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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 identi-
fied 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 observers 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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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 men-
tion of a medicine in an 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
obtained under license from the MIDAS® Database
proprietary to IQVIA Solutions Canada Inc. and/
or its affiliates (“IQVIA”), 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 sixth edition of the PMPRB’s Meds Entry Watch report, which explores the market
entry of new medicines in Canada and other countries. Building on a retrospective analysis of
trends since 2016, 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 2019 and 2020, and analyzes their uptake, pricing, sales,

and availability as of the last quarter of 2020 (Q4-2020).

In addition to the international analysis, a Canadian-

The IQVIA MIDAS® Database was the primary focused section provides information on medicines
source for the sales and list prices of new medi- that received their first Health Canada approval in
cines in Canadian and international markets, as 2019, as well as a retrospective review of annual

well as for the quantity sold. marketing rates over the past five years.
International markets examined include the This publication informs decision makers, researchers,
Organisation for Economic Co-operation and patients of the evolving market dynamics of
and Development (OECD) members, with a emerging therapies in Canadian and international
focus on Australia, Belgium, France, Germany, pharmaceutical markets.

Italy, Japan, the Netherlands, Norway, Spain,
Sweden, and the United Kingdom (UK), which
will comprise the PMPRB11 comparator coun-
tries. Where appropriate, the United States
(US) is included to provide additional context.
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Key Findings

(A) Trends in New Medicine (B) 2019 New Medicine Approvals

Approvals, 2015 to 2020

An average of 45 new medicines were approved
each year from 2015 to 2020, with orphan and
oncology medicines making up a significant
portion of new approvals.

O Across Canada, US, and Europe, 50 new
medicines were approved in 2020, up slightly
from 47 in 2019.

O Orphan and oncology shares of new approvals
have fluctuated over the past five years,
averaging 50% and 28%, respectively.

A considerable portion of the new medicines
approved internationally between 2015 and 2019
had Canadian sales by the end of 2020.

© New medicines approved between 2015
and 2019 accounted for approximately
15% of brand-name medicine sales in Canada
in Q4-2020.

O There were sales in Canada for 37% of these
medicines by the end of 2020, placing Canada
ahead of the OECD median of 32%.

O New medicines with Canadian sales accounted
for 85% of all new medicine sales in the OECD
in Q4-2020, indicating that the higher-selling
medicines continue to be among those
approved and sold in Canada.

Canada outpaced the PMPRB11 median in terms
of the number of new medicines sold within one
year of their first international approval.

O Canada had recorded sales for 30% of 2015 to
2019 new medicines within the calendar year
following first international approval, placing
it fifth among the PMPRBI11 countries.

O Over this five-year period, the share of new
medicines approved and sold in Canada by the
end of the following calendar year fluctuated
from a high of 38% in 2017 to a low of 22%
in 2018.
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Forty-seven new medicines were approved
in 2019, more than half of which had high
treatment costs.

O 47 new medicines received market approval
through the FDA, the EMA, and/or Health
Canada in 2019.

O 40% of the 2019 new medicines received
an orphan designation from the FDA and/or
the EMA, while 23% were indicated for the
treatment of cancer.

O Over 60% of new medicines with sales had
high treatment costs: 10 oncology medicines
had costs exceeding $5,000 per 28-day cycle
and 16 non-oncology medicines had annual
costs exceeding $10,000.

Fewer new medicines were approved by Health
Canada than by the FDA and EMA, although
Canada performed better than the OECD median
and most PMPRB11 countries in terms of the
number of new medicines with sales.

O 19 of the 47 new medicines first approved in
2019 had market authorization in Canada by
Q4-2020, compared to 44 approved by the
FDA and 24 by the EMA.

O Of the 19 approved medicines, 11 had recorded
sales in Canada by the end of 2020, placing
Canada third in the PMPRBI11 countries and
fifth in the OECD for the number of new
medicines with sales—an improved standing
over previous years.

O Medicines approved and sold in Canada by
Q4-2020 represented 49% of all new medi-
cines sales in the OECD. This share is in line
with comparator countries but lower than in
previous years, due in large part to a later
approval date for the top-selling 2019
medicine elexacaftor (Trikafta).

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM
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Sales for 2019 new medicines were highly
concentrated, with two medicines accounting
for almost 50% of OECD revenues for new
approvals in the last quarter of 2020.

O Respiratory system products were the top-selling
therapeutic class with 25% of OECD new
medicines sales in Q4-2020, represented
exclusively by the new medicine elexacaftor
(Trikafta), which is used in the treatment of
cystic fibrosis.

O Nonsteroidal products for anti-inflammatory
skin disorders, represented by the plague
psoriasis treatment risankizumab (Skyrizi),
accounted for approximately 23% of new
medicine sales in the OECD. Risankizumab
was also one of the most widely marketed
new medicines, with sales in Canada, the US,
and 10 of the PMPRB11 countries.

(C) 2020 New Medicine Approvals

While the number of new medicines approved in
2020 was similar to 2019, the share of oncology
and orphan medicines was notably higher.

O 50 new medicines received market approval
through the FDA, the EMA, and/or Health
Canada in 2020. Of these, 19 were approved
in Canada by the third quarter of 2020.

O In total, 58% (29) of the new medicines
received an orphan designation from the
FDA and/or the EMA while oncology treat-
ments accounted for 34% (19) of the 2020
new medicines.

O Of the 32 medicines with sales by Q4-2020,
24 (75%) had treatment costs exceeding
$10,000 per year or $5,000 per 28-day course.

PATENTED MEDICINE PRICES REVIEW BOARD

(D) Spotlight on Canada

Canada approved 34 new medicines in 2019,
including many of the international top-sellers
from the same year.

34 new-to-Canada medicines were approved
for market in 2019, of which 20 had reported
sales by Q4-2020.

Almost half (16) of the 2019 Canadian approvals
were indicated to treat cancer.

Three of the five international top-selling new
medicines in 2019 received approval and had
sales in Canada in the same year, including
risankizumab (Skyrizi), which represented
45% of all 2019 new-to-Canada medicine
sales in Q4-2020.

From 2016 to 2020, between 82% and 95%
of medicines approved in Canada had sales
by the end of the following calendar year.

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 five previous editions to
provide a broad analysis of medicines that have
received market approval since 2015, with a special
focus on medicines approved in 2019 and 2020. New
medicines are identified for each year based on the
date of their first market authorization by the US
Food and Drug Administration (FDA), the European
Medicines Agency (EMA), and/or Health Canada.

PATENTED MEDICINE PRICES REVIEW BOARD

The report consists of four main sections: Section A
provides an overview of trends from 2015 to 2020;
Section B focuses on new medicines that received
international market approval in 2019; Section C
presents a preliminary analysis of the new medicines
approved internationally in 2020; and Section D
spotlights Health Canada approvals in 2019.

