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Glossary

These definitions are provided for general assistance only; they have no legal force and should be
read in conjunction with the applicable legislation.

Patented medicine: A medicine to which at least one patent pertains pursuantto s. 79(2) of the
Patent Act. A patent may be assigned to the medicinal ingredient, to a manufacturing process, or to
another aspect such as a timed-release coating or inhaler mechanism.

Existing Medicine': Patented medicines with a maximum average potential price (MAPP) or
projected non-excessive average price (NEAP) as of July 1, 2022.

New Medicine?: Patented medicines without a MAPP or projected NEAP as of July 1, 2022.

Patent: An instrument issued by the Commissioner of Patents in the form of letters patent for an
invention.

PMPRB?7: France, Germany, Italy, Sweden, Switzerland, the United Kingdom, and the United States

PMPRB11: Australia, Belgium, France, Germany, Italy, Japan, the Netherlands, Norway, Spain,
Sweden, and the United Kingdom.

PMPRB Staff (“Staff”): public servants responsible for carrying out the PMPRB’s day to day work.

Rights Holder: As defined by subsection 79(1) of the Patent Act, "a patentee and the person for the
time being entitled to the benefit of a certificate of supplementary protection for that invention, and
includes, if any other person is entitled to exercise rights in relation to the certificate, that other
person in respect of those rights."

Voluntary Undertaking (VU): A written undertaking by a Rights Holder to adjust its price and/or pay
an amount of money to the Receiver General. A VU represents a promise by a Rights Holder to the
Patented Medicine Prices Review Board. A VU may lead to a recommendation that an in-depth
review be closed. VUs do not have precedential value.

" Refer to https://www.canada.ca/en/patented-medicine-prices-review/services/consultations/notice-comment-new-

medicines.html
2 |bid.
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1. Introductory Remarks

In 2019, the Government proposed to amend the Patented Medicines Regulations to
introduce new price review factors (pharmacoeconomic value, market size and GDP) for
the PMPRB to consider when monitoring for excessive pricing, changed the schedule of
countries for which Rights Holders are to report price information to the PMPRB and also
required Rights Holders to file information net of all price adjustments, including rebates
provided through product listing agreements.

The proposed amendments were challenged in both provincial and federal courts,
resulting in new judicial guidance in two court proceedings — Merck Canada inc. c.
Procureur general du Canada® and Innovative Medicines Canada v. Canada (Attorney
General)*- as to the scope of the PMPRB’s mandate and authority. Subsequently, the
Governorin Council, on the recommendation of the Minister of Health decided not to
proceed with the amendments related to the new price review factors and the net price
information filing requirements in light of the evolving pharmaceutical landscape and the
result of the Merck proceeding, which found the new price review factors to be
unconstitutional ®. Instead, the Government moved forward only with the implementation
of the updated schedule of eleven countries (“PMPRB11”) and reduced reporting
requirements for medicines believed to be at the lowest risk of excessive pricing, which
were upheld as both constitutional and vires the Patent Act in the Court proceedings and
which came into force on July 1, 2022.

Unlike the schedule of countries which was in place for almost three decades (also known
as the “PMPRB7”), the PMPRB11 results in a more homogeneous pricing basket which
excludes the United States, which had the highest prices in the world (up to 3.5 times
higher than Canadian prices®).

Changes to the PMPRB’s Guidelines are now necessary to address our new legislative and
jurisprudential reality, and to give effect to the Board’s commitment to modernize and
simplify its administrative framework. As always, the Board looks forward to stakeholder
feedback as we continue on to the next step of this consultation process.

32022 QCCA 240. The deadline for the parties to seek leave to appeal this decision to the Supreme Court of Canada
passed without either party seeking leave to appeal.

42020 FC 725. The Federal Court of Appeal further upheld the new basket of countries as being vires the Patent Act
subsequently - 2022 FCA 210 - and the deadline for the parties to seek leave to appeal this decision to the Supreme Court
of Canada passed without either party seeking leave to appeal.

5 Canada Gazette Part ll, Volume 156, Number 14, SOR/2022-162 June 24, 2022, Regulations Amending the Regulations
Amending the Patented Medicines Regulations and accompanying Regulatory Impact Statement Analysis
(https://canadagazette.gc.ca/rp-pr/p2/2022/2022-07-06/html/sor-dors162-eng.html).

8 PMPRB Annual Report 2021, Figure 22 (https://www.canada.ca/en/patented-medicine-prices-review/services/annual-
reports/annual-report-2021.html).
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2. About the PMPRB

2.1 Overview of the PMPRB

The Patented Medicine Prices Review Board (PMPRB) was created in 1987 as the response
to a major set of reforms to the Patent Act (“Act”) that strengthened Canada’s patent
protection for medicines’.

The PMPRB is an independent quasi-judicial body with a dual price review and reporting
mandate. Through its price review mandate, it ensures that the prices of patented
medicines sold in Canada are not excessive. It does this by reviewing the prices at which
Rights Holders sell patented medicines in Canadian markets. If a price is found to be
excessive at a public hearing, the Board can order price reductions and/or the offset of
EeXCess revenues.

The PMPRB’s mandate and jurisdiction are established under sections 79-103 of the Act
and those sections are the responsibility of the Minister of Health. The Act identifies the
factors that the PMPRB (“Board”) must consider in determining whether the price of a
patented medicine is excessive, provides the PMPRB with the authority to collect
information from Rights Holders, and sets out the remedial measures that may be taken by
the Board to resolve excessive pricing.

The Act does not define what an “excessive” price is, and instead directs the PMPRB to
consider the following factors specified in section 85(1) of the Act:

(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.

The Patented Medicines Regulations (“Regulations”) set out the information that Rights
Holders are to report to the PMPRB and the timeframes in which that information is to be
provided. This includes baseline information such as the identity of the medicine and
information related to the price and sales of the medicine.

7In response to the changes in the Patent Act which resulted in increased patent rights for pharmaceutical patent
holders, Parliament introduced sections 79 to 103 of the Patent Act, which established the Patented Medicine Prices
Review Board.
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Many of the core regulatory concepts in the Act and the Regulations have historically been
further developed in the PMPRB’s Guidelines. The PMPRB is authorized to make non-
binding Guidelines subject to consultation with relevant stakeholders.

2.2 Role of Guidelines

The Act specifies that the Board can only determine whether the price of a patented
medicine is excessive through a hearing. However, the Board does not have the capacity to
conduct hearings for each patented medicine under its jurisdiction. As a result, the Board
needs a mechanism to narrow down the number of medicine prices that are subjectto a
hearing.

Under subsection 96(4) of the Patent Act, the PMPRB may issue non-binding guidelines
(“Guidelines”) on matters within its jurisdiction. The Board intends these Guidelines to
achieve two main objectives: a) enhance the Board’s administrative efficiency, and b)
provide transparency and predictability to Rights Holders regarding the process typically
engaged in by PMPRB staff (“Staff”) in identifying patented medicine that may be at a
greater risk for excessive pricing for an in-depth review or a potential hearing. Since the Act
stipulates that the Board is to only consider the factors in subsection 85(2) if it is unable to
determine whether the medicine is being sold or has been sold at an excessive price after
considering the factors in s. 85(1), these Guidelines are directed at only the subsection
85(1) factors and do not contemplate considerations which could only be raised pursuant
to subsection 85(2).

