather they reflect the common law position: in general,
the normal rules of evidence do not apply to administrative tribunals and agencies": Administrative Law, supra, at 279-80.
21 This principle has been a feature of Canadian jurisprudence for some time. In Canadian National Railway v. Bell Telephone
Co., [1939] S.C.R. 308 (S.C.C.), at p. 317, (1939), 50 C.R.T.C. 10 (S.C.C.), (Canadian National Railways) a case dealing with
the Board of Railway Commissioners, the Supreme Court described the powers of that Board in the following terms:
The Board is not bound by the ordinary rules of evidence. In deciding upon questions of fact, it must inevitably draw upon
its experience in respect of the matters in the vast number of cases which come before it as well as upon the experience
of its technical advisers. Thus, the Board may be in a position in passing upon questions of fact in the course of dealing
with, for example, an administrative matter, to act with a sure judgment on facts and circumstances which to a tribunal not
possessing the Board's equipment and advantages might yield only a vague or ambiguous impression.
Cambie Hotel cited above, at paras. 28-36, is to the same effect. In my view, even in the absence of a specific exemption, the
Board was not bound by the rules of evidence.
22
Even if the Board was not bound to follow the rules of evidence, it was nonetheless required to act on the basis of
some evidence.
23
In this case, CRIA attacks the Board's findings of fact on the basis that they constitute a legal error. See CRIA's
Memorandum of Fact and Law at para. 90:
Accordingly, the Board erred in law when it disregarded unchallenged, direct, relevant, admissible evidence in favour of
assumptions from Professor Liebowitz.
24
CRIA says that the Board erred in law in making its findings with respect to the profitability of record companies in
the digital environment. The Board accepted, with some modification, the evidence of SOCAN's expert, Professor Liebowitz,
on this issue. CRIA complains that Professor Liebowitz's evidence was based on certain factual assumptions which SOCAN
failed to prove. On the other hand, CRIA's fact witnesses gave evidence on this issue which the Board rejected on the ground
that it was not sufficiently "detailed, reliable and precise".
25
In order to assess this argument, one must consider what the Board said about this issue. See Tariff 22.A Decision at
paras. 152 and 153:
Mr. Jones and Ms. Prudham provided information on the various expenses that are associated with delivering music online.
These expenses include costs associated with putting the digital delivery system in place, with digitization of the back
catalogues, the changing of formats and the development and support of online sales.
However, as noted by Professor Liebowitz in his reply evidence, there are a number of problems with this information. First,
many of these expenses must be amortized over a number of years. Second, some of the expenses also relate to and must
be attributed to the sales of CDs, for example, the expense for digitization or fighting piracy. The result is that total yearly
expenses specifically dedicated to digital downloads probably are significantly lower than the numbers initially reported
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by the witnesses. Neither of those witnesses, nor Professor Brander provided us with enough information to be useful. We
are therefore unable to estimate in any reliable way the costs incurred by the record companies for Internet downloads.
26
It is apparent from this passage that the Board did consider the evidence of Mr. Jones and Ms. Prudham. It is also
apparent that the Board was persuaded by Professor Liebowitz's critique of that evidence with the result that it chose to accept
the bulk of the Professor's assumptions which, on the view which it took of the evidence, had not been rebutted or disproven
by CRIA's witnesses.
27 It is equally clear from these paragraphs that CRIA enjoyed full rights of procedural fairness with respect to this evidence:
it had notice of Professor Liebowitz's report; it was given the opportunity to cross-examine Professor Liebowitz; and it was also
able to call evidence to contradict aspects of the Professor's evidence. To the extent that evidentiary questions are an aspect of
procedural fairness, there is no basis in procedural fairness to challenge the manner in which the Board dealt with this evidence.
28 Much of the force of CRIA's argument derives from its assertion that the Board accepted Professor Liebowitz's assumptions
of fact for which no evidentiary foundation had been laid. This argument invokes, once again, the formal rules of evidence
and the manner in which expert evidence is put before the trier of fact. If the Board is not bound by the rules of evidence, this
argument loses much of its vigour. But the germ of the argument remains, that is, the evidence of fact witnesses having personal
knowledge of a subject ought to be preferred to the assumptions of one who has no personal knowledge of the subject matter.
29
The assumptions made by Professor Liebowitz were, in my view, more in the nature of conclusions drawn from known
facts. For example, Professor Liebowitz noted that in the digital environment, there is no physical product such as a CD. He
"assumed" as a result that there were no manufacturing costs. He could have equally said that he "concluded" that there were
no manufacturing costs. The same is true of Professor Liebowitz's assumptions with respect to distribution, sales and overhead
costs, all of which were a consequence of the absence of physical product to store and to transport. While Professor Leibowitz
described these steps in his reasoning process as assumptions, they were in fact conclusions drawn from the fact that in the
digital world there is no need to make or handle a physical product. The fact that Professor Liebowitz himself described these
conclusions as assumptions is not conclusive of their nature. These conclusions were evidence which the Board was entitled to
take into account in coming to its own conclusions as to the appropriate royalty.
30 CRIA alleges that the Board's preference for Professor Liebowitz's evidence was the result of the application of a new and
unknown standard of proof to the evidence given by CRIA's fact witnesses, namely that it must be sufficiently detailed, reliable
and precise. The Board explained its reservations about the evidence of these witnesses at paragraph 154 of the Tariff 22.A
Decision. A survey of the evidence discloses that there are subjects upon which CRIA's evidence was clear and precise; there
are also subjects with respect to which that evidence is much less precise. It is not for this Court to reassess the evidence and
to come to its own conclusion as to the weight to be given to the evidence of CRIA's fact witnesses relative to the evidence of
Professor Liebowitz. The Board did not apply a new standard of proof to the evidence of CRIA's witnesses; it simply explained
why it preferred Professor Liebowitz's evidence to theirs.
31 To sum up, the Board was not bound by the rules of evidence and did not err by failing to apply those rules to the evidence
which was put before it. There was an evidentiary foundation for the conclusions which it drew so that it cannot be said that it
erred in law in drawing its conclusions upon no evidence at all. In the result, CRIA's arguments on this issue fail.
Should the rate be nominal
32 The substance of CRIA's argument on this point is that, having found that the appropriate proxy for the right to download
a musical work is the price paid to reproduce a musical work on a CD, the Board erred in failing to recognize that the full
value of the reproduction right was recognized in the tariff approved by the Board in its decision Statement of Royalties to be
collected by CMRRA/SODRAC INC. for the reproduction of Musical Works in Canada, by Online Music Services in 2005, 2006
and 2007, dated March 16, 2007 (the CSI-Online decision): see CRIA's Memorandum of Fact and Law at para. 99.
33 The Board's rationale for proceeding as it did was explicitly stated in its Tariff 22.A Decision at para. 147, "[t]he Board has
stated on many occasions that the use of a new right of a new use of an existing right must be compensated for at its fair value."
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34

CRIA rejects this approach since, in its view, it overcompensates the rights holders.

35
The flaw in CRIA's reasoning, it seems to me, is that it attributes to the choice of proxy a role which the Board did
not give it. In the Board's reasoning, a proxy simply represents a model which can serve as the basis of the determination of
an appropriate tariff with respect to a particular right. The fact that a particular proxy has been used for the determination of
the compensation due for one right does not, in any way, pre-determine the value of any other right for which that proxy may
also be an appropriate model. In accepting the price paid to produce a track on a CD as the proxy for the reproduction right in
the download of a musical file, the Board never accepted that the tariff thus determined represented the value of the bundle of
rights which are associated with that work. Each right is independently compensable: see Bishop v. Stevens, [1990] 2 S.C.R.
467, [1990] S.C.J. No. 78 (S.C.C.), at paras. 18 and 19. The Board did not err in establishing the value of the communication
by telecommunication right independently of the reproduction right.
36

This ground of review therefore fails.

The Copyright Board's reasons are wholly inadequate
37 CRIA's arguments under this heading are largely a restatement of the arguments which it raised with respect to the Board's
treatment of the evidence, CRIA's Memorandum of Fact and Law at paras. 107-108 and 111-112:
It is a legal error for the Board to arrive at a decision expressly without reliance on sufficient evidence before them that
could have rationally supported a decision. ...
In this case, the Board's reasons do not deal with the basis upon which Professor Liebowitz's approach was preferred to
Professor Brander's. The participants were owed more than a series of conclusion. ...
...
Instead of relying on the unchallenged evidence before it, however, the Board chose professor Liebowitz's 6% assumption,
finding that:
First, we assume that only half of DSO costs are saved [in the online environment], which we find more realistic than
Professor Liebowitz's estimate.
This single sentence above is the entire discussion in the Board's decision regarding the valuation of the distribution costs.
There is no explanation in the Board's decision regarding:
(a) why it chose Professor Liebowitz's distribution cost assumption, as opposed to any other percentage point; and
(b) nor is there any discussion, let alone persuasive reasoning, regarding why the Board wholly ignored unchallenged
evidence that distribution costs only amounted to 0.85%
38 I have already dealt with the issue of the sufficiency of the evidence as well as with the issue of the Board's preference for
the evidence of Professor Liebowitz over that of CRIA's fact witnesses. It is not necessary to do so again under this heading.
39 In its Memorandum, CRIA cites, in support of its contention that the Board's reasons are inadequate, the Board's finding
with respect to the amount to be attributed to distribution, sales and overhead. In his report, Professor Liebowitz attributed
certain savings to the recording industry based on the fact that in the digital environment, there was no physical product such
as a CD to store, transport, and display. The Board agreed with Professor Liebowitz's approach but discounted his estimated
savings by 50%, a large percentage of a small number. CRIA complains that this is the only reference in the Board's reasons
to this element in the calculation leading to the setting of the tariff rate, which leaves CRIA with unanswered questions as to
how the Board came to the conclusion it did.
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40 The functions which reasons are meant to fulfill in the administrative law context were recently surveyed by this Court in
Vancouver International Airport Authority v. P.S.A.C., 2010 FCA 158, [2010] F.C.J. No. 809 (F.C.A.) at para. 16. On the other
hand, Courts must be careful not to impose a standard of perfection upon tribunals: see R. v. B. (H.S.), 2008 SCC 52, [2008]
S.C.J. No. 53 (S.C.C.) at para. 2. The search for transparency and intelligibility must not become a pretext for an ever finer
parsing of ever smaller components of a decision meant to be read and understood as a whole.
41 In this case, the Board's treatment of distribution, sales and overhead costs occurred in the context of its discussion of its
conclusions as to the profitability of the record industry in the digital environment. The Board preferred Professor Liebowitz's
approach to that of CRIA's witnesses and it explained why. It also applied its own judgment to elements of Professor Liebowitz's
analysis, as it did in the case of distribution, sales and overhead costs, based on its view of what was realistic, see Tariff 22.A
Decision at para. 154. This is precisely the type of institutional expertise which the Supreme Court recognized long ago in
Canadian National Railways, above. In my view, the Board's resort to its own expertise does not make the reasons inadequate.
As the Supreme Court of Canada said at para. 2 of R. v. B. (H.S.), cited above:
The purposes of giving reasons are fulfilled where the reasons for judgment, read in context, establish a logical connection
between the verdict and the basis for it - in other words, the reasons must explain why the judge made his or her decision.
A detailed description of the judge's process in arriving at the verdict is unnecessary.
42

As a result, I am of the view that this ground of judicial review fails as well.

Conclusion
43 For the reasons set out above, I am of the view that CRIA's application for judicial review should be dismissed with costs.
No costs are awarded for or against the intervener CMRRA-SODRAC Inc.
Gilles Létourneau J.A.:
I agree.
M. Nadon J.A.:
I agree.

8

Tab 26

2004 FC 218, 2004 CF 218
Federal Court
Intel Corp. v. 3395383 Canada Inc.
2004 CarswellNat 1269, 2004 CarswellNat 356, 2004 FC 218, 2004 CF
218, [2004] F.C.J. No. 251, 129 A.C.W.S. (3d) 55, 30 C.P.R. (4th) 469

Intel Corporation, Plaintiff and 3395383 Canada
Inc. and 9047-9320 Quebec Inc., Defendants
Heneghan J.
Heard: August 11, 2003
Judgment: February 11, 2004
Docket: T-1993-01
Proceedings: affirmed Intel Corp. v. 3395383 Canada Inc. (2003), 2003 CarswellNat 4906, 2003 CarswellNat 2253, 28 C.P.R.
(4th) 48 ((F.C.))
Counsel: Mr. Mark Biernacki, for Plaintiff
Ms Alexandra Steele, for Defendants
Headnote
Intellectual property --- Trade marks — Infringement — Practice and procedure — Discovery or cross-examination
Plaintiff alleged that defendants Q Inc. and C Inc. infringed its trademark — Q Inc. dissolved and action continued against C
Inc. — During examination for discovery, representative of defendant refused to answer several questions, including questions
related to activities of Q Inc., location of C Inc.'s customers, and e-mail records — Prothonotary determined that questions
were inappropriate — Plaintiff appealed — Appeal dismissed — Questions regarding Q Inc. were inappropriate — C Inc. was
separate entity from Q Inc. and had no duty to inquire into its activities — Prothonotary correctly found that questions regarding
Q Inc. were fishing expedition — Prothonotary correctly found questions requesting each offer of purchase and sale by C Inc.
and names and locations of customers were too broad relative to allegations in pleadings.
Heneghan J.:
Introduction
1
Intel Corporation (the "Plaintiff") appeals from the order of Prothonotary Morneau dated July 18, 2003, relating to the
refusal by the Prothonotary to order the Defendant 3395383 Canada Inc. ("Canada Inc.") to answer certain questions set out in
categories (a) and (b), except question 242, as set out in Appendix "A" to the Plaintiff's original notice of motion dated July
8, 2003.
Facts
2 The Plaintiff commenced this action on November 7, 2001, alleging unlawful use by Canada Inc. and 9047-9320 Quebec
Inc. ("Quebec Inc.") of certain trademarks owned by the Plaintiff, thereby causing damage to the Plaintiff. The Plaintiff raised
issues of infringement and confusion in its statement of claim; these allegations were denied by Canada Inc. and accordingly,
remain unadmitted allegations of fact.
3
The Plaintiff commenced its action against both Canada Inc. and Quebec Inc., but Quebec Inc. has since been dissolved
pursuant to the applicable provisions of the laws of the Province of Quebec. For practical purposes, Canada Inc. is the only
Defendant in this action.
1

4 The Plaintiff undertook discovery examination of Mr. Michael Cuplowsky, as the representative of Canada Inc., on October
2, 2002. In the course of that examination, refusals were entered to certain questions asked on behalf of the Plaintiff. The original
notice of motion before the Prothonotary, that is the notice of motion dated July 8, 2003, classified the outstanding refusals under
three headings. The first, category "a", related to questions about the identification of Canada Inc.'s suppliers and customers.
Questions 242, 245, 526 and 810 were in this group.
5
Category "b" dealt with questions about email communications to Canada Inc. at the pentiumconstruction.com website
which was in operation from October 1999. Category "c" covered one question which is not the subject of this appeal.
6 The Prothonotary determined that questions 242 and 245 need not be answered since they showed an attempt by the Plaintiff
to obtain information from the Defendant Canada Inc. about persons who might have been involved with the Defendant Quebec
Inc. and who might have knowledge of the activities of that now dissolved corporate entity. He also found that question 245
was improper as being in the nature of a "fishing expedition". Questions 242 and 245 are as follows:
242 Make inquiries of Mr. Kotler to see if he can provide documents pertaining to suppliers of materials of the model
home built by Quebec Inc.
245 Identify all of the subcontractors that were utilized in respect of the model home built by Quebec Inc.
7
The Prothonotary upheld the refusal of Mr. Cuplowsky to answer the remaining questions in category (a) and (b), on
the basis that these remaining questions were not relevant and were in the nature of a "fishing expedition", for the purpose of
assisting the Plaintiff to establish its allegations of confusion or damage to its reputation. These questions are as follows
526 Produce a copy of each offer for purchase and sale in respect of each house sold by Canada Inc.
526 Produce a list of names and, to the best of the Defendant's knowledge, current location of each of the customers whom
the Canada Inc. company has sold a house to.
810 Produce a list of suppliers and subcontractors to Canada Inc. with contact information
812 Produce a copy of every e-mail received at the e-mail address sales@pentiumconstruction.com
813 Search the archived files and deleted directory and produce any additional e-mails that have been received at
sales@pentiumconstruction.com
814 Agree to an undertaking to produce all e-mails received in the future at sales@pentiumconstruction.com.
Submissions
8 The Plaintiff argues that the Prothonotary was clearly wrong and that he erred in fact and in principle in making his decision.
The Plaintiff says that the Prothonotary misapprehended the facts with respect to question 245, concerning the identity of all
subcontractors that were engaged to build a model home for Quebec Inc., and consequently, erred in upholding the refusal.
9
As well, the Plaintiff argues that the Prothonotary erred in principle relative to question 245, by improperly finding it
irrelevant and in the nature of a "fishing expedition". The Plaintiff says that the question arises from unadmitted allegations of
facts in the pleadings and as such, it is relevant. It submits that it is a proper question and does not amount to an attempt to
advance a cause of action that is not raised in the pleadings. The Plaintiff here relies on paragraphs 21 to 24 of its statement of
claim, paragraph 12 of the amended defence and paragraph 6 of its amended reply.
10
The Plaintiff also argues that the Prothonotary erred in principle in upholding the Defendant's refusal to answer the
remaining questions in category (a) and the refusal to answer all of the questions in category (b). Again, the Plaintiff says
that these questions are relevant to the allegations made in the statement of claim that are denied by the Defendant and the
Prothonotary erred in finding otherwise.
2

11 The Plaintiff argues that the Prothonotary erred in his application of the principle against using the discovery process as a
"fishing expedition" and submits that it is entitled to ask questions of the Defendant's representative in order to elicit information
that is relevant to its statement of claim. Specifically, the Plaintiff says that it has raised the issues of confusion and depreciation
of goodwill in its statement of claim. Relying on Wonder Bakeries Ltd. v. Furman (1958), 29 C.P.R. 154 (Can. Ex. Ct.) and
Superseal Corp. v. Glaverbel-Mecaniver Canada Ltée (1975), 20 C.P.R. (2d) 77 (Fed. T.D.), rev'd (1975), 26 C.P.R. (2d) 140
(Fed. C.A.), the Plaintiff says it is entitled to rely on facts not within its knowledge to support a cause of action. It submits
that its questions about the awareness of actual confusion or injury to its reputation depend upon knowing the identities of
the persons who were exposed to the Defendant's trade-mark or trade name. It says that it has asked proper questions which
should be answered.
12
The Plaintiff argues that its request for access to emails sent to the Defendant is proper because it is relevant. It says
that there is no evidence of difficulty or impossibility on the part of the Defendant in providing this information. The Plaintiff
argues that there is no evidence to support the Prothonotary's finding that contact by the Plaintiff with suppliers, customers
and subcontractors "might lead to strain, and even disruption" of the Defendant's business, and says this statement is based on
speculation. In making this finding, the Prothonotary has interfered with the Plaintiff's right to pursue relevant inquiries in an
expeditious manner.
13
The Defendant argues, in reply, that the Plaintiff has no right to ask questions of its representatives about Quebec Inc.
That corporate entity no longer exists and the Defendant is under no obligation to pursue lines of inquiry relative to it.
14
The Defendant further submits that the Plaintiff has failed to show that the Prothonotary erred in fact or in law in his
decision. Rather, the Plaintiff is expressing a difference of opinion and that is insufficient to meet the test for reversing the
Prothonotary's decision. The Defendant here relies on Anchor Brewing Co. v. Sleeman Brewing & Malting Co. (2001), 15 C.P.R.
(4th) 63 (Fed. T.D.) and Hayden Manufacturing Co. v. Canplas Industries Ltd. (1998), 86 C.P.R. (3d) 17 (Fed. T.D.).
15 The Defendant says that the questions in issue were properly characterized by the Prothonotary as being in the nature of
a "fishing expedition". These questions are not relevant to the action and in any event, are too broad.
16
Further, the Prothonotary did have evidence before him to support his finding about the potential negative impact on
the Defendant's business activities, if the Plaintiff were allowed to question the Defendant's customers and suppliers about
confusion resulting from exposure to the Defendant's trade-names. The Defendant here refers to the affidavit of Mr. Cuplowsky
that was before the Prothonotary. The Plaintiff did not cross-examine Mr. Cuplowsky.
17
The Defendant argues that the Plaintiff has failed to show that the decision of the Prothonotary is "clearly wrong" and
that this appeal should be dismissed.
Analysis
18
This is an appeal from the Order of Prothonotary Morneau upon the Plaintiff's motion arising from the refusal of
the Defendant representative to answer certain questions during his discovery examination. Generally an order involving the
responses to questions at discovery is considered to be a discretionary order: see James River Corp. of Virginia v. Hallmark
Cards Inc. (1997), 72 C.P.R. (3d) 157 (Fed. T.D.). According to R. v. Aqua-Gem Investments Ltd., [1993] 2 F.C. 425 (Fed.
C.A.) , a decision of a prothonotary will remain undisturbed on appeal unless it is clearly wrong in the sense that the exercise
of discretion was based on a wrong principle of law or misapprehension of the facts or where the order raises a question vital
to the final disposition of the case. The latter does not apply here, so the question is whether the Prothonotary clearly erred in
fact or in principle in upholding the refusals.
19 The discovery examination process is governed by the Federal Court Rules, 1998, SOR/98-106, (the "Rules") Rules 237
to 248. Rule 240 sets forth the general principle that questions on discovery can be directed to matters that are relevant to any
unadmitted allegation or fact raised in a pleading. Rule 240 provides as follows:
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240. Scope of examination - A person being examined
for discovery shall answer, to the best of the person's
knowledge, information and belief, any question that
(a) is relevant to any unadmitted allegation of fact in
a pleading filed by the party being examined or by the
examining party; or
(b) concerns the name or address of any person, other
than an expert witness, who might reasonably be
expected to have knowledge relating to a matter in
question in the action.