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
first-time market approval from the FDA, the EMA,
and/or Health Canada since 2015, with a focus on
those approved in 2019 and 2020. A new medicine
is selected for analysis if it received market author-
ization from any of these regulatory bodies during
the calendar year for the first time, even if it was
not yet listed for reimbursement or if there were
no recorded sales in the available source data. For
the purposes of this analysis, new medicines are
identified at the medicinal ingredient level.

Using these criteria, 222 new medicines were
identified as new approvals between 2015 and 2019,
including the 47 new approvals in 2019 analyzed in
Section B, and 50 medicines identified for the pre-
liminary analysis in 2020 and presented in Section C.
The approval of these medicines in Canadian and
international markets was assessed as of the end

of 2020 and the third quarter of 2021 (Q3-2021).

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 2019. This
includes a number of medicines in the 2019 analysis
in Section B, but also encompasses additional medi-
cines that may have received initial approval through
the FDA or EMA in previous years but were first
approved for the Canadian market in 2019. Marketed
status for Canadian approvals was sourced from
Health Canada’s Drug Product Database.

International markets examined include the Organisation
for Economic Co-operation and Development
(OECD) countries, with a focus on Australia, Belgium,
France, Germany, ltaly, Japan, the Netherlands,
Norway, Spain, Sweden, and the United Kingdom
(UK), which will comprise the 11 PMPRB Schedule
Countries (“PMPRB11”) specified in the amended
Patented Medicine Regulations, which are scheduled
to come into force on July 1, 2022. Results for the
United States (US) are also provided for comparison
purposes.

PATENTED MEDICINE PRICES REVIEW BOARD

The IQVIA MIDAS® Database (all rights reserved)

is the main data source for the sales and list prices
of new medicines in Canadian and international
markets, as well as the volume of units sold. MIDAS
data reflects the national retail and hospital sec-
tors for each country, including all sales (public,
private, and out-of-pocket). 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 Resources section of the Analytical Studies
page on the PMPRB website.

Canadian prices are based on MIDAS data, if available;
otherwise, they are derived from publicly available
results of the Reimbursement Review reports published
by the Canadian Agency for Drugs and Technologies
in Health (CADTH). Treatment costs are calculated
using Canadian list prices where possible; if not, the
foreign median price is used. Information on dosing
regimens is taken from the product monographs
published by Health Canada, or if not available, from
the FDA or EMA. All medicines were reviewed as of
Q3-2021, unless otherwise specified.

Prices and foreign-to-Canadian price ratios are
reported for the highest-selling form and strength
of each medicine in Canada, or in the PMPRBI1 if
no Canadian sales were available at the time of

the analysis. The foreign-to-Canadian price ratios
presented in this report are expressed as an index
with the Canadian price set to a value of one and the
international median reported relative to this value.
For more details on how foreign-to-Canadian price
ratios are calculated, see the Resources section of
the Analytical Studies page on the PMPRB website.

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

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM
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LIMITATIONS

New medicines reported in Sections A, B, and C are
selected for analysis based on their date of mar-
ket approval by the FDA, the EMA, and/or Health
Canada. Some of the medicines reported may have
earlier approval dates in other countries, such as
Australia and Japan, which are governed by other
regulatory bodies. Likewise, the medicines included
in this analysis do not necessarily represent all of
those introduced in 2019 and 2020, as other national
regulatory bodies not examined in this report may
have approved additional medicines. Nevertheless,
as the FDA and EMA represent significant inter-
national markets, this is estimated to have little
effect on the overall results.

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 country
at any point in time is influenced by a variety of
factors including the manufacturer’s business deci-
sion 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 European country. Likewise, medicines
approved through the FDA or Health Canada may
not necessarily be marketed, 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 may be slightly under-reported. However,
as the effect is expected to be approximately
consistent across all markets, this should not have

an 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), dispensing fees, or
patient access schemes. The methodology used by
MIDAS for estimating prices varies by country and
data availability.

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

Aggregated international sales and pricing data are
skewed towards the United States 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 available
through exceptional programs such as the Special
Access Program in Canada (SAP).

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM
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TRENDS IN NEW MEDICINE
APPROVALS, 2015-2020

This section presents a five-year retrospective review of new medicine approvals and sales.

It reports on the number of new medicines approved from 2015 to 2020 and tracks the
progress of those approved from 2015 to 2019 through to the end of 2020. Sales and pricing

information is reported as of Q4-2020.

Specialty medicines such as orphan and oncology treatments make up an important share of

the new medicines approved over the past five years. Canada continues to be competitive

in terms of the number of new medicines approved and sold domestically, ranking seventh
among the PMPRBI11 countries and tenth in the OECD. By the end of 2020, 15% of all brand-
name sales in Canada were for medicines first approved by the US FDA, the EMA, or Health

Canada between 2015 and 2019.

An average of 45 new medicines received first-time
market approval through the FDA, the EMA, and/or
Health Canada annually between 2015 and 2020
(Figure A1). In 2019, 47 new medicines were approved,
of which over 40% (19) received an orphan designation
for at least one indication from the FDA and/or EMA,
and approximately one quarter (11) were indicated

to treat cancer.

PATENTED MEDICINE PRICES REVIEW BOARD

An additional 50 new medicines were approved

in 2020, including greater shares of orphan and
oncology treatments: orphan medicines accounted
for 58% of new approvals while oncology medicines
rose to 34%, the highest share since 2015.

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM



MEDS ENTRY WATCH 6t Edition

New medicines approved by the US FDA, the EMA, and/or Health Canada, 2015 to 2020
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Share of oncology
medicines 34% 16%
Share of orphan
medicines 54% 42%
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46% 61% 40% 58%

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

Figure A2 illustrates the year-over-year uptake in
sales for medicines first approved between 2015
and 2019. By Q4-2020, these medicines collect-
ively accounted for 15.5% of the total brand-name
pharmaceutical market in Canada and 14.4% of
international sales. Medicines that were approved
in 2019 represented 0.8% of all pharmaceutical
sales in Canada and the PMPRBI1.!

In any given year, the impact of new medicines

on pharmaceutical sales depends on their number,
therapeutic relevance, and treatment costs. For
example, direct-acting antiviral medicines approved
in 2016 for the treatment of hepatitis C quickly
gained large market shares by 2018, but have since
started to decline, due in part to the curative nature
of these treatments. By Q4-2020, the highest-selling
new medicines in Canada were semaglutide, a dia-
betes medicine introduced in 2017, and palbociclib
and daratumumab, two cancer medicines introduced
in 2015.

1. Note that the previous edition of Meds Entry Watch reported on the sales of a four-year basket of new medicines in this section, whereas the current
edition is based on a five-year basket of medicines. As such, results from Figures A2 and A3 are not comparable to those reported in previous editions.

