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About the PMPRB

The Patented Medicine Prices Review Board (PMPRB)
is an independent quasi-judicial body established by
Parliament in 1987. The PMPRB has a dual regulatory
and reporting mandate: to ensure that prices at which
patentees sell their patented medicines in Canada are
not excessive; and to report on pharmaceutical trends
of all medicines and on research and development
spending by patentees.

The NPDUIS Initiative

The National Prescription Drug Utilization Information
System (NPDUIS) is a research initiative established
by federal, provincial, and territorial Ministers of
Health in September 2001. It is a partnership between
the PMPRB and the Canadian Institute for Health
Information (CIHI).

Pursuant to section 90 of the Patent Act, the PMPRB
has the mandate to conduct analysis that provides
decision makers with critical information and intel-
ligence on price, utilization, and cost trends so that
Canada’s health care system has more comprehen-
sive and accurate information on how medicines are
being used and on sources of cost pressures.

The specific research priorities and methodologies
for NPDUIS are established with the guidance of the
NPDUIS Advisory Committee and reflect the priorities
of the participating jurisdictions, as identified in the
NPDUIS Research Agenda. The Advisory Committee
is composed of representatives from public drug
plans in British Columbia, Alberta, Saskatchewan,
Manitoba, Ontario, New Brunswick, Nova Scotia,
Prince Edward Island, Newfoundland and Labrador,
Yukon, the Non-Insured Health Benefits Program
(NIHB), and Health Canada. It also includes observ-
ers from CIHI, the Canadian Agency for Drugs and
Technologies in Health (CADTH), the Ministere de

la Santé et des Services sociaux du Québec (MSSS),
and the pan-Canadian Pharmaceutical Alliance
(pCPA) Office.
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Disclaimer

NPDUIS operates independently of the regulatory
activities of the Board of the PMPRB. The research
priorities, data, statements, and opinions expressed
or reflected in NPDUIS reports do not represent the
position of the PMPRB with respect to any regulatory
matter. NPDUIS reports do not contain information
that is confidential or privileged under sections

87 and 88 of the Patent Act, and the mention of a
medicine in a NPDUIS report is not and should not
be understood as an admission or denial that the
medicine is subject to filings under sections 80, 81,
or 82 of the Patent Act or that its price is or is not
excessive under section 85 of the Patent Act.

Although this information is based in part on data
provided under license from the IQVIA MIDAS®
Database, the statements, findings, conclusions,
views, and opinions expressed in this report

are exclusively those of the PMPRB and are not
attributable to IQVIA.
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EXECUTIVE
SUMMARY

This is the fourth edition of the PMPRB’s Meds Entry Watch report, which explores the

market entry of new medicines in Canada and other countries. Building on the retrospective
analysis of trends since 2009, this report focuses on medicines that received first-time market
approval through the US Food and Drug Administration (FDA), the European Medicines
Agency (EMA), and/or Health Canada in 2017 and 2018, and analyzes their uptake, pricing,
sales, and availability as of the last quarter of 2018 (Q4-2018). This edition includes a new
Canadian section with information on medicines that received their first Health Canada
approval in 2017, as well as those that were approved for new indications.

This publication informs decision makers, researchers,

The IQVIA MIDAS® Database was the primary and patients of the evolving market dynamics of
source for the sales and list prices of new emerging therapies in Canadian and international
medicines in Canadian and international pharmaceutical markets.

markets, as well as for the quantity sold.

International markets examined include the
Organisation for Economic Co-operation and
Development (OECD) members, with a focus
on the seven countries the PMPRB currently
considers in reviewing the prices of patented
medicines (PMPRB7): France, Germany, ltaly,
Sweden, Switzerland, the United Kingdom
(UK), and the United States (US).

PATENTED MEDICINE PRICES REVIEW BOARD NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM
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Key Findings

(A) Trends in New Medicine
Approvals, 2009 to 2017

Although the market impact of new medicine
approvals has varied from year to year since
2009, the landscape has been characterized
by a continued rise in the number of
specialized treatments.

O Medicines approved since 2009 accounted for
over one third of brand-name medicine sales
in Canada and the PMPRB7 by Q4-2018.

O From 2009 to 2017, slightly less than half
(48%) of all new medicines had sales in
Canada, ahead of the OECD median (40%) but
behind most PMPRB7 countries, many of which
have lower average patented medicine prices.

O New medicines with Canadian sales from 2009
to 2017 accounted for 94% of all new medicine
sales in the OECD by Q4-2018, indicating that
the higher-selling medicines were among those
approved and sold in Canada.

© Orphan medicines are now dominating the
market, accounting for 46% of new approvals
in 2017 and 59% in 2018, a significant increase
from the 33% average share between 2009
and 2014.

O Approximately 30% of the new medicine
approvals in 2017 and 2018 were for the treat-
ment of cancer, over half of which were orphan
oncology medicines with treatments costs
exceeding $7,500 per 28-day cycle.

O The majority of non-oncology medicines
approved in 2017 and 2018 were high-cost,
with 36 of the 60 with available treatment
costs exceeding $10,000 annually. These
results represent a continued trend toward
high-cost medicines, with lower-cost medicines
accounting for a smaller share of new approvals
in recent years.

PATENTED MEDICINE PRICES REVIEW BOARD

(B) 2017 New Medicine Approvals

More new medicines were approved in 2017 than
in previous years, with a significant increase in
the number of high-cost orphan and oncology
medicines entering the market.

O 52 new medicines received market approval
through the FDA, the EMA, and/or Health
Canada in 2017, significantly more than in
2016 and far above the average annual rate
of 35 medicines approved from 2009 to 2014.

O 46% of the 2017 new medicines received an
orphan designation from the FDA and/or the
EMA and 35% were biologic therapies.

O Many new medicines came with a high cost:
14 were oncology medicines with costs exceed-
ing $5,000 per 28-day treatment and 20 were
non-oncology medicines with annual costs
exceeding $10,000.

Fewer medicines were approved in Canada than
in the US and Europe in 2017, although Canada
compared favourably to the OECD in terms of
the corresponding share of sales.

O 27 of the 52 new medicines first approved in
2017 had market authorization in Canada by
Q4-2018, compared to 49 approved by the
FDA and 34 by the EMA.

O 18 of the 27 approved medicines recorded
sales in Canada by the end of 2018, placing
Canada sixth in the OECD and in line with
the PMPRB7 countries for the number of
new medicines with sales.

O Although these 18 medicines represent a
relatively small portion of the total number of
approvals in 2017, they accounted for 88%
of total sales for new medicines in the OECD.

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM
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Antivirals and central nervous system medicines (D) Spotlight on Canada
accounted for the majority of 2017 new medicine

sales in the last quarter of 2018. A number of medicines received their first

Canadian approval in 2017, though new

O Overall, sales for new medicines were indications approved for existing medicines
hlghly Concentrated, with antivirals to treat had a greater impact on sales.

hepatitis C making up almost 30% of new
medicine sales in Canada and the PMPRB7

in 2018. Central nervous system therapies and
antineoplastics followed, with 20% and 15%
of the market, respectively.