Étendue de l'interrogatoire - La personne soumise à
un interrogatoire préalable répond, au mieux de sa
connaissance et de sa croyance, à toute question qui:
a) soit se rapporte à un fait allégué et non admis dans
un acte de procédure déposé par la partie soumise à
l'interrogatoire préalable ou par la partie qui interroge;
b) soit concerne le nom ou l'adresse d'une personne,
autre qu'un témoin expert, don't il est raisonnable de
croire qu'elle a une connaissance d'une question en
litige dans l'action.

20
In his reasons, the Prothonotary reviewed the meaning of relevance in the context of discovery and its application to
the issues in this action, that is the alleged infringement of the Plaintiff's trademark, together with allegations of confusion
and depreciation of goodwill. He considered relevance, in terms of the breadth of the questions other than question 245 and
concluded that those remaining questions were not relevant to the matters in issue and in any event, were too broad. In making
his order, the Prothonotary considered and applied the principle against using the discovery process as a "fishing expedition".
21
The Prothonotary upheld the refusal to answer question 245 on the basis that this related to a corporate entity that is
independent of the Defendant Canada Inc. Relying on Rule 241, he found that Canada Inc. was not obliged to make inquiries
of another party who might have knowledge of the matters in issue in the action. I see no error of fact or in principle with
this conclusion.
22
The Prothonotary maintained the Defendant's refusal to answer the remaining questions on the grounds that they
represented an improper attempt by the Plaintiff to use the discovery process as a "fishing expedition" to obtain information
to bolster its case.
23 The prohibition against using the discovery process in this way has been discussed in a number of cases including Burnaby
Machine & Mill Equipment Ltd. v. Berglund Industrial Supply Co. (1984), 81 C.P.R. (2d) 251 (Fed. T.D.) and Crestbrook Forest
Industries Ltd. v. R., [1993] 3 F.C. 251 (Fed. C.A.). In Burnaby,supra, the Court said as follows at pages 254-255:
In argument reference was made to the general tendency of the courts to grant broad discovery....
.....
This must be balanced against the tendency, particularly in industrial property cases, of parties to attempt to engage in
fishing expeditions which should not be encouraged. A recent example of this principle is found in the case of Monarch
Marking Systems, Inc. et al. v. Esselte Meto Ltd. et al. (1983), 75 C.P.R. (2d) 130 at p. 133, in which Mahoney J. stated:
I accept the definition of a "fishing expedition", in the context of discovery, as given by Lord Esher M.R. in Hennessy
v. Wright (No. 2) (1980), 24 Q.B.D. 445 at p. 448, a libel action:
...the plaintiff wishes to maintain his questions, and to insist upon answers to them, in order that he may find
out something of which he knows nothing now, which might enable him to make a case of which he has no
knowledge at present.
I agree with the defendants. Notwithstanding the present state of the pleadings and that Rule 465(15), taken literally,
is broad enough to encompass the questions of category 1, those questions are, in substance, a fishing expedition.
They need not be answered.
24
Are the remaining questions relevant to the issues raised in this proceeding? The Plaintiff says they are, in light of
the pleadings. Paragraphs 21 to 24 of the Statement of Claim, paragraph 12 of the Amended Defence, paragraph 22 of the
Counterclaim and paragraph 6 of the Amended Reply provide as follows:
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Statement of Claim
21. The Defendants' unauthorized use of the trade-mark PENTIUM as aforesaid has caused and is likely to cause confusion
with the Plaintiff's registered PENTIUM trade-mark, in that such use has led and is likely to lead to the inference that the
Defendants [sic] services are provided, offered, advertised, or approved by the Plaintiff
22. By their conduct and actions as aforesaid, the Defendants have infringed, and are deemed to have infringed the rights of
the Plaintiff in trade-mark registration nos. TMA428,593 and TMA534,128, contrary to section 20 of the Trade-marks Act.
23. By their conduct and actions as aforesaid, the Defendants have used the trade-mark that is the subject of registration
nos. TMA428,593 and TMA534,128 in a manner that is likely to have the effect of depreciating the value of the goodwill
attaching thereto, contrary to section 22 of the Trade-marks Act.
24. By their conduct and actions as aforesaid, the Defendants have directed public attention to their services and business
in such a way as to cause or to be likely to cause confusion in Canada, at the time they commenced to do so, and thereafter,
between their services and business and the wares, services and business of the Plaintiff, contrary to section 7(b) of the
Trade-marks Act.
Amended Defence and Counterclaim
12. The Defendant denies paragraphs 21, 22, 23 and 24 of the Statement of Claim.
22. The PENTIUM trade-mark registration No TMA534128 is invalid, void and of no effect for the following reasons:
a) The Plaintiff has abandoned the use of the PENTIUM trade-mark in Canada (section 18(1)(a) of the Trade-Marks
Act) in association with precious metals and their alloys; jewellery, precious stones; clocks, bracelets, jewellrey,
[sic] necklace charms, bracelet charms, and earring charms, cuff links, earrings, key chains, necklaces, necktie
fasteners, lapel pins, money clips, necklace pendants, bracelet pendants, and earring pendants, piggy banks, tie pins,
tie slides, trophies and watches; cardboard; photographs, adhesives for stationery or household purposes; playing
cards, printers' type; binders; bookends, bookmarkers, boxes for pens, calendars, tablets, cards, pads, pens, pencils,
folders, paperweights, pen and pencil holders, photograph stands, rulers, erasers, markers, desk sets, and bumper
stickers, leather and imitations of leather; animal skins, hides; trunks and travelling bags, umbrellas, travel bags,
luggage, school bags, back packs, beach bags, duffel bags, fanny packs, and umbrellas; steelwool; unworked or semiworked glass (except glass used in building); earthenware (not included in other classes); mugs and sports bottles;
t-shirts, shirts, tank tops, boxer shorts, leather jackets, sweaters, sweatshirts, sweat suits, coveralls, jackets, pants,
shorts, ties, bandannas, headwear, namely baseball caps and night caps, bow ties, cardigans, gloves, gym suits, hats,
jackets, jogging suits, neckties, polo shirts, scarves, infant rompers, smocks, socks and visors; sporting goods, namely
footballs; decorations for Christmas trees; objects for children to play with, namely stuffed toys, plush toys, puppets,
dolls, bean bags, board games, video games; and seasonal ornamentation, namely Christmas tree ornaments. The
Plaintiff's use of the trade-mark in association with the above wares (if any) was only a token use to allow the filing
of a declaration of use, and the plaintiff [sic] has since then, not used the trade-mark in association with all of the
said wares in the normal course of trade. From such non use in the normal course of trade for a long period can be
inferred the intention to abandon the trade-mark.
b) The Plaintiff was not the person entitled to secure the registration (section 18(1) in fine, section 16(3) and section
40(2) of the Trade-mars [sic] Act) since it never used the trade-mark in Canada in association with the wares specified
in the application, the whole contrary to what was stated in the declaration of use which was filed by the Plaintiff.
If any use was ever made, it was not as a trade-mark (section 4 of the Trade-Marks Act) but as publicity devices for
the promotion of its own microprocessors.
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c) The trade-mark is not distinctive at the time the proceedings bringing the validity of the registration into question
are commenced (section 18(1)(b) of the Trade-Marks Act) since the Plaintiff has not exercised under licence, direct or
indirect control (section 50(1) of the Trade-Marks Act) over the character or quality of the wares in association with
which the PENTIUM trade-mark was allegedly used, namely: precious metals and their alloys; jewellery, precious
stones; clocks, bracelets, jewellrey, [sic] necklace charms, bracelet charms, and earring charms, cuff links, earrings,
key chains, necklaces, necktie fasteners, lapel pins, money clips, necklace pendants, bracelet pendants, and earring
pendants, piggy banks, tie pins, tie slides, trophies and watches; cardboard; photographs, adhesives for stationery
or household purposes; playing cards, printers' type; binders; bookends, bookmarkers, boxes for pens, calendars,
tablets, cards, pads, pens, pencils, folders, paperweights, pen and pencil holders, photograph stands, rulers, erasers,
markers, desk sets, and bumper stickers, leather and imitations of leather; animal skins, hides; trunks and travelling
bags, umbrellas, travel bags, luggage, school bags, back packs, beach bags, duffel bags, fanny packs, and umbrellas;
steelwool; unworked or semi-worked glass (except glass used in building); earthenware (not included in other classes);
mugs and sports bottles; t-shirts, shirts, tank tops, boxer shorts, leather jackets, sweaters, sweatshirts, sweat suits,
coveralls, jackets, pants, shorts, ties, bandannas, headwear, namely baseball caps and night caps, bow ties, cardigans,
gloves, gym suits, hats, jackets, jogging suits, neckties, polo shirts, scarves, infant rompers, smocks, socks and visors;
sporting goods, namely footballs; decorations for Christmas trees; objects for children to play with, namely stuffed
toys, plush toys, puppets, dolls, bean bags, board games, video games; and seasonal ornamentation, namely Christmas
tree ornaments.
Amended Reply
6. The Plaintiff specifically denies the allegations in paragraph 22 of the Amended Statement of Defence and Counterclaim.
The Plaintiff further states that the PENTIUM trade-mark has been and is used in association with the wares listed in
trade-mark registration no. TMA534,128 in the normal course of the Plaintiff's trade. Such wares are manufactured for the
Plaintiff under license and the Plaintiff maintains control over the character or quality of the wares.
25 The above-cited paragraphs from the pleadings show there are unadmitted allegations concerning the issues of confusion,
infringement and depreciation. Accordingly, it may well be that the disputed questions could be relevant to the action and the
general rule concerning the scope of discovery examination is that questions about those issues should, in the usual course, be
answered. However, the matter does not end there.
26
In Reading & Bates Construction Co. v. Baker Energy Resources Corp. (1988), 24 C.P.R. (3d) 66 (Fed. T.D.), the Court
reviewed the general principles applicable to the discovery examination process. While acknowledging the primacy of relevancy
and that relevancy is a matter of law, not discretion, the Court has also recognized that there are limits to the discovery process
and set forth a list of general principles. The following apply to the present situation and were set out in Reading & Bates,
supra, by Justice McNair at pages 71-72:
.....
3. The propriety of any question on discovery must be determined on the basis of its relevance to the facts pleaded in the
statement of claim as constituting the cause of action rather than on its relevance to facts which the plaintiff proposes to
prove to establish the facts constituting the cause of action....
4. The court should not compel answers to questions which, although they might be considered relevant, are not at all likely
to advance in any way the questioning party's legal position: Canex Placer Ltd. v. A.-G. B.C., supra; and Smith, Kline &
French Laboratories Ltd. v. A.-G. Can. (1982), 67 C.P.R. (2d) 103 at p. 108, 29 C.P.C. 117 (F.C.T.D.).
5. Before compelling an answer to any question on an examination for discovery, the court must weigh the probability of
the usefulness of the answer to the party seeking the information, with the time, trouble, expense and difficulty involved in
obtaining it. Where on the one hand both the probative value and the usefulness of the answer to the examining party would
appear to be, at the most, minimal and where, on the other hand, obtaining the answer would involve great difficulty and a
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considerable expenditure of time and effort to the party being examined, the court should not compel an answer. One must
look at what is reasonable and fair under the circumstances: Smith, Kline & French Ltd. v. A.-G. Can., per Addy J. at p. 109.
6. The ambit of questions on discovery must be restricted to unadmitted allegations of fact in the pleadings, and fishing
expeditions by way of a vague, far-reaching or an irrelevant line of questioning are to be discouraged: Carnation Foods
Co. Ltd. v. Amfac Foods Inc. (1982), 63 C.P.R. (2d) 203 (F.C.A.); and Beloit Canada Ltée/Ltd. v. Valmet Oy (1981), 60
C.P.R. (2d) 145 (F.C.T.D.).
27
In the present case, the Prothonotary determined that the remaining questions, that is questions 526, 810, 812, 813 and
814 were too broad. He characterized them as being in the nature of a "fishing expedition".
28
Question 526 relates to the production of each offer of purchase and sale relative to each house sold by the Defendant,
as well as a list of the names and current location of each customer to whom the Defendant had sold a house. It appears that
the Prothonotary found this question to be too broad, relative to unadmitted allegations in the pleadings. In my opinion, that
conclusion is reasonable, particularly when that question is viewed in the context of the entire discovery examination of Mr.
Cuplowsky.
29 Question 810, a request that the Defendant produce a list of suppliers and subcontractors with contact information, suffers
from the same flaw, in my opinion. I see no error in principle in the Prothonotary's decision to uphold the Defendant's refusal
to respond to this question.
30
Questions 812, 813 and 814 relate to a request for production of emails received at the email address
"sales@pentiumconstruction.com". The Plaintiff allegedly seeks those emails in an effort to show actual confusion. However,
according to the discovery examination of the Plaintiff's representative, the Plaintiff was aware that there was no evidence of
such confusion. I refer to questions 30 and 57 that were posed to the Plaintiff's representative and the answers that were provided.
This evidence was before the Prothonotary and formed part of the record on this appeal.
31
As well, I refer to Rule 242(1) which addresses the grounds upon which a party may object to questions during the
discovery examination. Rule 242(1)(c) and (d) provides as follows:
A person may object to a question asked in an
examination for discovery on the ground that
...
(c) the question is unreasonable or unnecessary; or
(d) it would be unduly onerous to require the person to
make the inquiries referred to in rule 241.

Une personne peut soulever une objection au sujet de
toute question posée lors d'un interrogatoire préalable
au motif que, selon le cas:
...
c) la question est déraisonnable ou inutile;

32
I refer to the affidavit of Mr. Cuplowsky dated July 10, 2003, filed as part of the record before the Prothonotary. In his
affidavit, Mr. Cuplowsky deposed that the Defendant could not access any emails that had been deleted from its files and further,
that contact by the Plaintiff with the Defendant's customers, suppliers and subcontractors might be injurious to the Defendant's
business. Mr. Cuplowsky was not cross-examined on this affidavit. Accordingly, I conclude that the Defendant has established
a legitimate basis for objecting to the questions about the emails and contact with its customers and trades people.
33 In these circumstances, I conclude that the Prothonotary did not err in upholding the Defendant's refusal to answer these
outstanding questions. The questions, as posed, are too broad and represent an improper attempt to elicit information when the
Plaintiff itself is unaware of any instances of actual confusion, as alleged in the pleadings.
34

In the result, I see no basis for interfering with the Order under appeal and the appeal is dismissed with costs.

Order

7

The appeal is dismissed, with costs.
Appeal dismissed.
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Better answers on discovery.
Action brought for infringement of copyright in drawings of machinery for which plaintiff had patents -- Defendants asserting
invalidity of copyright where drawings incorporated in patent registration -- Defendants seeking further answers relating to
drawings used or not used in patent application, and relating to discussions with customers and third party agreement -Application dismissed -- Defendants' questions in nature of fishing expedition.
Walsh J.:
1

Defendants apply for an order requiring Cecil Thomas Humphrey, the president of the plaintiff company:
(a) to answer the questions listed hereinafter, which he refused to answer on the occasion of his examination for discovery
in Vancouver, British Columbia, on April 19 and 20, 1983;
(b) to produce the documents which he was requested to produce in the course of the said unanswered questions;
(c) to answer all proper questions arising from such answers and/or documents, as the case may be; and,
(d) for the aforesaid purposes, to attend in the City of Ottawa at his own expense, at a time and place to be arranged between
the parties, or failing agreement, to be fixed by the court, and before an examiner to be agreed upon by the parties, or,
failing agreement, to be nominated by the court.

2 In order to understand the background leading to the questions asked it should be pointed out that chip screens which form
a very important part of the grain-sorting machinery are separate from the grain-cleaning part of the machinery and not part of
it. Counsel stated they can even be operated in a separate room. However, developments by way of improvements in the chip
screens required or led to changes and developments in the grain-cleaning machinery. Plaintiff allegedly assisted the Alberta
Wheat Pool to which it had sold grain-sorting equipment in the making of modifications to the chip screens as a result of which
plaintiff modified its grain-cleaning machine and its drawings depicting this appearing in its patent.
3 The copyrights in suit were registered by plaintiff and as such are valid for the life of the respective authors, two employees
of plaintiff, still alive at the date of the institution of proceedings, and for 50 years thereafter. These drawings are not drawings of
the chip screen as such, but of the grain-cleaning machine for which plaintiff has patents. It must be emphasized that the present
action is not based on patent infringement but only on copyright infringement, since there was a tendency in argument on the
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motion to raise issues more properly pertaining to an action for patent infringement. Defendants have contested plaintiff's action,
raising questions of prior art and referring to plaintiff's patent with respect to the subject-matter depicted therein including the
subject-matter of the drawings.
4 On the present motion defendants argue, inter alia, that a valid copyright registration cannot be obtained for the drawings
incorporated in a patent registration in order to attempt to obtain protection for machinery made from the drawing long after
the patent for the machinery itself has expired. As authority for this reference was made to the case of Catnic Components Ltd.
et al. v. Hill & Smith Ltd., [1978] F.S.R. 405 at pp. 427-8, in which Mr. Justice Whitford stated:
In my view, by applying for a patent and accepting the statutory obligation to describe and if necessary illustrate
embodiments of his invention, a patentee necessarily makes an election accepting that, in return for a potential monopoly,
upon publication, the material disclosed by him in the specification must be deemed to be open to be used by the public,
subject only to such monopoly rights as he may acquire on his application for the patent and during the period for which
his monopoly remains in force, whatever be the reason for the determination of the monopoly rights. If this be correct,
and even if I were wrong in the view which I have expressed that "D3" and "D4" do not infringe, upon publication, the
plaintiffs must be deemed to have abandoned their copyright in drawings the equivalent of the patent drawings.
The court was informed that this conclusion was neither affirmed nor reversed in appeals from this decision, it not being
necessary to do so and, moreover, that a different conclusion was reached in two Commonwealth cases. In the Canadian case
of Halliburton Co. et al. v. Northstar Drillstem Testers Ltd. et al. (1982), 63 C.P.R. (2d) 187 at p. 188, Addy J. stated:
There appears, however, to be an arguable case that the copyright might have been given up in applying for the patent.
This is the sort of question which should be decided at trial after all of the facts have been determined. These two questions
should therefore be answered. The obligation to produce, however, should be limited to the drawings themselves.
I fully agree with this conclusion. The appropriate time to decide such an important legal question is not on a motion seeking
further answers on discovery. Moreover, plaintiff contends that the drawings in its patent are not the same drawings as those
in the copyright in suit. Whether this is so or not would also be an issue for determination on the merits and these drawings
are already in the record.
5
In argument reference was made to the general tendency of the courts to grant broad discovery. For example, in the case
of Sperry Corp. v. John Deere Ltd. et al. (1982), 64 C.P.R. (2d) 217 at p. 221, I had occasion to state:
If there is an arguable case that facts elicited by further discovery may be relevant, even if marginally so and at the risk
of extending the scope of the litigation this should be allowed and the trial judge can decide the pertinence if any of the
evidence so obtained. In this connection see, for example, the case of Irish Shipping Ltd. v. The Queen et al., [1974] F.C.
445, in which Collier J. stated at p. 449:
The tendency in the Courts of this country in recent years has been to provide all litigants with full and complete
discovery prior to trial and to remove as much as possible what used to be known as the "ambush" tactics of the
adversary system. In my view that is the general intention of the Federal Court Rules.
This must be balanced against the tendency, particularly in industrial property cases, of parties to attempt to engage in fishing
expeditions which should not be encouraged. A recent example of this principle is found in the case of Monarch Marking
Systems, Inc. et al. v. Esselte Meto Ltd. et al. (1983), 75 C.P.R. (2d) 130 at p. 133, in which Mahoney J. stated:
I accept the definition of a "fishing expedition", in the context of discovery, as given by Lord Esher M.R. in Hennessy v.
Wright (No. 2) (1980), 24 Q.B.D. 445 at p. 448, a libel action:
... the plaintiff wishes to maintain his questions, and to insist upon answers to them, in order that he may find out
something of which he knows nothing now, which might enable him to make a case of which he has no knowledge
at present.
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I agree with the defendants. Notwithstanding the present state of the pleadings and that Rule 465(15), taken literally, is
broad enough to encompass the questions of category 1, those questions are, in substance, a fishing expedition. They need
not be answered.
6 A recent decision of the Federal Court of Appeal in No. A-1422-83, Everest & Jennings Canadian Ltd. v. Invacare Corp.,
judgment dated February 14, 1984 [reported 79 C.P.R. (2d) 138], dealing with relevancy, Urie J. states [at p. 139]:
The correct test of relevancy for purposes of discovery was, in our opinion, propounded by McEachern C.J. in the case of
Boxer et al. v. Reesor et al. (1983), 43 B.C.L.R. 352 at p. 395, 35 C.P.C. 68, when he said:
It seems to me that the clear right of the plaintiffs to have access to documents which may fairly lead them to a train of
inquiry which may directly or indirectly advance their case or damage the defendant's case particularly on the crucial
question of one party's version of the agreement being more probably correct than the other, entitles the plaintiffs to
succeed on some parts of this application.
When produced the documents in the file may assist the appellant in its defence. On the other hand, they may not and
may, as the respondent says, be totally irrelevant. In either event, the matter in issue may be more readily resolved at trial
although their ultimate relevance and the weight to be attached to them will be matters for the trial judge.
7 These are the basic principles on which the motion must be decided although the particular facts applicable to any given case
would of necessity have considerable bearing in the decision as to whether a given question should be answered on discovery
or not.
8