The Guidelines do not make any presumptions or determinations of whether a given price
is excessive. Only the Board, sitting in tribunal, may determine whether a price is
excessive, following a hearing. The Guidelines and, by extension, Staff relying on the
Guidelines do not “approve” or "set" prices for patented medicines. Staff’s role is to
“review” the list price set by the Rights Holder for each patented medicine. During this
phase the price is “under review”. Staff may either recommend to the Chairperson to close
the review (leading to “reviewed” status) or recommend a hearing to the Chairperson
(continuing “under review” status).

While the Guidelines are non-binding, the Board believes that transparent, predictable,
and procedurally fair Guidelines provide an efficient way for rights-holders to manage risk.
Historically, over 99% of the reviews conducted by Staff have been resolved within the
scope of the Guidelines without the need for a hearing®. To this extent, it is clear that
Guidelines are an important instrument for stakeholders, and they can be an efficient tool
in achieving the PMPRB’s legislative mandate.

8 Chairperson’s message in the PMPRB NEWSletter titled Special Edition — Guidelines Consultation Update
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3. Guideline Consultation

The PMPRB is in the process of updating its Guidelines to give effect to amendments to
the Patented Medicines Regulations (SOR/94-688), which came into force on July 1, 2022,
to reflect recent jurisprudence, and to increase efficiency. The regulatory amendments
resulted in an updated schedule of eleven countries (“PMPRB11”)9 and reduced reporting
requirements for medicines believed to be at the lowest risk of excessive pricing.

The Board has implemented a three- Consultation Activity
phase Guidelines consultation process,

Phase

which started in September 2023. Phase 1 Scoping Paper and Policy
Roundtable
In the first phase of the consultation Phase 2 Discussion Guide
P Phase 3 Draft Guidelines

process, the PMPRB published a Scoping
Paper with six key themes designed to encourage a productive conversation between
stakeholders and the PMPRB. In December 2023, the PMPRB hosted a two-day Policy
Roundtable inviting stakeholders to present their feedback in person. The written
feedback can be read on the PMPRB website, and a summary of the in-person feedback
can be reviewed in the What We Learned Report.

The Board believes the first phase of consultation was successful in providing a rich
engagement with stakeholders from many corners of Canadian society, and for helping
identify and assess issues and concerns.

The PMPRB is now launching a second phase of consultation on its new Guidelines with
the release of this Discussion Guide, which provides the opportunity for a continued
informed, focused, and productive consultation. Stakeholders will gain insight into the
Board’s perspective on issues that the Board needs to consider in addressing the
upcoming Guidelines. The Discussion Guide provides a proposed framework that indicates
a direction on certain issues and provides a range of options on others.

The PMPRB is now requesting stakeholder feedback on the topics set outin this
Discussion Guide, via written submission, by the deadline of September 11, 2024.

The Board intends to publish new draft Guidelines by the end of 2024 after considering the
feedback received on the two previous phases. These Guidelines will be open for a Notice
and Comment period before finalization and implementation, which is anticipated in 2025
unless further consultation on an amended draft is necessary.

9The countries listed in the Regulations include Australia, Belgium, France, Germany, Italy, Japan, the Netherlands,
Norway, Spain, Sweden, and the United Kingdom.
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4. Valued Insights: Addressing Important Topics Beyond PMPRB’s Decision-
Making Authority

During its consultations to date, the Board has engaged with a diverse range of
stakeholders on topics related to the Canadian pharmaceutical industry, and more
broadly, to the Canadian life sciences ecosystem comprising patients and patient
advocates, health care providers, pharmacy supply chains, payers (public/private),
innovators, clinical trialists, and government regulators. The Board appreciated these
engagements and the insights provided through written submissions and roundtable
presentations.

While these insights are valued, the Board wants to state that a number of these issues fall
outside of the PMPRB’s statutory authority. The Board is of the view that including
concerns not directly relevant to the PMPRB’s statutory authority would limit its ability to
establish transparent, predictable, and procedurally fair Guidelines.

An example is the request by a variety of stakeholders that the PMPRB should engage in a
“whole of government” approach to current government policies such as the
Biomanufacturing and Life Sciences Initiative, the Access to Drugs for Rare Diseases
strategy, and National Pharmacare. The Board’s response is that, while it is important for
Board members and Staff to be aware of such initiatives, there is no provision in section
85(1) of the Patent Act by which such initiatives can be legally factored into the Guidelines.

The Board is a statutory quasi-judicial tribunal with authority only to prevent excessive
pricing of patented medicines. The Board’s view is that it is required to adhere strictly to its
defined mandate.

Thus, while many issues and concerns raised in Phase 1 of our consultation cannot and
will not be directly addressed in our upcoming Guidelines, they remain valued insights.
Some of the valued insights that lie beyond the Board’s decision-making authority are set
out below.
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Rewarding innovation

Some Rights Holders commented that “innovation” should be recognized and rewarded.

In response, the Board observes that “innovation” is not a factor set outin s. 85(1) of the Act. The
closest factor is s. 85(1)(b) relating to identifying medicines “of the same therapeutic class”. The
question of “innovation” logically relates to how closely those medicines of the same
therapeutic class compare to the medicine in question or represent a new therapeutic strategy.

Supply chain

These stakeholders raised concerns about the downstream impact that list price reductions,
and the timing of list price reductions, can have on inventory, patient access, and support
programs, because pharmacy markups are typically set by provincial legislation as a
percentage of the list price.

In response, the Board observes that list prices are set by Rights Holders and may be adjusted
by them (up or down) periodically, in their discretion (subject to excessiveness). The Board has
little direct impact on the timing of list price changes. Only in the rare case of a tribunal
decision can the Board order a list price reduction, and the timing of its implementation. Itis
believed that such rare tribunal decisions do not have a significant overall impact on supply
chain issues.

Distribution of excess revenues

Private Payers requested that payments resulting from voluntary undertakings or hearings be
distributed beyond public drug programs to include private insurers and patients paying out of
pocket.

In response, the Board observes that the Act sets out how those payments may be distributed.
It would require statutory changes by Parliament to achieve the requested payments. Itis not
within the Board’s power to direct payments via the Guidelines.

Access to medicines

Patient groups raised concerns about the impact of PMPRB processes on access to new
medicines, particularly in the context of drugs for rare diseases.

In response, the Board observes that access to medicines is not a factor the Board is directed
to consider under s. 85(1). Nonetheless, this does not prevent the Board from accelerating
initial review of new patented medicines, based on our administrative authority to simplify the
review of medicines which are at low risk of excessive pricing.

Patient Perspectives

Patient groups highlighted that meaningful stakeholder engagement is considered essential.
Such engagement includes soliciting their input, consulting and collaborating with them, and
making information and resources available to them to gain insight into their lived experience
and those of their communities of care.

Unfortunately, despite the compelling personal stories shared with the Board by numerous
patient advocates, direct involvement in PMPRB decision making around individual medicines
is neither supported by s.85(1), nor is it feasible given the confidential nature of
communications between Rights Holders and Board Staff.

The Chairperson has separately proposed a twice-yearly consultative discussion group with
patient groups to share information about the issues and decisions before the Board,
particularly on the structure and implementation of the Guidelines, and their expected impact.
The Director General of the Board is also available to answer specific questions of patient
groups on any particular questions about the Board or its Guidelines.

Pharmacoeconomics and cost-effectiveness

All stakeholders recognized that due to judicial decisions pertinent to this Board, and to
changes to regulations as implemented, that the Board will not be considering
pharmacoeconomics or a drug’s cost-effectiveness.