PATENTED MEDICINE PRICES REVIEW BOARD
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FIGURE A2 New medicine cumulative share of all brand-name medicine sales by year of approval
(2015 to 2019), Canada and the PMPRB11*

(a) Canada and the PMPRBI11
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(b) Canada

15.5%

2016 2017 2018 2019 2020 Q4-2020

B New medicine share of sales

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

Data source: IQVIA MIDAS® Database, 2020. All rights reserved.

Of the 222 medicines approved from 2015 to 2019,

83 (37%) had sales in Canada by Q4-2020 (Figure A3).

While Canada’s proportion of new medicines with
sales was higher than the OECD median of 32%, it
ranked below the median of the PMPRB11 countries,
many of which have lower average list prices for
patented medicines than Canada (PMPRB 2021). The
new medicines sold in Canada accounted for 85%

of the OECD sales for all new medicines analyzed,

PATENTED MEDICINE PRICES REVIEW BOARD

representing the ninth-highest share in the OECD,
well above the median of 76%. These findings are
consistent with those observed in previous editions
of Meds Entry Watch and continue to suggest that
most of the top-selling new medicines in the OECD
are being sold in Canada. Similar results have also
been found in targeted analyses of the expensive
drugs for rare diseases and oncology market
segments (PMPRB 2020; 2022).
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FIGURE A3 Share of new medicines* from 2015 to 2019 with available sales and their respective share
of OECD sales, by country, @4-2020

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%
81% us 97%
GER 94%
UK 89%
AUT 88%
ITA 88%
SWE 87%
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FRA 81%
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CAN 85%
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PRT I, 75 %
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20 N sV\N I 72%
27% T AUS I 75%
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sx» Il NZL I 35%
7% Hl CHL I 43%
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Note: Sales are based on manufacturer list prices and include sales for all OECD countries.

*  For the purposes of this analysis, new medicines were defined as those that received their first market authorization through the US Food and Drug
Administration (FDA), the European Medicines Agency (EMA), or Health Canada.

Data source: IQVIA MIDAS® Database, 2020. All rights reserved.
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While Figure A3 provides an overview of the current
uptake for this basket of medicines, it does not
provide a complete picture of the time-to-market
for new medicines in Canadian and international
markets. To explore this factor, Figure A4 uses

a retrospective analysis to identify the number

of new medicines that were approved and
marketed in Canada and comparator countries

by the end of the calendar year following their

first international authorization.

Of the 222 new medicines first approved between
2015 and 2019, Canada had recorded sales for

66 (30%) within one year of their first international
approval. Canada outperformed the PMPRB11 median
of 62, ranking higher than France, Italy, Japan, the
Netherlands, Spain, Belgium, and Australia.

The US was an outlier among the countries shown,
having recorded sales for 182 (82%) of the new
medicines within a one-year period. Of the PMPRB11
countries, only Germany marketed more than

100 new medicines within a one-year period.

FIGURE A4 Number of new medicines* from 2015 to 2019 with sales within one year of first international

approval, Canada, US, and PMPRBI11
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Note: A medicine was considered to be sold within a one-year period if it had sales before the end of the calendar year following

its first international approval.

* For the purposes of this analysis, new medicines were defined as those that received their first market authorization through the US Food and Drug
Administration (FDA), the European Medicines Agency (EMA), or Health Canada.

Data source: IQVIA MIDAS® Database, 2020. All rights reserved.
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Figure A5(a) illustrates the percentage of new
medicines approved and sold in Canada within one
year of first international approval for each year
from 2015 to 2019. The results indicate that Health
Canada approved approximately half of 2015-2017
new medicines within a year of their international
authorization, and closer to 40% of the medicines
from 2018 and 2019. Previous editions of Meds Entry
Watch have shown a similar decline in the proportion
of medicines approved within one calendar year by
the EMA during the same period.

Shares of new medicines with sales in Canada within
the same period were approximately 15 percentage
points lower than for approvals, fluctuating between
a low of 22% to a high of 38%, for 2018 and 2017 new
medicines, respectively.

These medicines accounted for a substantial
proportion of the total sales for new medicines in
the OECD. As shown in Figure A5(b), new medicines
from 2015 to 2017 that were sold in Canada within
one year of international approval represented 80%
to 90% of OECD sales.

The share of sales declined for medicines approved
in 2018 and 2019, falling to 75% and 49%, respectively.
This dip is primarily attributable to differences in the
marketing of Trikafta, which accounted for 25% of
OECD sales of medicines approved in 2019 but was
not approved in Canada until June 2021.

Share of new medicines* approved and sold in Canada within one year of first international
approval and their respective share of OECD sales, 2015 to 2019

(a) Share of new medicines

(b) Share of total OECD new medicine sales*

100% 97%
80%
60%
52%
49%
40%
38%
34%
32%
20% 22% 23%
0% | I I I I 1 I I I I |
2015 2016 2017 2018 2019 2015 2016 2017 2018 2019

Year of international approval

== Approved in Canada within one year

Year of international approval

Approved and sold in Canada within one year

Note: A medicine was considered to be approved or sold within a one-year period if its approval date or date of first sale fell before the end

of the calendar year following its first international approval.

* For the purposes of this analysis, new medicines were defined as those that received their first market authorization through the US Food
and Drug Administration (FDA), the European Medicines Agency (EMA), or Health Canada between 2015 and 2019.
1+ Sales of new medicines by OECD countries in the fourth quarter of the calendar year following their first international approval.

Data source: IQVIA MIDAS® Database, 2020. All rights reserved.
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NEW MEDICINE
) B APPROVALS, 2019

This section reports on new medicines approved in 2019 and tracks their progress
through the calendar year following approval. Sales and pricing data are provided as
of Q4-2020, while assessments, recommendations, and reimbursement decisions are
reported as of Q3-2021.

In addition to a slightly lower number of new approvals, 2019 brought a decrease in

the number of orphan and oncology medicines authorized for market. Sales for 2019
new Mmedicines were highly concentrated, with two medicines accounting for nearly

half of revenues in the last quarter of 2020.

Forty-seven new medicines received their first Of the 19 medicines approved in Canada, 11 had sales
market approval from Canada, Europe, and the US data available in MIDAS by Q4-2020. This placed

in 2019. By the end of 2020, 19 of these medicines Canada fifth in the OECD and third in the PMPRB11
had been approved by Health Canada, 24 by the in terms of the number of new medicines sold.

EMA, and 44 by the US FDA (Figure B1).