The questions in dispute in the present case break down into four categories:

9
(a) Those relating to the chip screen based on para. 5(a)(i) of the amended statement of defence and counterclaim which
alleges that the works for which plaintiff claimed copyright are not originals as they were taken from "the basic design of the
stand, suspended frame and drive box created by employees of the Alberta Wheat Pool". The questions for which answers are
sought under this heading are as follows: Qq. 495, 508, 748, 749 and 750. The refusals to answer relate to the relevance of chip
screens illustrated in an advertisement put to defendants as representative of advertising material, to the copyright drawings
in suit. Defendants' position is that some of the characteristics of the drawing of the machine in suit arise from chip screens
even if the copyright drawing itself is not a drawing of a chip screen. Plaintiff contends that the questions relate to all prior
manufactures by the plaintiff, which is not an issue in suit, and that defendants rely on certain questions asked by plaintiff during
an examination for discovery of defendants' witness, Mr. Berglund, as opening the door to this line of question.
10
It appears to me to be going much too far afield to attempt to establish that if certain characteristics of a grain-cleaning
machine had to be changed as a result of modifications in chip screens which were a necessary part of it, that the copyrighted
drawings of the grain-cleaning machine may be invalid as a result of prior art, or that it is necessary to go into drawings of
chip screens manufactured by plaintiff or previously illustrated in advertisements by it. Whether or not these questions would
be relevant in an action based on plaintiff's patent it appears to me that they should not be admitted in the present action based
on copyright.
11 (b) Questions relating to information and documents provided by plaintiff to its patent agent in connection with its patent
applications based on para. 5(d) of the amended statement of defence and counterclaim. This paragraph refers to plaintiff's
patents and the only relevance in the present proceedings is the concluding phrase that "by obtaining such patent protection for
its rotary cleaners the plaintiff has dedicated to the public or otherwise forfeited any exclusive rights that it might otherwise have
asserted in subject matter described and depicted in the said patents, including the subject matter of the drawings thereof, and
in aspects of its rotary grain cleaners that are not within the scope of its patent, including any and all copyright in such subject
matter, or in the alternative is estopped from asserting the same". I have already dealt with this legal argument, concluding that
the question of whether the obtaining of a patent for a machine prevents the obtaining of a valid copyright for the drawings
included in the patent is a matter which should be left to the trial judge. Under this heading Q. 798 reads as follows:
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Will you provide me or will you produce to me copies of whatever memoranda, letters, drawings or other written or printed
materials you've provided to your patent agents in order to instruct them in the preparation of this patent application?
The answer was that the documentation was provided to the barristers, solicitors and patent agents and that the file would not be
produced. While the question of privilege was raised objection was also on the question of relevance. The other questions under
this heading, Qq. 815, 816, 817 to 819, 820, 834 and 836 are all of the same nature. The objection to answering these questions
is sustained. The background drawings submitted in connection with a patent application, quite aside from any question of
privilege, appear to me to have little if any bearing on the validity of the present copyrights in suit, again bearing in mind that
this is a copyright infringement and not a patent infringement case. The drawings which were used in the patent are in the record
and readily capable of being compared with the drawings subject to the copyright. Whether plaintiff had previous drawings
which were not used in the patent application or not is in the nature of a fishing expedition with little if any relevancy to the
present proceedings seeking protection of the drawings subject to the present copyright which may or may not be similar to
those disclosed in the patent. Moreover, counsel for plaintiff states that defendants had been given an answer in writing that
no other drawings had been provided to its patent agents in connection with the patent application, but despite this was still
investigating files to ascertain that this is correct. He maintains his objection to the relevancy of the question, however, pointing
out that in the Halliburton case, supra, it was only the drawings themselves which Addy J. directed to be produced which is far
less than what defendants seek in Q. 798, supra. I conclude that these questions need not be answered, and this does not even
require a decision on the question of privilege which may also apply.
12
(c) Questions relating to statements made by plaintiff in discussions with customers of defendants. Defendants plead
in para. 13 of the counterclaim that plaintiff has alleged to customers or potential customers of the defendants that it has
copyrights in its rotary grain-cleaning machines and that, as a result of the proceedings, they could be disrupted in their use
of any machines purchased from the defendants. It is alleged that these machines were made maliciously with the intention of
eliminating competition from defendants. In para. 14 three of the customers to whom such statements were allegedly made are
named, namely, the Alberta Wheat Pool, the Saskatchewan Wheat Pool and Prince Rupert Grain Limited, and that plaintiff has
knowledge of other persons to whom the representations are made. Questions 988, 989 and 1074 relate to this. During this line
of questioning counsel for plaintiff had stated:
Just for the record, Mr. Morrow, counsel had advised by that date that the Plaintiff not discuss the action in any detail,
but once the Statement of Claim had been issued, they could make reference to the Statement of Claim. They were being
cautious.
13

Question 988 follows reading as follows:
Q. And you are relying on that fact in defence to the counterclaim I take it?
A. It will very definitely come out in evidence that counsel had advised them to be very cautious of making any
statements.
Q. Was that advice given in writing?
A. I don't know.
Q. All right, if it was, will you produce whatever writing that advice was contained in?
A. I will consider that.

14

Question 989:
Q. When was that advice given?

4

A. Until I have looked to find out whether there are any written records, I can't confirm that at the present time, but
I believe that the advice had been given by December 21, '81 and it was probably given prior to the lawsuit being
commenced.
MR. MORROW All right, if there is any written record of what the advice was, I'd like to have it produced. If there
isn't, perhaps you can indicate to me just what the advice was to the best of the Plaintiff's knowledge.
MR. MORGAN I'll certainly take that under consideration, Mr. Morrow. I can't confirm one way or the other until the
actual search for documentation has been undertaken, and I'll just put this further caveat on it, if it is contained within
materials in contemplation of litigation as it likely is, you may very well be presented with a vetted document in which
confidential information is deleted and you may simply get the actual words of advice that were given to the Plaintiff.
MR. MORROW All right.
15

Question 1074 and discussion arising from it read as follows:
I would like the best of the Plaintiff's information as to the specific customers with whom Mr. Tomey had those discussions
and as precisely as is known to the Plaintiff, when those conversations took place and the individuals with whom he
conferred.
MR. MORGAN I'm not prepared to undertake to do that, Mr. Morrow, because first of all, I don't see that that is an
issue raised in your Statement of Defence or Counterclaim. You've particularized certain events that seem to concern
you, but to go fishing for other events that may never have occurred and certainly not occurred in the circumstances
that you've set out in your Statement of Defence or particulars, I'm not prepared to do so.

16

In connection with this Q. 1074 it is plaintiff's contention that it is a fishing expedition.

17
Defendants contend that the reference to the letter is in effect a waiver of privilege, referring to the case of Foster et
al. v. Hoerle et al.; Parker v. Registrar of Motor Vehicles (1973), 34 D.L.R. (3d) 648 at p. 650, [1973] 2 O.R. 601 at p. 602,
in which Zuber J. stated:
However, the privilege can be waived. When the party to whom the privilege accrues, himself abandons the confidential
nature of the document and seeks to utilize it in a litigious process, the privilege is waived: see Thomson v. Thomson and
Elliot, [1948] O.W.N. 137, and Kennedy et al. v. Diversified Mining Interests (Canada) Ltd. et al., [1948] O.W.N. 798.
In any event plaintiff stated that he would not be producing this letter nor relying on it at trial, which settles this argument.
18
Defendants take the position that it is not sufficient for plaintiff to state that there are no other customers or potential
customers who have been warned off from buying defendants' product as a result of plaintiff's alleged copyright rights other
than the three which defendants have named. Defendants wish to know what other customers or potential customers plaintiff's
salesman may have communicated with, so that it can itself inquire from them the nature of the discussions which took place.
On the one hand it is imposing an unreasonable burden on plaintiff to have its salesman attempt to recall all customers visited
and the dates of this. Defendants have a legitimate interest in knowing how widespread damaging allegations may have been. It
appears to me, however, that this line of questioning might well be premature in any event. There will be reference as to damages
in the event that defendants should succeed in their counterclaim against plaintiff and at that stage it would be appropriate to
have further cross-examination of plaintiff's witnesses in this connection if this becomes necessary. These questions should be
left to be dealt with therefore at that stage of proceedings.
19
(d) Questions relating to licence or assignment of plaintiff's copyrights and patents to Simon/Day in connection with
plaintiff's entitlement to relief. Under this heading Q. 1075 reads as follows:

5

Mr. Humphrey, is it correct that your company has, I think fairly recently, entered into some kind of a licence arrangement
with the Simon Day, Carter Day organization regarding rotary grain cleaners?
Defendants want full particulars of the licence arrangement, since if an exclusive licence had been granted or the rights relied
upon in the present proceedings had been assigned this might affect the right to injunctive relief as well as to damages. It is
contended that if a plaintiff's ownership rights in the subject-matter of an action are changed during the pendency of the action
then it is entitled to know the change that took place and the nature of it. Counsel for plaintiff answered that plaintiff still owns
the patents and the copyrights and that has not been changed. This was corrected to say that it is Mr. Humphrey who owns the
patents, but plaintiff still retains ownership of the copyright. Plaintiff's counsel refused to produce the agreement stating that
his advice that there had been no change of ownership is as far as he is prepared to go.
20

Question 1080 asks whether a brochure of Carter Day is not in fact one of its machines but one of plaintiff's machines.

21

Question 1081 states specifically as follows:
Is it a fact that your company, because of some agreement with this Carter Day organization, is as of some date which I
don't know right now, but is now or soon will be out of the manufacturing field in respect of these machines completely?

This issue is not specifically pleaded but defendants contend that it arises from the pleadings which generally deny the relief
sought. In any event plaintiff has clearly stated that there has been no assignment. The fact that a licence or other arrangement
has been made with a third party to produce plaintiff's machine would certainly not affect plaintiff's copyright rights unless the
copyright itself had been assigned. Details of the agreement with a third party are clearly of a commercial nature and need not
be revealed to defendants. Plaintiff's counsel also stated that the agreement was with respect to a licence of patents and is silent
as to copyright, the patents being owned by Mr. Humphrey and not the plaintiff, Mr. Humphrey being the president of plaintiff.
The question as to whether a patentee can deprive a copyright owner of copyright rights does not arise in these proceedings.
Moreover, even if there had been anything in the said agreement made after the institution of these proceedings which could
affect the quantum of plaintiff's claim for damages this would be a matter which should properly be dealt with on a reference
should same become necessary. Plaintiff's counsel had undertaken to give a limited disclosure in writing of the terms of the
agreement if defendants so require.
22
Since I have concluded that none of the questions for which answers are sought need be answered at this stage of
proceedings, defendants' motion will be dismissed with costs.
Order
23
Defendants' motion seeking further answers to questions arising on discovery and production of further documents is
dismissed, with costs.
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Income tax --- Administration and enforcement of Act — Appeals — Judicial appeals — Practice and procedure — Discovery
Income tax — Federal — Income Tax Act, R.S.C. 1952, c. 148 (am. S.C. 1970-71-72, c. 63) — 231.6, 251 — Federal Court
Rules — 465, 477 — Discovery — Whether required to obtain answers to questions posed at examinations for discovery from
its non-resident controlling shareholders.
The appellant was a Canadian corporation which operated a pulp mill in British Columbia. In August 1966, the appellant entered
into a joint venture agreement with two Japanese companies. The result of this agreement was that the Japanese companies
controlled the appellant. In due course, the appellant was assessed by the Minister on the basis that the dealings between the
appellants and the Japanese companies with respect to a discount arrangement did not reflect a bona fide busi ness arrangement
and that the appellant's claimed discount of 5.6 per cent should be reduced to a more reasonable amount, namely 2.5 per cent.
The appellant filed a notice of appeal and the central issue on the appeal was the reasonableness of the quantum of the discount.
The appellant's representative on discovery, C, only joined the appellant in 1987 and had no connection with the appellant
prior to that date. Accordingly, when asked questions relating to the role of the Japanese companies in the establishment of the
discount rate, C had to seek answers from the Japanese companies. The Japanese companies refused to respond to C's inquiries
and the Crown applied for an order compelling the appellant to answer the questions. A motions judge in the Trial Division
dismissed the application and the Crown appealed.
HELD:
There was no doubt that the commercial reality was that the appellant was under the active control of the Japanese companies
and that it was within the appellant's means to obtain responses to the questions in issue. Accordingly, the interests of the
administration of justice required that the operating minds behind the appellant, namely the Japanese companies, be obliged to
respond to the questions posed by the Crown. In the result, the appellant was ordered to provide answers to the questions in
issue within 90 days or have its statement of claim struck out. Appeal allowed.
Annotation
The taxpayer was a participant with two Japanese companies (and other individuals) in a joint venture in the lumber industry in
British Columbia. Their agreement provided for the sale of the taxpayer's products to the Japanese companies at discounts of
5.6 to six per cent. The Minister considered these unreasonable and allowed only 2 1 /2 per cent, adding back the excess to the
taxpayer's income and levying a Part XIII tax as a deemed divided to the non-residents, taxable by deduction at the source by
the taxpayer. The years involved were 1984, 1985 and 1986 and the amounts were substantial. The taxpayer appealed. A senior
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officer was put forward by the taxpayer for examination for discovery but there were 22 questions he could not answer without
information from the Japanese co-venturers. The taxpayer was effectively controlled by them, acting together as they always
did, but the taxpayer as the controlled corporation could not force answers from its controller. The Minister sought an order
from the Court demanding answers. Its application was heard by the Associate Senior Prothonotary who refused the order for
19 of the questions on the ground that they dealt with matters prior to the signing of the agreement. An appeal to the Court by
the Minister in regard to the 19 questions and a cross-appeal by the taxpayer in regard to the other three was heard by Jerome,
A.C.J. who confirmed the disallowance of the 19 and ruled out the other three as requiring the lifting of the corporate veil. This
present appeal by the Minister followed.
The judgment of the Federal Court of Appeal was delivered by the Chief Justice. He summed up by saying, "It would be
unconscionable to allow non-resident corporations to structure their affairs so that they could be free to carry on a profitable
business in Canada without also being obliged to comply with Canada law." In coming to this general conclusion, he found
that the philosophy of Mahoney, J. (as he then was) in Monarch Marketing Systems Inc. v. Esselte Metro Ltd. (1983), 75 C.P.R.
(2d) 130, was sound and the statement of the law in that case should be taken as correct. As far as it conflicts with the decision
in Indalex v. The Queen, the former should prevail. The time of the events to which the questions related was not of prime
importance. What mattered was relevance and there was no doubt of that. The interests of the administration of justice demanded
looking behind the sanctity of the corporate identity.
The Minister demanded the information. The person being examined tried to get it but could not. Although the Rules only said
that that person was to "answer any question as to any fact within his or her knowledge or means of knowledge" and this, as the
Chief Justice said, created a presumption that he could only be asked questions to which he could find answers, yet the Court
found that it had the power to require answers beyond that, perhaps by reference to the philosophy taken to be implicit in the
Rules. This power was not to be used for "fishing expeditions" and was to be used with discretion and only in special cases
arising in international businesses. This was such a case and the answers could be forced by a threat to strike the taxpayer's
statement of claim. This is a draconian penalty, depriving a Canadian taxpayer of its right to appeal its assessment because it
failed to provide information it did not have and could not obtain.
This sort of situation can be envisaged as collusive, but there was no suggestion of such collusion here. If there is not an appeal
to the Supreme Court of Canada (and few are accepted in tax matters), the threat will stand for this and future cases. Perhaps
the Japanese companies will find it advisable, and on balance advantageous, to comply. If not, the taxpayer will lose its right
to appeal its assessment on this and any other matter of contention. It was given 90 days to provide the answers. That time
ran out on July 21.
No demand for the information desired by the Minister was made under section 231.6, introduced specifically for obtaining
foreign-source information on September 13, 1988. Perhaps the neglect of this means sprang from the weakness of its sanction
against a foreign entity as it can only prohibit the use of the information in any civil proceeding under the Act, that being
precisely what the refusal of the information was intended to accomplish. The Minister sought and obtained a much heavier
sanction in the threat of striking the statement of claim in the appeal of the assessment. That sanction would be felt by the
appellant, supposedly innocent, as well as by its non-complying co-ventures and controllers.
Another aspect of the situation is the possible criminal penalty under subsection 238(1) which, in its coverage of "any of the
sections 230 to 232" seems to include section 231.6. The commentary in the Canada Tax Service on this point suggests that, as
section 231.6 does not contain a specific compliance provision or a positive obligation to comply, it would "be unconscionable ...
if a taxpayer who made every effort to obtain documents in the hands of a foreign related person were to be found guilty of an
offence under subsection 238(1)." In the circumstances of this case, even if such a penalty were imposed, there would be no
means of enforcing it against the foreign non-complier.
Though not used in this case, the procedure in section 231.6 could be effective, especially against a Canadian resident and the
sanction in subsection 231.6(8) adequate to serve the Minister's requirements. Subsection 238(1) also looms as a possible threat
if subsection 231.6(8) is deemed inadequate.