Nonetheless, the Board invites stakeholders to consider how this Discussion Guide proposes
that s.85(1)(b) will be applied in in-depth reviews, which, for a large majority of patented
medicines, will now take place at time points considerably after Canada’s Drug Agency
(formerly CADTH), INESSS and other international organizations have had the opportunity to
conduct such assessments using a full suite of best practices. It is anticipated that going
forward, the Board will have better information to ensure its s.85(1)(b) determinations are
optimal.
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5. Overview of the Proposed Framework

The schematic below provides a high-level overview of how and where the key issues fitin
the PMPRB’s proposed price review process.
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The basic structure of the price review process envisioned by the Board can be described
through four main parts (“Sections”): Section A: Initial Price Review; Section B: Post-Initial
Price Review; Section C: Special Provisions; and Section D: In-Depth Review.

Section A: INITIAL PRICE REVIEW: Outlines the process and identification criteria Staff will use to flag
medicines that may be at a greater risk for excessive pricing for an in-depth review.

Under the proposed framework, the PMPRB will:
e compare list prices of patented medicines against the International Price Comparison (IPC)
criteria.
e usethe medicine’s price filings during the initial period'® for the assessment.

On this basis, list prices which are at low risk of excessive pricing will receive initial review from the
Board within 60 days and require no further consideration until Post-Initial Price Review on an
annual basis (Section B) or complaint basis (Section C).

% period from the date of first sale to the end of the six-month regulatory reporting period (i.e., June 30 or December 31)
when that period is greater than one month.
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Section B: POST-INITIAL PRICE REVIEW: Outlines the ongoing monitoring of medicines that have
already undergone the initial price review.

Under the proposed framework, the PMPRB will:
e compare list prices of patented medicines against the same IPC identification criteria as in
Section A
e compare list price changes against changes in the Consumer Price Index (CPI).
e conduct the comparisons on an annual basis.
e notdistinguish between “New medicines”"" or “Existing medicines”'?as part of the price
review process.

e The only difference with Existing medicines is that those above the identification
criterion chosen by the Board will be given a period of time to adapt (see section 6 for
discussion) after the implementation of the Guidelines before a review that can lead to
in-depth review is commenced.

Patented medicines that do not meet any identification criteria in either the initial or annual price
review would be considered as being reviewed at that time, and no additional action by Staff would
be conducted until the medicine is reviewed again the following year or if a complaint is received.

Section C: SPECIAL PROVISIONS - role of complaints: outlines the role of complaints as a separate
process by which medicines can be identified for an in-depth review.

Under the proposed framework, the PMPRB will:

e enhance the efficacy and relevance of its complaints process as a stopgap to ensure that
case-specific situations not captured by PMPRB’s IPC price review can be identified for anin-
depth review when needed.

e open anin-depth review for medicines subject to reduced reporting obligations™, only if a
complaintis received.

Section D: IN-DEPTH REVIEW: A Staff-led analytical process that considers all the factors outlined in
Section 85(1). At the conclusion of the process, Staff will recommend to the Chairperson whether
the in-depth review should be closed or lead to a Notice of Hearing. The Chairperson will then
decide whether a hearing should be initiated, or whether the in-depth review should be closed
without proceeding to a hearing.

Under the proposed framework the PMPRB will:
e conductan in-depth review considering all of the factors outlined in Section 85(1), including
comparing prices to the IPC, changes in CPI, and the domestic and international
therapeutic class comparison (dTCC and iTCC).

While the in-depth review criteria will be compared against the list price of the medicine, the Board
will continue to use the average price per package and/or net revenues filed by the Rights Holder
when the Chairperson is considering a potential excess revenue amount in a voluntary undertaking
submitted by the Rights Holder.

1 Patented medicines without a MAPP or projected NEAP as of July 1, 2022.

2 patented medicines with a MAPP or projected NEAP as of July 1, 2022.

3 Patented over-the-counter (OTC) medicines, certain non-prescription controlled substances, generic and veterinary
medicines.
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5.1 Section A: Initial Price Review of Patented Medicines

As soon as a patented medicine has sales in Canada, that medicine is subject to the
PMPRB’s price review jurisdiction. Pursuant to Subsection 4(2) of the Regulations, Rights
Holders are required to report price and sales data to the PMPRB within 30 days after the
day on which the medicine is first sold in Canada, and on a semi-annual basis moving
forward. Under the proposed framework, the PMPRB will use a medicine’s initial filing
period (first semi-annual filing) to conduct an initial review based on the International Price
Comparison (IPC) (based on s. 85(1)(c) of the Act). The review will compare the list price of
a medicine in Canada with the list price in the PMPRB11 basket of countries to identify
medicines that may need a more in-depth review.

The use of IPC as the identification criteria is a logical starting point for efficiently
identifying cases that may need a more in-depth review. Its use has many advantages:

o Thefirstis thatthe IPC is based on information Rights Holders provide in their filings
to the PMPRB and thus is known in advance.

e Also, itis understood that the international prices of medicines may already reflect,
to some extent, the availability of comparator medicines in those markets.

e This makes the IPC transparent and predictable for Rights Holders and the earliest
type of price review that the PMPRB can perform, as it does not rely on scientific
reviews or public prices of other medicines.

In contrast to previous Guidelines, the Board has decided to reserve the use of the
domestic Therapeutic Class Comparison (dTCC) (based on s. 85(1)(b) of the Act) and the
international Therapeutic Class Comparison (iTCC) (based on s. 85(1)(c) of the Act)
(collectively, the “TCC”) only as part of an in-depth review. This approach aligns with the
PMPRB's objective of achieving a balance between ensuring that instances of potential
excessiveness are identified and managing the Board’s resources.

The Board recognizes that the application and relevance of the TCC can vary based on the
individual circumstances of each medicine, including its primary indication and the
comparators available at the time of assessment. Unlike the IPC, the TCC does not enable
a direct price comparison with the same medicine. Consequently, the Board’s position is
that Staff should consider the TCC in combination with other factors, such as the IPC and
CPI, as part of an in-depth review.
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5.2 Section B: Post-Initial Price Review of Patented Medicines

According to the Patent Act, the PMPRB's mandate extends beyond conducting an initial
price review at introduction; rather, it encompasses the continuous monitoring of prices
throughout the life of the patent to ensure they are not excessive at any stage of the
medicine’s patent life cycle. This is facilitated by the filing requirements stipulated by the
Regulations which require Rights Holders to submit pricing information semi-annually.

Under the proposed framework, the PMPRB will conduct an annual post-initial review of
prices for all patented medicines under its jurisdiction.

e For greater clarity, there will be no distinction between “New medicines”' or
“Existing medicines”' with regard to the price review process. The only difference
with Existing medicines is that those above IPC identification criteria chosen by the
Board will be given a period of time to adapt to the Guidelines after they are
implemented before an assessment based on IPC which could lead to an in-depth
review is be commenced.

e This annual monitoring will apply the same IPC identification criteria used during
the initial review for all subsequent post-initial reviews.

e [fanIPC cannotbe conducted due to a lack of PMPRB11 price (e.g. Canada is the
first launch country in the PMPRB11), it will not lead to an in-depth review.

e Additionally, Staff will compare price changes of medicines against changes in the
CPl as an identification criterion to identify medicines that warrant an in-depth
review.

The use of the IPC and CPI as identification criteria continues to provide the same
amount of transparency and predictability to Rights Holders as provided in the initial
review, as these criteria are based on either publicly available information (e.g., CPl) or
are directly within the control of Rights Holders (e.g. IPC). The Board believes this
process ensures an appropriate balance that allows for ongoing monitoring without
undue administrative burden while maintaining predictability for Rights Holders.