O 36 new-to-Canada medicines were approved
for market in 2017, of which 25 had reported
sales by Q4-2018, accounting for 1.6% of the
total pharmaceutical market.

O The top-selling Canadian approvals from
2017 received their first international market
authorization in the same year.

O Glecaprevir/pibrentasvir, an antiviral for
hepatitis C, was the top-selling new medicine
in Q4-2018, accounting for over 25% of
international new medicine sales. O New and extended indications for previously

marketed medicines contributed $594 million
.. to the $1.07 billion growth in pharmaceutical
(C) 2018 New Medicine Approvals sales in Canada between 2017 and 2018.

The relatively high rate of new medicine approvals

in 2017 was sustained through 2018, as the

number of new high-cost specialty therapies
continued to rise.

The next edition of Meds Entry Watch will build
on this analysis to provide further insight into the
medicines introduced in 2018 and a preliminary look

O 51 new medicines received market approval at those approved in 2019, as well as a retrospective
through the FDA, the EMA, and/or Health review of trends in new medicines over the past
Canada in 2018, of which 19 had approval in five years.

Canada by the third quarter of 2019.

O Nearly 60% (30) of the new medicines
received an orphan designation from the FDA
and/or the EMA.

O Oncology treatments continued to account
for around one third of new approvals, and
over a quarter of new medicines were biologic
therapies.

O Based on preliminary results, 12 of the
14 oncology medicines with available treatment
costs exceeded $5,000 per 28-day cycle.

PATENTED MEDICINE PRICES REVIEW BOARD NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM
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INTRODUCTION

Meds Entry Watch is an annual PMPRB publication that explores the dynamics of new

medicines entering Canadian and international markets, providing information on their

availability, sales, and prices.

This report builds on the three previous editions

to provide a broader retrospective analysis of
medicines that have entered the market since 2009,
and offers a detailed analysis of the new medicines
approved in 2017 along with a preliminary examina-
tion of those approved in 2018. New medicines are
identified for each year based on the date of their
first market authorization through the US Food and
Drug Administration (FDA), the European Medicines
Agency (EMA), and/or Health Canada.

This edition also features a new section focused on
medicines that received their first Canadian approval
in 2017. In addition to reporting the prices of new
medicines approved in Canada in comparison with
international markets, this analysis monitors the sales
of existing medicines that received approvals for
new indications in the same year.

PATENTED MEDICINE PRICES REVIEW BOARD

The report consists of four main parts: Part A
provides an overview of longer-term trends from
2009 to 2017; Part B focuses on new medicines that
received market approval in 2017; Part C presents a
preliminary analysis of the new medicines approved
in 2018; and Part D spotlights Health Canada
approvals in 2017.

This publication informs decision makers, researchers,
and patients of emerging therapies in Canadian and
international pharmaceutical markets.

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM
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METHODS

This report analyzes new medicines that received
initial market approval through the FDA, the EMA,
and/or Health Canada in 2017 and 2018. For the pur-
pose of this study, new medicines were identified at
the medicinal ingredient level. A new medicine was
selected for analysis if it received first-time market
authorization from any of these regulatory bodies
during the calendar year, even if it was not yet listed
for reimbursement or if there were no recorded sales
in the available data. Using these criteria, 52 new
medicines were identified for the 2017 analysis in
Section B and 51 were identified for the preliminary
analysis of 2018 medicines in Section C. The approval
of these medicines in Canadian and international
markets was assessed as of the end of 2018.

The selection of medicines featured in the analysis
of the Canadian market in Section D differs from the
previous sections. Medicines analyzed in Section D
include new and previously marketed medicinal
ingredients that received their first Canadian market
authorization through Health Canada in 2017. This
includes a number of the medicines in the 2017
analysis in Section B, but also encompasses additional
medicines that may have received initial approval
through the FDA or EMA in previous years and were
approved for the Canadian market in 2017. Section D
also reports on the sales of medicines previously
marketed in Canada that received authorization for
additional or extended indications in 2017.

International markets examined include the
Organisation for Economic Co-operation and
Development (OECD) members, with a focus on the
seven countries the PMPRB currently considers in
reviewing the prices of patented medicines (PMPRB7):
France, Germany, ltaly, Sweden, Switzerland, the
United Kingdom (UK), and the United States (US).

The IQVIA MIDAS® Database (all rights reserved)
was the main data source for the sales and list prices
of new medicines in Canadian and international
markets, as well as the number of units sold. MIDAS
data reflects the national retail and hospital sectors
of each country, including payers in all market
segments (public, private, and out-of-pocket).

PATENTED MEDICINE PRICES REVIEW BOARD

Sales and volume data encompass all versions of a
medicine available in a particular country, produced
by any manufacturer in any strength and form.

For more information on the MIDAS Database and
other NPDUIS source materials, see the Reference
Documents section of the Analytical Studies page
on the PMPRB website.

Canadian prices were based on MIDAS data, if
available; otherwise, they were taken from publicly
available results of the Common Drug Review (CDR)
or pan-Canadian Oncology Drug Review (pCODR)
processes published by the Canadian Agency

for Drugs and Technologies in Health (CADTH).
Treatment costs were calculated using Canadian

list prices where possible; if not, the foreign median
price was used. Information on dosing regimens was
taken from the product monographs published by
Health Canada, or if not available, from the FDA or
EMA. All medicines were reviewed as of Q3-2019,
unless otherwise specified.

Prices and foreign-to-Canadian price ratios were
reported for the highest-selling form and strength
of each medicine in Canada, or in the PMPRB?7 if

no Canadian sales were available at the time of the
analysis. The foreign-to-Canadian price ratios pre-
sented in this report are expressed as an index with
the Canadian price set to a value of one and the inter-
national median reported relative to this value. For
more details on how foreign-to-Canadian price ratios
are calculated, see the Reference Documents section
of the Analytical Studies page on the PMPRB website.

Prices and sales in foreign currencies were
converted into Canadian dollars using the
12-month or 3-month average exchange rate
for the year or quarter, respectively.

Historical results for the period from 2009 to
2014 were based on the methodology employed
in the first issue of Meds Entry Watch, which
identified new medicines based on the date of
first recorded sales in the MIDAS Database. This
change in methodology is not expected to have
a meaningful impact on the overall results.

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM
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LIMITATIONS

New medicines reported in Sections B and C were
selected for analysis based on their date of market
approval by the FDA, the EMA, and/or Health
Canada; however, some may have an earlier approval
date in other international markets. Likewise, the
medicines included in this analysis do not necessarily
represent all of those introduced in 2017 and 2018,
as other national regulatory bodies not examined

in this report may have approved additional medi-
cines. Nevertheless, this should have a very limited
effect on the results, as the FDA and EMA are major
regulatory bodies representing large international
markets and have regulatory approaches similar to
those in Canada.