FIGURE BT Number of 2019 new medicines with market approval as of @4-2019 and Q4-2020

50 Total: 47

40

30

20

FDA EMA Health Canada

B Q4-2019 W Q4-2020

Data source: US Food and Drug Administration (FDA), European Medicines Agency (EMA), and Health Canada databases.
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Despite Canada’s high number of approvals, its
corresponding share of total new medicine sales was

analysis, Canada’s total share of OECD new medicine
sales would increase from 49% to 66%, compared to

heavily influenced by the top-selling 2019 new medi- the OECD median of 36% and 48%, respectively.
cine Trikafta, which accounted for 25% of OECD new
medicine sales in Q4-2020 and was not approved in

Canada until 2021. If Trikafta were omitted from the

These results reflect 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 2019 new medicines with available sales and their respective share of OECD sales,

by country, Q4-2020

Number of new medicines with available sales
35 30 25 20 15 10 5 o]

Corresponding share of OECD sales for new medicines
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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 2019 with recorded sales data as of Q4-2020.
Sales are based on manufacturer list prices and include sales for the selected new medicines in all OECD countries. The following countries did
not register sales for any new medicines and have been omitted in the graph: Chile, Estonia, Greece, Ireland, Mexico, New Zealand, and Turkey.
All countries were used to calculate the OECD median.
Data source: IQVIA MIDAS® Database, 2020 (all rights reserved); US Food and Drug Administration, European Medicines Agency,
and Health Canada databases.
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Table B1 lists the new medicines approved in 2019.
For each medicine, the country with the first reported
sales is given, along with the availability in Canada,
the share of sales in Q4-2020, and the prices and
corresponding treatment costs.2 Prices are reported
for the highest-selling form and strength of each
medicine at the time of the analysis.

Antineoplastics continued to account for the greatest
number of new medicines in 2019, with 10 medicines
approved. Antivirals, which have been an important
therapeutic class in recent years, only produced one
new medicine in 2019 and had no reported sales.

In total, the list of 2019 new medicines spanned

26 therapeutic classes.

Despite the range of therapeutic areas represented,
sales for the 2019 new approvals were highly con-
centrated. The top three therapeutic classes, each
represented by only one medicine, accounted for
60% of all new medicine sales across the OECD by
Q4-2020 (Table B1).

Respiratory system products topped the list with
one quarter (25%) of all sales, driven exclusively
by Trikafta, a combination therapy treating cystic
fibrosis. The therapy is a combination of three
active ingredients: the 2012 medicine ivacaftor,
the 2018 medicine tezacaftor, and the 2019 new
medicine elexacaftor.

Nonsteroidal products for anti-inflammatory skin
disorders followed with a 23% share of sales for
risankizumab (Skyrizi), indicated for the treatment
of plague psoriasis. The strong sales of risankizumab
may be attributed to its wide international market
development, as it was sold in Canada, the US, and
all but one PMPRBI11 country by Q4-2020.

Musculo-skeletal medicines were the third highest-
selling therapeutic class, driven solely by the
rheumatoid arthritis treatment upadacitinib (Rinvoq).
Upadacitinib was the only medicine to reach all

13 countries and was responsible for over 11% of
sales by the end of 2020.

Despite having the greatest number of new medicines
(10), antineoplastics collectively accounted for just
10% of new medicine sales. Analgesics ranked fifth
among the top-selling therapeutic classes with 9%

of the new medicine market, attributed to two new
migraine treatments. Ubrogepant (Ubrelvy) was the
strongest sales contributor in the class, with over

8% of 2019 new medicine sales.

In total, 40% (19) of the 2019 new medicines
received an orphan designation from the FDA and/
or the EMA. Approximately 23% (11) of new medi-
cines were for the treatment of cancer and 30% (14)
were biologics. There is a notable overlap between
these categories, as illustrated in Figure B3.

2. For more detailed supplementary information regarding the indication and manufacturer of each of the 2019 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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Two gene therapies were approved in 2019. the EMA, was among the seven new medicines that
Onasemnogene abeparvovec (Zolgensma), an had not registered any sales in Q4-2020. Other
orphan medicines indicated for the treatment of medicines without recorded sales include diagnostic
spinal muscular atrophy, accounted for 2.6% of agents and vaccines, which are not always sold
new medicine sales despite being sold in only one through conventional mechanisms and may be
country. Betibeglogene autotemcel (Zynteglo), a underreported by the data source.

treatment for beta thalassaemia first approved by

Number of biologic, cancer, and orphan medicines first approved in 2019

5
Biologics

Cancer 4 Orphan
3 8

Data source: US Food and Drug Administration, European Medicines Agency, and Health Canada databases.
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Of the 40 new medicines with available treatment
costs, 65% cost over $10,000 per year or $5,000
per 28-day cycle. Ten of eleven new oncology
medicines fell into this “high-cost” category, along
with more than half of non-oncology medicines.
Eight non-oncology and five oncology medicines
were identified as expensive drugs for rare diseases
(EDRDs)—orphan-designated therapies exceeding
$100,000 in annual treatment costs, or $7,500 per
28-day cycle. Together, these 12 EDRDs accounted
for over 36% of 2019 new medicine sales.

Distribution of new medicines
approved in 2019 by treatment cost

30
25 8
20
8
15
10
5
13
5
5
oL 1 1
Oncology Non-oncology

High-cost: EDRDst High-cost: non-EDRDs* Other

Note: This analysis considers the 40 new medicines approved in 2019 with
treatment costs available as of @3-2021.
* High-cost medicines are defined as those with treatment costs
exceeding $10,000 annually or $5,000 per 28-day cycle.
1t Expensive drugs for rare diseases (EDRDs) are defined as those with
an orphan designation through the FDA or EMA and treatment costs
exceeding $7,500 per 28-day cycle or $100,000 annually.
Data source: IQVIA MIDAS® Database, 2020 (all rights reserved);
Canadian Agency for Drugs and Technologies in Health
(CADTH) reports.

Prior to being marketed in Canada, medicines must
be reviewed and authorized by Health Canada.
However, to be added to the formulary of public
insurers, medicines must also be assessed by the
Canadian Agency for Drugs and Technologies in
Health (CADTH), an independent, non-for-profit
health technology assessment organization.3
Depending on the results of this assessment, the
pan-Canadian Pharmaceutical Alliance (pCPA)—a
consortium of public drug plans that conducts joint
negotiations for brand-name and generic drugs in
Canada—may then choose to enter price negotiations

with pharmaceutical manufacturers prior to the
drugs being added to public formularies.

As of Q3-2021, 24 of the medicines first approved in
2019 had been authorized for market in Canada. Of
this group, 12 had been reviewed through CADTH’s
reimbursement review process, all receiving a
recommendation to “reimburse with conditions”.
Five of the 24 new medicines approved in Canada
had completed pCPA negotiations by Q3-2021

and seven others had negotiations underway; the
remaining 11 medicines had no record of negotiation.

A review of private drug plan data found that half
(12) of the 24 new medicines had been reimbursed
by a private drug plan in Canada by Q3-2021. These
are early results and the rates of reimbursement for
new medicines can be expected to increase in the
coming years.

The PMPRB’s Human Drug Advisory Panel (HDAP),
which conducts scientific reviews of new patented
medicines, found that 12 of the 14 new medicines
reviewed demonstrated slight or no improvement
over their therapeutic comparators. The remaining
10 medicines had not yet been reviewed as of
Q3-20214

Table B2 provides an overview of the recommen-
dations and negotiation status for the 24 approved
medicines, as well as information on whether these
medicines have recorded sales through private drug
plans in Canada.