14 Patented medicines without a MAPP or projected NEAP as of July 1, 2022.
5 Patented medicines with a MAPP or projected NEAP as of July 1, 2022.
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5.3 Section C: Special Provisions

5.3.1 Role of Complaints

Under the previous guidelines, a full review (using both international prices and
therapeutic price comparisons) was conducted for all medicines, regardless of whether a
complaint had been made. Consequently, the receipt of a complaint did not have a
material impact on the type or level of review being conducted (the “price tests”).

Under the proposed approach, all medicines would be subject to initial review (using
international prices only), and only medicines which progress to the in-depth review stage
would be subject to a full review (using international prices, CPI, and therapeutic price
comparisons). The Board is considering using the receipt of a pricing complaint as an
additional pathway to an in-depth review.

Under the proposed framework, an approved individual/group (See Topic 4, below) who
believes that the price of a patented medicine in any market in Canada is excessive may
submit a complaint to the PMPRB. The receipt of the complaint will lead to an in-depth
review.

The PMPRB has long used a complaint-based process to achieve two main objectives:

1. As a stopgap to ensure that case-specific situations not captured by the initial and
post-initial price review process can be considered when needed.

While the identification criteria in the initial and post-initial review process provide an
important initial step to identifying cases for an in-depth review, they may not capture all
cases that warrant it. There may be cases where the guideline identification criteria do not
identify case-specific situations where an in-depth review should take place. As a result,
the Board views the role of complaints as a crucial mechanism to ensure that unexpected
scenarios are not missed.

2. Torecognize that certain medicines, due to their unique market characteristics,
have a lower likelihood of excessive pricing.

The PMPRB has long used the complaints-based process to reduce scrutiny of medicines
in areas with a lower risk excessive pricing and to focus PMPRB’s resources on the most
likely cases of price excessivity. Under the amended Regulations, patented over-the-
counter (OTC) medicines, certain non-prescription controlled substances, generic and
veterinary medicines are not required to file pricing and other information with the PMPRB
unless specifically requested to do so by the PMPRB.

Under the proposed framework, the Board will operationalize this by requiring that, for
medicines subject to reduced reporting obligations, an in-depth review will only be
commenced if a complaintis received.
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5.4 Section D: In-Depth Review

An in-depth review will consider all of the factors outlined in Section 85(1), including
comparing prices to the IPC, changes in CPI, and TCC. Consequently, the in-depth review
will include an analysis of both scientific and pricing information.

The therapeutic comparators will be established during the scientific analysis outlined in
the figure below Subsequently, prices will be identified for the comparators and Staff will
consider the relevance of the comparators based on the context provided by the scientific
review. Staff will then consider the strength of the therapeutic comparators, the relevant
IPC, and the CPIl on a case-by-case basis.

For example, if the therapeutic comparators are highly similar, the TCC may carry more
weight during the analysis vis a vis the IPC, whereas the opposite may be true when the
comparators are less similar. The balancing of all the price comparisons based on the
85(1) factors will determine whether Staff recommends that the in-depth review be closed
or proceed to a Notice of Hearing. The final decision to close the in-depth review or issue a
Notice of Hearing will remain with the Chairperson.

Role of Undertakings

If Staff recommends a Notice of Hearing, the Rights Holder may choose to submita
voluntary undertaking (VU) before the Notice of Hearing issues. Any proposed voluntary
undertakings will be referred to the Chair. The Chair will determine whether a hearing is in
the public interest or whether the in-depth review should be closed by considering the
strength of the Staff’s recommendation based on the factors, and any proposed voluntary
undertaking from the Rights Holder.

As areminder, after a Notice of Hearing issues, neither the staff nor the Chairperson is
permitted to consider a voluntary undertaking. If the Rights Holder seeks a settlement after
a Notice of Hearing has been issued, it must be presented to the hearing panel, who has
exclusive authority to decide to discontinue the hearing based on the terms of the
proposed settlement.

Excess revenues

While Staff will not calculate potential excess revenues as part of the in-depth review,
potential excess revenues included in voluntary undertaking submitted by the Rights
Holder will continue to be based on the average price per package and/or net revenue
(ATP) information filed by the Rights Holder pursuant to the Regulations, and not on list
prices.
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Transparency and Ongoing Communication with Rights Holders

Staff will ensure that Rights Holders are kept informed of the status of their reviews and
receive appropriate notice and opportunities to provide input at key moments in the review
process. In particular, the following process timelines and notification steps are being
considered:

‘ Initial/Post-Initial Price In-Depth Review

Review
Rights Holders Rights Holders Rights Holders Rights Holders
file with are notified of an notified of informed of
PMPRB in-depth review scientific review recommendation

8-10 months (with HDAP) T
6-8 months (no HDAP) 3 months 3 months

4

Assess Scientific Review Price Review: Staff to
Identification assess 85(1) factors,
Criteria Price Review prepare recommendations

A Rghts Holder may provide
additional information for
Review process returns to step reconsideration of the
2 - the scientific review. L scientific review

Steps 1to 2 - Assess ldentification Criteria: Staff will send a letter to Rights Holders within
60 days of receipt of their semi-annualfilings indicating whether any of their medicines will
be subject to an in-depth review. This 60-day timeframe applies to the completion of both
initial and post-initial reviews'.

If an in-depth review is initiated it could be completed relatively quickly (within
approximately 12 months) in certain circumstances (e.g. products where the scientific
review quickly determines there are no comparators and IPC is relatively simple and non-
controversial), or could take longer (up to approximately 28 months) for very complex
cases.

Steps 2 to 3 - Scientific and Price Review: Once an in-depth review is initiated, the
scientific team will identify the comparators for the purpose of conducting a potential TCC.
Rights holders will be notified within 6-8 months (potentially longer if the Human Drug
Advisory Panel (HDAP) is required). If a Rights Holder wishes to provide additional
information for reconsideration of the scientific review, they will have 90 days to do so.
Such a reconsideration will make the review process return to step 2 - the scientific review.

In parallel, Staff willcommence its price review of the medicine in anticipation of the
results of the scientific review. At this stage, the Staff may also hear comments from Rights
Holders on a case-by-case basis.

18 Post-initial reviews will be conducted after the receipt of second half semi-annual filings.
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Steps 3to 4 - Price Review: Once the scientific review has been concluded, Staff will
assess 85(1)(b) by adding pricing information to the TCC analysis. The process for TTC
selection and analysis is set out in the in-depth review Section 6.3 below.

After the s.85(1) factors have been individually assessed, Staff will then balance all the
factors together and submit a recommendation to the Chairperson that the in-depth
review be closed (with or without an undertaking) or proceed to a Notice of Hearing.

The balancing of the factors is not defined by legislation or regulation. As in the past, when
crafting recommendations to the Chairperson, Staff will set out how the balancing is
affected by the available evidence, and its recommended weight, which can vary on a
case-by-case basis (see section 8 for case study examples), while also ensuring that it is
applying its balancing methodology consistently to ensure fairness between all Rights
Holders.

If the result of the in-depth review is a recommendation to the Chair to issue a Notice of
Hearing, Staff will provide the Rights Holder with notice of that recommendation. The
Rights Holder will have 3 months to respond before the Chair decides whether to issue the
Notice of Hearing.