This report reflects the initial market penetration

of these new medicines, and their availability and
uptake are expected to increase in subsequent years.
The availability of a new medicine in a given coun-
try at any point in time is influenced by a variety

of factors including the manufacturer’s decision

to launch, as well as the timing of that decision;

the regulatory approval process in place; and the
existing market dynamics.

Market approval through the EMA does not
necessarily mean that the medicine is available in
any given European country. Likewise, medicines
approved through the FDA or Health Canada may
not necessarily be reimbursed and/or have any
recorded sales.

PATENTED MEDICINE PRICES REVIEW BOARD

Some medicines with sales may not be reported in
the IQVIA MIDAS® Database, and thus, the sales of
new medicines in any given country may be slightly
under-reported. However, as the effect is expected to
be relatively consistent across all markets, this should
have only a minimal impact on the overall findings.

Canadian and international sales and prices are
based on manufacturer list prices as reported in the
MIDAS Database, and do not capture price rebates,
managed entry agreements (also known as product
listing agreements), or patient access schemes. The
methodology used by MIDAS for estimating medicine
prices varies by country, depending on data avail-
ability, and may include assumed regulated margins
and/or markups.

Publicly available prices from the Canadian Agency
for Drugs and Technologies in Health (CADTH) are
based on the manufacturers’ submitted prices, which
may differ upon market entry.

Aggregated international sales and pricing data are
heavily skewed towards the United States due to

its relatively large population, and as a result, the
ranking of medicines by international sales generally
reflects the order of sales in the US.

The assessment of medicine availability in Canada
does not consider non-marketed medicines avail-
able through programs that authorize the sale of
medicines in exceptional circumstances, such as
the Special Access Programme in Canada (SAP).

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM
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TRENDS IN NEW MEDICINE
APPROVALS, 2009-2017

A greater number of new medicines have been approved in recent years, including a rising
share of new specialty treatments. Medicines first approved between 2009 and 2017
accounted for over one third of all brand-name sales by the end of 2018. Nearly half of these
had recorded Canadian sales by Q4-2018, placing Canada 10th in the OECD and behind most
PMPRB7 countries. Despite this, Canada ranked fourth in terms of the share of total new
medicine sales, which suggests that the top-selling medicines were among those approved.

In 2017, 52 new medicines received first-time market An additional 51 new medicines were approved
approval through the FDA, the EMA, and/or Health in 2018, of which nearly 60% (30) received an
Canada, a considerable increase from the 31 approved orphan designation and close to one third (15)
the year before and the annual average of 35 reported  were approved to treat cancer.

from 2009 to 2014 (Figure Al). Almost half (24) of
these medicines received an orphan designation from
the FDA and/or EMA, representing a sustained rise
over the 33% average share from 2009 to 2014.

New medicines continued to be concentrated in
a few therapeutic areas, mostly notably among
antineoplastic agents and antivirals. The number
of approvals increased in 2017 for central nerv-
ous system medicines, ophthalmologicals, and
non-steroidal products for inflammatory skin
disorders. Additionally, a number of new migraine
treatments were approved in 2018.

PATENTED MEDICINE PRICES REVIEW BOARD NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM
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New medicines approved in Canada and the PMPRB7*, 2009 to 2018
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Average 2009-2014 2015
Share of orphan
medicines 33% 54%
Share of oncology 20% 34%

medicines

2016 2017 2018
42% 46% 59%
16% 33% 29%

Note: New medicines reported between 2009 and 2014 were identified based on the date of first recorded sales, while those reported for 2015 onward
were determined based on the date of first-time market approval by the US Food and Drug Administration, the European Medicines Agency, and/or

Health Canada.

* France, Germany, ltaly, Sweden, Switzerland, the United Kingdom, and the United States.
Data source: IQVIA MIDAS® Database, 2009 to 2014 (all rights reserved); US Food and Drug Administration, European Medicines Agency, and Health

Canada databases.

Following a period of steep year-over-year uptake

in the sales of new medicines, recent entrants have
held a relatively modest share of the market. Despite
a significant number of approvals in 2017, these new
medicines accounted for 2.8% of all brand-name
pharmaceutical sales by Q4-2018. New medicines
approved between 2009 and 2017 collectively made
up one third of the total market in Canada and
comparator countries (Figure A2).

Notably, new medicines accounted for a slightly
larger share of the Canadian market than their
corresponding share of the market in Canada and
the PMPRBY7. Driving this difference was a marked
difference between the influence of the 2016 new
medicines in Canada and internationally; whereas

PATENTED MEDICINE PRICES REVIEW BOARD

the 2016 medicines held only a 2.3% share across
the PMPRB7 by Q4-2018, they represented 4.7%

of all sales in Canada. This may be due, in part, to

a greater impact from the hepatitis C treatment
Epclusa (sofosbuvir/velpatasvir), which accounted
for 0.6% of total pharmaceutical sales in the PMPRB7
and 2.2% of Canadian sales in Q4-2018.

In any given year, the impact of new medicines

on pharmaceutical sales depends on their number,
therapeutic relevance, and treatment costs. For
example, the entry of new direct-acting antivirals
(DAAs) for hepatitis C in 2014 continues to have

a high impact on sales, accounting for one fifth

of the new medicine share of the brand-name
pharmaceutical market by Q4-2018.

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM
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FIGURE A2 New medicine cumulative share of all brand-name medicine sales by year of approval*
(2009 to 2017), Canada and the PMPRB7*

(a) CANADA AND THE PMPRB?7 (b) CANADA

40%

34.8%

35%

30%

25%

20%

15%

10%

5%

0.1% 0.4% 3%

0%

2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 Q4- 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 Q4-
2018 2018
W 2009 = 2010 | 201n 2012 W 2013 2014 2015 W 2016 W 2017 M New medicine share of sales

* New medicines introduced between 2009 and 2014 were identified based on the date of first reported sales, while those reported for 2015 onward
were determined based on the date of first-time market approval by the US Food and Drug Administration, the European Medicines Agency,
and/or Health Canada.

t France, Germany, Italy, Sweden, Switzerland, the United Kingdom, and the United States.

Data source: IQVIA MIDAS® Database, 2009 to 2018. All rights reserved.