Table B3 provides further details on the pharma-
coeconomic assessments conducted by CADTH
through its review process, including the indica-
tions assessed, the recommended condition for
reimbursement, the primary evaluation, the range

of reported incremental 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 none of the new medicines reviewed by
CADTH were cost-effective at the submitted price.
Accordingly, all were recommended to be approved
on the condition that their price be reduced; price
reductions needed to reach the $50,000/QALY
level were estimated in 12 of the 15 available reports,
ranging from 5% to over 90% of the submitted price.
Of the 12 medicines, none produced an ICER below
$50,000/QALY and some produced values as high
as $2 million.

3. Health technology assessments for new medicines in Canada are also conducted by the Institut national d’excellence en santé et en services sociaux

(INESSS) in Quebec.

4. Results of the HDAP reviews are published in the PMPRB’s Annual Report. The upcoming 2020 edition will include information on assessments for

this list of medicines.
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TABLE B2 Assessments, recommendations, and reimbursement decisions for 2019 new medicines
approved in Canada by @3-2021

Alpelisib (Pigray)© Mar-20
B2 Turoctocog alfa pegol (Esperoct)B Jul-19
S Brilliant blue G (TissueBlue)® Jan-21
S1 Brolucizumab (Beovu)B Mar-20
L2 Darolutamide (Nubega)© Feb-20
R7 Elexacaftor (Trikafta)© Jun-21
L1 Entrectinib (Rozlytrek)B.¢.0 Feb-20
L1 Erdafitinib (Balversa)© Oct-19
L1 Fedratinib (Inrebic)¢© Jul-20
B6  Givosiran (Givlaari)© Oct-20
J1 Lefamulin (Xenleta) Jul-20
N5 Lemborexant (Dayvigo) Nov-20
B3 Luspatercept (Reblozyl)B© Sept-20
L1 Polatuzumab vedotin (Polivy)Bc.0 Jul-20
D5 Risankizumab (Skyrizi)B Apr-19
M5 Romosozumab (Evenity)B Jun-19
N7 Siponimod (Mayzent) Feb-20
N7 Solriamfetol (Sunosi)© May-21
A6 Tenapanor (lbsrela) Apr-20
L1 Trastuzumab deruxtecan (Enhertu)B€ Apr-21
D10 Trifarotene (Aklief) Nov-19
M1 Upadacitinib (Rinvoq) Dec-19
L1 Zanubrutinib (Brukinsa)©-© May-21
N7 Onasemnogene abeparvovec (Zolgensma)BG&:0 Dec-20

Note: Medicines were assessed through CADTH’s Reimbursement Review process.

* Level 2 of the Anatomical Classification of Pharmaceutical Products, as reported in MIDAS.

1+ B: biologic; C: cancer; G: gene therapy; O: orphan.

Data source: IQVIA Private Drug Plan database, 2020; Health Canada Notice of Compliance Database; Canadian Agency for Drugs and Technologies
in Health (CADTH) reports; pan-Canadian Pharmaceutical Alliance (pCPA) reports; and IQVIA MIDAS® Database rights reserved).
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NEW MEDICINE
» C APPROVALS, 2020

This section provides an analysis of the new medicines approved internationally in 2020,
including information on approval status as of Q3-2021 and pricing as of Q4-2020.

The number of medicines approved in 2020 was in line with previous years and included
a greater share of oncology and orphan medicines. Of the new approvals with sales by the
end of the year, three quarters were identified as high-cost treatments.

Fifty new medicines received first-time market (Figure C1). Note that manufacturers may choose
approval through the FDA, the EMA, and/or Health to submit new medicines for approval in the US,
Canada in 2020. As of the third quarter of 2021, Europe, and Canada at different times, which
Health Canada had approved 19 of these new may affect the number of medicines approved
medicines, trailing the EMA (28) and the FDA (47) by each regulator.

FIGURE C1 Number of 2020 medicines with market approval as of @Q4-2020 and Q@3-2021

50
Total: 50

40
30
20 19

10

0

FDA EMA Health Canada

B Q4-2020 W Q3-2021

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 2020.

Data source: US Food and Drug Administration, European Medicines Agency, and Health Canada databases.
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Table C1 provides a full list of the 50 new medicines
approved in 2020 along with the country with first
reported sales, availability in Canada, and price and
treatment cost where available.® Prices are reported
for the highest-selling form and strength of each
medicine. Note that this information reflects the
early availability and uptake of these medicines in
the markets analyzed.

By Q4-2020, 32 of the new medicines had sales in
Canada, the US, and/or the PMPRBI11. Three quar-
ters (24) of these had treatment costs exceeding
$10,000 per year or $5,000 per 28-day course for
oncology medicines, placing them in the high-cost
category. Remdesivir, which is indicated for the
treatment of COVID-19, was the new medicine sold in
the most countries by Q4-2020, with sales recorded
in six markets, including Canada. The Pfizer-BioNTech
COVID-19 mRNA vaccine Comirnaty was also first
approved in 2020, though no sales were recorded
before the end of the year.

Figure C2 illustrates the overlap between the
number of new specialty medicines authorized for
market in 2020. Of the 50 new medicines approved
in 2020, 58% (29) had received an orphan designation
from the FDA and/or the EMA and 34% (19) were
oncology treatments. Approximately 30% (15) of
the new approvals were orphan oncology medicines.
Biologics accounted for 38% (19) of the 2020

new medicines.

Number of biologic, cancer, and
orphan medicines first approved

in 2020
7
Biologics
1 6
5
Cancer 10 Orphan
2 8

Data source: US Food and Drug Administration Novel Drugs 2020;
European Medicines Agency Human Medicines Highlights
2020; Health Canada Notice of Compliance Database.

5. For more detailed supplementary information regarding the indication and manufacturer of each of the 2020 new medicines, see the Meds Entry
Watch publication section of the Analytical Studies page on the PMPRB website.