Rights Holders may submit a Voluntary Undertaking (VU) at any point following notice that
Staff will be initiating an in-depth review, and all VUs will be presented to the Chairperson
alongside analysis and a recommendation from PMPRB Staff.
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6. Topics for Discussion

6.1 Initial and Post-Initial Price Review

,—" | SPECIAL PROVISIONS :
INTERNATIONAL PRICE - l -5
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!

Topic 1: Price level within the
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implementation of the | |

Guidelines, to determine whether | |

the IPC identification criteria for |
an Existing medicine is met

1 year, 2 years, or 3 years

_» Option 1: If the list price increase

Y N
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Topic 3: In-depth review based ﬂ is above ane-year C

on CPlincrease criteria Option 2: if the cumulative increase

in list price over the last two years is
“* above the combined CPI for the past
twao years and the increase only took

*The midpoint between the MIP and HIP place within the last year

6.1.1 Price level within the PMPRB11 to be used in the initial and post-initial price
review

As per s. 85(1)(c) of the Act, the Board is required to consider the prices at which the
medicine and other medicines in the same therapeutic class have been sold in countries
other than Canada, to the extent that information is available. As described in the
framework above, the Board will use the IPC comparison for the same medicine alone (not
including the medicines in the same therapeutic class) as the primary criterion for
identifying cases for an in-depth review.
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The Board is seeking feedback on the price level within the PMPRB11 that should be used
for this initial review. The Board aims to achieve a balance between identifying instances of
potential excessiveness and managing the Board’s resources.

The Board has identified three IPC criteria which could enhance the Board’s administrative
efficiency and provide transparency and predictability for Rights Holders. These three
options are:

o Median International Price (MIP)
o HighestInternational Price (HIP)
e The midpoint between the MIP and HIP

The Board recognizes that many Rights Holders took the position during Phase 1 of the
consultation that the highest international price filed by the Rights Holder (“HIP”) is the
most appropriate price level for the Guidelines to use because it is not possible for a price
below the HIP to be excessive. Nevertheless, the Board notes thatin some instances itis
possible for a price below the HIP to be excessive, just like there are instances in which itis
possible for a price above the HIP to not be excessive. In particular, where the TCC is
significantly below the IPC, as was the case in the Shire BioChem Inc. (Adderall XR, 2008)
and Horizon Pharma (Procysbi, 2022) hearings, the Board found that a price above the
midpoint between the TCC and the median international price was excessive.

For this reason, and others, the Board is continuing to consider whether a price level below
the HIP of the PMPRB11 may be more appropriate as a screening tool to identify medicines
for an in-depth review, given that the Board is proposing not to use the TCC in the initial
price review. Regarding administrative efficiency, the Board is aware that it is constrained
in the amount of yearly in-depth reviews Staff can perform and that the number of in-depth
reviews increases as the IPC identification criteria moves below the HIP. Some important
data on the number of medicines in each category are provided in Figure 1, below.

Finally, some of the comments made by stakeholders during Phase 1 suggest that at least
some of them view the application of identification criteria as an adjudication of whether a
price is excessive. In this regard, the Board reiterates that the use of identification criteria
is not intended to be and should not be misconstrued as a decision regarding whether a
price is excessive. Whether a price is excessive is a determination that can only be made
by the Board in the context of assessing the specific circumstances of a patented
medicine’s price in a public hearing and is not something that can be decided in the
Guidelines. Indeed, itis possible that an in-depth review commenced because the price of
a medicine is above the IPC be closed upon further analysis with or without the receipt of a
voluntary undertaking.
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Topic 1: Price level within the PMPRB11 to be used in the initial and post-initial price review

The Board is considering the following options:
e Option 1: Median International Price*
e Option 2: Highest International Price
e Option 3: the midpoint* between the MIP and HIP

*Notes on Prices:

e The median would only be calculated for medicines with prices reported in at least two
PMPRB11 countries. If the medicine is sold in an even number of countries, the median will
be calculated as the simple average between the middle two prices. If the medicine is sold in
an odd number of countries, the median is the middle price.

e For midpoint, the Board proposes that the midpoint between the MIP and HIP would be a
simple average between those two prices.

e Where there is one international price comparator, it will be considered the HIP. Where there
is a lack of international price comparators (e.g. Canada is the first launch country in the
PMPRB11), the IPC identification criterion will not be used to commence an in-depth review.

Canadian list prices of patented medicines within the PMPRB11

Figure 1. Distribution of Canadian list prices of patented medicines within the PMPRB11"

Higherthan the Midpoint of the MIP and HIP
I =

Intro DINs 63%

M List <= MIP MIP-Mid Mid-HIP  mList>HIP

All medicines:
e 32% of all patented medicines had Canadian list prices higher than the highest international
price (HIP) of the PMPRB11 in 2023.
o 53% of all patented medicines had Canadian list prices higher than the midpoint of the MIP
and HIP of the PMPRB11in 2023.
o 78% of all patented medicines had Canadian list prices higher than the MIP in 2023.

New medicines in the initial filing period (at introduction):
e 8% of new medicines had Canadian list prices higher than the highest international price
(HIP) of the PMPRB11 in their initial filing period.
e 21% of new medicines had Canadian list prices higher than the midpoint of the MIP and HIP
of the PMPRB11 in their initial filing period.
e 37% of new medicines had Canadian list prices higher than MIP of the PMPRB11 in their initial
filing period.

7 Data source: PMPRB CIMS 2022 & 2023
. All patented DINs with both Canadian list price and PMPRB11 prices available in SA2 2023 and 4 outliers
excluded (N=852)
. Intro DINs refer to all patented medicines launched during 2022 & 2023, with both Canadian list price and
PMPRB11 prices available during their Introductory Period (N=84)
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6.1.2 Transitional provisions for Existing Medicines

As described in section 5.2, Existing Medicines with list prices above the IPC identification
criteria chosen by the Board will be given time to adapt to the Guidelines before anin-
depth review will be commenced. Such a review would be based on the most recently
available list prices filed by the Rights Holder.

Topic 2: The length of time Staff should wait, following the implementation of the
Guidelines, to determine whether the IPC identification criteria for an Existing medicine is
met

The Board is considering the following options:
Option 1: one year

Option 2: two years

Option 3: three years

6.1.3 The CPI factor

As per s. 85(1)(d) of the Act, the Board is required to consider changes in the Consumer
Price Index (CPI). According to the proposed framework, the CPI factor will be assessed
during the annual post-initial price review. During this review, Staff will compare price
changes of medicines against changes in the CPI to identify medicines that warrant an in-
depth review.

The Board is proposing to use CPI as a criteria that can lead to in-depth review. In that
regard, the Board is considering two options to better reflect how price increases have
historically evolved in Canada.

Topic 3: In depth review based on CPl increase criteria

The Board is considering the following options:
Option 1: if the list price increase is above one-year CPI.
e Predictable and transparent: the assessment is based on the list prices reported by
Rights Holders (previous year and current year list prices), and the one-year actual CPI
as reported by Statistics Canada.

Option 2: if the cumulative increase in list price over the last two years is above the combined
CPI for the past two years and the increase only took place within the last year (i.e. no increase
in price in the first of the two years, followed by an increase on the second year)
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6.2 Special Provisions

‘—- ‘ ROLE OF COMPLAINTS

Topic 4: The individuals/groups permitted to
submit a complaint
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6.2.1 Complaints

As per the proposed framework, complaints will serve as a key mechanism to identify
medicines that may warrant an in-depth review. A primary goal of the complaints process,
as described in section 5.3.1 of this discussion guide, is to serve as a stopgap, ensuring
that case-specific situations not captured by PMPRB's price review process can be
identified for an in-depth review when needed.