Of the 336 medicines approved in Canada and the medicines analyzed, representing the fourth highest
PMPRB7 from 2009 to 2017, 48% had recorded sales share in the OECD, well above the median of 82%.
in Canada by Q4-2018 (Figure A3). While this repre- This suggests that although fewer new medicines

sents a greater share than the OECD median of 40%, were approved in Canada, the higher-selling new
it ranks below most PMPRB7 countries, many of which medicines were among those sold, which may have
have lower average list prices for patented medi- been partially influenced by Canada’s proximity to
cines (PMPRB). The new medicines sold in Canada the US market.

accounted for 94% of the OECD sales for all new

PATENTED MEDICINE PRICES REVIEW BOARD 07 NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM



MEDS ENTRY WATCH 2018

FIGURE A3 Share of new medicines approved* in Canada and the PMPRB7* from 2009 to 2017 with
available sales, and their respective share of OECD sales, by country, Q4-2018

Share of new medicines with sales Share of total OECD new medicine sales
100% 80% 60% 40% 20% 0% 0% 20% 40% 60% 80% 100%
76% us 99%
61% GER 91%
61% ITA 95%
60% UK 94%
59% AUT 93%
58% SWE 95%
55% ESP 90%
N PMPRB7 52% NOR 90%
50% FRA I | e1%
48% CAN 94%
48% FIN 91%
48% BEL 88%
48% SWI 92%
45% JPN 84%
45% POR 85%
40% HUN I | 81%
39% | I AUS I 82%
30% | I VK . | 77%
39% I  SVN | 8 3%
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34 I vEX I | 80%
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19% I NzD I 47%

18% I CHL I 5%
OECD median| = 40% 16% Il GRC NN 33% OECD median|= 82%
15% I cST I 35%

Note: Sales are based on manufacturer list prices and include sales for all OECD countries.

* New medicines introduced between 2009 and 2014 were identified based on the date of first reported sales, while those reported for 2015 onward
were determined based on the date of first-time market approval by the US Food and Drug Administration, the European Medicines Agency,
and/or Health Canada.

t France, Germany, Italy, Sweden, Switzerland, the United Kingdom, and the United States.
Data source: IQVIA MIDAS® Database, 2018. All rights reserved.
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NEW MEDICINE
APPROVALS, 2017

A greater than average number of new medicines were approved in Canada, Europe, and
the US in 2017, nearly half of which had an orphan designation. While relatively few of these
medicines had sales in Canada by the end of 2018, those sold accounted for the majority

of all new medicine sales.

Fifty-two new medicines were approved internationally Number of 2017 new medicines

in 2017, representing a considerable increase from with market approval as of

the 31 medicines approved the year before. Nearly Q4-2017 and Q4-2018

two thirds of these new medicines were high-cost,

coming with treatment costs over $10,000 per year, 60

or $5,000 per 28-day cycle for oncology medicines. Total: 52
Five new non-oncology medicines were identified 50 49 49

as expensive drugs for rare diseases (EDRDs)—

orphan-designated therapies exceeding $100,000 40

in annual treatment costs—while ten new oncology 34

medicines qualified as EDRDs at over $7,500 per
28-day cycle.

By the end of 2018, just over half (27) of the 2017 20 19
new medicines had been approved in Canada.
Both the FDA and the EMA, which represent

two of the largest international markets, approved
more new medicines than Canada at 49 and 34,
respectively (Figure B1).

FDA EMA Health Canada

W Q4-2017 Q4-2018

Data source: US Food and Drug Administration (FDA), European Medicines
Agency (EMA), and Health Canada databases.

PATENTED MEDICINE PRICES REVIEW BOARD NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM
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Of the 27 medicines approved in Canada, 18 had sales

data available in MIDAS by Q4-2018. This placed

Canada sixth in the OECD in terms of the number of

new medicines sold and third in terms of the cor-
responding OECD sales of these new medicines at

88%, marking an increase over 2016 results. The US

market, which ranked first among all OECD countries,

recorded sales for 43 of the medicines approved
in 2017, representing over 99% of OECD sales.

These results reflect the initial market penetration,
and the availability and uptake in sales for these
new medicines are expected to increase in
subsequent years.

FIGURE B2 Number of 2017 new medicines with market approval and their share of OECD sales

as of Q4-2018

Number of new medicines with available sales
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Corresponding share of OECD sales for new medicines

0% 20% 40% 60% 80% 100%
>99%
88%
86%
81%
84%
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72%
58%
70%
69%
66%
70%
75%

I | 42%
I . 72%
I 38%
I | 40%
I N 50%
I (41%
I 32%
I 15%
N 46%
I 30%
I 297
I 182
I 17%
I 26
<1%
<1%
0 2% OECD median = 46%
<1%

Note: Based on medicines that received market approval through the US Food and Drug Administration (FDA), the European Medicines Agency (EMA),
and/or Health Canada in 2017 with recorded sales data as of Q4-2018.
Sales are based on manufacturer list prices and include sales for the selected new medicines in all OECD countries.

Data source: IQVIA MIDAS® Database, 2018 (all rights reserved); US Food and Drug Administration, European Medicines Agency,

and Health Canada databases.

PATENTED MEDICINE PRICES REVIEW BOARD

10

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM



MEDS ENTRY WATCH 2018

Although new medicines approved in Canada and the
PMPRB7 in 2017 covered a wide range of therapeutic
classes, their sales were highly concentrated. The
top four ATC classes by sales represented half of the
2017 new medicines and over 80% of all new medi-
cine sales in Canada and the PMPRB7 by Q4-2018.
Two medicines, glecaprevir/pibrentasvir and ocre-
lizumab, together accounted for 45% of sales and
represented the top two therapeutic classes, anti-
virals and central nervous system drugs, respectively.
Antineoplastics ranked as the third top-selling ATC
class, with oncology treatments accounting for 12

of the 52 new medicines and 15% of sales.

As illustrated, a significant number of new medicines
fell into multiple specialty categories. Most notably,
11 of the new oncology medicines and nine of the
new biologic therapies were also orphan-designated,
four of which belonged to all three groups. In total,
46% (24) of the 2017 new medicines received an
orphan designation from the FDA and/or the EMA.
The share of oncology medicines rose to 33%, and
35% of new medicines were biologics.

8
Biologics
1 ' 5
Cancer 7 Orphan
5 8

Data source: US Food and Drug Administration, European Medicines
Agency, and Health Canada databases.

Table B1 lists the new medicines approved in 2017.
For each medicine, the country with the first reported
sales is given, along with the availability in Canada,
the share of sales in Q4-2018, and the prices and
corresponding treatment costs.! Prices are reported
for the highest-selling form and strength of each
medicine at the time of the analysis.

1. For more detailed supplementary information regarding the indication and manufacturer of each of the 2017 new medicines, see the Meds Entry Watch

publication section of the Analytical Studies page on the PMPRB website.

PATENTED MEDICINE PRICES REVIEW BOARD
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Many of the 2017 new medicines came with a

high treatment cost: 14 oncology medicines had

costs exceeding $5,000 for a 28-day regimen; and
20 non-oncology medicines had annual costs exceed-
ing $10,000. Ten oncology and five non-oncology
orphan medicines qualified as expensive drugs for
rare diseases with treatments costs over $7,500 per
28-day cycle or $100,000 annually, respectively.

Number of high-cost new medicines
approved in 2017, Q4-2018

35
32
30 5
25
20 15
15
15
10 10
5
a4
0 L | |
Oncology Non-oncology

High-cost: EDRDs*
High-cost: non-EDRDs*

Other

Note: This analysis considers the 47 new medicines approved in 2017 with
treatment costs available as of Q4-2018.