PATENTED MEDICINE PRICES REVIEW BOARD

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM


http://www.pmprb-cepmb.gc.ca/en/npduis/analytical-studies

MEDS ENTRY WATCH 6t Edition

(abed )xau ay) uo panuiuod)

(8ARUSASId)

|jenuue 1S6°SC/ISL gL
/2IN0Yy
awi-auQ [44 -
954N0d 0gS'S
Kep-0L 03 -§ 01/10°¢ 559
3|24 Aep-Ig £96°SL o6l
824> Aep-Ig ¥¥S‘0C L9Y'L
|enuuy £10'ST £9C
|enuuy ow_.mmK -
[S2xAloNA4
9|2A2 Aep-Ig SLLUL osv'L
s9|0A2
Rep-8¢ 199°0L ‘
juenbasgns 01 12Z'le vose
/Asiid
|enuuy ¥7/5°80L 6vl
|lenuuy 9zs'el -
lenuuy ovpmmmww_mm 828l
3|22 Aep-ge 965 69/l
8[0A0 Aep-|g ovL'c 76l
o gIsvL _
o1¢ZvLSL
lenuuy zlo‘eel -
lenuuy 956y L
8|2A2 Aep-|z G268l £60°0L
68L'V76
A2 Aep- -
SRR o g61e9
9sinod (avd) 1s0d>
/lenuuy jusunessy  (A@vd)
aoud sn

+1SOD JudWIedl]

[44

£cs

6

1oL

081y

[474

S99

865

S0S'L

"Xew

[44

(45174

/L8

oL

818'S

8¢

S99

6¢s

S0S'L

uejpal

[44

0or

28

1oL

8¢8'C

g

S9

S14

(@v2) 92ud L1gddIWd

£0S

1028

189

666'S

(avd)
§221d
uelpeued

€

;soles
yum
SalUNOd
40 'ON

Og-dss

Oc-Inr

Og-des

epeue) ul
a|es 1sd14

0c-1e SN

0z-6ny Ndr

oc-Inr AN
OC-AON sN
oz-Rel SN
Oc-unr sN

Oc-uer vdd

Og-des sN
0c-1el sN
Oc-des sN

0cZ-10 439

0z-1dy SN
og-das sn
0z-Ren sn

Oc-des NVO

61-°8d vdd

0c-1el sN

0z-idy V4

Oc-uer SN

1LL9¥dId 40 ‘sn
‘epeue) ul 3|es 3sdi4

Anqeeay

soIsebleuy/-gN

ERIEIESENVAIN

SN DIWS)SAS
10} S[eAIANUY-S

solisejdoauiuy-|
soljse|doauiuy-| 7

SBNJIP Wa}SAS SNOAJIBU
|8J3US2 JSYIO-LN

sauowoy JBY10-7H

solse|doauniuy-|

sojisejdoauiuy-|

asn DIWB1SAS
104 S[RAANUY-G

synpoud
Jl3eWNaYJ-Ijue pue

soIsebleuy-gN
solyse|dosunuy-|

sonsejdosunuy-|
asn 2IWB1SAS
10} S[eAIANUY-S

2SN 2IWBISAS
10} S|edIAUY-S

suoljesedaud
ewoJayje-jjue
/Bunen6ai-pidi-0Ld

solyse|dosuiuy-|1

sojise|doauiuy-|

,Sse|d onnadesayL

(Bw g/ ‘qey Buijelbajuisip
A||eJo “0a1NN) Juedabawiry

(Bw 0§ ‘213309 A4p "snyui
‘Wialauy) wejozewiway

(Bw OOl ‘81309 Ap

'snyul ‘AUNPBA) JIAISSpWIDY
oo(BW 00l ‘@|nsded
‘O182JAED) qlunes|eld

on(BW g8l 19]qR)
‘eihzewad) qiunebiwed

(Bow Og6 ‘@nsded
‘elsodaz) powiuezQ

o(BW § ‘gel pro-wiy
‘esnys|) 3e3s0IPO|ISO

o5(BW ¥ ‘911300 Alp 'snyul
‘edjozdaz) uipaldsuIgIn

oygllW g
‘lw/Bw Oz ‘s|130g/[ein
'SNJul ‘esi|oaes) gewixnies|

(Bw 009
“324 ge} PI0-WIl ‘Blqoxny)
|OWIRIOWOI] JIARSWSISO

a(BW 00 ‘cey p1o-wiiy
‘edsjesAr) qiunobiid

g(Jw | ju/Bw 00l ‘9|3309/[eIn
'snyul ‘ndsAA) gewnzaundl

o05(BW Gg + Bw OOL ‘el
p32-Wii} ‘IA0bul) suIpLNZEPaD

oo(BW 00T ‘gey po-ujly
‘eyoaiqe]) qluiewde)

(Bw 0g ‘ge) p3o-wiy
‘elIged0A) JIAeIBa10qRD

og(Bw g ‘Aip [ein
‘Xapn|odaH) apiHIAsINg

(Bw 08l ‘ge3 p3o-w|iy
‘|039IXaN) pIoe dlopadwiag

O.U.m_mmrt ool

‘AIp |elIA ‘daaus|g)
uljopojew gewejueeg
oo(BW OO0l ‘qey pio-wiy
‘Ienly) qiuiideny

(dWn|oA ‘Yibua.is
‘w0 ‘aweu apeJy) auIpap

0202Z-7O ‘s31502 juswiead) pue ‘sasuid ‘AjljigelieAe ‘0zoec ul paAoidde sauldipaw MaN

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM

PATENTED MEDICINE PRICES REVIEW BOARD



MEDS ENTRY WATCH 6t Edition

(abed j1xau 8y} uo panuiuod)

‘epeue) yijesH Aq
jeaosdde jo 91ep - 0ZOZ-7O
10 se Sy dlia Ul eyep sajes oN

[enuuy 6v8'8zl'L
[EmUR 000'L
so|0Ad Aep-1z ,
jusnbasgns OLLlL
/3sd4 /9leeL
126991
e /8L9'8lL
|lenuuy VRM.ON@
3|0A2 Aep-|z 681zl
SPSlS
9|0A0 Aep-
_ P8 o197
[FEALR 96Z'8lS
9|0Ad Aep-1z ¥SL /L
sieak §
juenbasgns \nﬁvvmowmhwmmm_F
/3si4
3|0Ad Aep-1z 12561
UL 00075
oA Aep-lz 85E'ST
asino (@v2) 150>
/ienuuy juswieall

++1S0D JudWIIRaL L

vi8'l

Ll

SS

Scesl

gL

oL

8lc

k4

SLTLL

[4%%4

688

ja01%4

(avd)

aoud sn

S06

zlest

“Xew

S06

ziest

ueipap

S06

zlest

Ui

(@v2) @2ud L1gddid

ozl

1£9

| 0516

8LV

1046

@avo)
sooud
ueipeue)