The Board seeks to balance inclusivity and transparency with the need to prevent misuse
and ensure that instances of potential excessiveness can be identified. Achieving this
balance is crucial for ensuring effective ongoing monitoring, reducing administrative
burden, and maintaining predictability for Rights Holders.

To this end, the Board is considering a range of options for defining who can submit a
complaint that automatically leads to an in-depth review, ranging from limiting complaints
to the Federal Minister of Health or any of their Provincial or Territorial counterparts to
having no limits to who can complain to the PMPRB.

Topic 4: The individuals/groups permitted to submit a complaint
The Board is considering the following options:

Option 1: limit complaints to the Federal Minister of Health or any of his/her Provincial or
Territorial counterparts
e helps ensure that key government officials with a vested interest in public health
bring the most pertinent cases of potential price excessivity to the PMPRB's
attention.
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e Consistent with s. 86(2) of the Patent Act.

e Members of the public can contact their elected officials if they are concerned that
the price of a patented medicine may be excessive.

Option 2A: limit complaints to option 1 above plus public payors only; or
Option 2B: limit complaints to option 1 above plus private and public payors
o allows for a broader range of complaints from relevant payors.

Option 3: limit complaints to everyone except for Rights Holders
e opensthe complaints process to a wide range of stakeholders who may have
legitimate complaints while excluding those with a direct commercial interest,
preventing any misuse of the process.

Option 4: no limits/restrictions
e treats all parties equally and ensures the broadest range of complaints. The PMPRB
recognizes the potential for a high volume of complaints under this scenario and, if
needed, would consider measures to minimize the possibility that some complaints
may be inappropriate.

6.2.2 Therapeutic Market Considerations

Another main objective of the complaints process has been to recognize that certain
medicines have a lower likelihood of excessive pricing due to their unique market
characteristics. As described in section 5.3.1 of this discussion guide, for medicines that
have reduced reporting requirements under the Regulations, the Board has opted to only
open an in-depth review when a complaint is received. The Board acknowledges that
additional therapeutic categories may also pose a lower risk of excessive pricing and is
considering expanding the list of medicines eligible for the complaint-only based process
to prioritize higher-risk cases.

Topic 5: Expanding the list of products that would only be subject to an in-depth review
following a complaint to include biosimilars and/or vaccines

The Board is considering the following options:

Option 1: The PMPRB will treat patented biosimilars and/or vaccines the same as other
medicines.

Option 2: The PMPRB will only open an in-depth review for biosimilars and/or vaccines when a
complaint is received.

It should be noted that all the foregoing products remain subject to the Board’s jurisdiction,
provided they are patented. A complaint in respect of any one of them would automatically
result in the commencement of an in-depth review, which may or may not result in a
recommendation to commence an excessive price hearing.
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6.3 In-Depth Review: Therapeutic Class Comparison and the Scientific Review Process
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Assess Identification Criteria

As pers. 85(1)(b) and (c) of the Act, the Board is required to consider the prices at which
other medicines in the same therapeutic class have been sold in the relevant market and in
countries other than Canada (to the extent that information is available) when assessing
whether the price of a patented medicine is excessive. This comparison is limited to
identifying comparators and understanding their context, from a pricing perspective. This
process is not meantto replicate or replace a therapeutic value or clinical performance
assessment. Health Technology Assessments (HTA), cost-effectiveness analyses and
other similar detailed comparative clinical performance assessments are not included in
the s.85(1) factors, norin the implementing regulations. By contrast, other organizations in
the life sciences ecosystem are authorized, enabled and resourced to conduct HTAs using
a full suite of best practices. These include Canada’s health technology assessment
agencies, namely the Canada’s Drug Agency (CDA-AMC, formerly CADTH) and the Institut
national d'excellence en santé et services sociaux (INESSS), and a variety of provincial
ministries and pharmaceutical price review bodies.

As described in the framework above, the Board will wait until the medicine has been
identified for an in-depth review before conducting a TCC.

Establishing Comparators fora TCC

The first step is a scientific review, which is an evidence-based process that resultsin a
recommended list of potential therapeutic comparators for a patented medicine. The listis
created by the scientific Staff at the Board independently from any pricing information. The
list is then provided along with relevant scientific context to the pricing review Staff who
adds the relevant pricing information (list prices) so that they can perform list-to-list price
comparisons.
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The Board is not contemplating changes to how medicines will be identified by scientific
review for comparison purposes and will continue to use previously applied methods. The
scientific review of a new patented medicine will continue to be based on information from
a variety of sources:

e Research by a Drug Information Centre (DIC) — Staff uses the services of various
drug information centres to obtain scientific information, such as clinical trial
information, clinical practice guidelines, etc. The basis of the review by the DIC is
the indication outlined in the product monograph or, in the case of a medicine not
yet granted a Notice of Compliance (NOC), information similar to that contained in
a product monograph.

e Research by PMPRB scientific Staff —-Staff may also update research and
supplement data and evidence from the DIC using other sources.

e Rights Holder comments

e Research by external experts (contractors), as identified by the PMRPB.

After the potential comparators are identified by scientific review group, the listis returned
to the pricing group with relevant scientific context to allow the pricing group to understand
key points of comparison so that it may determine the relative strength of the comparator
in the 85(1)(b) assessment, and can contextualize the potential TCC as set out in the next
section.

6.3.1 Contextualization of potential TCC

The Board recognizes that previous PMPRB frameworks were centered on an innovation
value-based assessment (level of therapeutic improvement) as the keystone of its price
review process. While innovation is a central consideration in the Patent Act as a whole, it
is notinitself a factorin s. 85(1). Rather, s. 85(1) focuses on price comparisons at various
levels, including comparing the prices of therapeutic class comparators.

In this regard, the PMRPB acknowledges that while a medicine may have the same
approved indication or use as a new patented medicine under in-depth review and may be
selected as a potential comparator for the purposes of a potential TCC analysis, there may
be variations in the degree of comparability between medicines.

The Board believes that there should be a mechanism in place, other than the previously
used level of therapeutic improvement, to evaluate and recognize these variations as part
of the scientific review process. Recognizing these differences provides essential context
for PMPRB Staff in considering how to weigh the TCC versus the other 85(1) factors in the
context of an in-depth review when drafting their recommendations to the Chairperson.

For example, if the therapeutic comparators are highly similar, the IPC may carry less
weight during the analysis vis a vis the TCC, whereas the contrary may be true when the
comparators are less similar.
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Topic 6: Use of clinical evidence to contextualize the degree of similarity of comparators
identified for the TCC.

The Board is considering the following options:

Option 1: one level of similarity is identified for the comparators as a whole
Option 2: each comparator will be assigned a level of similarity

The PMPRB is currently considering two options to assess the degree of similarity between
the new patented medicine under in-depth review and the medicine(s) chosen as
comparator(s) for the purposes of a potential TCC analysis.

Under both options, if the new patented medicine is the only medicine sold in Canada that
effectively treats a particular illness or indication, no comparators will be identified and a
TCC test will not be conducted.

Option 1-one level of similarity is identified for the comparators as a whole.

This approach involves assessing the
degree of similarity of the medicine under

Medicine under review

Comparator Medicines ]

I
review with the group of comparators as a Q ' vooY
whole and assigning the medicine under ¢ ’ ) \\
review a single similarity grade.
Similarity rating: The under review is evall d and given a rating
that characterizes its overall level of similarity to the group of comparator

medicines

The approach for defining a level of

similarity would evaluate clinical evidence such as efficacy, safety, adverse event profile,
route of administration, and patient convenience, among other possible considerations.
Evidence would be considered based on recognized standards of quality, with information
from high-quality peer-reviewed publications, including phase Il head-to-head clinical
trials, high-quality networked meta-analysis or health technology assessment given the
greatest weight.