* High-cost medicines have treatment costs exceeding $5,000 per 28-day
cycle for oncology or $10,000 annually for non-oncology.

t Expensive drugs for rare diseases (EDRDs) have an orphan
designation through the FDA or EMA and treatment costs exceeding
$7,500 per 28-day cycle for oncology medicines or $100,000 annually
for non-oncology.

Data source: IQVIA MIDAS® Database, 2018. All rights reserved.

Twenty-seven of the medicines first approved in
2017 were authorized for market in Canada by the
end of 2018. Of these, 24 had been reviewed by the
PMPRB’s Human Drug Advisory Panel (HDAP) as of
the third quarter of 2019. The HDAP scientific review
found that 75% of the new medicines assessed
demonstrated slight or no improvement over their
therapeutic comparators.2

Table B2 provides an overview of the recommendations
and negotiation status for the 27 approved medicines,
while Table B3 provides further details on the phar-
macoeconomic assessments conducted by CADTH
through the Common Drug Review (CDR) and the
pan-Canadian Oncology Drug Review (pCODR).

By the third quarter of 2019, 24 new medicines

had been reviewed by CADTH for public reimburse-
ment, of which 11 had completed pan-Canadian
Pharmaceutical Alliance (pCPA) negotiations and
five others had negotiations underway. Thirteen
non-oncology medicines reviewed by the CDR
received a recommendation to reimburse with
clinical criteria and/or conditions while four received
a recommendation not to reimburse. Of the oncology
medicines reviewed by pCODR, five were recom-
mended for funding on the condition that their cost
effectiveness be improved to an acceptable level and
one was recommended not to reimburse. One orphan
oncology medicine, midostaurin (Rydapt), received
a recommendation to reimburse without conditions.

A review of private drug plan data found that over
two thirds (19) of the 27 new medicines were reim-
bursed by at least one private drug plan by the end
of 2018. However, these are preliminary results, and
their interpretation is limited. For example, if the
approval date in Canada was near the end of the 2018
calendar year, the uptake in private plans may only
have occurred in 2019 and would not be reflected

in these results.

2 Results of the HDAP reviews are published in the PMPRB's Annual Report. The upcoming 2018 edition will include updated information on assessments

for this list of medicines.
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Table B3 reports information related to the results
of the health technology assessments for the new
medicines, including the indications assessed; the
recommended condition for reimbursement; the
primary evaluation; the range of reported incre-
mental cost-effectiveness ratios (ICER) reported;
and the price reduction required for the medicine
to achieve an ICER of $50,000 per quality-adjusted
life year (QALY). The results suggest that most new

ATC*
L1
M1
R3
L1
D5
N7

B2

D5
L1
N7
B2
A10
J5
D5

J7

L1

medicines sold in Canada were not cost-effective at
the submitted price, and the vast majority of these
medicines were approved on the condition that their

price be reduced. At the high end of the reported
range, the price of some medicines would need to

be decreased by more than 99% in order to achieve
an ICER of $50,000 per QALY. Brodalumab, midos-
taurin, and voxilaprevir were the only medicines to
fall within the $50,000/QALY threshold.

Recommendations, negotiation status, and reimbursement decisions for 2017 new medicines

approved in Canada by Q4-2018

Medicine (trade name)*
Avelumab (Bavencio)B.¢.0
Baricitinib (Olumiant)©
Benralizumab (Fasenra)B
Brigatinib (Alunbrig) ¢©
Brodalumab (Silig/Kyntheum)B

Cerliponase alfa (Brineura)B©

Coagulation Factor IX [recombinant],
glycoPEGylated (Rebinyn)B

Dupilumab (Dupixent)B
Durvalumab (Imfinzi)B¢
Edaravone (Radicava)®
Emicizumab (Hemlibra)B©
Ertuglifiozin (Steglatro)
Glecaprevir, pibrentasvir (Maviret)

Guselkumab (Tremfya)B

Herpes zoster vaccine [recombinant, adjuvanted]

(Shingrix Vaccine)B

Inotuzumab ozogamicin (Besponsa)B:C.0

PATENTED MEDICINE PRICES REVIEW BOARD

CADTH pCPA negotiation Private

Health Canada approval recommendation* status® plans

Notice of Compliance

Dec-17
Aug-18
Feb-18
Jul-18
Mar-18
Dec-18

Nov-17

Nov-17
May-18
Oct-18
Aug-18
May-18
Aug-17
Nov-17

Oct-17

Mar-18

Reimburse

Reimburse with clinical
criteria and/or conditions
Do not reimburse
Completed and closed
No negotiations
Reimbursed

Active

(continued on the next page)
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ATC*
S1
J5
L1
N7

D10
L1
M1

A10
A7
L1
J5

Medicine (trade name)*

Latanoprostene bunod (Vyzulta)
Letermovir (Prevymis)®
Midostaurin (Rydapt)©©
Ocrelizumab (Ocrevus)B
Ozenoxacin (Ozanex)

Ribociclib (Kisgali)©

Sarilumab (Kevzara)B
Semaglutide (Ozempic)
Telotristat ethyl (Xermelo)©
Tisagenlecleucel (Kymriah)B.¢.0.G

Voxilaprevir (Vosevi)

CADTH pCPA negotiation Private

Health Canada approval recommendation* status$ plans

Notice of Compliance

Dec-18
Nov-17
Jul-17
Feb-18
Jan-17
Mar-18
Jan-17
Jan-18
Oct-18
Sep-18

Aug-17

Reimburse

Reimburse with clinical
criteria and/or conditions
Do not reimburse
Completed and closed
No negotiations
Reimbursed

Active

Note: Non-oncology medicines were assessed through CADTH’s Common Drug Review process, while oncology medicines were assessed
through the pan-Canadian Oncology Drug Review (pCODR) process.
* Level 2 of the Anatomical Classification of Pharmaceutical Products, as reported in MIDAS®.

t B: biologic; C: cancer; O: orphan medicines; G: gene therapies.
! Initial or final recommendation issued as of Q3-2019.

$ As of @3-2019.
Data source: IQVIA Private Drug Plan database, 2018; Health Canada Notice of Compliance Database; Canadian Agency for Drugs and Technologies
in Health (CADTH) reports; pan-Canadian Pharmaceutical Alliance (pCPA) reports.
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NEW MEDICINE
APPROVALS, 2018

The notable rate of approvals in 2017 was sustained through 2018, with a comparable

number of new medicines authorized for market. More than half of the new medicines

approved received an orphan designation, including many new oncology medicines, while

a quarter were biologic therapies. Almost all new cancer treatments were high-cost, and

one non-oncology orphan medicine was introduced at over $3.5 million per year.

In 2018, 51 new medicines received first-time market
approval through the FDA, the EMA, and/or Health
Canada. As of the third quarter of 2019, Canada had
approved 19 of these new medicines, trailing behind
the EMA (29) and the FDA (50) (Figure C1).