2

Issac, C.J.:
1
This is an appeal from the order of a motions judge in the Trial Division which dismissed an appeal by the appellant,
and allowed a cross-appeal by the respondent, from an order of the associate senior prothonotary. By his order, the associate
senior prothonotary had directed an officer of the respondent to inform himself and to provide answers to certain questions put
by the appellant during an examination for discovery.
2 This appeal concerns the obligation of a corporate party to an action, who is engaged in an international business arrangement
with non-resident controlling shareholders, to obtain from those shareholders who are not parties to the action, answers to
questions posed during examinations for discovery which are relevant to the issues in dispute. A related issue, if such an
obligation is found to exist, is the legal consequence of failure in its fulfillment.
Background
3 The respondent, Crestbrook Forest Industries Ltd. (" Crestbrook"), is a joint-stock company incorporated under the laws of
British Columbia, with its head office in the city of Cranbrook, B.C. Crestbrook operates a pulp mill in Skookumchuck, in the
south-eastern part of that province. Until 1967, Crestbrook's corporate name was Crestbrook Timber Ltd. ("Crestbrook Timber").
4
Between 1964 and 1966, in an attempt to raise capital for the construction of a pulp mill, Crestbrook Timber engaged
in a series of negotiations with two Japanese companies, Honshu Paper Company ("Honshu") and Mitsubishi Corporation
("Mitsubishi"), which culminated in the execution of a joint venture agreement dated August 15, 1966. The parties to the joint
venture agreement were Crestbrook Timber, Honshu and Mitsubishi (who were referred to collectively in the agreement as
"Honshu Mitsubishi") and the four principal shareholders in Crestbrook Timber, namely Messrs. V.C. Brown, A.O. Farstad,
Alphonse Fabro and Chester Chastek (who were referred to collectively as "the Principals").
5

The joint venture agreement contained the following recitals, among others:
A. Crestbrook [Timber] has been negotiating with Honshu Mitsubishi for the establishing [sic] of a Pulp Mill in south
eastern British Columbia on the basis of a joint venture involving the incorporation of a new company which would own
and operate the Pulp Mill;
.....
C. Crestbrook is a valid and subsisting company incorporated under the laws of the province of British Columbia and
having an authorized capital stock of $700,000 divided into 14,000 preferred shares of a nominal value of $50 each and
being also authorized to issue 1,500,000 common shares without nominal or par value of which 664,064 common shares
are outstanding and in respect of which it is proposed by Crestbrook and the principals that there be issued a further
29,000 shares in pursuance of arrangements heretofore made, such additional 29,000 shares being for the purposes hereof
considered also to be outstanding;
.....
E. Crestbrook holds Tree Farm Licence No. 14 and a number of timber sale contracts from the Forest Department of the
province of British Columbia for logging and lumbering operations in the East Kootenay area of the said province and
the same are valid and in good standing; and Crestbrook has saw mill operations located at Creston, Cranbrook, Canal
Flats and Parson, B.C. and a subsidiary plywood operation located at Fort McLeod, Alberta and has a capacity to produce
approximately 50,000 units of waste wood chips suitable for the operations of the proposed Pulp Mill;
.....
G. The parties have agreed upon the acquisition by Honshu Mitsubishi of an interest in Crestbrook, subject to the
commitments of Honshu Mitsubishi hereinafter set forth;

6
By article 1.01 of the joint venture agreement, Crestbrook Timber offered to Honshu Mitsubishi 650,000 common shares
of its capital stock at an issue price of $7.50 per share, to be taken up not later than March 31, 1967, which the latter agreed to
accept upon the fulfillment of certain conditions specified in the agreement. The conditions included the following:
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1. that the principal, Farstad, would, forthwith after execution of the agreement, give to Honshu Mitsubishi or their
nominees a proxy irrevocable for ten years to vote 25,000 of his shares at any and every general and extraordinary meeting
of the shareholders held during that period (article 1.05);
2. that if Honshu Mitsubishi accepted the offer to purchase the 650,000 common shares, they would be free to try to acquire
at least 22,000 additional shares in the capital stock of Crestbrook Timber, and that the principal shareholders would not
impede or hinder Honshu Mitsubishi in their efforts to acquire these additional shares (article 1.06).
7 Article 2.03 of the joint venture agreement provided that Honshu Mitsubishi would endeavour to arrange the entire major
financing of the pulp mill project, which was estimated to involve an expenditure of approximately $33,000,000.
8
Article 3.02 provided that upon the acceptance of the offer to purchase shares by Honshu Mitsubishi, the Principal
Shareholders would arrange for the resignation of a sufficient number of directors of Crestbrook Timber, and their replacement
by nominees of Honshu Mitsubishi, so as to give control of the Board of Directors to the nominees.
9 By articles 3.03 and 3.11, Crestbrook Timber obliged itself to further amend its articles of association to provide for a twelve
person board of directors, six of whom would be chosen by Honshu Mitsubishi and the other six by the other shareholders.
In addition, the revised articles were to provide that a nominee of Honshu Mitsubishi would be chairman of the board. The
chairman would preside at all meetings of the directors and have a second or casting vote in the event of a tie.
10 In article 3.06, Honshu Mitsubishi undertook to enter into a pulp sales agreement with Crestbrook Timber in substantially
the same form as a draft of such an agreement which was attached to the joint venture agreement as a schedule. As will be seen,
the dispute at the heart of the litigation between the Crown and Crestbrook concerns one of the terms of this pulp sales agreement.
11
Pursuant to the terms of the joint venture agreement, in March of 1967, Honshu and Mitsubishi each acquired 325,000
common shares in the capital stock of Crestbrook Timber. The pulp sales agreement was in turn executed by Crestbrook and
Honshu Mitsubishi on September 30, 1967. By article 1 of the pulp sales agreement, Crestbrook agreed to sell to Honshu
Mitsubishi all of the pulp produced by its pulp mill and the latter agreed to purchase such pulp jointly. Article 5 provided a
formula for determining the price of pulp so sold. Among other things, article 5 distinguished between pulp sold to Honshu
for its own consumption (Honshu being a paper manufacturing company) and that which was sold to Honshu Mitsubishi for
resale to their customers.
12
For sales to Honshu for its own consumption, the price to be paid to Crestbrook was one that was "equal to the current
quarterly lowest price at which Mitsubishi shall purchase pulp from [Crestbrook] for sales in Japan". With respect to sales to
Honshu Mitsubishi for resale to their customers, however, the price to be paid to Crestbrook was to be determined in accordance
with a formula which can be summarized as follows:
(a) the actual selling price of the pulp to the customer of Honshu or Mitsubishi, less
(b) all expenses incurred by Honshu Mitsubishi in the delivery of the pulp to their customer from the point of delivery
by Crestbrook to them, less
(c) a discount of 5.6 per cent (or six per cent, depending on the circumstances).
13
The pulp sales agreement also provided that Honshu Mitsubishi would review the discount rate after the first ten years
of the term of the arrangement and at intervals of five years thereafter. For reasons which will become clear later, it is in my
view of no little significance that the agreement spoke of a power of "review" vested in Honshu Mitsubishi as a single entity,
rather than an obligation to renegotiate among three distinct parties.
14
An example of the means by which Honshu and Mitsubishi carried out business, and of the role played by Crestbrook
therein, is provided by the case of Gottesman Co. Gottesman, a New York firm, was engaged by Mitsubishi International Corp.,
a subsidiary of Mitsubishi, to act as a sales agent for pulp purchased by Mitsubishi from Crestbrook. A part of the arrangement,
4

however, was that all commissions charged to Mitsubishi by Gottesman were, in effect, charged back to Crestbrook. In other
words, even though it had ostensibly sold its pulp to Mitsubishi, Crestbrook was forced to bear the cost of its resale to endconsumers.
15
In filing its income tax returns for the years 1984, 1985 and 1986, Crestbrook reported losses of $452,715, $22,632,915
and $934,534, respectively. The discounts claimed by Crestbrook in these same taxation years were as follows:
1984
Sales
Discount
Discount as percentage

1985
$67,060,725
$ 3,793,193
5.65%

1986
$55,591,118
$ 3,148,053
5.66%

$83,690,773
$ 4,659,422
5.567%

16
By notice of reassessment issued under Part I of the Income Tax Act, the Minister of National Revenue reassessed
Crestbrook for those taxation years. Saying that a pulp sales discount rate of 5.6 per cent was excessive, the Minister added
to Crestbrook's income the amounts by which the discounts exceeded 2 1 /2 per cent, the rate which he considered reasonable.
For each of the years, the amounts added were:
(a)
(b)
(c)

1984
1985
1986

$2,116,665
$1,758,275
$2,567,153

17
In addition, the Minister assessed Crestbrook for additional tax under Part XIII of the Income Tax Act in the following
amounts:
(a)
(b)
(c)

18

1984
1985
1986

$317,500
$263,741
$385,073 (all together with interest thereon)

The liability to pay additional tax was founded on the basis that the amount of the discount over and above 2 1 /2 per

cent amounted to a deemed dividend paid to non-resident taxpayers for which Crestbrook should have deducted and withheld
at source any tax payable.
19
Crestbrook filed notices of objection to the Part I reassessments and the Part XIII assessments, but the Minister
confirmed his conclusions on the basis that the dealings between Crestbrook and Honshu Mitsubishi with respect to the discount
arrangement did not reflect a bona fide business arrangement. As pleaded in his defence, the Minister's position was that:
(a) when negotiating the Pulp Sales Agreement, Crestbrook and Honshu Mitsubishi were not dealing at arm's length;
(b) the commercial reality was that Honshu and Mitsubishi controlled Crestbrook and moreover, that they "acted in concert
and with a common mind to negotiate the discount rate";
(c) in the years in question, a reasonable pulp sales discount did not exceed 2 1 /2 per cent;
(d) this being the case, the moneys received by Crestbrook from Honshu Mitsubishi in respect of sales of pulp for the years
in question did not constitute reasonable amounts; and
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(e) in light of the circumstances, the excess discount would constitute in law a shareholder benefit or appropriation to nonresidents which, under paragraph 214(3)(a) of the Income Tax Act, constitutes a deemed dividend.
20
By statement of claim filed in the Trial Division on November 23, 1989, Crestbrook appealed the Minister's decision.
On February 13, 1990, the Crown filed its defence. It is clear from the pleadings that the Minister's decision respecting the
reasonableness of the quantum of the discount was the central issue in the litigation.
21
Crestbrook offered as its representative for discovery during the litigation John R. Croll, its Vice President and Chief
Financial Officer. Mr. Croll had joined Crestbrook in March, 1987. Prior to that date, he had had no connection with the company.
22
During the examinations for discovery, Mr. Croll was asked a number of questions concerning the payment of the pulp
price discounts. He admitted that this was something of which he had no knowledge, but he undertook to inform himself and
to provide answers. As the transcript of the discovery examinations shows, the questions related to the part played by Honshu
Mitsubishi in the establishment of the discount rate. 1
23
In fulfilment of his undertakings, Mr. Croll wrote to Honshu and Mitsubishi seeking answers to the questions. Honshu
did not respond at all to the request, but Mitsubishi responded by letter dated November 21, 1990, with a refusal to provide the
information. Quoted in pertinent part, Mitsubishi's reply reads as follows:
However we must decline, with regret, to answer on a voluntary basis the questions raised in the "Discoveries" process.
As we mentioned in our letter to Revenue Canada on February 1, 1988, we suggest that Revenue Canada will make such
formal arrangements as are available to it to have these questions considered by us, and then we will be pleased to answer
such questions as we may be required by Canadian and Japanese law to answer. 2
24 The reference to correspondence with Revenue Canada was to a similar response which Mitsubishi had given to an earlier
request for information made by Revenue Canada directly.
25
By notice of motion dated March 13, 1991, the Crown sought an order under the then Federal Court Rule 465(18) 3
compelling Crestbrook to supply answers to 22 questions. In the alternative, it asked for an order under Rule 465(20) striking out
Crestbrook's action or an order under Rule 477 for the issuance of a Commission to examine witnesses from Honshu Mitsubishi
in Japan.
26
On May 23, 1991 (after the Crown had filed its Notice of Motion), Mr. Croll again wrote to Honshu and Mitsubishi. In
his letters, he explained to the Japanese companies in some detail the remedies being sought by the Crown, but notwithstanding
this second request, by letter dated May 28, 1991, Mitsubishi replied merely by reiterating its earlier position. 4 Honshu, in
turn, responded with a letter dated May 31, 1991, which reads in part:
We have carefully considered your request but we regret that we must decline to answer the questions unless compelled
to do so by the law of Canada and Japan. 5
27 As the motions judge noted at pages 3-4 of his reasons, this was in keeping with the uncooperative attitude displayed by
Honshu Mitsubishi to Revenue Canada when it had earlier sought the same information during its audit of Crestbrook.
28
By order dated October 1, 1991, the associate senior prothonotary granted the Crown's application in part and without
written reasons ordered that Crestbrook provide answers to the three of the 22 questions in issue which related to matters which
had arisen after the execution of the joint venture agreement. He concluded that the remaining 19 questions which pre-dated
the execution of the joint venture agreement need not be answered even though they were conceded by the respondent's witness
to be relevant to the issues in dispute.
29 The Crown appealed the associate senior prothonotary's order and Crestbrook filed a cross-appeal in respect of the three
questions which it had been directed to answer.
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30
The motions judge dismissed the Crown's appeal, but he allowed the cross-appeal. He held that the associate senior
prothonotary was correct in holding that questions which related to events prior to the execution of the joint venture agreement
need not be answered. This was so, the motion judge said, because they were outside the scope of the international business
venture which gave rise to the proceedings before the Court.
31 As to the three post-joint venture questions which the associate senior prothonotary had ordered be answered, the motion
judge held that it was not open to the Court to compel a party to respond to a question, the answer to which was in the power of
someone over whom he had no control. All the Court could do, he said, is to require a party to seek a response, which Crestbrook
had already done. The motion judge also suggested that contrary to the Crown's claim about the seriousness of its application,
the administration of justice was not being hindered by the Crown's inability to force Crestbrook to obtain a response. He noted
that in an appeal under the Income Tax Act, the Minister is entitled to base his conclusions on his own assumptions of fact, and
that the burden of disproof then falls on the taxpayer.
Issue
32
As noted, the question to be answered in this appeal is whether a corporate party to an action, who is engaged in an
international business arrangement with non-resident controlling shareholders, can be required to obtain from those shareholders
who are not parties to the action, answers to questions posed during examinations for discovery which are relevant to the issues
in dispute. If the answer to this is in the affirmative, then a second issue is raised, namely, the consequence of failure to fulfil
that requirement.
Analysis
33
The Scope of Discovery in the Federal Court — General Principles
34 Since the action was commenced prior 1990, this proceeding is governed by the discovery rules as they stood before the
amendments already referred to. Rule 465 outlined the scope of examinations for discovery:
(1) For the purpose of this Rule, a party may be examined for discovery, as hereinafter in this Rule provided. ...
(b) if the party is a corporation ... by questioning any member or officer of such corporation, body or group. ...
(15) Upon examination for discovery ... the individual being questioned shall answer any question as to any fact within the
knowledge or means of knowledge of the party being examined for discovery that may prove or tend to prove or disprove
or tend to disprove any unadmitted allegation of fact in any pleading filed by the party being examined for discovery or
the examining party. ...
.....
(17) In order to comply with paragraph (15), the individual being questioned may be required to inform himself and for
that purpose the examination may be adjourned if necessary. ...
.....
(20) If any individual to be questioned fails without reasonable excuse to attend and submit to questioning as required by
this Rule ... the party being examined is liable, in the discretion of the Court, if a plaintiff to have his action dismissed. ...
The onus of proof of "reasonable excuse" for the purpose of this Rule is on the party being examined.
35
An historical outline of the evolution of the discovery process (including the practice of examining corporate parties
through their officers) can be found in the judgment of Osler, J.A. in Leitch v. Grand Trunk Railway (1890), 13 P.R. 369 (Ont.
C.A.), but in Irish Shipping Ltd. v. The Queen, [1974] 1 F.C. 445 (T.D.), Collier, J. succinctly captured the rationale underlying
the framing of the rules pertaining to examination for discovery in such broad language. At page 449, he said:
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The tendency in the Courts of this country in recent years has been to provide all litigants with full and complete discovery
prior to trial and to remove as much as possible what used to be known as the "ambush" tactics of the adversary system.
In my view that is the general intention of the Federal Court Rules.
36

Similarly, in Champion Truck Bodies Ltd. v. Canada, [1986] 3 F.C. 245, 6 F.T.R. 63, Strayer, J. said at page 247 (F.T.R. 65):
It is in the interests of justice that examinations for discovery should be complete and this implies that the questioning
should be as relevant as possible. The object is to explore fully the issues raised by the pleadings, to understand the position
of the party being examined and to gain admissions from him. This is all in furtherance of the goal of narrowing the issues
and reducing as much as possible matters to be determined at trial.

Limitations on the Scope of Examination
37 Despite this broad statement of principle, though, there are some limits on the ambit of the examination, perhaps the most
obvious of which is that the Court will not permit the discovery process to be used as a "fishing expedition" (see, e.g. Sperry
Corp. v. John Deere Ltd. (1984), 82 C.P.R. (2d) 1 (F.C.T.D.)). For the purposes of this case, however, the relevant limit is that
imposed by Rule 465 itself. To repeat, paragraph 15 required that an individual being questioned was to "answer any question as
to any fact within the knowledge or means of knowledge" of the party for whom he had been put forward. In my view, this creates
an obvious presumption that a party can only be expected to answer questions for which it has an ability to find an answer.
38
In Control Data Canada Ltd. v. Senstar Corp., [1986] 3 F.C. 516, 13 C.P.R. (3d) 546 (F.C.T.D.), at page 518 (C.P.R.
547), Cullen, J. reiterated this, holding that normally, the court cannot compel a person to obtain information from a third party.
In Indalex Ltd. v. The Queen, [1984] C.T.C. 51, 84 D.T.C. 6018 (F.C.T.D.), Walsh, J. went even further. Discussing a situation
not dissimilar to the one before us, i.e., a case where the Crown sought to compel a related corporate entity to cooperate with
proceedings against a corporate taxpayer, he said at page 62 (D.T.C. 6027):
While it is true that plaintiff has obtained a tax advantage as a result of the manner in which it was directed by the
corporations controlling it to carry out its business and this merits a careful scrutiny of what was done to ascertain whether
the various transactions have in fact been carried out in such a manner that they do not constitute a sham, this does not
in my view, after a careful examination of the jurisprudence to which I have referred as well as a number of other cases
referred to by both plaintiff and defendant, justify a full inquiry into the business dealings of corporations not parties to the
action herein, even if these corporations do control the operations of plaintiff which has a distinct corporate personality,
the consequences of which must be recognized and observed. 6
39 However, in Monarch Marking Systems Inc. v. Esselte Meto Ltd., [1984] 1 F.C. 641, 75 C.P.R. (2d) 130 (T.D.), Mahoney,
J. (as he then was), in ordering a corporate officer to answer questions in a patent action concerning matters in the knowledge
of foreign affiliated companies, referred to a most important consideration which in my opinion must be taken into account in
modern business litigation. At page 646 (C.P.R. 133-34), he said:
Today's commercial reality, with international corporations, large and small, doing business through affiliates across much
of the world and treating national boundaries as minor inconveniences to be coped with by international organizations,
dictates that the corporate veil ought not be permitted to inhibit the administration of justice in Canada. Examination
for discovery is an important tool in the administration of justice on its civil side. I have no doubt that, under proper
sanctions by the court, Canadian companies can readily and economically obtain from their foreign affiliates answers to
proper questions on discovery. I am convinced that they should be required to try and pay the consequences of their failure
or their affiliates' recalcitrance. International businesses ought not be permitted, either as an incident or object of their
organizational set-ups, to avoid full compliance with the law of Canada in respect of the business they do here.
40 In my view what Mahoney, J. said was consistent with the philosophy underlying Rule 465 (and its successor, Rule 455).
In the appropriate circumstances, this Court does have the power to require the sort of answers sought by the Crown here, but
the Court will only do so in special situations, where it is shown as a prerequisite that it is in the interests of the administration
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of justice to look behind the sanctity of the corporate identity. To the extent, therefore, that the decision of the Court in Indalex
is in conflict with that in Monarch Marking Systems v. Esselte Meto, the latter should be taken as the correct statement of the
law on this issue.
41
This power, while for understandable reasons used by the courts only sparingly, has been recognized for some time. In
Dallas v. Dallas (1960), 24 D.L.R. 746, for example, the British Columbia Court of Appeal ordered that a party to an action
could be required to produce documents belonging to a company of which he was the alter ego. Sheppard, J.A., speaking for
the Court, said at page 748:
In this case the company is a juristic person with the capacity to exercise effective control over these documents, but the
evidence shows that the company is an instrument of the defendant and under his sole direction and control. Any nominal
control exercised by the company would in reality be the control of the defendant. I am not prepared to hold that the
doctrine in Saloman v. Saloman, [1897] A.C. 22 does negative the control which this defendant has in fact so as to enable
him to escape discovery of relevant documents in his possession by interposing this his controlled creature. 7
42
Before leaving this point, I wish to say a few words about the judgment of Lord Denning, M.R. in Lonrho Ltd. v. Shell
Petroleum, [1980] Q.B. 358 (C.A.), which counsel for Crestbrook offered in argument before us as authority for the proposition
that we should not enter into an inquiry into the corporate arrangements standing behind its operations.
43 In Lonrho, the Court of Appeal declined to order the production of documents by African subsidiaries of Shell Petroleum in
an action for damages for alleged breach of an oil pipeline agreement during the period of the embargo imposed against Rhodesia
after its unilateral declaration of independence in 1965. Crestbrook is quite correct when it says that in the circumstances of that
case (and, Crestbrook is quite right to point out, notwithstanding that the companies from whom the documents were sought
were wholly owned subsidiaries of the corporate party) Lord Denning declined to "lift" the corporate veil, as he put it, but in
my view it is important to consider his Lordship's judgment in its entirety when looking at its possible application to this case.
44
At page 371, for example, he said that in deciding whether to lift the veil, "a great deal depends on the facts of each
individual case". In particular, he envisioned lifting the veil in a situation where one company was the "alter ego" of another
(ibid.). Furthermore, Lord Denning noted that the English Rules of Court in question 8 spoke of an obligation to disclose all
documents "which the party giving the discovery has or has had in his possession, custody or power" (pages 370-71). The
speech of Lord Diplock upholding the Court of Appeal's decision in the House of Lords ([1980] 1 W.L.R. 627) makes clear the
importance of the specific wording of the English Rule (see pages 634-37). 9 As I have noted, Federal Court Rule 465(15) spoke
of providing information within the "means of knowledge" of the person being examined, which arguably implies a somewhat
lower standard. For these reasons, I do not think that Lonrho can be read as suggesting any limitation on the Court's power
beyond that which I have already stated.
45
In this case, it is common ground that the three companies, viz. Honshu, Mitsubishi and Crestbrook are in an
affiliated relationship. The documentary evidence plainly shows that the two Japanese companies own a substantial portion
of Crestbrook's stock, and the three are bound together in a long-term commercial relationship by the pulp sales agreement.
Moreover, I have no doubt whatsoever that the commercial reality, to borrow the words of Mahoney J., is that Crestbrook is under
the active control of Honshu Mitsubishi. Not only does the joint venture agreement provide (as I have noted above) that together,
Honshu and Mitsubishi were to have control of Crestbrook's Board of Directors, but in argument before us, Crestbrook's counsel
admitted that Honshu Mitsubishi always voted together and acted as one.
46
This notion — that as far as Crestbrook was concerned, Honshu and Mitsubishi were one — is supported by the
documentary evidence. Crestbrook's response to one of the undertakings given during the examinations for discovery makes
this clear:
Q: Was the phrase "Japanese side", used in various documents, intended to indicate that Honshu and Mitsubishi acted in
concert during the negotiations? Did they ever take different positions and, if so, what were they?
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A: [Given by J.R. Croll, Crestbrook's nominee during the examinations] Yes, from Crestbrook's perspective they appeared
to act together; no different positions were taken. 10
47
The responses to the discovery undertakings also lead to the inference that Honshu Mitsubishi exercised active control
over Crestbrook. Referring to the portion of the joint venture agreement by which the Principal Farstad agreed to give Honshu
Mitsubishi a proxy to vote 25,000 of his shares, the following exchange took place:
Q: Was the Farstad voting trust put into place? From the plaintiff's perspective, what was the purpose of the arrangement?
A: Yes. The purpose of the voting trust was to secure control of the company in the hands of Honshu and Mitsubishi. 11
48 The discovery transcript, too, provides evidence on point. During the examination of Mr. Croll by counsel for the Crown,
the following exchange took place:
MR. SHIPLEY [Counsel for the Crown]: ... It's my understanding that pursuant to this agreement [i.e., the joint venture
agreement] Honshu and Mitsubishi collectively obtained 650,000 shares of Crestbrook and approximately a further 25,000
shares, so as to give Crestbrook effective control — excuse me, Honshu and Mitsubishi effective control of Crestbrook;
is that correct?
MR. CROLL: Yes. I believe that is the case.
MR. GREEN [Counsel for Crestbrook]: They had voting rights over those latter shares.
MR. SHIPLEY: Approximately.
MR. GREEN: Yes.
MR. SHIPLEY: And the purpose of those — in fact the proxy rights in respect of those 25 additional thousand shares was
to ensure that control was in the hands of Honshu and Mitsubishi; is that correct?
MR. CROLL: Yes.
Q: And is it also correct that pursuant to the same agreement, the chairman of the board was to be a nominee of Honshu
and Mitsubishi?
A: Yes.
Q: And that the chairman would have the casting vote?
A: Yes. 12
49 Finally, but not least of all, it is in my opinion telling that in the documentation creating the business relationship among
the companies, Honshu Mitsubishi were referred to throughout as a single entity rather than as two companies each with its
own interests.
50
Similarly, there does not appear to be any question that the Crown wants the answers to the questions in issue as part
of a fishing expedition. Indeed, the very fact that Mr. Croll undertook to seek answers indicates that as far as Crestbrook was
concerned, the questions were relevant to the matters in issue in the proceeding.
51 All of this being the case, I am of the view that the motion judge was in error in concluding that the relationship of Honshu
Mitsubishi vis-à-vis Crestbrook was such that Crestbrook ought not to be compelled to provide responses to the questions
ordered by the associate senior prothonotary to be answered.
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52 Turning to the questions that he said need not be answered, it is my view that although the associate senior prothonotary was
correct in holding that the events covered by them pre-date the contractual relationship among the three parties, they nevertheless
provide a context against which the discount provisions of the pulp sales agreement can be properly understood. This was
reinforced by the admission of their relevance made by Mr. Croll. In my opinion both the associate senior prothonotary and the
motion judge were in error in failing to appreciate the necessary connection between the events covered by those questions and
the discount provision in issue in these proceedings. To my mind the only question is one of relevance and I am satisfied that,
as Mr. Croll rightly concedes, it must be answered in the affirmative. It was, therefore, inappropriate to make distinctions on
the basis of whether questions relate to events pre or post-dating the execution of the joint venture agreement.
53
I conclude that Crestbrook was for all intents and purposes the alter ego of Honshu Mitsubishi. Together, these two
corporations exercised control over Crestbrook and, as the documentary evidence suggests and as Crestbrook's counsel admitted,
they always acted as one voice in the exercise of that control. Accordingly, although evidence may be proffered to the contrary at
the trial on the merits, I am satisfied for the purposes of this application that the commercial reality of the corporate arrangement
was that the two Japanese companies were de facto engaged jointly in an enterprise in Canada using Crestbrook as their source
of supply, and that it is within Crestbrook's means to obtain responses to the questions in issue.
54 The matters which will have to be decided by the Trial judge in this case are most serious. In addition to the charge-back
of sales commissions already referred to, they include a claim that Honshu and Mitsubishi are engaged in a systematic process
of "double dipping" whereby they receive discounts on the price that they pay for pulp and in the process cause Crestbrook to
incur further losses which are deducted against Crestbrook's, i.e., their alter ego's, income. In light of the facts as they have been
presented to us, it is in my view appropriate to look behind the corporate veil to see who were the principal beneficiaries of the
business being carried out in Canada by Crestbrook. Having done so, it is plain to me that the interests of the administration
of justice requires that the operating minds behind Crestbrook, namely Honshu and Mitsubishi, be obliged to respond to the
questions posed by the Crown. It would in my view be unconscionable to allow non-resident corporations to structure their
affairs so that they could be free to carry on a profitable business enterprise in Canada without also being obliged to comply
with Canadian law.
55 In argument, counsel for Crestbrook advanced two arguments based on the Income Tax Act which I would like to address
before leaving the main issue.
56 First, he said that since section 251 of the Act defines in some detail the method by which corporate entities are deemed to
be related for income tax purposes, the focus of this case should not be on "control" of Crestbrook by Honshu and Mitsubishi,
but rather the deemed "relationship" of Crestbrook to the two Japanese companies. I have considered this argument in some
depth, and while it may be of some importance with respect to the decision at trial, I do not see that it has any merit at this
stage of the litigation. To repeat, what we are concerned with here is the degree to which each of the parties must supply the
other with information in order to ensure that the issues raised by the pleadings are explored fully, to borrow the words of
Strayer, J. in Champion Truck Bodies v. Canada, supra. For all of the reasons I have outlined (not least of all including the
admission of relevance by Mr. Croll, Crestbrook's witness), I think that the information sought by the Crown is necessary for
such an exploration.
57
In addition, Crestbrook's counsel suggested that even if we were of the view that the information sought by the Crown
was relevant, we ought not to grant the relief requested, but rather should make an order under section 231.6 of the Income Tax
Act, which provides a mechanism whereby the Minister can require a person carrying on business in Canada to provide any
"foreign-based information". I have also considered this submission, but the remedy available under the provision, namely the
prohibition of the introduction of the information by its owner, is plainly not adequate here.
The issuance of a commission with letters rogatory in aid
58 Federal Court Rule 477 provides for the taking of evidence in a foreign jurisdiction by Commission. Like Rule 465, Rule
477 is phrased in broad language: it says that "any party" desiring to have the evidence of "any person" may apply to the Court,
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and that the Court, if it is for any reason "convenient to do so", "may order the issue of a commission under the seal of the Court
for the examination". Nonetheless, and also like Rule 465, the Court has read limitations into the scope of the rule.
59