Option 2 - each comparator will be assigned a level of similarity.

This approach for defining the level of similarity

Medicine under review] [ Comparator Medicines }
would consider the same evidence noted in T
option 1; however, each potential comparator 0 (‘ ' ' ¥
would be assigned an individual similarity : ’ J \\
v v

A4 A

grade, allowing for a ranking of the individual
comparators. This option provides a more
granular level of comparability, with the goal of
providing a more sensitive reflection of the strengths or weaknesses of individual
comparators when making an assessment under s. 85(1)(b).

Similarity
rating

J

Similarity
rating

rating rating

Similarity ‘Samllamy
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How the level of similarity will be used in the Price Review Process

Unlike the previous level of therapeutic improvement, the level of similarity (either Option 1 or
Option 2) would not be used to directly determine pricing tests, but rather to give Staff insight
into the degree of comparability of the information contained in the TCC, as outlined in the
description of the in-depth review process found in section 5.4.

6.3.2 Human Drug Advisory Panel (HDAP)

The Human Drug Advisory Panel (HDAP) is an advisory body comprised of independent
health professionals who are contracted by the PMPRB to assist with scientific evaluations
in view of their broad general knowledge of drug therapy, drug evaluation, drug utilization
and clinical research methodology. The HDAP historically provides impartial advice to
PMRPB Staff as part of the scientific review process. HDAP members are not asked to
review the materials as specific subject-matter clinical experts and may seek the input of
clinical experts from time to time.

However, the Board recognizes that PMPRB scientific review Staff have much of the
necessary expertise to provide recommendations on comparators and comparable dosage
regimens for the purposes of a TCC analysis. The scientific review team operates
independently of the price review process, and does not look at pricing information,
engaging in detailed evidence-based evaluations, and advising only on scientific issues
that require elucidation.

Going forward, the Board seeks feedback on whether HDAP should be optionally engaged
at the request of Staff in cases where Staff seeks additional advice on the TCC, or whether
HDAP could be eliminated altogether.

Topic 7: Future role of HDAP
The Board is considering two options:

Option 1: HDAP will be used only on an ad hoc basis when deemed necessary by Staff.'®
Option 2: No HDAP - the scientific process will be conducted by Staff.

Should the Board opt to utilize HDAP recommendations on an ad hoc basis, it will do so only
when PMPRB’s scientific review team identifies specific issues or questions necessitating
additional advice. Aiming for increased efficiency, this marks a change from the previous
process where HDAP reviewed every medicine subject to PMPRB’s jurisdiction.

8 The Board will consider contracting experts for particular cases.
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7. Next Steps

In the coming weeks, the PMPRB will be hosting a multi-stakeholder webinar where the
PMPRB will provide an overview of the proposed framework and address any questions.

It is expected that a first draft of the PMPRB’s new Guidelines will be made public by the
end of 2024.

The PMPRB requests stakeholder feedback on the topics set out in this Discussion Guide,
via written submission, by the deadline of September 11, 2024. While stakeholders may
comment on any aspect of this Discussion Guide, our primary interest is views of
stakeholders on the impacts and consequences of the following 7 topics as presented
elsewhere herein:

Topic 1: Price level within the PMPRB11 to be used in the initial and post-initial price
review:

Option 1: MIP
Option 2: HIP, or
Option 3: midpoint between the MIP and HIP

Topic 2: The length of time Staff should wait, following the implementation of the
Guidelines, to determine whether the IPC identification criterion for an Existing
medicine is met:

Option 1: one year

Option 2: two years

Option 3: three years

Topic 3: In-depth review based on CPl increase criteria:

Option 1: if the list price increase is above one-year CPI

Option 2: if the cumulative increase in list price over the last two years is above the
combined CPI for the past two years and the increase only took place within the last year
(i.e. noincrease in price in the first of the two years, followed by an increase on the second
year)
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Topic 4: The individuals/groups permitted to submit a complaint:

Option 1: limit complaints to the Federal Minister of Health or any of his/her Provincial or
Territorial counterparts

Option 2A: limit complaints to option 1 above plus public payors only; or
Option 2B: limit complaints to option 1 above plus private and public payors
Option 3: limit complaints to everyone except for Rights Holders.

Option 4: no limits/restrictions.

Topic 5: Expanding the list of products that would only be subject to an in-depth
review following a complaint to include biosimilars and/or vaccines.

Option 1: The PMPRB will treat patented biosimilars and/or vaccines the same as other
medicines.

Option 2: The PMPRB will only open an in-depth review for biosimilars and/or vaccines
when a complaint is received.

Topic 6: Use of clinical evidence to contextualize the degree of similarity of
comparators identified for the TCC.

Option 1: one level of similarity is identified for the comparators as a whole.

Option 2: each comparator will be assigned a level of similarity.

Topic 7: Future role of HDAP

Option 1: HDAP will be used only on an ad hoc basis when deemed necessary by Staff.

Option 2: No HDAP - the scientific process will be conducted by Staff.
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8. Case Studies: Decision-Making Criteria for Initiating In-Depth Reviews

SPECIAL PROVISIONS

s N = y
ROLE OF COMPLAINTS THERAPEUTIC MARKET-SPECIFIC ‘ SECTION 8: CASE STUDIES l
) CONSIDERATIONS y

Part 2: In-depth Review

i Case 3: List price above IPC,
‘ INTERNATIONAL PRICE ‘ without TCC
™ COMPARISON (IPC)
l Case 4: List price above IPC,
INITIAL with TCC below IPC
PRICE [ Tmine

REVIEW
Initial filing
period will be
used

with TCC above IPC

—

Case 6: List price increase
above CPI, with TCC

The same identification criteria (IPC)
established in the initial review will be
used in the post-initial Review

Section B [ INTERNATIONAL PRICE
COMPARISON (IPC)

Prices to be

IN-DEPTH - -
REVIEW ‘ Case 5: List price above IPC, ‘ I

—»[ ‘ Case 7: Complaint, with TCC ‘

Part 1: No In-Depth Review

Assess ldentification Criteria

Case 1: List price below IPC

Reviewed
and no Case 2: List price increase within

POST-INITIAL reviewed further CPI and list price below IPC
PRICE annually CEED
REVIEW ] required

All medicines
("existing" and
“new") will be

subject to the same
identification criteria

4{ ‘ CONSUMER PRICE INDEX (CPI) ‘ l

To help stakeholders understand how Staff may weigh the factors during the in-depth
review process in order to arrive at a recommendation to the Chairperson, several case
studies have been prepared for discussion.

The case studies are distinguished into two parts: Part 1 represents scenarios where the
identification criteria are not met and thus no in-depth reviews were commenced. Part 2
includes scenarios where an in-depth review is initiated. In these scenarios, the case
studies illustrate the decision-making framework that may be applied by PMPRB Staff in
their recommendation to the Chairperson based on how the available information about
the relevant factors from s. 85(1) may appear in a given situation.