By Q4-2018, 40 new medicines had available sales
in Canada, the US, and/or Europe. Over two thirds
(28) of these came with treatment costs exceeding
$10,000 per year or $5,000 per 28-day course.
Table C1 provides a full list of the 51 new medicines
approved in 2018 along with the country with first
reported sales, the availability in Canada, and the
prices and treatment costs where available.3 Note
that this information reflects the early availability
and uptake of these medicines in the markets
analyzed. Prices are reported for the highest-selling
form and strength of each medicine.

Number of 2018 medicines with
market approval as of Q4-2018

and Q3-2019
60
50 50 Total: 51

50
40
30 29
20 18 19

10 10

0 L | | . |

FDA EMA Health Canada
H Q4-2018 Q3-2019

Note: Based on medicines that received market approval through the
US Food and Drug Administration (FDA), the European Medicines
Agency (EMA) and/or Health Canada in 2018.

Data source: US Food and Drug Administration, European Medicines

Agency, and Health Canada databases.

3 For more detailed supplementary information regarding the indication and manufacturer of each of the 2018 new medicines, see the Meds Entry Watch

publication section of the Analytical Studies page on the PMPRB website.
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D SPOTLIGHT ON CANADA

This new section reports on sales and prices of medicines that received their first Canadian

approval in 2017, and analyzes the market impact of existing medicines that received

approval for additional or extended indications in the same year.

Health Canada granted initial market authorization to
36 medicines in 2017, of which 25 had sales by the end
of 2018, accounting for 1.6% of the Canadian pharma-
ceutical market. Table D1 reports on the availability,
sales, and pricing of these 36 new-to-Canada medi-
cines as of Q4-2018. Notably, the five highest-selling
medicines were also reported in the list of 2017 new
medicines in Section B, indicating that they received
their first international approval in the same year.

This table also provides foreign-to-Canadian price
ratios for each medicine. These ratios compare the
median prices in the PMPRB7 countries with those in
Canada to reflect how much more or less Canadians
would have paid for a new medicine if they had paid
the median international price. The average price

of the medicine in Canada is set to a value of one
and the corresponding foreign median prices are
reported relative to this value.

PATENTED MEDICINE PRICES REVIEW BOARD

The average ratio reported across all new medicines
was 1.58, indicating that foreign prices at Q4-2018
were 58% higher than those in Canada. However,
this result is heavily skewed toward prices in the

US market. For medicines with prices available

in only one foreign country, typically the US, the
average foreign-to-Canadian price ratio was 7.91.
When medicines with fewer than two comparator
countries were excluded, the average ratio dropped
to 1.01, indicating that Canadian prices were on

par with those internationally for medicines with
established international markets. Given the dif-
ferences in Canadian and international policies for
price increases, this ratio is expected to decrease
over time.

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM



MEDS ENTRY WATCH 2018

(abed 3xau ayj uo pPanuiuo)

L6'0

£6°0

SL0

¥6'0

LO'L

Lo'L

680

00l

660

£8¢cl

60

66C

[44k

Lol

£6'0

0L0

ol'L

¢6'0

acl

S6°0

oneJ asud

uelpeue)d
-0}-ubl2404

0sg'l 16<'l
9659 160°L
2oL 821
SL6'L £20°C
6v¢c Cig4
4 [4
8595 S¢9
991 991
Lz 8lLL
o 14
eSP'ell £65°02L
LL 14
758 669
9058 ovy'8
0ge 9g¢
g 144
0S¥'s 62Le
869'¢ 820t
8yl 6Ll
£10° 690l
idad P
(avd) 92ud

9

sajes ym

SaLUNod

£98dNd
JO 'ON

%L'0

%0

%0

%20

%£'0

%0

%L°0

%80

%0°L

%L

%V'C

%9'C

%L'S

%C9

%V'9

%V'8

%66

%62l

%L'8L

%l

sajes
audIpaw mau
ueipeue)
£10T 40 a1eys

JAR=Ele| JARS TN
L1-Rely ol-Aeiy
L1-AON ¥1-3°0
JARSEle] 9L-AON
JARSEle] JARSEle]
L1-1dy §l-29Q
L1-AON 1-3des
£1-3d8s 91-1°0
JARCEE! L1-Re
L1-1dy Sl-Inr
L1-Bny JARCEE!
8l-go4 ol-Inr
JARICES LL-Inr
JARICEHS L1-4dy
JARISEIS LL-Inr
JARSISEIS z1-28q
L1-AON LL-Inr
L1-AON JARACIA
8lL-uer JARSElq]
8l-ged JARS TN
epeued £94dd 34}
ul 9jes 31s414 ul 9jes 31s414
Ajigejieay

sopyse|doauljue
Apogiue [euo20UoW-0917]

sonse|dosuiue
Apodue [euojPoUOW-091T

sjueasneupue
/solpwiaiiue Isiuobelue [MN-ZV Y

solse|jdoaunue

Apogijue [euoj20UoW-0911
s|eJiAljue sadisH-cgsr
$10}e|NPOW JOJOWIIOSUSS
[BURISUI-03SED-0D2V

syonpoud wsijogeisw
pue 1081} Alejuswile JaY10-0VvILY

solsejdosuiue
J03qIyul 8seuly| UIeI0d-OHLT

sjuabe
olewnsyJ-ijue oy1dads-0DLIN

so13oydAsdijue |eo1dAly-LVSN
SBNIp SND 48430 |IV-OXLN

19410 ‘s3onpoud ake AIg-6MIS
s|eJiAljue D siiyedsH-¢dsr
s3onpo.d s1s04a|2s a|dIININ-OV /LN