The circumstances when the Court will issue a commission generally have been summarized by Addy, J. in Doyle v.

Minister of National Revenue, [1978] C.T.C. 597, 78 D.T.C. 6408, at page 600 (D.T.C. 6410) 13 , but for the purposes of this
case, it is trite law that commissions will not normally issue to obtain discovery evidence. As Dickson, J. (as he then was)
said in Zingre v. The Queen, [1981] 2 S.C.R. 392, 127 D.L.R. (3d) 223, 23 C.P.C. 259, at page 403 (D.L.R. 231-32, C.P.C.
268-69), it is only in exceptional circumstances that the Court will issue a commission to obtain evidence that would normally
be obtained during examinations for discovery. Albeit speaking of the converse of the situation before us, i.e., a request from
a foreign court for evidence to be used in a proceeding abroad, his judgment in my view represents an accurate statement of
the principles to be applied here:
In general, our courts will only order an examination for the purpose of gathering evidence to be used at a trial, but that
is not to say that an order will never be made at the pre-trial stage ... I do not think that it would be wise to lay down an
inflexible rule that admits of no exceptions. The granting of an order for examination, being discretionary, will depend
on the facts and particular circumstances of the individual case. ... It may well be that, depending on the circumstances, a
court would be prepared to order an examination even if the evidence were to be used for pre-trial proceedings.
60

Even assuming, without deciding the point conclusively, that this Court has the power to issue letters rogatory in aid of a

commission granted under Rule 477 14 , in my view, this is not one of those exceptional cases and I would decline to issue such
an order. I would also note that the Crown has not yet formally notified Crestbrook of the names of any Japanese representatives
which it would like to examine. In light of the opinion from Japanese counsel produced by Crestbrook 15 which indicates that
the Supreme Court of Japan would not grant an application to examine unnamed witnesses, even if I would be otherwise inclined
to grant the Crown's request for a commission, I would find that in these circumstances, it is premature to do so.
Conclusion
61 For all of the foregoing reasons, I would allow the appeal and set aside the order of the motion judge and of the associate
senior prothonotary insofar as it dismissed a portion of the Crown's motion. I would restore the remainder of the order of the
associate senior prothonotary. I would allow costs to the Crown, both here and below. In addition, I would direct Crestbrook to
provide answers to the 22 questions placed before the associate senior prothonotary within ninety days from the date of issue
of these reasons. If Crestbrook fails to provide the answers to all of the questions and such further questions as may properly
arise out of the answers thereto within the time limited, I would order that its statement of claim be struck out.
Appeal allowed.
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Decision: PMPRB-08-D3-ratio-Salbutamol HFA
- Merits
IN THE MATTER OF the Patent Act R.S.C. 1985, c. P-4,
as amended

AND IN THE MATTER OF ratiopharm Inc.
(the “Respondent”) and the medicine “ratio-Salbutamol HFA”
DECISION
Introduction
1. These reasons pertain to a decision of the Patented Medicine Prices Review
Board (“the Board”) following a hearing into whether ratiopharm Inc.
(“ratiopharm”), under sections 83 and 85 of the Patent Act (the “Act”), is selling or
has sold the medicine known as ratio-Salbutamol HFA (“ratio HFA”) in any
market in Canada at a price that, in the opinion of the Board is, or was, excessive
and, if so, what order, if any, should be made (the “Proceeding”).
The Medicine
2. ratio HFA is an authorized generic version of the medicine manufactured,
marketed and sold in Canada by GlaxoSmithKline Inc. (“GSK”) under the brand
name Ventolin HFA. Ventolin HFA and ratio HFA are taken to relieve asthma,
chronic bronchitis and related symptoms. ratio HFA is essentially Ventolin HFA
with the same chemical composition, strength, dosage form and delivery
mechanism. It differs only in labeling, packaging, and product monograph.
Ventolin HFA and ratio HFA are bronchodilators whereby approximately 200
doses of the active ingredient salbutamol sulphate is delivered through a
pressurized canister referred to as a metered dose (aerosol) inhaler (“MDI”) in
doses of 100 micrograms.
3. Both Ventolin HFA and ratio HFA are manufactured, packaged, and labeled by
GSK. ratio HFA was sold by GSK to ratiopharm, an arm’s length company, in
final packaged and labeled form for sale in Canada by ratiopharm, from the latter
half of 2002 until the end of 2009, pursuant to a series of licensing/supply
agreements (the “Agreements”) between GSK and ratiopharm. The Agreements
were not renewed at their expiry at the end of 2009 and ratio HFA was no longer
sold by ratiopharm in Canada by the end of January 2010.

2
The Proceeding
4. The Proceeding before a panel of the Board (the “Panel”) was commenced by
the issuance of a Notice of Hearing by the Chairman of the Board on July 18,
2008, after his review of a Statement of Allegations dated July 8, 2008 prepared
by the staff of the Board (“Board Staff”) alleging that ratiopharm was selling and
had sold ratio HFA in Canada at excessive prices, contrary to sections 83 and 85
of the Act.
5. Before hearing Board Staff and ratiopharm (collectively the “Parties”) on the
merits in the Proceeding, the Panel heard the Parties on preliminary matters at a
pre-hearing conference on October 27, 2008. The Panel also heard the Parties
and GSK on July 8, 9 and 10, 2009 on two preliminary motions brought by Board
Staff (the “Preliminary Motions”) and at a further pre-hearing session on
November 2, 2009.
6. In the first Preliminary Motion, Board Staff sought an order from the Panel to add
GSK as a party to the Proceeding, to require GSK to file with the Board the price
at which GSK has sold or is selling ratio HFA to ratiopharm, and to provide to the
Board certain information with respect to the sale of ratio HFA to ratiopharm
since 2001.
7. In the second Preliminary Motion, Board Staff sought an order requiring
ratiopharm to permit Welch LLP (“Welch”), an accounting and consulting firm, to
inspect ratiopharm’s books and accounts in respect of the purchase and sale of
ratio HFA and to provide to the Board certain information and documents related
to such purchase and sale.
8. On August 14, 2009, the Panel denied the motion to add GSK as a party to the
Proceeding but issued a subpoena to GSK requiring the production of
information to the Board in respect of all sales of ratio HFA to ratiopharm since
2001, including quantities and prices charged with respect to such sales.
9. With regard to the second Preliminary Motion, the Panel issued on August 14,
2009: (i) an order requiring ratiopharm to provide certain information and
documents to the Board; and (ii) an inspection order (the “Inspection Order”)
permitting Welch, on behalf of Board Staff, to conduct an on-site inspection at
ratiopharm’s offices and to perform an audit of ratiopharm’s transactions in
respect of the purchase and sale of ratio HFA in Canada for certain sample
periods. The Inspection Order required ratiopharm to provide access to Welch to
all books, records, documents, accounts and other forms of records necessary to
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verify the amounts claimed by ratiopharm in respect of benefits given or other
costs of selling ratio HFA in the sample periods and to take all reasonable steps
to direct Welch to any document, record or information from which Welch could
ascertain the benefits given and other costs incurred by ratiopharm in respect of
its sales of ratio HFA in the sample periods. In issuing the Inspection Order, the
Panel relied in part on the sworn evidence of Ms. Shari Saracino, Vice-President
of Sales and Marketing at ratiopharm, that the benefits and costs of selling
products, including rebates related thereto, are tracked and recorded by
ratiopharm by product and by customer.
10. On January 25 and 26, 2010 and April 12 to 15, 2010, the Panel heard the
evidence and arguments of the Parties on the merits in the Proceeding. Parties
filed extensive and detailed written final arguments and replies thereto on
April 30, 2010 and May 14, 2010 respectively.
The Issues
11. Based on the submissions of the Parties and the Panel’s review of the record,
the Panel has identified the following issues to be determined:
I.

Whether sections 79 to 103 of the Act are constitutional;