;soles
yum
Sal1junod
jo 'ON

epeue) ui
a|es 3s414

0z-bny va4d

0c¢-°=a va4d

0Z-10 va4d

0c-22a vad

Oc-Inr vad

oz-Rel Ndr

81-AON Ndr
0z-idy sn
oz-Inr sn
0z-ged sn
0z-Aen sn
0z-6ny sn
0z-idy sn
oz-Aen sn

0z-bny Ndr

0z-idy sN
Oz-des sN
Oc¢-unr SN

1LL9¥dId 40 ‘SN
‘epeue) ui a|es 3sd14

Anqejeay

suoneJsedaid
dude-Ruvy-oLa

sjuabe
|eo16oj0jewaey
J3430 |Iv-99

1c0Z-¢0 J0
se paubisse J0N

LcOC-20 Jo
se paubisse 10N

sjua||adal pue
SopIdI3o8suUl
‘S9pId1Igeds ‘[oul
‘seplolyisesedoldo3-¢0d

WwI91sAs
|e18|8%s-0|ndsnwi
8U3 JO SI9pPJOSIP J0)
sbnJp JaYy10-SIW

S|ea160]04N-19

solisejdoaunuy-|

synpoud
wisijogeiaw pue 1oe4}
Asejusuwije JBL3O-9LY

sjesiBojoweyydo-1s

solyse|dosunuy-|1

solsejdoaunuy-|

sojise|doauiuy-| 7

solisejdoauiuy-|

SBNJP Wa)SAS SNOAIBU
[813USD JBSYIO-LN

solyse|dosunuy-1

SBNJP Wo3ISAS SnoAIBU
[euUSd IBYIO-LN

solse|doauniuy-|

.Ssed onadesay L

(IAS|UIAN) BUOUS10DSe|D

g(0AspelIO) Je3s|eai0leg

o'g(ddzewur)
+1UBga-qewlAIsapo pue
‘gewiAiljew ‘qewiAlR|olY

o-g(ebueqs) pAz-qewiAnsuy

(9zA|6aX) Jideisweqy

ollw/Bw 05 ‘8|110q/|eIA
"SNyul ‘0sda}|IA) USSIRIO}IA

(Bw 0S ‘qey po-wijy
‘enoag) UoIBaqIA

o5(BW 0SL ‘qey PIo-wiy
‘esAyn1) qiuppeon

o(lw 00S ‘W G/6 g ‘pinbl|
|eJ0 ‘IAjofoQ) uloueidayi ]

o'g(BW 005 ‘211109 AIp "snyu
‘ezzado ) gqewnwinjoida |

oo(BW 00T ‘gel PIo-Wiy
YUoAZR ] ) 1eIsOIPWaze |

og(BW 00T 8mog Aip
'Sn4ul ‘IAN[UOIY) qeweliseje ]
o(Pw Gz ‘s|nsded
‘0bN[9soy) qluiBWN|eS

o(Bw 08 ‘d|nsded
‘ownAslay) qluiedsad|es

O;m_A_C\_ L
‘|w/Bw Ozl ‘oS BulAs [jiyaad
‘Bulidsul) gewnzijeles

U,m_A@E oslL

‘@109 Aup 'snyul ‘AAjepoU])
ued9UAOB gewnznyioes
oW 08

‘lw g/Bw G/°¢ ‘doip/dniAs
Aip ‘IpsAing) wejdipsiy
oo(BW 0s

‘gey HoojulD) qiuna.diy

(dwn|oA ‘Yibuails

‘w0 ‘aweu apeJy) auiIpap

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM

PATENTED MEDICINE PRICES REVIEW BOARD



MEDS ENTRY WATCH 6t Edition

‘aseqele 9ouel|dwo) JO 92130N epeue)d yijeaH
‘0Z0T SIYBIIYBIH SBUIDIPBIA UBWNH AdUBBY SauUldIpa|y ueadoing (0Z0Z SBNIQ [AON UoljeISIUIWLPY BNIg pue pood SN (PaAlesal s3ybL |[B) 0Z0Z ‘@seqeied gSVAIW VIADI :224nos ejeq
"SUIDIPBW MBU BUO PBJSPISUOD 4. SIUSIPaIBUI [eUIDIPBW 984U} ||e ‘Modad SIYy) Jo
sasod.nd ay3 404 ‘SNJIAR|OCS alleZ 9y} AQ PasSNeD SUOI30a4Ul JeaJ) 0} PaIedIPUl SI YdIYyMm ‘gazewlu] 30Npoad Uoljeulquiod 0z0g @4l Ul paaoidde 3sily 94om Sjusipalbul [euldipaw 994y ||V tt
Va4 ayi Ag paroidde a1em ueyl woj pue yibuaJis Jayjoue Ul pue uoledipul Jayjoue 4oy ueder Ul Pjos Usag sey juaipalBul [euldipaw SIy] +4
‘epeue) yjjesH ybnoys a|ge|ieAeun Ji VN3 10 Yd4 8y 40 ‘epeue) yieaH Ag papiroid ydeibouow 1onpoud syl Wouy usxe) sem suswibad BUulSOp Uo uoljeulioju] ‘pasn sem ao1d sn ay)
‘so|es pPa3Jodal S81I3UN0D JBY3I0 OU J| ‘pasn sem aold || gHdINd o|ge|ieAe 4o aoud uelpaw [ gYdINd 9U3 ‘©SIMIaylo @|ge|ieAe JI saolid 3si| uelpeue) BuiSN Pa1eIND|eD 949M SISOD JUBWIRDI| s
"14odal MaIAsY JuBWasSINqUIDY SHLIAVD |
:WOJ4 UdXe) 81em Ady] ‘@SIMIBY10 ‘B|ge|ieAr aiaym ‘Bseqeied SVAIW VIADI Woly paAslilal 81em seoud Jiun ueipeued  §
‘epeue) pue SN dY3 Se [[9M Sk ‘SBLIIUNOD [ gHdINd |[e Sepn|dul T
‘wopBuly pajiun ayj pue ‘uspams ‘uleds ‘AemionN ‘spueliayieN ‘uveder ‘Ajey| ‘Auewuag ‘e@ouel ‘wnibjag ‘elesiysny 1+
"(OHM) uoneziuebiQ YieaH PIOA 8yl Ag paulejulew WalsAs uonediisse|d (DLV) [ediwsyDd dnadelsy] dlwoleuy ay3 uo
paseq si Builiodal 8yl Yolym Joj ‘S diA Ul e1ep S8]es JnOYIIM SSUIDIPaW Mau 8y} 404 3doXd ‘S I Ul pa1iodal se ‘S3onpo.ud |edlinadeulieyd 4O UOIFRDIJISSe|D [EDIWOIRUY 84l JO Z [9ADT  «
‘ueydio :Q ‘Adelsyy ausb 9 Jedued 1D D160|0Iq g [SuollelAaIqge BUIMO||0) 83 Buisn pajedipul aJe sauldipaw Aje1dads 'sad14d 3Si| J94njoejnuew Uo paseq aJe sajes
‘paledipul YyibusJls pue wio) Bul||es-1saybly 8y} Uuo paseq aJde $3S0D juswieal) pue Buidlid sjiym auldipaw ay3 JO syibualls pue swioy ||e O} SiajoJ UOIIRWIOJUl SB|es pue AlljIge|leAy
"Jeak Jepus|ed ayj Bulnp epeue)d yjesH
Jo/pue ‘(VINT) Aousby sauldipay uesdoung syl ‘(Yd4) uonensiuiwupy 6nig pue poo4 SN a8yl ybnouayy [eaocidde 1ex4ew paAledad 31 JI 0ZOZ Ul MU 87 O] PaJspISUOD Sem auldIpawl v 210N

s1onpoud Jauyro g(30BJUBASS) [IURUIQUIODSY]