These case studies are not exhaustive and are not intended to cover all possible
permutations of scenarios that may appear in in-depth reviews. They are for illustration
purposes only. In particular, the magnitude differential represented by the lines and the
distance between them should be ignored, as the examples only seek to represent the
relative positions of the lines, not the distance between them or specific weight.
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Part Case Study

1. No In-Depth Review Case Study 1: List price below IPC

Case Study 2: List price increase within CPI
and list price below IPC

2. In-Depth Review Case Study 3: List price above IPC, without
TCC

Case Study 4: List price above IPC, with TCC
below IPC

Case Study 5: List price above IPC, with TCC
above IPC

Case Study 6: List price increase above CPI,
with TCC

Case Study 7: Complaint, with TCC

These examples are not intended to bind the Staff or the Board in any in-depth review or
hearing and the analytical approach may be departed from based on the facts available
during the review. All recommendations from the Staff and decisions from the
Chairperson/Board will depend on the particular circumstances of the matter in question.
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Part 1 (No in-depth reviews)

Case Study 1: List price below IPC L | Post \
Issue/Facts: [,Z",'.Z‘;’ i ::r::::«li
|
e Duringthe initial review, the Canadian '
list price is less than the IPC. i >
e The IPC trends downward with time, but | \
the Canadian list price also decreases. E
e With no list price increases occurring, |
changes in CPIl are not a consideration. :
e No complaintis received regarding this :
medicine. RH'SFileW === == === = = 3 >  Timeafterintroduction
the PMPRB —IPC  — CDN ListPrice

Analysis:

e No additional analysis is required, as the medicine does not trigger an in-depth
review.

Potential Recommendation:

e N/A-medicine not subject to in-depth review.

Case Study 2: List price increase within CPI - \
and list price below IPC review | Initial
period : period
Issue/Facts: |
I
e During the initial review, the Canadian ! >
list price is less than the IPC. i Y
e The IPCis constant over time, but the |
Canadian list price increases. |
e The list price increase is less than CPI. i
e No complaintis received regarding this E
medicine. m':;;i;‘g" ———————————— >  Time afterintroduction
Analysis: —>IPC —> CDN ListPrice

e No additional analysis is required, as the medicine does not trigger an in-depth
review.

Potential Recommendation:

e N/A-medicine not subject to in-depth review.
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Part 2 (In-depth review)

Case Study 3: List price above IPC, without Inftial | i \
TCC review |

period i
Issue/Facts:

e During the initial review, the Canadian
list price is greater than the IPC. This

results in an in-depth review.
Analysis:
e The commencement of an in-depth
review prompts a scientific review;

however, there are no therapeutic T > Timeatterinroduction
comparators and a TCC analysis cannot ~ "M¢FWPRE S IPC —> CONListPrice
be conducted.

e During the in-depth review, itis observed that the Canadian list price continues to
be greater than the IPC, but no list price increases are taken by the Rights Holder.

e With no TCC and no list price increase to measure against CPI, the only 85(1) factor
available for consideration is the IPC. PMPRB Staff may consider the difference
between the Canadian list price and the IPC, the number of countries with a
reported price for the medicine, as well as the range in prices across the PMPRB11.

Potential Recommendation:

e This case could resultin a recommendation for closure or Notice of Hearing,
depending upon how the Canadian list price is positioned relative to the more
comprehensive analysis of the international market.
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Case Study 4: List price above IPC, with TCC initial N i \
below IPC ey
period i
Issue/Facts: i
1

e During the initial review, the Canadian ! |

list price is greater than the IPC. This : - |
results in an in-depth review. :
1
Analysis: :
e The commencement of the in-depth :
review prompts a scientific review. This |
1
review identifies a therapeutic class o 1

RH'sFilew/ _ _ _ _ oo e o >  Timeafterintroduction

containing multiple comparators. This the PMPRB S IPC  —> CDNListPrice
list price of the medicine is greater than
the result of the TCC analysis.

e While no list price increase has been taken by the Rights Holder, the analysis
suggests that the Canadian list price is above both the IPC and TCC.

e PMPRB Staff may consider the strength of the TCC (including the level of
comparability and the number of comparators), as well as the difference between
the Canadian list price and the IPC, the number of countries with a reported price
for the medicine, and the range in prices across the PMPRB11.

Potential Recommendation:

e With the Canadian list price above both the IPC and TCC, the case-specific context
within those factors would need to be supportive of the price of the medicine for
PMPRB Staff to recommend closure of this in-depth review. More likely, this case
would result in the recommendation for a Notice of Hearing.
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Case Study 5: List price above IPC, with TCC
above IPC

Issue/Facts:

e During the initial review, the Canadian
list price is greater than the IPC. This
results in an in-depth review.

Analysis:

e The commencement of the in-depth
review prompts a scientific review. This
review identifies a therapeutic class
containing multiple comparators. This

I
Initial
review |
period |

In-depth review \

RH’s File w/
the PMPRB

________ > Timeafterintroduction

—=IPC —> CDN ListPrice TCC

result of the TCC analysis of the medicine is greater than the list price.

e No list price increase has bee taken by the Right Holder, as a result the CPI factor is

not taken into consideration.

e PMPRB Staff may consider the strength of the TCC (including the level of
comparability and the number of comparators), as well as the difference between

the Canadian list price and the IPC, the number of countries with a reported price
for the medicine, and the range in prices across the PMPRB11.

Potential Recommendation:

e With the Canadian list price above the IPC but below TCC, the case-specific context
within those factors would need to be considered. If TCC has a high degree of
comparability, Staff will likely recommendation a closure of the in-depth review. If
the TCC has a low degree of comparability, Staff will likely recommend a Notice of

Hearing.
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Case Study 6: List price increase above CPI,
Initial and post-initial
with TCC below IPC review period

In-depm
review

Issue/Facts:

vV

e After a period of time on the market, the
List Price increases greater than CPI.

Analysis:

e The commencement of the in-depth
review prompts a scientific review. This
review identifies a therapeutic class
containing multiple comparators. This RHSFilew _ 5 TimeafterIntroduction
list price of the medicine is greater than thePHIPR —>IPC  —> CDN ListPrice TcC
the result of the TCC analysis.

e PMPRB Staff may consider the strength of the TCC (including the level of
comparability and the number of comparators), as well as the difference between
the Canadian list price and the IPC, the number of countries with a reported price

for the medicine, and the range in prices across the PMPRB11.

Potential Recommendation:

e The Canadian list price is below the IPC. Given the increase above CPI and the lower
TCC the case-specific context within these factors would need to be considered,
including the difference between the Canadian list price and the IPC, the extent of
the price increase and the relative comparability of the TCC.

e Where the TCC consists of high degree comparable medicines, PMPRB Staff may
make a recommendation for a Notice of Hearing.
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Case Study 7: Complaint, with TCC

Initial and post-initial
review period

In-dem
review

Issue/Facts

e Overtime onthe market, the Canadian

v

List Price and the IPC remain
unchanged.

e Acomplaintisreceived. This will result
in anin-depth review.

Analysis:
. RH'sFilew/ _ _ _ _ o oo >  Timeafterintroduction
e The commencement of the in-depth the PMPRE
review prompts a scientific review. This —> e > COM ListPrice fee

review identifies a therapeutic class containing multiple comparators. This list price
of the medicine is greater than the result of the TCC analysis.

e Staff must take the TCC into account and weigh it against the IPC and the fact that
the Canadian List Price has not changed. Staff’s recommendation will depend
heavily on the TCC context and price differential magnitude.

Potential Recommendation:

e In asituation where the IPC has considerably more weight than the TCC given the
context, Staff may recommend that the in-depth review be closed. If the reverse is
the case, Staff may recommend that a notice of hearing be issued.
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