II. Whether ratiopharm is a patentee, under sections 79 to 85 of the
Act, with respect to the sale of ratio HFA in any market in
Canada between 2002 and 2010;
III. Whether ratiopharm, to the extent that it is a patentee, is selling
or has sold ratio HFA in any market in Canada at an excessive
price, contrary to sections 83 and 85 of the Act;
IV. Whether, in determining the price at which ratiopharm is selling
or has sold ratio HFA in any market in Canada, the Panel can
take into account any rebates or discounts given by ratiopharm
in respect of such sales and reported to the Board pursuant to
section 4 of the Patented Medicines Regulations (the
“Regulations”); and
V. What order, if any, should be made by the Panel with respect to
the sale of ratio HFA by ratiopharm in Canada.
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Discussion and Determinations
I. Whether Sections 79 to 103 of the Act are Constitutional
a. The Argument
12. ratiopharm submits that sections 79 to 103 of the Act, which establish
the Board and grant it certain powers with respect to the excessive
pricing of patented medicines, are not supported by any federal head of
power in the Constitution Act, 1867 (the “Constitution”) and are ultra
vires the power of Parliament. Specifically, ratiopharm argues that the
Board’s mandate under the Act consists of pure price regulation, a
matter of provincial jurisdiction, property and civil rights, pursuant to
subsection 92(13), and not a matter of federal jurisdiction, patents of
invention and discovery, pursuant to subsection 91(22).
b. Conclusion
13. The Board's mandate and purpose in the Act is the monitoring of the price of
patented medicines to ensure that prices charged by pharmaceutical companies
for such medicines do not rise to unacceptable levels and the protection of
Canadian consumers from the excessive pricing of such medicines. The Panel is
satisfied that case law has affirmed that this mandate and purpose are consistent
with subsection 91(22) of the Constitution: see for example, ICN
Pharmaceuticals, Inc. v. Canada (Staff of the Patented Medicine Prices Review
Board), [1997] 1 F.C. 32 (“ICN”) approving Manitoba Society of Seniors Inc. v.
Canada (Attorney General) (1991), 77 D.L.R. (4th) 485 (Man. Q. B.); affd. (1992),
96 D.L.R. (4th) 606 (Man. C.A.) (“Manitoba Seniors”). In Manitoba Seniors, the
Manitoba Court of Appeal affirmed the decision of Dureault, J. of the Manitoba
Queen Bench that the fact that sections of the Act may have an effect upon
matters within provincial jurisdiction, in this case property and civil rights, is of no
consequence.
14. Hughes, J. of the Federal Court in Teva Neuroscience G.P. – S.E.N.C. v.
Attorney General of Canada, 2009 F.C. 1155 noted, at paragraph 71:
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71. The constitutional jurisdiction of the Board has not been the
subject of judicial consideration since the Manitoba decision. I do
note that the late Justice Cullen of this Court did incorporate the
entirety of Justice Dureault’s reasons reflecting the historic review
of the Patent Act and the Board in his reasons in ICN
Pharmaceuticals Inc. v. Canada (Patented Medicine Prices
Review Board) (1996), 66 C.P.R. (3rd) 46.
II. Whether ratiopharm is a patentee under sections 79 to 85 of the Act
with respect to the sale of ratio HFA in any market in Canada
between 2002 and 2010.
a. The relevant legislative provisions
15. For the purposes of sections 80 to 103 of the Act, a patentee is defined in
subsection 79(1) as follows:
79.(1) “patentee”, in respect of an invention pertaining to a medicine,
means the person for the time being entitled to the benefit of
the patent for that invention and includes, where any other
person is entitled to exercise any rights in relation to that
patent other than under a licence continued by subsection
11(1) of the Patent Act Amendment Act, 1992, that other
person in respect of those rights.
16. Subsection 79(2) of the Act provides that, for the purposes of subsection (1) and
sections 80 to 103, “an invention pertains to a medicine if the invention is
intended or capable of being used for medicine or for the preparation or
production of medicine.”
17. Sections 80 and 81 of the Act require a patentee or former patentee of an
invention pertaining to a medicine, as required by and in accordance with the
Regulations, or in accordance with a Board order, to provide to the Board certain
information and documents respecting the medicine, including the price at which
the medicine is being sold or has been sold in any market in Canada.
18. The powers of the Board to make findings of excessive pricing under section 83
of the Act are also granted with respect to a patentee of an invention pertaining to
a medicine.
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19. Reviewing the provisions relating to the Board's jurisdiction under the Act in ICN,
the Federal Court of Appeal, at paragraph 47, established three conditions
precedent for the Board to acquire jurisdiction under section 83 of the Act: (i) the
party before it must be a patentee of an invention; (ii) the patentee’s invention
must pertain to a medicine; and (iii) the patentee must be selling the medicine in
any market in Canada.
20. There is no dispute between the Parties that ratio HFA is a medicine, and would
be, if the Board had jurisdiction in relation to the sale of ratio HFA by ratiopharm,
a Category 1 drug product within the Board’s Compendium of Guidelines,
Policies and Procedures-pre-2010 (the “Guidelines”). As described in the
Guidelines, it is a new Drug Identification Number (“DIN”) of an existing or
comparable dosage form of an existing medicine, Ventolin HFA. A new DIN was
assigned to ratio HFA in 2001 by Health Canada under the Food and Drug
Regulations. There is also no dispute between the Parties that ratio HFA was
sold in Canada by ratiopharm under a Notice of Compliance (“NOC”) issued by
Health Canada to ratiopharm on July 16, 2002, pursuant to those Regulations.
21. Neither do the Parties dispute that two Canadian patents, Nos. 2,125,665 and
2,125,667 (the “Patents”), granted to Glaxo Group Ltd., UK and licensed to GSK,
pertain to an invention for the production of Ventolin HFA and ratio HFA within
the meaning of subsection 79(2) of the Act. The Patents cover formulations of
salbutamol sulfate with a hydrofluoroalkane propellant used to form an aerosol
for inhalation.
22. ratiopharm’s witness, Mr. Kent Major, Vice-President of Research and
Development and Regulatory Affairs at ratiopharm, acknowledged during his
sworn testimony that, in September 2001, in order to obtain an NOC from Health
Canada for the sale of ratio HFA by ratiopharm, he had listed on the relevant
Health Canada form signed by him (Form V: Declaration Re: Patent List) one of
the Patents, with its expiry date of 2012, as applicable to ratio HFA, and had
indicated on that Form that ratiopharm had obtained consent from the Patent
owner “to the making, constructing using or selling of [ratio HFA] in Canada”.
23. Mr. Major’s testimony was that ratiopharm had introduced ratio HFA in Canada in
2002 and sold it in markets in Canada from September 2002 until the end of
January 2010.
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24. ratiopharm argues, however, that it is not a patentee within the meaning of
section 79 of the Act with regard to the sale of ratio HFA because any patent that
pertains to ratio HFA is owned exclusively by GSK and all rights, interest and title
in and to the Patents and the invention they document and protect are the
exclusive rights, interests and title of GSK, to the complete exclusion of
ratiopharm. ratiopharm emphasizes that it has never held any patent for ratio
HFA.
b. The Agreements
25. As part of the arrangement under which ratiopharm sold ratio HFA, ratiopharm
took title to ratio HFA from GSK for resale in Canada at a price per MDI agreed to
by the parties pursuant to the Agreements which were amended and restated
over time. In essence, the Agreements grant to ratiopharm an exclusive licence
to promote, market, and sell ratio HFA in Canada. Under the Agreements,
ratiopharm assumed the responsibility for all activities related to the resale of
ratio HFA, including pricing. The Agreements expressly prohibit ratiopharm from
sub-licensing the rights granted in the Agreements and expressly reserve to GSK
ownership in its intellectual property, including the Patents.
26. In ratiopharm’s submission, since GSK did not transfer, assign or license any
rights of use or exploitation or any interest in patent rights or any licence in
patents owned exclusively by GSK, ratiopharm has no entitlement to any right or
interest in the Patents, express or implied, and is not entitled to the benefit of the
Patents pertaining to GSK’s ratio HFA invention other than the right to market
and sell ratio HFA. Therefore, ratiopharm argues, the Board has no jurisdiction
under the Act in relation to the sale of ratio HFA in Canada by ratiopharm.
27. Board Staff takes the position that:
(a) under section 42 of the Act, the exclusive rights associated with the grant
of a patent include the right to use the invention or to sell the invention to
be used;
(b) by permitting ratiopharm to market and sell ratio HFA in Canada under its
own brand name, GSK granted ratiopharm a right the exercise of which,
absent such permission, would have infringed the Patents; and
(c) this results in ratiopharm exercising a right in relation to a patent
pertaining to ratio HFA within the meaning of subsection 79(1) of the Act
and, accordingly, qualifies ratiopharm as a patentee in respect of the sale
of ratio HFA.
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28. Section 42 of the Act provides as follows:
42. Every patent granted under this Act shall contain the title or
name of the invention, with a reference to the specification, and
shall, subject to this Act, grant to the patentee’s legal
representative for the term of the patent, from the granting of the
patent, the exclusive right, privilege and liberty of making,
constructing and using the invention and selling it to others to be
used, subject to adjudication in respect thereof before any court
of competent jurisdiction.
c. The “ex-factory price” Issue
29. ratiopharm argued that the Board might have jurisdiction over GSK, the
manufacturer of ratio HFA, with regard to GSK’s ex-factory sales of ratio HFA to
ratiopharm, but not over ratiopharm’s resale of ratio HFA pursuant to the
Agreements. In ratiopharm’s view, there cannot be two patentees, each with a
different ex-factory, or factory gate price, or manufacturer’s price of a medicine
for the same unit in the same sales and distribution chain. ratiopharm relies on
Pfizer Canada Inc. v. Attorney General of Canada 2009 FC 719 (“Pfizer”) to
conclude that the Board’s jurisdiction is limited to the first sale in the supply or
distribution chain, in this case the sale of ratio HFA by GSK to ratiopharm for
resale by ratiopharm to wholesalers, pharmacies, hospitals, or others.
30. Subparagraph 4(1)(f)(ii) of the Regulations requires patentees to file, as part of
the information related to a patented medicine required to be filed by paragraph
80(1)(b) of the Act, the publicly available ex-factory price for each dosage form,
strength and package size in which the medicine was sold by a patentee to each
class of customer in each province and territory. “Ex-factory price” is not defined
in the Regulations.
31. In the Board’s Patentee’s Guide to Reporting (the “Guide”), “ex-factory price” is
defined in part as follows:
Ex-factory price: The price established for the first sale … of the
product “at arm’s length” to distributors,
wholesalers, hospitals, pharmacies, etc… The exfactory price is generally the “list price” for
medicines …
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32. The Board thus identified in the Guide as the “ex-factory price” the point at which
patented medicines are sold to distributors, wholesalers, hospitals or pharmacies,
as distinct from retail sales. If the Board is to carry out its statutory mandate as
determined in ICN with consistency, it must be responsive, in establishing the
price over which it has jurisdiction, to different sales, distribution, commercial and
marketing arrangements, such as those applicable to ratiopharm where
ratiopharm purchases ratio HFA from GSK, the manufacturer, and resells it at a
price that it determines to distributors and pharmacies for sale to customers.
33. Moreover, the Panel notes that Pfizer did not address or determine who, in any
specific circumstances such as those in the case before the Panel, can be
considered to be the patentee for the purposes of sections 83 and 85 of the Act.
Neither did Pfizer address or determine therefore what is, under such specific
circumstances, the “publicly available ex-factory price” for the purpose of
subparagraph 4(1)(f)(ii) of the Regulations or the “first” or “list” price of the
medicine at issue.
d. The meaning of “patentee” for the purposes
of sections 80 to 85 of the Act
34. The issue of whether ratiopharm is a patentee with respect to the sale of ratio
HFA requires the Panel to determine whether ratiopharm can be characterized as
“any other person entitled to exercise any rights” in relation to a patent pertaining
to ratio HFA within subsection 79(1) of the Act at the time of the sale of ratio HFA
in Canada by that other person.
35. It is a well established principle of statutory interpretation that “the words of an
Act are to be read in their entire context and in their grammatical and ordinary
sense harmoniously with the scheme of the Act, the object of the Act, and the
intention of Parliament.” The Supreme Court agreed in Rizzo & Rizzo Shoes Ltd.
(Re), [1998] 1 S.C.R. 27 (“Rizzo”) with this basic principle enunciated by Elmer
Driedger in Construction of Statutes (2nd ed. 1983) and it has been generally
applied by the courts since.
36. In Shire Biochem Inc. v Attorney General of Canada, 2007 FC 1316, Russell, J.,
relying on Rizzo and on the provisions of the Interpretation Act, considered that
the interpretation of the jurisdiction conferred on the Board by statute requires a
purposive analysis and as fair, large and liberal a construction of the words of the
statute as will best ensure the attainment of the objective of the statute, in
accordance with the relevant jurisprudence.
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37. In Celgene Corp. v. Canada (Attorney General), 2011 SCCI (“Celgene”), the
Supreme Court agreed with the Board and the Federal Court of Appeal that, in
interpreting disputed words in the Act, the legislative context and the purpose of
the statute must be considered. It agreed with the Court below that the meaning
of the words “sold in any market in Canada” in sections 80(1)(b), 83(1) and 85 of
the Act cannot be given a meaning strictly in accordance with commercial law
principles. The words must yield to an interpretation that best meets the
overriding purpose of the statute.
38. Abella, J., speaking for the full Court in Celgene, agreed that the purpose of the
Act was, as affirmed in ICN, consumer protection, and that the mandate of the
Board was to ensure that Canadians have access to patented medicines that are
reasonably priced. An interpretation by the Board of its mandate under disputed
provisions of the Act consistent with its consumer protection purpose should not
be disturbed and therefore, the Supreme Court held in Celgene, the Board’s
jurisdiction extends to a patented medicine shipped from the United States to
doctors in Canada and paid in the United States in U.S. dollars as a medicine
“sold in any market in Canada”.
39. In addressing the meaning of "patentee" in section 79 of the Act, both the Board
and the Federal Court have taken a purposive approach. In PMPRB-99-D6NICODERM (August 8, 2000), a panel of the Board considered whether Hoechst
Marion Roussel Canada Inc. (“HMRC”), selling Nicoderm in Canada pursuant to
a Licensing Agreement between its parent and the holder of the relevant
Canadian patents, was itself a patentee for the purpose of section 83 of the Act.
The panel concluded as follows:
The definition of “patentee” for the purposes of the Board’s
jurisdiction is expressly broadened by section 79(1) of the Act to
include not only the person entitled for the time being to the benefit
of the patent but also any person entitled to exercise rights in
relation to the patent. Needless to say, this expansion of the
definition of patentee is necessary for the Board to fulfil its
mandate. The Board must be able to prevent excessive pricing of
medicines by persons taking advantage of the patent regime
established by the Act, whether or not they are actually the holder
of a patent or patents pertaining to the medicine.
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40. In Hoechst Marion Roussel Canada Inc. v. Canada, [2005] F.C.J. No. 1928, at
paragraph 128, Heneghan, J. agreed that, while the patents at issue were
actually held by a party other than HMRC under a License Agreement between
the patent holder and HMRC’s parent, HMRC was authorized to exercise in
Canada the rights held by its parent under that Agreement and HMRC thus was
within section 79 of the Act with respect to those patents.
41. Turning to the situation before us and considering the words of the Act and the
mandate and purpose of the Board, the Panel notes that subsection 79(1) of the
Act does not, on its face, encompass only a person who owns a patent in respect
of an invention pertaining to a medicine and does not require that a person be
entitled to exercise all rights in relation to a patent in order to fall within the
definition of patentee for the purposes of sections 80 to 103 of the Act. Since
subsection 79(1) expressly includes as a patentee any other person entitled to
exercise any rights in relation to a patent, it is incumbent on the Panel to assign a
meaning to those words that is consonant with the discharge of the Board’s
statutory mandate.
42. The Agreements gave ratiopharm the exclusive right to set the price of and to sell
ratio HFA and to obtain the necessary regulatory approvals to do so. Absent the
licence granted, these acts would have violated rights held exclusively by GSK
pursuant to section 42 of the Act. There can be no doubt that these rights are “in
relation to” the patent held by GSK.
43. In the Panel’s view, were it to accept ratiopharm’s position that the jurisdiction of
the Board could be avoided through the supply under contract of a patented
medicine at one negotiated price to another party for resale in any market in
Canada at a different price set by that second party, while the first party retains
ownership in its intellectual property apart from the right to market and sell, the
Board’s jurisdiction would be severely undermined and the attainment of the
objective of the Act enunciated in ICN in effect rendered nugatory with regard to
the patented medicine involved. This would allow the simple insertion of a
commercial entity such as ratiopharm in the distribution chain in a manner that
would cause the Board to lose the ability to review the pricing of the medicine,
without any rationale for this result. Provided that the sale by the patent holder
was at a non-excessive price, the distributor who is given the right to resell the
patented medicine would be able to sell to pharmacies or other consumers at an
unregulated price, thereby completely defeating the Board’s mandate.
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44. For these reasons the Panel believes that there is a sound basis for the
interpretation of section 79 of the Act in a manner that captures entities in the
position of ratiopharm: not only does the plain meaning of the words in section 79
capture ratiopharm selling ratio HFA under an agreement with GSK as a person
entitled to exercise rights in relation to the Patents, but the purposive
interpretation of the Act requires such a conclusion in order for the Board to carry
out its statutory mandate.
e. Conclusion
45. The Panel concludes that, for the reasons enunciated, ratiopharm is a patentee
under sections 79 to 85 of the Act with respect to the sale of ratio HFA in any
market in Canada, and that, as a patentee, it had the sole responsibility to ensure
that the price at which it sold ratio HFA in any market in Canada was not
excessive under sections 83 and 85 of the Act.
46. The Panel is of the view that, although GSK may hold title to the Patents related
to ratio HFA, in the circumstances of this case, and in accord with the purposive
construction of the words “selling [a] medicine in any market in Canada” in
section 83 of the Act, GSK is not the patentee of ratio HFA for the purpose of that
section. GSK is not, in the Panel’s view, in the circumstances of the case before
it, the party responsible for ensuring that the price paid by Canadian consumers
for ratio HFA is set at a non-excessive level, as required by the Act. ratiopharm
is.
47. The Panel notes further that, by virtue of subsection 4(5) of the Regulations, as a
patentee who sells a patented medicine to another patentee, GSK is exempt from
filing the price and sales information for ratio HFA required by section 80 of the
Act, and section 4 of the Regulations, including the publicly available ex-factory
price at which ratio HFA was sold.
III. Whether ratiopharm has sold ratio HFA in any market in Canada at
an excessive price, contrary to sections 83 and 85 of the Act.
a. The Board’s jurisdiction over excessive pricing
48. Section 83 of the Act confers on the Board the power to find that a patentee of an
invention pertaining to a medicine is selling or has sold the medicine in a market
in Canada at a price that, in its opinion, is excessive and, upon such a finding, to
issue remedial orders to offset the amount of excess revenues estimated by the
Board to have been derived by the patentee from such sale. The Board can
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make an order, inter alia, that a payment be made to Her Majesty in right of
Canada of an amount specified in the order.
49. Subsections 85(1) and (2) of the Act set out the factors to be taken into
consideration by the Board in making a determination under section 83, to the
extent that information on these factors is available to the Board. They are as
follows:
85.(1) (a) the prices at which the medicine has been sold in the relevant
market;
(b) the prices at which other medicines in the same therapeutic
class have been sold in the relevant market;
(c) the prices at which the medicine and other medicines in the
same therapeutic class have been sold in countries other than
Canada;
(d) changes in the Consumer Price Index; and
(e) such other factors as may be specified in any regulations
made for the purposes of this subsection.
85.(2) Where, after taking into consideration the factors referred to in
subsection (1), the Board is unable to determine whether the
medicine is being or has been sold in any market in Canada at
an excessive price, the Board may take into consideration the
following factors:
(a) the costs of making and marketing the medicine; and
(b) such other factors as may be specified in any regulations
made for the purposes of this subsection or as are, in the
opinion of the Board, relevant in the circumstances.
50. The Panel must therefore determine whether or not the price of a patented
medicine sold in Canada is, or was, excessive, by comparing the price of the
medicine in Canada to the price at which comparable medicines are sold in
Canada, by comparing the price at which the medicine is sold in other countries
specified in the Regulations and the price at which comparable medicines are
sold in those countries, and by taking into account changes in the Consumer
Price Index (“CPI”).
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b. Filing requirements under the Act
51. The Board’s ability to fulfil its mandate under sections 83 and 85 of the Act to
monitor the prices of patented medicines and make remedial orders in response
to incidences of excessive pricing is dependent on a system of self-reporting.
Under paragraph 80(1)(b), of the Act, patentees must, as required by and in
accordance with the Regulations, provide to the Board for stated periods, inter
alia, price and sales data for the patented medicines they sell in Canada.
52. Subparagraphs 4(1)(f)(i) and (ii) of the Regulations provide in part as follows:
4(1)(f) For the purposes of paragraphs 80(1)(b) and (2)(b) of the Act,
information identifying the medicine and concerning the price of
the medicine shall indicate:
(i) the quantity of the medicine sold in final dosage form and
either the average price per package or the net revenue
from sales in respect of each dosage form, strength and
package size in which the medicine was sold by the
patentee or former patentee to each class of customer in
each province and territory,
(ii) the publicly available ex-factory price for each dosage
form, strength and package size in which the medicine
was sold by the patentee or former patentee to each class
of customer in each province and territory.
53. For the purposes of subparagraph 4(1)(f)(i) of the Regulations, subsection 4(4)
provides that:
4(4)(a)

in calculating the average price per package of medicine, the
actual price after any reduction given as a promotion or in the
form of rebates, discounts, refunds, free goods, free services,
gifts or any other benefit of a like nature and after any
deduction of the federal sales tax shall be used; and

4(4)(b)

in calculating the net revenue from sales of each dosage form,
strength and package size in which the medicine was sold in
final dosage form, the actual revenue after any reduction in
the form of rebates, discounts, refunds, free goods, free
services, gifts or any other benefit of a like nature and after the
deduction of federal sales taxes shall be used.
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This information is included in Form 2 Filing implementing section 4 of the
Regulations. Form 2 Filings allow the Board to calculate the net average
transaction price (“ATP”) per dose of a patented medicine sold by a patentee
during six-months periods, on the basis of net revenues and total units sold, as
required by section 4 of the Regulations.
c. ratiopharm’s Form 2 Filings for ratio HFA
54. Although ratiopharm sold ratio HFA in Canada beginning in September 2002, it
did not file any information in respect of the sale of ratio HFA until requested to
do so by Board Staff. On September 29, 2006, ratiopharm filed Form 2 Filing
information for ratio HFA for the period July 2, 2002 to June 30, 2006 and
continued to file such information for subsequent periods (the “Initial Form 2
Filings”). In the Initial Form 2 Filings, the net revenues derived from the sale of
ratio HFA were calculated by deducting from gross revenues amounts paid as (i)
fees for product distribution; (ii) prompt pay discounts; and (iii) product returns.
55. On March 30, 2009, approximately eight months after the issuance of the Notice
of Hearing regarding ratio HFA, ratiopharm filed revisions to its Initial Form 2
Filings for the period July 2, 2002 to December 31, 2008 (the “Revised Form 2
Filings”). ratiopharm stated that these revisions were due to an oversight in the
calculation of average prices in the Initial Form 2 Filings. In recalculating the net
revenues derived from the sale of ratio HFA, ratiopharm made further deductions:
it deducted from gross revenues, as rebates: (i) amounts paid to pharmacies
referred to as continuing education (“CE”) payments; (ii) performance
enhancement program (“PEP”) payments – collectively “Professional
Allowances”; (iii) prompt pay discounts; and (iv) amounts related to product
returns. ratiopharm removed as rebates the fees for product distribution
previously included. The result of the revisions is a significant reduction in
ratiopharm’s ATP for ratio HFA during these periods, amounting to tens of
millions of dollars. The revised ATPs for ratio HFA in the 2003-2007 period
range from 11% to 26% lower than the ATPs based on the Initial Form 2 Filings
for those years.
d. The role of the Board’s Guidelines in
determinations of excessive pricing
56. A decision of the Board under subsection 83(1) of the Act is discretionary in that
the Board is required to formulate an opinion whether a medicine is sold or has
been sold in any market in Canada at an excessive price. In formulating such an
opinion, the Board is required to take into consideration the factors enumerated