s|eJiAljue O siiedesH-cdsr
Buiyoe-Buo) ‘senbojeue
pue sulnsul uewnNH-gO0LY

sjonpoud
siseliosdijue 21We3sAS-09sd

sonse|dosuiue
Apodue [euojooUOW-091T

SOUIDDRA B||9oeA-ZI/[

SI9PIOSIP UIXS Alojewuulepul oy
$10NpoJd [BPI0JaISUOU JBYIO-0XSA

1Sse|d anadesay L

oog(lw oL ‘|w/Bw 0z

‘9]1300/|€IA "Shjul ‘oIduUSARg) qewn|aAY

>g(lW 0T ‘|w/Bw 09 ‘81309
/IBIA "snjul ‘bLlusds | ) qewnzijozely

(BowW 00§ + bW 00%
‘gInsded ‘0azuixy) juejidniaN

oygiW 0§ ‘Ju/Bu 91

“10Q/|BIA "snjul ‘OANJLIET) gqewniele|O

o(BW 08ty
‘e PI0-Wil ‘SIWAASIC) JIAOULIDIST

(BW Ot + BW OOL
‘qey pIo-wiy 1ZI8gIA) duljopexn|3

o(Bw g ‘s|nsded ‘eb|op.aDd) 1eIsn|Bl3

oo(BW Gz ‘d|nsded depAy) uLneIsopln

g(w 1L ‘Jw/Bw /L

‘luloine/BUIAS [|1y24d ‘eiezAsy) qewn|Les

(B
‘qey P3o-wiy ‘13Nxay) ajozeididxalg

ollw G lu/Bw 'z
‘|eIA ‘ezelulds) ussJauIsnN

(W Z0 ‘%S
bl p-n ydo ‘eipiIx) 15L168317

(6w OOL + BW OOL + BW 00t
‘qel pIo-Wjly 1ASSOA) JIAaade|IXOA

g(lw Ol Jw/Bw Og

‘9]1300/[BIA "SNJul ‘SNASIDQ) GewNZ|[8120

(Bw Ot + Bw OOL ‘ge3 p3o-w|iy
IRUINRIN) JIASRIUSAQID UiADIdRDD|D

(lw ¢ Jw/Ni 0oz

“304 uad ||IJo4d ‘eqIsaJ]) depn|Bap ulNsu|

glw | Jw/Bw 001

2S BUJAS ||I404d ‘eAjwal]) gqewny|esno

~>g(W Ol ‘Jw/Buw 0§

‘©[3100/[eIA 'Snyul ‘IZulyw]) qewinjeaing

g(lw g0 ‘|w/6Bow O0L

‘I |BIA ‘BUIDDRA XIUBUIYS) [pajueAn(pe

QUeUIqUIOD34] SUIDDRA J93S0Z sadJiaH

g(lw Z ‘lu/6w 051

2s BUJASs ||1I404d ‘Juaxidng) gewnjidng

L(dWIN|oA ‘Yyibuaals
‘w40 ‘dweu apedl) auipap

8LOCZ-PO ‘sojes jJo aiseys Aq payued ‘sdd14d pue ‘sajes ‘A}ljiqe|ieAe ‘/ZL0¢ ul epeue) ul paroidde 3saij SDQUIDIPOIW

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM

PATENTED MEDICINE PRICES REVIEW BOARD



MEDS ENTRY WATCH 2018

‘aseqeje souel|dwoD JO 82130N epeURD Yi[eaH ‘paaiasal s3yBH | ‘8LOZ ‘@sedeied gSYAIW VIADI :@24nos eleq
"BUIDIPBW SIY] 40) BIeP B|GR(IRAR B Ul SUOIIRYIWI| O 8NP Paliodal 10U ale Sa|es [euoljeulaiul pue uelpeue) g
'$91L1S PSIIUN Y1 PUR ‘WOPBUIY PSIIUN 8Y) ‘PUBISZIMS ‘USPIMS ‘Ale]| ‘AUBWLISD ‘edueld |
"(OHM) uoieziueBliQ YieaH PUOM 843 Ag pauleiulew waishs
uoneoyIsse|D (D1V) [ediway) di3nadesay | [eo1Woleuy ay3 Uo paseq si Builodal ayl ‘Sydiia Ul 9|ge|ieA_un Ji ‘S dIIW Ul pa1iodad se ‘S3onpoud [ed1Inadewleyd JO UOIIRDIISSe|D [eD]WO0leUY 8Y3 JO { [9AT |

‘sauIdIpaW ueyduo :Q 4edued D D160|01q g .

‘Buidlid aAISS8IXd JO suoljebs||e 4oy 610Z Adenuer Ul gddiNd @Yl Ag panssi BuliesH JO 82130N e Jo 123lgns ay3
sem 31 ‘(1qsA20.d) @1eslie}iq auluea}sAd 4oy S dlW Ul 9|ge|leAR elep S|es uelpeue) ou si aiayi ybnoyjyle ‘ojdwexs 1oy ‘oseqeied SYAIW S.VIADI Ul paliodal aq J0u Aew $8|es Yilm Sauldipaul awos 930N

_ 6lS _ ¢ - - olL-ydes
- Zrl'e - 14 - - Sl-6ny
- SOy - L - - 1-09Q
- z80°¢ - 4 - - Sl-98d
- 1991 - S - - 9L-Aep
- 891l - 4 - - SO-Aely
- 9SS - S - - 98-Ae
- 8¢ - S - - 86-18N
- 14 - L - - l-unr
all olL LOL <) %1'0> 8l-g94 1-AON
- - 4 ) %L'0> gl-uer -
Lol L L ¢ %L'0 /1-1dy 18-uer
gel 8¢l 0L 9 %L'0 L1-Bny ol-unr
60°L [4% 6% 14 %L'0 £1-3das Zl-994
n”__m._mmwpﬂ_m% uejpaw e sajes Ym sajes epeue) £98dWd au3
-oy..cm_whou_ £8ddIWd sa1unod auUIdIpaW Mau  uj 9jes 3sdi4 ul 9jes 31s414
L9ddWd uejpeued
(avd) @2ud 30 'ON £1OT jJo aieys Agejieay

SOlWYIAYLIe-uy-09dLD

s10onposd wsijogelsw
pue j0e43 Alejuswije JBYl0-0voLY

S|edlAljue ezusnjyul-gsr
sonyse|doauljue
Apoqgnue [euo|20uo -09L1

s3onpoud wsijoqeisw
pue 10e4) Alejusuwiie J8Y10-0VILY

sjusbe dl3soubelpolpey-09LL
sjuabe opsoubelpolpey-09LL
sJ03IgIyul uonebalb6e j91e1e|d
Bupueyus dWvo 18193e|d-01d

s1onpoud wsijogeisw
pue 10e4] AlRjusuwile JaYI0-0VILY

X pue x| A ‘Il si03oe4-zazg

ulngojBounwiw Xelyiuy-6lagor

SOUIDDRA [220020BUIUBIN-ZA/Ll

suoljesedoud
aude-jjue |edido] -0vOoLd

synpoud
9dusuiUOdUl Adeuln-AyO

senbobejoyd
pue Adeisy) a|iq 1BYI0-6VSY

sonbojeue
pue sujinsul uewny Jay0-6J0LY

1Sse|d anadesayL

(Jw Sz ‘|w/Bw 0g
‘91309/|eIA "SNjul ‘SsaAeULIg) JUB[eYRUIB A

og(lW OL ‘|w/Bw g ‘911309
/IBIA "Snjul ‘ewnueyy) eje asedl|agas

(w09
‘lw/Bw G ‘Bed ‘snjul ‘qealdey) JiAlleiad

>g(lW 0§ |w/Bw 9] ‘8|330q

/IBIA "Snjul ‘ezzelliod) gewnuwniioaN
o(Bw gz| 's|nsded ‘pjojeje) jeiselebi
(lw G ‘Al [e1A ‘uedsieq) [IgzL] suednjjol

(baoeinaN) [481] uageiadol

og(IW §°Z ‘Jw/Bw 08

‘9110q/[e1A ‘sSnyul ‘Ol|@3ed) Bp1oJqyRQ
o(Bw sz

‘aInsded ‘10sA204d) 1e41ielIg SUIWRSISAD

a(NI 000
‘AP |BIA ‘UAUIgRY) PalRIADTODA|B
‘[aueuiquiodal] X| 10304 uolje|nbeo)d

glliseayiuy)
[uewny] UNQO|6 BUNWIW] XeIYIuY

g(lw g0 ‘Jw/Bow Ozl
‘wi yo4d ‘equawini 1) [g°V saljiweygns]
980Zd 4 g sIpibulusw elsssioN