PMPRB-08-D3-ratio-Salbutamol HFA, May 27, 2011

Page 15

16
in subsection 85(1) and no others, unless the Board is unable to make a decision
on those factors and thus needs to consider the factors set out in subsection
85(2) of the Act. Subsection 85(1), however, provides only basic factors and
limited guidance to the Board in determining excessive pricing.
57. The Board’s Guidelines are intended to implement subsection 85(1) of the Act by
providing parameters and information on how the Board, in the normal course,
will assess the factors in subsection 85(1) to make a determination of excessive
pricing. The Guidelines were issued by the Board after consultation with its
stakeholders and are periodically updated after further consultations. Pursuant to
subsection 96(4) of the Act, the Guidelines are not binding on the Board or on
any patentee. However, they provide detailed and comprehensive guidance and
predictability to patentees, as well as transparency and consistency in the
discharge of the Board’s mandate.
58. As recently as December 21, 2009, in PMPRB-07-D5 Quadracel and Pentacel
(“Quadracel”), a panel of the Board emphasized that it has been recognized by
all prior panels of the Board, and by the Federal Court, that a panel, when
considering whether a medicine is being sold or has been sold at an excessive
price, can give due consideration to the Board’s Guidelines.
59. In ICN Pharmaceuticals, Inc. v. Canada (Patented Medicine Prices Review
Board), [1996] F.C.J. No. 1112 (FC-TD), Rothstein, J., then a Federal Court
Justice, considered whether the Board acted without jurisdiction in taking into
consideration its Guidelines in deciding whether Virazole had been sold at an
excessive price, given that such Guidelines are not an enumerated factor in
subsection 85(1) of the Act. He stated, at paragraph 6:
6. The applicants say the Board could not have regard to its
Guidelines under subsection 85(1) as the Guidelines are not an
enumerated factor in the subsection. However, each factor listed in
subsection 85(1) is not an abstract concept that would be useful in
a vacuum. The Board is obviously required to consider the factors
in subsection 85(1) according to some rationale, approach or
methodology. The rationale, approach or methodology may be ad
hoc or may be derived from the Board’s Guidelines. That it had
regard to the Guidelines for rationale, approach or methodology did
not take the Board outside of the scope of subsection 85(1)2.
Rothstein, J. specified in note 2 of paragraph 6 of his judgment that, had the
Board treated the Guidelines as binding, it may well have erred, in light of
subsection 96(4) of the Act.
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60. A Board panel must thus be satisfied that the Guidelines provide for an
appropriate implementation of subsection 85(1) of the Act in a case before it.
The panel’s conclusions in that regard will be informed by the evidence and
argument of the parties, with the initial onus resting on the staff of the Board to
satisfy the panel, in light of the factors set out in subsection 85(1), of the
appropriateness of applying the Guidelines, and to convince the panel that the
price of a medicine is excessive, on a balance of probabilities: see, for example,
Leo Pharma Inc. v. Canada (Attorney General) 2007 FC 306, at paragraph 27
(“Leo Pharma”).
61. It was made equally clear in Quadracel that a panel can depart from the Board’s
Guidelines when it is satisfied that it is appropriate to do so, based on the
evidence, in reaching a conclusion on excessive pricing. The panel’s
determinations must be based on a balanced consideration of the factors in the
Act taken together and after due consideration of the appropriateness of the
Board’s reliance on the pricing tests set out in the Guidelines and on the
presumption of excessive pricing flowing from them in the case before it.
62. It was the testimony of Ms. Ginette Tognet, Director of Regulatory Affairs and
Outreach Branch of the Board and responsible for conducting the price review of
patented medicines, that the allegations of excessive pricing by Board Staff with
regard to the sale of ratio HFA by ratiopharm are based on analyses that are
consistent with the pricing and other tests set out in the Board’s Guidelines.
However, despite the presumptive effect of the analysis conducted in accordance
with the Guidelines, Board Staff presented evidence and arguments for the
Panel’s consideration during the Proceeding concerning: the appropriateness of
applying the Guidelines in the circumstances of this case; the weight to be given
to any particular factor in subsection 85(1); and the appropriateness of a
departure from the applicability of the Guidelines as advocated by ratiopharm.
Board Staff did not simply rely on the existence of the Guidelines, but adduced
evidence and made argument to the effect that the Guidelines provided an
appropriate implementation of subsection 85(1) of the Act in the particular
circumstances of the case before the Panel.
e. The pricing of ratio HFA by ratiopharm
63. When ratiopharm began to sell ratio HFA in Canada in September 2002, there
were four salbutamol MDIs containing a chlorofluorocarbon (“CFC”) propellant
available:
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i. Ventolin CFC, at a list price of $12.27 per MDI, in the market in Canada
since 1972, well before the establishment of the Board in 1987;
ii. ratio-Salbutamol;
iii. Apo-Salvent; and
iv. Novo-Salmol, at list prices of $4.64 per MDI.
Airomir, a salbutamol CFC-free MDI introduced in Canada in 1998, was also
available at a list price of $4.65 per MDI.
64. As a result of a Canadian government ban of the use of CFC in MDIs, CFCcontaining MDIs were no longer sold in Canada after December 31, 2002. ApoSalvent, an authorized generic version of Airomir, was an additional CFC-free
MDI made available in 2002. The list price of ratio HFA and CFC-free ApoSalvent was set at $4.64 per MDI and Airomir soon reduced its list price from
$4.65 to $4.64 per MDI. Ventolin HFA was also introduced in Canada by GSK in
2002, at the same list price per MDI as Ventolin CFC.
65. The list price of ratio HFA, Airomir, and CFC-free Apo-Salvent remained the
same until November 2004 when ratiopharm, then holding approximately 75% of
the Canadian market for salbutamol MDIs, raised the list price of ratio HFA by
67% to $7.73 per MDI. There had been no increase in Canadian prices of
comparable medicines prior to this price increase. International prices had
generally declined or been stable since 2002. In the weeks following the
increase in the price of ratio HFA, the list prices of Airomir and CFC-free ApoSalvent were also raised to $7.73 per MDI. In October 2009, GSK advised the
Board of the expiry of the Agreements and of the reduction of the list price of
Ventolin HFA to $6.50 per MDI to obtain provincial formulary listings. ratio HFA’s
list price was reduced to $6.50 per MDI in November 2009 until ratiopharm’s
stock of ratio HFA was liquidated by the end of January 2010. The list price of
Airomir was substantially reduced following a voluntary compliance undertaking
(“VCU”) with the Board in April 2007. CFC-free Apo-Salvent is currently the
subject of an excessive price proceeding before the Board.
f. Board Staff’s application of the Guidelines pricing tests
66. When a patented medicine is introduced to the market in Canada, the maximum
non-excessive price (“MNE”) of the medicine is determined by the staff of the
Board based on either the price of comparable medicines, i.e. medicines in the
same therapeutic class, or on the international prices of the medicine – median or
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the highest – as sold in the seven countries specified in the Regulations. The
price of the new medicine at introduction will be presumed by the staff of the
Board not to be excessive under the Board’s Guidelines if it is sold at or below
the MNE thus established. In subsequent years, the yearly MNE is determined
by the ATP of a previous year, grown by the CPI factors (if the patentee elects to
so increase the price of the medicine) according to the Board’s CPI-Adjustment
Methodology, subject always to the price of the medicine not being the highest
price of the medicine in the seven stipulated countries. The ATP of the medicine
for a given year will be presumed not to be excessive if it is at or below its MNE
for that year.
67. Under the Board’s Guidelines, no further pricing test is required to make a
determination of excessive pricing once the MNE of a medicine at introduction is
established. However, in light of the position of ratiopharm on the
appropriateness of relying on this test in the case of its sale of ratio HFA, Board
Staff conducted further pricing tests in preparation for this Proceeding. Tests
were conducted for the post-introductory period and until 2009, based on the
price of comparable medicines sold in Canada and in the countries specified in
the Regulations. The calculations of net revenues for ratio HFA, with CE and
PEP rebates, could only cover to the end of the 2008 reporting periods in light of
the Form 2 Filing information provided by ratiopharm at that time. Some
information was updated during the Proceeding.
i) Determining comparability
68. As suggested by the Board’s Guidelines, the comparable medicines used by
Board Staff to establish the introductory MNE of a Category 1 medicine and to
conduct price tests under subsection 85(1) of the Act are determined pursuant to
a scientific review designed to identify medicines that are clinically equivalent in
addressing the approved condition for which they are used, and having
comparable dosage form and strength. These criteria establish the therapeutic
class of the medicine for the purposes of paragraphs 85(1)(b) and (c) of the Act.
The Human Drug Advisory Panel (“HDAP”), an independent panel of scientists
who advise Board Staff on these matters, recommended that the therapeutic
class of ratio HFA include Airomir and the CFC versions of Ventolin, Apo-Salvent,
ratio-Salbutamol, and Novo-Salmol. Board Staff used these medicines for the
pricing tests at the introduction of ratio HFA in 2002. Board Staff noted that
Ventolin was not used for the price test that established the benchmark MNE of
ratio HFA because it was subject to investigation for excessive pricing at the
time, although it was later found to be non-excessive as of 2003. The Board’s
practice is not to use a medicine under investigation as a price comparator since
it is neither consistent nor logical to establish the MNE of a medicine by reference
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to the price of a medicine that may, itself, be excessively priced. (See PMPRB99-D10-Nicoderm-Merits (April 9, 2010)).
69. The appropriate comparators to ratio HFA sold in Canada and in the countries
specified in the Regulations for assessing the price of ratio HFA after the
introductory period were found by Board Staff to be Ventolin HFA after 2003,
Airomir, and CFC-free Apo-Salvent and, in six of the seven countries specified in
the Regulations Ventolin HFA, and in Germany, Ventolin HFA and ratio HFA.
70. ratiopharm sought to expand the therapeutic class of comparators of ratio HFA
used for these pricing comparisons. Ms. Joan McCormick, a consultant at
Brogan Inc., now IMS Brogan, but not a medical expert, pharmacist or scientist,
gave evidence to that effect. Her evidence was contrary to that given on behalf
of Board Staff by Dr. Adil S. Virani, Assistant Professor of Pharmaceutical
Sciences at the University of British Columbia, Director of Pharmacy Sciences at
the Fraser Health Authority and a member of the HDAP. Dr. Virani testified that it
is not necessary to compare ratio HFA to further medicines, given the existence
of the drug products with the same dosage form of the same active ingredient as
those of ratio HFA. Dr. Virani’s evidence was that salbutamol MDIs constitute the
appropriate class of comparators for ratio HFA, “the best apples to apples
comparison”. The evidence of Dr. Tom Kovesi, a pediatric respirologist, was that
the additional medicines that Ms. McCormick sought to add as comparators to
ratio HFA for pricing comparisons are not, in fact, clinically equivalent to ratio
HFA.
71. The Panel is satisfied, on the basis of the evidence, that the correct comparators
were used by Board Staff to establish the non-excessive price of ratio HFA at
introduction and in the period 2002 to 2009.
ii) The introductory price of ratio HFA and
paragraphs 85(1)(a) and (b) of the Act
72. By reference to publicly available prices of the comparators to ratio HFA in
Canada, Board Staff found the price of ratio HFA during the introductory period to
have been non-excessive when assessed according to the test set out in the
Board’s Guidelines. The Therapeutic Class Comparison Test in the Guidelines
provides that the price of the medicine at introduction will be presumed not to be
excessive by Board Staff if it is no higher than the price of its highest comparator.
The introductory price of ratio HFA was lower than the highest price of
comparable drugs sold in Canada.
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73. The ATP of ratio HFA in the period after introduction was calculated by Board
Staff with the deduction of only the prompt pay discounts and returns filed by
ratiopharm in its Initial Form 2 Filings and then, when ratiopharm filed the
Revised Form 2 Filings, with the added deduction of the CE and PEP rebates
recorded in the Revised Form 2 Filings. Board Staff found ratio HFA’s ATP to be
non-excessive in both cases until after the list price of ratio HFA was raised to
$7.73 per MDI in November 2004. It is common ground between the Parties that,
absent a departure by the Panel from the Board Guidelines’ pricing methodology,
the price of ratio HFA, on the basis of both the original and revised Form 2
information, is excessive after 2004. The only issue is the quantum of the excess
revenues. These are essentially cut in half if all rebates that ratiopharm claims in
the Revised Form 2 Filings, rather than only prompt pay discount and returns in
the Initial Form 2 Filings, are taken into account.
74. Since 2005, the public price of ratio HFA and its ATP, without the deduction of
CE and PEP rebates, were higher than the Canadian public prices of comparable
medicines not considered to be excessive, including the public price of Ventolin
HFA which trended downward after 2002. The public price of ratio HFA, without
the deduction of CE and PEP rebates, was also higher than the CPI-adjusted
VCU price of Airomir. With the full deduction of CE and PEP, ratio HFA’s ATP
remained below the price of Ventolin HFA. The public price of Apo-Salvent was
not relied upon as a comparator for the price tests however as it is the subject of
an investigation for excessive pricing.
75. ratiopharm objected to the fact that Board Staff used, as the list price of Ventolin
HFA for the price tests conducted for the period 2003 to 2009, the average price
of sales of Ventolin HFA by GSK to hospitals and to community pharmacies.
ratiopharm referred to this average price as a “mixed market price” which, in its
view, is a variable or shifting price at which Ventolin HFA is not in effect sold in
any market. ratiopharm indicated that the proportion of sales of Ventolin HFA by
GSK to hospitals at one price and to community pharmacies at another price
varies over time and the price of Ventolin HFA to hospitals can be as low as 25%
of the price of Ventolin HFA to community pharmacies. Therefore, in its view,
using an average for the price of Ventolin HFA has the effect of keeping the price
of Ventolin HFA to pharmacies lower than it should be for the purpose of a
comparison with the list price of ratio HFA, to ratiopharm’s detriment. ratiopharm
argued that the price of ratio HFA should be compared only to the IMS Health
Inc., now IMS Brogan (“IMS”) price of Ventolin HFA to pharmacies which, it
claims, contrary to Board Staff’s tests, has remained above the price of ratio
HFA.
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76. Ms. Tognet referred to the public price used for Ventolin HFA as an average
public price as collected by IMS in the ordinary course on the basis of total sales
and total number of units sold, rather than the ‘constructed’ price claimed by
ratiopharm. She emphasized that this approach for determining average price is
consistently applied by the Board, most recently in its investigation of the
comparable medicine, Airomir.
iii) Paragraph 85(1)(c) of the Act
77. An International Price Comparison Test (“IPC”) and an International Therapeutic
Class Comparison Test (“ITCC”) were also conducted by Board Staff in
preparation for the Proceeding, in the manner described in (though not in these
circumstances required by) the Board’s Guidelines and using publicly available
ex-factory prices of ratio HFA and of comparable medicines in the seven
countries specified in the Regulations. In accordance with the Guidelines, under
the IPC test, the price of a patented medicine sold in Canada will be presumed
by Board Staff not to be excessive if it is not the highest of the international prices
of the medicine in the comparator countries identified in the Regulations. Under
the ITCC test, primary weight is given to the median of the international prices.
At introduction, the price of ratio HFA in Canada was less than the highest exfactory price of Ventolin HFA and of ratio HFA in the seven countries listed in the
Regulations. Neither did ratio HFA’s introductory price exceed the international
median of the ITCC test.
78. However, since 2004, allowing the deduction of the CE and PEP amounts
claimed by ratiopharm, the ATP of ratio HFA exceeded the median international
price (“MIP”) of ratio HFA in 2005, 2007 and 2008. Without such deduction, ratio
HFA’s ATP was higher than the MIP of ratio HFA in each year from since 2004,
although ratio HFA’s price was not the highest price in the comparator countries.
iv) Paragraph 85(1)(e) of the Act
79. Board Staff found that, in each year since 2005, the price of ratio HFA has
exceeded substantially its MNE adjusted for CPI in accordance with the threeyear banking methodology set out in the Board’s Guidelines, even if its ATP is
calculated with the deduction of the CE and PEP amounts claimed by ratiopharm.
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80. ratiopharm objected to the application by Board Staff of the methodology
established in the Board’s Guidelines for CPI adjustments in assessing the price
of ratio HFA after introduction. Its objection was based in large part on the
argument that, in 2002, when the benchmark MNE of ratio HFA was set,
ratiopharm could have, within the pricing tests in the Board’s Guidelines,
introduced ratio HFA to the market at the $9.02 per MDI public price of Ventolin
HFA, based on IMS data, rather than at the “arbitrarily low” price of $4.64 per
MDI.
81. ratiopharm argued that it introduced ratio HFA in 2002 at an artificially low price
that did not reflect its costs of acquisition from GSK, in response to the
government’s expectation, when the use of the CFC propellant in MDIs was
banned, that the use of another propellant not be the cause of price increases for
MDIs. Dr. Richard Schwindt, an expert economist, testified on behalf of Board
Staff regarding the appropriateness of using ratio HFA’s introductory price as the
benchmark to calculate subsequent price increases. He was of the view that the
evidence indicates that the price constraint on ratiopharm for ratio HFA at
introduction was likely the presence of CFC-free Airomir in the market at a list
price of $4.65 per MDI, at parity with the competing CFC MDIs, and of CFC-free
Apo-Salvent at $4.64 per MDI and that, effectively, ratio HFA was introduced in a
price competitive market in 2002 that informed its pricing strategy at the time.
The introductory price of ratio HFA thus was not arbitrarily or artificially low, but
rather calculated on the basis of the market conditions prevailing at the time of
introduction.
82. Dr. Schwindt’s expert opinion was that the Board’s CPI-adjustment methodology
in the Board’s Guidelines, which permits a limit of a three-year “bank” of price
increases, reflects the desirability of avoiding excessive changes in the price of a
medicine in a given period, changes which would be at the expense of price
stability and predictability for consumers and contrary to the Act’s objective. Dr.
Ronald J. Corvari, Director of the Policy and Economic Branch of the Board until
2008, testified that sudden and significant price increases was one of the major
concerns of the Board during the extensive stakeholder consultations that led to
the 1994 changes in the CPI-adjustment methodology in the Board’s Guidelines.
The Guidelines allow a patentee to increase the price of its medicine in line with
increases in CPI, and provide some flexibility in that regard by allowing a
patentee to “bank” increases for a limited period, but prevent sudden significant
price increases by limiting that banking of price increases to the three most
recent years of CPI.
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83. Board Staff submitted in argument that, given its submissions on the application
of the Board’s Guidelines to the evidence before the Panel, the Panel should find
that the price of ratio HFA has been excessive since 2004. It argued however
that, in light of the very magnitude of the price increase of 67% effected by
ratiopharm for ratio HFA in 2004, at a time when there was no change in the
price of Airomir or CFC-free Apo-Salvent, the price of Ventolin HFA was
decreasing and prices for comparable medicines in foreign countries were stable
or decreasing, the Panel should, in its discretion, give greater weight to the CPI
factor in this case.
84. The Panel considers that the Board’s CPI-adjustment methodology constitutes
an important protection from sudden and significant price increases. It is
intended to moderate the extent to which a patentee may increase the price of a
medicine from year to year. The Panel concludes that it should be given
considerable weight in this case, where the price of a widely-used patented
medicine was increased suddenly and significantly in 2004 in circumstances that,
in the Panel’s view, did not warrant such an increase. The Panel accepts the
appropriateness of applying the CPI-adjustment methodology in the manner
contemplated by the Board’s Guidelines and in line with ratio HFA’s MNE at
introduction.
v) Paragraph 85(1)(e) of the Act
85. No other factor to be taken into consideration by the Panel for the purposes of
subsection 85(1) determinations has been specified in the Regulations.
vi) Subsection 85(2) of the Act
86. In accordance with subsection 85(2) of the Act, the Panel need only take into
consideration the factors set out therein if it is unable to determine whether the
medicine under review is being or has been sold at an excessive price after
taking into consideration the factors referred to in subsection 85(1).
87. ratiopharm introduced evidence with regard to the costs of acquisition of ratio
HFA and with regard to the costs of making and marketing ratio HFA prepared by
Cole Valuation Partners Limited (“Cole Partners”). Board Staff, for its part,
submitted that it is neither necessary nor appropriate for the Panel to consider
subsection 85(2) factors in the circumstances of this case since its evidence was
that, since 2004, under all the factors identified in subsection 85(1) of the Act,
implemented in accordance with the Board’s Guidelines, only when the full
amounts of the CE and PEP claimed by ratiopharm are deducted to determine
the ATP of ratio HFA is the price of ratio HFA lower than the price of Ventolin
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HFA. If the price of ratio HFA is compared to the CPI-adjusted VCU price of
Airomir, to international prices and to the price resulting from the application of
the Guidelines’ CPI methodology, even with the full amounts of the CE and PEP
claimed by ratiopharm, the price of ratio HFA has been excessive since 2004.
88. The Panel considers that it is in a position to reach a decision in this case on the
basis of the subsection 85(1) factors. Moreover, ratiopharm, as the reseller of
ratio HFA, has no evidence of the material costs of making ratio HFA nor has it
such information within its knowledge or control.
vii) The existence of market power
89. ratiopharm also argued that its price for ratio HFA could not be considered
excessive since it did not enjoy monopoly power or even market power in the
sale of ratio HFA in any market in Canada. The Panel notes that it was made
clear by the Federal Court of Appeal in ICN that the existence of market power is
not a pre-condition to the Board’s exercise of its jurisdiction, nor is it relevant to
that exercise.
g. Conclusion
90. Based on Board Staff evidence, the Panel has determined that it is appropriate to
apply the tests set out in the Board’s Guidelines in this case. It is also satisfied
that the price tests conducted by Board Staff allow it to weigh all the factors to be
considered under subsection 85(1) of the Act in the case before it. However, the
Panel’s final conclusions on the issue of excessive pricing under section 83 of the
Act require it to determine first whether and, if so, which rebates claimed by
ratiopharm can be taken into account in establishing whether ratiopharm has sold
ratio HFA at an excessive price contrary to the Act.
IV.Whether, in determining the price at which ratiopharm is selling or
has sold ratio HFA in any market in Canada, the Panel can take
into account any rebate or discount given by ratiopharm in respect
of such sale and reported to the Board pursuant to section 4 of the
Regulations.
a. The indirect sales and distribution of ratio HFA
91. During the Proceeding, Ms. Saracino described what ratiopharm refers to as an
indirect distribution model of ratio HFA almost exclusively to pharmacies for
eventual resale to consumers. Under this model, ratiopharm sells ratio HFA, with
few exceptions, to what she characterized as ‘distributors’, consisting of
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wholesalers and ‘distribution centres’, for resale to pharmacies. Distribution
centres include the distribution arms of large pharmacy groups and buying
groups of a number of unaffiliated pharmacies and potentially hospitals who have
banded together for purchasing. Wholesalers and distribution centres make up
ratiopharm’s corporate accounts, a few individual pharmacies its retail accounts.
Witnesses for ratiopharm estimated the number of ratiopharm’s corporate
accounts for the sale of ratio HFA to be in the range of ten to twelve.
92. Ms. Saracino’s testimony was that wholesalers and distribution centres purchase
ratio HFA from ratiopharm at the list price and sell ratio HFA to pharmacies at
that same list price and on terms of payment they negotiate and enforce
independently of ratiopharm. Wholesalers and distribution centres are paid a fee
by ratiopharm for what Ms. Saracino characterized as their distribution services.
They also generally benefit from prompt pay discounts and handle the return to
ratiopharm of ratio HFA product recalled, damaged or beyond expiry date and for
which they issue a credit to retailers and then receive an associated credit from
ratiopharm. Distributors distribute ratio HFA at the price they paid ratiopharm for
the product, with no mark-up. This model avoids the need for ratiopharm to own