(6 0Ol ‘%l ‘weald ‘xauezQ) uipexouszo
(Bw og
“104 9|Nsded ‘|AI0IDIN) sulidAldold

oBW g
‘qey PI0-Wil ‘eAIE20) PSR D10YdRBg0

(Jw g jw/Bow ¢ + /Nl O0L
“3124 uad ||I424d ‘enbi|os) splreuasIXI]

L(dWIN|oA ‘Yibuaais
‘wJoj ‘sweu aped}) supipsW

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM

PATENTED MEDICINE PRICES REVIEW BOARD



MEDS ENTRY WATCH 2018

Thirty-four previously marketed medicines

were granted new or extended indications

by Health Canada in 2017. As a group, these
medicines grew by 17%, or nearly $600 million,
from 2017 to 2018. By comparison, the Canadian
pharmaceutical market grew by 4%, or slightly over
$1 billion, over the same period. As a result, existing
medications with new indications accounted for
55% of total Canadian pharmaceutical sales growth
from 2017 to 2018. Of these medicines, velpatasvir,
pembrolizumab, and adalimumab made the greatest
positive contributions to the sales growth, while
ledipasvir had the greatest negative impact. For
the full list of medicines with new indications, as
well as their change in sales from 2017 to 2018,

see Appendix |.

PATENTED MEDICINE PRICES REVIEW BOARD

Change in sales of existing medicines
with new or extended indications in
Canada, 2017 to 2018

2017 2018
sales sales

Net change in
sales (% change)

Existing medicines with new

indications in 2017 $3.508  $4.098

$0.59B (17%)

Total Canadian market $27.43B  $28.51B $1.07B (4%)

Data source: IQVIA MIDAS® Database, 2017 to 2018. All rights reserved.

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM



MEDS ENTRY WATCH 2018

REFERENCES

European Medicines Agency. 2018. Human Medicines Highlights 2017.
Available: https://www.ema.europa.eu/en/news/human-medicines-highlights-2017

European Medicines Agency. 2019. Human Medicines Highlights 2018.
Available: https://www.ema.europa.eu/en/news/human-medicines-highlights-2018

Food and Drug Administration. 2018. Nove/ Drugs 2017. Silver Spring, Maryland: US
FDA, Center for Drug Evaluation and Research. Available: https://www.fda.gov/drugs
new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products
novel-drug-approvals-2017

Food and Drug Administration. 2017. Novel/ Drugs 2018. Silver Spring, Maryland: US
FDA, Center for Drug Evaluation and Research. Available: https://www.fda.gov/drugs
new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products
novel-drug-approvals-2018

Health Canada. 2019. Drug and medical device highlights 2018: Helping you maintain and improve your health.
Ottawa: Health Canada. Available: https://www.canada.ca/en/health-canada/services/publications/drugs-
health-products/drug-medical-device-highlights-2018.html

PMPRB. 2018. Annual Report, 2017. Ottawa: Patented Medicine Prices Review Board.
Available: http://www.pmprb-cepmb.gc.ca/view.asp?ccid=1380&lang=en

PATENTED MEDICINE PRICES REVIEW BOARD NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM


https://www.ema.europa.eu/en/news/human-medicines-highlights-2017
https://www.ema.europa.eu/en/news/human-medicines-highlights-2018
https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2017
https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2017
https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2017
https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2018
https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2018
https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2018
https://www.canada.ca/en/health-canada/services/publications/drugs-health-products/drug-medical-device-highlights-2018.html
https://www.canada.ca/en/health-canada/services/publications/drugs-health-products/drug-medical-device-highlights-2018.html
http://www.pmprb-cepmb.gc.ca/view.asp?ccid=1380&lang=en

MEDS ENTRY WATCH 2018

APPENDIX |

Change in sales of existing medicines with new or extended indications approved
by Health Canada in 2017, T4-2018

Medicine
Velpatasvir
Pembrolizumab
Adalimumab
Palbociclib
Nivolumab
Ibrutinib
Ipilimumab
Omalizumab
Liraglutide
Ranibizumab
Clostridium botulinum toxin type A
Abacavir
Dulaglutide
Leuprorelin
Trametinib
Everolimus
Tocilizumab
Dabrafenib
Lurasidone
Glycopyrronium
Canakinumab
Eltrombopag
Mifepristone
Lenvatinib
Panitumumab
Lacosamide
Fulvestrant
Eribulin
Anakinra
Aripiprazole
Crizotinib
Daratumumab
Etanercept
Ledipasvir

TOTAL

Therapeutic area*
JO5-Antivirals for systemic use
LOT-Antineoplastic agents
LO4-Immunosuppressants
LOT-Antineoplastic agents
LO1-Antineoplastic agents
LO4-Immunosuppressants
LO1-Antineoplastic agents
RO3-Drugs for obstructive airway diseases
A10-Drugs used in diabetes
S01-Ophthalmologicals
MO3-Muscle relaxants
JO5-Antivirals for systemic use
A10-Drugs used in diabetes
LO2-Endocrine therapy
LO1-Antineoplastic agents
LO1-Antineoplastic agents
LO4-Immunosuppressants
LO1-Antineoplastic agents
NO5-Psycholeptics
RO3-Drugs for obstructive airway diseases
LO4-Immunosuppressants
BO2-Antihemorrhagics
GO03-Sex hormones and modulators of the genital system
LO1-Antineoplastic agents
LO1-Antineoplastic agents
NO3-Antiepileptics
LO2-Endocrine therapy
LO1-Antineoplastic agents
LO4-Immunosuppressants
NO5-Psycholeptics
LOT-Antineoplastic agents
LO1-Antineoplastic agents
LO4-Immunosuppressants

JO5-Antivirals for systemic use

Net change in sales, 2017 to 2018 (CAD)
$165,364,017
$129,871,160
$82,621,593
$62,768,398
$55,849,340
$55,121,910
$20,124,772
$18,836,248
$17,976,801
$15,493,537
$15,460,818
$13,165,506
$12,204,709
$9,689,172
$6,459,854
$6,195,859
$5,425,992
$5,407,516
$4,975,261
$3,655,720
$3,496,843
$3,122,527
$3,049,514
$3,007,169
$2,899,708
$2,856,104
$1,964,094
$1,107,911
-$161,847
-$2,254,351
-$4,756,882
-$7,148,422
-$7,417,108
-$112,198,908
$594,234,535

* Level 2 of the Anatomical Therapeutic Chemical (ATC) Classification System maintained by the World Health Organization (WHO).
Data source: IQVIA MIDAS® Database, 2017 to 2018. All rights reserved.
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