and operate its own system of distribution to retailers or to follow up with
delinquent accounts.
93. It was Ms. Saracino’s view that in this indirect business model, distributors do not
sell ratio HFA or market it but that it is their distribution services they sell.
94. Ms. Saracino explained that the quantities of ratio HFA that individual
pharmacies are forecast to purchase through wholesalers and distribution
centres are estimates made by those pharmacies for varying forward-looking
periods. These estimates generate the supply need. The percentages to be
applied to the total sales of ratio HFA by pharmacies to determine Professional
Allowances, CE payments in the case of corporate accounts and PEP payments
in the case of retail accounts, are also agreed upon on a going-forward basis.
CE and PEP payments are made by ratiopharm directly to individual pharmacies
or the regional corporate head offices of banner pharmacies, not to the latter’s
distribution arm, according to the level of sales anticipated and the rebate
percentage agreed to. Those payments are later validated and reconciled by
ratiopharm with the help of data purchased from IMS. The payments made are
adjusted in the next sales period, as and when required. Ms. Saracino therefore
identified the pharmacy as ratiopharm’s “ultimate customer” in the sales and
distribution chain since it is the pharmacy that really creates demand.
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b. ratiopharm’s Revised Form 2 Filings
95. The deductions claimed for the sale of ratio HFA by ratiopharm in its Revised
Form 2 Filings, whether for prompt pay discounts, returns or CE and PEP
rebates, consist largely of estimates. All deductions are attributed to ratio HFA
sales pro rata on the basis of the sales volume of ratio HFA as a percentage of
total company sales reported in ratiopharm’s accounting records and audited
financial statements for all products sold by ratiopharm. The deductions filed are
allocated to ratio HFA as a percentage of the company-wide deductions recorded
by ratiopharm for all products.
96. The Panel notes that ratiopharm is on record as estimating that it has a portfolio
of some 250 products for sale in Canada in a wide variety of dosage forms and
therapeutic classes, and that, in the few documents filed by ratiopharm, the
percentage used for CE and PEP rebates varies from 0% to 70% and specifically
for ratio HFA, between 20% and 40%. Ms. Saracino testified that, for ratio HFA,
the percentage applied in a given case could potentially be as low as 0%.
97. From the very outset of the review by the Board of the price at which ratiopharm
was selling and had sold ratio HFA, Board Staff expressed to ratiopharm its
concerns that the information it was providing to the Board in its Revised Form 2
Filings was not sufficient to enable the Board to confirm that the rebates and
expenses claimed by ratiopharm in respect of the sale of ratio HFA were incurred
for and properly related to the sale of ratio HFA. The Panel shared these
concerns, and this led to the issuance of the Inspection Order by the Panel.
98. A significant portion of the Proceeding involved discussion of 1) whether the
Panel needs product- specific documentation to verify the amounts claimed by
ratiopharm as rebates in order to ensure that they are incurred, properly
supported and directly related to the sales of ratio HFA; and 2) the adequacy of
the supporting documentation provided by ratiopharm with regard to the rebates
claimed by ratiopharm in respect of ratio HFA. In the Panel’s view, as further
outlined below, the debate raises questions regarding the bona fides of
ratiopharm as a party in the Proceeding and the credibility of some of its
witnesses.
99. The sworn testimony of Mr. Richard Monk, a certified management accountant
with Welch, was that the on-site inspection ordered by the Panel in the Inspection
Order, and conducted by Welch, and the documentation provided by ratiopharm
during the inspection, did not yield the ratio HFA-specific information required to
conclude that the deductions claimed by ratiopharm in its Revised Form 2 Filings
were incurred specifically on account of ratio HFA or are otherwise properly
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attributable to sales of ratio HFA. This information was not available to Welch or
produced to the Board despite the sworn testimony of Ms. Saracino at the
hearing of the Preliminary Motions that ratiopharm tracks and records the
payment of discounts and rebates on a product-specific basis and that such
product-specific documentation is maintained by ratiopharm.
100. During the on-site inspection, in addition to the provision of internal budgets,
forecasts, estimates and audited financial statements, ratiopharm agreed to
Welch sending a letter to a sample of sixteen pharmacies chosen in concert with
ratiopharm, in an attempt to obtain third party confirmation of the percentage
applied to sales of ratio HFA for the payment of CE and PEP rebates. Five
responses were received. Two pharmacies confirmed the average rate used by
ratiopharm, two indicated a different rate and one response was a refusal to
provide any information.
101. Long after the on-site inspection ordered by the Panel, which lasted some
thirteen days between October 6 and 30, 2009, and after the reply evidence of
Welch in the Proceeding had been filed on January 6, 2010, ratiopharm
produced examples of information of the type that, Mr. Monk testified at the
Proceeding, would have been helpful had it been made available to Welch during
the inspection process, but was not. It includes two product-specific CE
agreements between ratiopharm and pharmacies, two product-specific CErelated invoices, one example of an internal product-specific sales data
reconciliation related to rebates and a limited number of examples of purchase
orders and proof of rebate-related payments. Mr. Monk considered in his
testimony that this very type of product-specific information for all sales of ratio
HFA is necessary to meet the requirements of the Panel in the Inspection Order
and for any reliable conclusion to be drawn with respect to the connection
between CE and PEP rebates and ratio HFA.
102. During the Proceeding, Ms. Saracino testified, as she had at the hearing of the
Preliminary Motions, that ratiopharm retains product-specific information and
supporting documentation for sales, as well as reconciliations supporting the
payment of all CE and PEP amounts, by customer and by product, and that
ratiopharm also tracks and documents returns and prompt pay discounts on a
product-specific basis. This information and documentation was not made
available to Welch or, other than the few examples tendered, filed with the Board.
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103. The Panel notes that, of the seven ratiopharm witnesses who gave testimony
during the Proceeding, not one claimed to have direct knowledge of the
information used to generate the Revised Form 2 Filings, or to know who was
responsible for their preparation. This is despite the fact that the Revised Form 2
Filings were certified to be true and correct by a ratiopharm representative and
that the Revised Form 2 Filings were submitted by a representative of ratiopharm
who attended most of the Proceeding, but did not testify, and who, according to
Mr. Major, reports to Ms. Saracino. The inexplicable vacuum of data and the
failure of any ratiopharm witness to speak directly to the significant revisions
made to ratiopharm’s pricing information made it impossible for the Panel to
assess the integrity of the rebate information and therefore to give it any weight
in this Proceeding. It should be noted that this is a separate matter from the
interpretive question of whether Pfizer precludes the consideration of the rebates.
This is an evidentiary matter: there is an unexplained failure by ratiopharm to file
credible information about the rebates that the Board requires in order to
calculate the ATP of ratio HFA – information that ratiopharm’s witness swore that
ratiopharm possesses.
c. The Debate
104. Mr. Monk and Mr. Andrew Milner, a chartered accountant with Welch, repeatedly
recognized in cross-examination by ratiopharm counsel during the Proceeding
that there is evidence that ratiopharm has paid out significant amounts in rebates
across all the products it sells. These witnesses, however, cast the appropriate
question as being whether there was sufficient evidence before the Panel
connecting these payments to the ratio HFA product itself so that they could be
legitimately used in reducing its net price.
105. Mr. Monk’s expert opinion was that, in order to support claims for rebates for past
transactions, at a minimum, ratiopharm should have provided: third party
confirmation for CE and PEP percentage rates and sales data reconciliation
information in respect of ratio HFA; documentation with respect to the terms and
conditions of all amounts paid in respect of ratio HFA; and internal reconciliations
supporting the payment of CE and PEP rebates given for ratio HFA. Only with
this type of accurate ratio HFA-specific information can the Board, in his expert
view, properly calculate the ATP and make other pricing calculations with respect
to a medicine.
106. Dr. Ramy Elitzur, professor of financial analysis, gave expert evidence on behalf
of ratiopharm as to whether the deductions claimed by ratiopharm in respect of
ratio HFA and the documentation used by ratiopharm to calculate them are
reasonable in the circumstances. In his expert opinion, from a management
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accounting perspective, the test should be whether the rebates claimed are
reasonably attributable to ratio HFA in the context of ratiopharm’s business
realities. It suffices, in his view, if disbursements are accurately tracked by
ratiopharm in its books and records and reflected in its audited financial
statements. He opined that it is reasonable to calculate Professional Allowances
for ratio HFA based on the average Professional Allowances paid across all
products.
107. Professor Elitzur expressed the view that management accounting posits specific
guidelines and factors to be taken into account, including not only financial
accounting and auditing standards and effective control procedures but also
certain criteria such as business realities and situational relevance related to a
specific business context. He would not, however, relate his analysis to a
regulatory context or to whether information useful for business needs, internal
management accounting and decision-making is necessarily sufficient to verify
compliance with regulatory requirements. He stated that this was not part of the
mandate given to him, although the questions for which his opinion was sought
by ratiopharm had included a request to relate his comments “to the matter
involving ratiopharm and the PMPRB in respect of ratio-Salbutamol HFA.”
108. Mr. Scott Davidson, a chartered accountant and specialist in investigative and
forensic accounting and Mr. Larry Andrade, a chartered accountant, both with
Cole Partners, commented on the report filed by Welch following the on-site
inspection and gave opinion evidence on behalf of ratiopharm similar to
Professor Elitzur’s with regard to the adequacy of the supporting information filed
by ratiopharm with respect to rebates. Their view was that a “reasonably
attributable” test is adequate, in light of the absence of established specific Board
standards, guidelines and policies, in the Board’s Guidelines, the Guide or
elsewhere, with respect to the information and documentation to be filed in
support of rebates claimed pursuant to the Regulations. They acknowledged that
their evidence was prepared without independent verification of the accuracy of
the information provided to them by ratiopharm.
d. Conclusion
109. Paragraph 80(1)(b) of the Act specifies the information that must be provided to
the Board by a patentee of a medicine, in accordance with the Regulations,
respecting the price at which the medicine is being sold or has been sold in any
market in Canada. For the purposes of paragraph 80(1)(b), the information
required by subparagraph 4(1)(f)(i) of the Regulations is the average price of and
net revenue from sales of the medicine and, pursuant to paragraph 4(4)(a),
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rebates with respect to the specific medicine at issue must be taken into account
(“le” médicament in the French-language version).
110. In the reasons for its decision leading to the Inspection Order, Decision: PMPRB08-D2-ratio-Salbutamol ratio HFA – Preliminary Motions (May 22, 2009), at
paragraph 29, the Panel emphasized that there is a responsibility on a party
subject to ongoing statutory regulation to produce, as required by the regulator in
the legitimate exercise of its jurisdiction, the information that it requires for the
purpose in a form reasonably capable of permitting that exercise. At paragraph
30, the Panel concluded that the information required in the Inspection Order is
necessary for the making of an informed decision in the case before it and in the
circumstances surrounding it. Those circumstances include the very substantial
increase in ratiopharm’s list price for ratio HFA in 2004, the magnitude of its 2009
revisions in its Revised Form 2 Filings for ratio HFA for a number of years, the
size and nature of the rebate amounts deducted from its gross revenues in
respect of ratio HFA for many years and the impossibility of verifying, in respect
of ratio HFA, ratiopharm’s pricing and cost information using external sources.
111. The Panel remains of the view that a patentee, in reporting the average price at
which a patented medicine is being sold or has been sold, or the net revenue
from its sale, is required to file supporting documentation of any rebate claimed in
respect of the medicine and that is clearly, directly and verifiably related to the
medicine involved. The Panel concludes that, on the basis of its Form 2 Filings
and the evidence in the Proceeding, ratiopharm has not met this requirement in
respect of the sale of ratio HFA, despite sworn testimony that it has such
evidence, and the issuance of a Panel order to produce it. ratiopharm has failed
throughout to respond to repeated requests by Board Staff and by the Panel,
even during the Proceeding, for information that would allow the Panel to
determine the specific pricing issue before it. ratiopharm had a number of
opportunities to make available and/or submit the evidence that its representative
swore that it had with respect to both the originally claimed and then substantially
revised rebate claims, but ratiopharm failed to do so.
112. The Panel concludes that it cannot, in the circumstances, take into account any
of the rebates claimed by ratiopharm in respect of the sale of ratio HFA in
determining the price at which ratiopharm has sold ratio HFA for the periods
involved and whether the price of that specific medicine was excessive contrary
to the Act.
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113. This conclusion is consistent not only with the provisions of the Act and the
Regulations, the filing requirements for the proper discharge of the Board’s
mandate under sections 83 and 85 of the Act and reasonable realities in a
regulatory environment but also, as testified by Ms. Tognet, with the type of
information filed in support of deductions claimed by patentees in other
proceedings before the Board.
114. Subsection 4(4) of the Regulations requires the Board to determine the actual
price of a medicine after the reductions or rebates set out in that paragraph.
Patentees thus have the obligation to keep the records required to support the
reductions and rebates attributable to that medicine and to file them with the
Board. A panel of the Board must determine their adequacy after reasonable
requests for further production for the purpose of applying subsection 4(4) and
has the discretion not to consider rebates which are not, in its view, specifically
supported by the evidence provided.
e. The applicability of the Pfizer judgment
115. Both Board Staff and ratiopharm raised the applicability of Pfizer to the issue of
the rebates, discounts, refunds and other deductions to be considered by the
Panel pursuant to paragraph 4(4)(a) of the Regulations in calculating the average
price of ratio HFA.
116. At issue in Pfizer was a Board Stakeholder Communiqué issued on August 18,
2008 (the “Communiqué”). The Communiqué required patentees to include
henceforth, as part of their reporting of the net price of a patented medicine
pursuant to subparagraph 4(1)(f)(i) and paragraph 4(4)(a) of the Regulations, all
rebates, discounts, refunds and other deductions, including payments made to a
province as consideration for the province’s agreement to list the medicine on the
provincial formulary at a specified price.
117. The applicants in Pfizer sought judicial review of the Communiqué, on the ground
that the Board’s jurisdiction is limited to reviewing prices associated with sales of
patented medicines made at the factory gate and does not extend to transactions
involving third parties that may take place further downstream in the supply
chain.
118. In Pfizer, Mactavish, J. held that the Board did not have jurisdiction to enforce the
requirement that patentees include, as part of the reporting of the net prices of
their patented medicines, pursuant to subparagraph 4(1)(f)(i) and subsection 4(4)
of the Regulations, payments made to a province in respect of those medicines,
on the ground that such payments are made to third parties.
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119. Since Pfizer was issued, interpreting the scope of the decision beyond the
specific question that was raised in the judicial review proceedings has caused
the Board and patentees considerable difficulty.
120. Board Staff takes the position that broad language is used in Pfizer that has the
impact of excluding payments made by patentees to third parties who are not, in
the words of Pfizer, a customer of the patentees contemplated by subparagraph
4(1)(f)(i) of the Regulations, from being taken into account for the purpose of
establishing the net price at which a patented medicine is being sold, or has been
sold. This would have the effect of excluding from the ATP of ratio HFA, as a
matter of law, all of the rebates claimed by ratiopharm. The Panel agrees that
there is support for this interpretation in the decision. Both the opening
paragraphs of Pfizer, as well as the order, provide that subparagraph 4(1)(f)(i)
and paragraph 4(4)(a) of the Regulations do not authorize the Board to require
the reporting of rebates or payments made to third parties by the manufacturers
of patented medicines. This is stated to be the central issue in the decision.
Even had the question been framed more narrowly, the underlying rationale
provided by Mactavish, J. to exclude the payments to the provinces relies upon
an interpretation of the legislation that is consistent with commercial law
applicable to the sale of goods and is in turn dependent on limiting the scope of
reporting to the relationship of privity between a buyer and a seller. Given the
rationale used in Pfizer, based on the technical private law meaning of
“customer”, it is difficult to apply Pfizer to exclude third party payments to a public
party such as the government while ignoring the applicability of Pfizer in the
private chain of distribution that would fall squarely within the traditional purview
of the retail sale of goods.
121. The position of ratiopharm is that Pfizer can be read more narrowly. Again, there
is support for this position in the decision. The specific question before the Court
in Pfizer was, as indicated, whether payments to the provinces under expenditure
limitations agreements related to the price of patented medicines must be
reported under subparagraph 4(1)(f)(ii) and subsection 4(4) of the Regulations.
Furthermore, in Pfizer, Mactavish, J. supported the decision in Leo Pharma. In
Leo Pharma, the Court determined that the free distribution of a patented
medicine by a patentee to doctors for their patients must be considered, pursuant
to the Regulations, in establishing the average net price of the medicine.
Support for Leo Pharma is not consistent with an expansive exclusion of all third
party transactions in the calculation of the net price of a medicine.
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122. It should also be noted that ratiopharm made a further argument in passing to the
effect that Pfizer can be read as providing patentees with the discretion to include
or exclude payments made to third parties. However, this argument was not
pressed very hard before us and for the reasons set out below, the Panel does
not accept this argument.
123. Since Pfizer was decided, the Supreme Court of Canada has provided further
guidance to the Board in matters requiring statutory interpretation. Celgene
supported the decision of the Board to reject the technical commercial law
definition of the words "sold" and "selling" in the Patent Act when guided to do so
based upon the purpose and legislative history of the Act and consumer
protection as the Board’s mandate recognized by the courts. Furthermore, the
Supreme Court of Canada stated in Celgene that, when the Board interprets its
enabling legislation, it should be accorded deference and only if the Board's
decision is unreasonable should it be set aside.
124. In Pfizer, the Court had before it an executive Board decision and therefore a
limited record and no detailed evidentiary documentation and argument as are
developed in a hearing with regard to the operations common to the
pharmaceutical industry in the distribution of patented medicines. The business
reality of the pharmaceutical industry is one that operates by providing rebates
and other payments throughout a chain of distribution. Such business realities
must be taken into consideration by the Board if it is to review the true price at
which patented medicines are provided to Canadians, in accordance with its
statutory mandate, and if it is to give effect to subsection 4(4) of the Regulations
which remains in force.
125. Guided by the consumer protection goals of its mandate, the Panel is of the view
that if it were required to do so, it would conclude that the interpretation of
subparagraph 4(1)(f)(i) and paragraph 4(4)(a) of the Regulations set out in the
Communiqué is the appropriate one except, given the decision in Pfizer, which is
binding on the Board, as regards the payments that were at issue in Pfizer; i.e.
payments to the provinces. In this case then, had the Panel determined that the
pricing information filed with respect to ratio HFA was substantively sufficient and
credible, it could have deducted payments made by ratiopharm as rebates.
However, in light of the Panel’s conclusion with regard to the inadequacy of the
evidence provided in this regard in the Proceeding, and the resulting
inappropriateness of considering rebates in its findings in the circumstances of
the sale of ratio HFA by ratiopharm, the Panel need not finally assess the scope
of Pfizer at this time.
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V. What order, if any, should be made by the Panel with respect to
the sale of ratio HFA by ratiopharm in Canada.
126. The Panel is satisfied that the evidence and argument of the Parties establish
that the Board Guidelines provide for an appropriate implementation of
subsection 85(1) of the Act in this case and accordingly it is of the view that
excessive revenues arising from sales of ratio HFA should be calculated on the
basis of the tests provided in the Board’s Guidelines which indicate that ratio
HFA was excessively priced by ratiopharm from the time of the 2004 price
increase until sales ceased in 2010. In particular, the Panel finds that excessive
revenues should be calculated using the CPI methodology following the
establishment of an MNE for ratio HFA at the time of its introduction to the
market in 2002.
127. The Panel reached this conclusion after hearing evidence that, even when using
the various pricing tests in the Guidelines independently of CPI adjustments
throughout the period from 2002 to 2008, there was compelling evidence that the
price of ratio HFA was excessive within the terms of subsection 85(1) of the Act
during that period.
128. Under subsection 85(1) of the Act, the price of a medicine can be excessive in
two separate ways: (i) relative to the prices of comparable medicines; and (ii)
relative to its own price in prior periods. The Board’s Guidelines take the factor
stipulated in paragraph 85(1)(a), the price of the medicine in Canada, and
consider that price relative to the two comparative factors stipulated in
paragraphs 85(1)(b) and (c), the prices of domestic comparators and the
international prices of the medicine itself, and the temporal factor in paragraph
85(1)(d), changes in the CPI during the time that the medicine is marketed in
Canada. The Guidelines as they existed during the relevant periods did not
account for tests based on the international prices of comparators, but a panel of
the Board in a review hearing will weigh that factor in its consideration of whether
or not the price of the medicine is or has been excessive, as was done in this
case.
129. The Guidelines combine the three factors by which subsection 85(1) of the Act
instructs the Board to assess the price of a medicine in Canada by (i)
establishing an initial non-excessive price for a medicine by reference to the
prices of comparable medicines; and (ii) establishing its non-excessive price in
subsequent periods by reference to increases in the CPI. Accordingly, the
application of the Guidelines results in all of the factors in subsection 85(1) being
considered and weighed in the analysis of whether or not ratio HFA has been
excessively priced. In this case, Board Staff went on to confirm that this
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conclusion from the Guidelines, which is based on CPI increases after initial
comparative tests, is supported by supplemental testing of the price of ratio HFA
throughout the period of its sale in Canada using all of the comparative factors in
subsection 85(1) repeatedly for all reporting periods.
130. The Panel therefore orders that the MNE for ratio HFA sold by ratiopharm for the
period September 2002 to January 2010, and the amount to be paid to the
Crown by ratiopharm for excessive revenues derived from such sale, pursuant to
paragraph 83(2)(c) the Act, be determined in accordance with this decision,
based on ratio HFA’s MNE at introduction, as adjusted for CPI in accordance
with the methodology set out in the Board’s Guidelines, but without taking into
account any reduction of the ATP of ratio HFA for rebates, whether for prompt
pay, returns, CE or PEP payments. The Panel requires that Board Staff present
to it, within 30 days of this decision, on or before June 27, 2011, a draft order that
implements the terms of this decision.

Board Members:

Dr. Brien Benoit
Anne Warner La Forest

Board Counsel:

Gordon Cameron
Andrée Wylie

Appearances
Board Staff:

David Wilson, Counsel
Leslie Milton, Counsel
Marisa Victor, Counsel

For the Respondent:

Gavin MacKenzie, Counsel
Benoit Duchesne, Counsel
Judith Parisien, Counsel

Original signed by
Sylvie Dupont
Secretary of the Board

PMPRB-08-D3-ratio-Salbutamol HFA, May 27, 2011

Page 36