0g-1dy vad ‘WI9)SAS UolR|INBROD
e||A 401084 Uole|nBRO
poolg-za IIA 101984 UONEINBEROD
= - o'oo'g(SNHedd )
oeine vad SORSBIOBURUV-LT 55 ng01ne SusBeIGRONXaIg
0z-29d VI3 SOUIDORA-/[ g(A3euiwod)

SuUIddEA VNI 61-AINOD
sjuessasddnsounwiud|
-¥071

SI9PJOSIP UDS
Aiojewswejul

10} syonpoud
[eP10JI9ISUON-Sd
senbojeue

oz-6ny VN3 g(Xuap|) esepiyijwi

0c-22d vad (UASIIM) ulngiueaul |

‘epeue) yiesH Jo/pue ‘viNg ‘vad 0z-bny va4d

pue ssuowioy
olwejeyiodAy
pue Aseyniid-1oH

syonpo.d 3a1p

g(eAoi60S) ueydedewos
Aqg |eroidde Jo @1ep - 0ZOZ-vO
JO se Sy dlW Ul ejep sajes oN

0OZ-NON va4d ‘[ox® ‘suoljesedaud o(@d4A1DW|) BplyouePWISS
Aysegonuy-80v
AdeJay) suouwnoy

0¢-%°a va4d 511€150347-21 5(XAN0BIQ) 14X10]6N[OY

0z-6ny va4d solsab|euy-gzN (1AAUIO) BUIPLSIIO
0Z-AON vad sopse|dosunuy-17  oog(ezleAueq) gewelixeN
0Z-AON VINT s|e2160]04N-19 o(oWwN|xQ) ueiisewn

syonpoJd o1nadelayy
49410 |IV-ZA

SBNJP WoISAS SNOAJIBU
|BJ3uad JBYl0-LN

0OcZ-AON va4d o(AAuR0Z) qiuiejeuoT]

oz-unr vad ogBuzidn) gewnzijigau

9sin0) avod) 1502 . : @avo) 1S9IBS  epeueg ul  ,119¥dWd 10 ‘SN
xe ueipas u
/ienuuy jusunjeasy  (@vd) = 1PSW W <oud yum Slesisid  ‘epeued UId[esISId  ssep opnadesdyl . ___(swnjoA ‘yabues
2oud SN uSipeuey  SPHIUNOd W0} ‘OWeu Sped}) SUIIPaW
++1502 JUBIRDIL (av2) @oud LIg¥dIWd . jJo 'oN Aungepieay

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM

PATENTED MEDICINE PRICES REVIEW BOARD



MEDS ENTRY WATCH 6t Edition

» D SPOTLIGHT ON CANADA

While Sections B and C reported new medicines approved internationally, this section
reports on Canadian approvals between 2016 and 2020, with a focus on the 34 medicines
that received their first Canadian market authorization in 2019.

The number of new-to-Canada medicines approved in 2019 and 2020 was consistent with
recent trends and included many of the top-selling new medicines approved internationally
in the same year, as listed in Tables Bl and CI.

In 2019, Health Canada granted initial market per quarter in the three previous years (Figure D1).
authorization to 34 medicines, aligning with the Almost half (16) of the new medicines were indicated
average rate of nine new medicines approvals to treat cancer.

FIGURE D1 Quarterly approvals for new medicines in Canada, 2016 to 2020

16
15

1 14

2016 2017 2018 2019 2020

M Jan.-Mar. M Apr.-Jun. W July.-Sep. Oct.-Dec. —# Average no. of new medicines approved per quarter

Data source: Health Canada Notice of Compliance database (NOC).
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Table D1 reports on the therapeutic class, availability,
sales, and pricing of the 34 new-to-Canada medi-
cines approved in 2019 as of the end of 2020. The
20 new medicines with sales collectively accounted
for less than 1% of branded pharmaceutical sales

in Canada by Q4-2020. Notably, three of the five
highest-selling medicines reported in the list of 2019
new medicines in Table B1 are also reported here,
indicating that Canadian approval occurred in the
same year as international approval.

For each medicine, Table D1 also provides foreign-
to-Canadian price ratios, which compare the median
price of medicines in the PMPRBI11 countries and the
US price with the Canadian price. The average price
of the medicine in Canada is set to a value of one
and the corresponding foreign prices are reported
relative to this value. The resulting ratios reflect
how much more or less Canadians would have paid
for a new medicine if they had paid the median
international price or the US price.

PATENTED MEDICINE PRICES REVIEW BOARD

The median PMPRB11 to Canadian price ratio
reported across all new medicines was 0.91,
indicating that international prices in Q4-2019
were approximately 9% lower than Canadian prices
at introduction. In contrast, the median US price
ratios show that the US pays about 170% as much
as Canada for the same medicines.
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To provide an overview of the time-to-market for of the following calendar year. The results indicate
new medicines in Canada, Figure D2 presents the that over the past five years, more than 80% of
proportion of new medicines approved in Canada new-to-Canada medicines have been sold within
from 2016 to 2020 that were listed as “marketed” in one year of their approval.

Health Canada’s Drug Product Database by the end

Number of new medicines marketed within one calendar year following the year of approval
in Canada, 2016 to 2020

45

40

35

30

25

20 - 34 (95%)

R oo [ o 2
10

5

0 | | |

2016 2017 2018 2019 2020
Year of Canadian approval

B Marketed within one year Not marketed within one year

Note: A medicine was considered to be marketed if it was listed as such in Health Canada’s Drug Product Database before the end of the calendar year
following its approval in Canada.
Data source: Health Canada Drug Product Database.

PATENTED MEDICINE PRICES REVIEW BOARD NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM



MEDS ENTRY WATCH 6t Edition

REFERENCES

European Medicines Agency. 2020. Human Medicines Highlights 2019.
Available: https://www.ema.europa.eu/en/news/human-medicines-highlights-2019

European Medicines Agency. 2021. Human Medicines Highlights 2020.
Available: https://www.ema.europa.eu/en/news/human-medicines-highlights-2020

Food and Drug Administration. 2020. Novel Drugs 2019. 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-2019

Food and Drug Administration. 2021. Nove/ Drugs 2020. 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-2020

Health Canada. 2020. Drug and medical device highlights 2019: 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-2019.html

Health Canada. 2021. Drug and medical device highlights 2020: 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-2020.html

PMPRB. 2020. Oncology Medicines in Canada: Trends and International Comparisons, 2010-2079. Ottawa:
Patented Medicine Prices Review Board. Available: https://www.canada.ca/en/patented-medicine-prices-
review/services/npduis/analytical-studies/oncology-medicines-trends-international-comparisons/intro.html

PMPRB. 2021. Annual Report, 2019. Ottawa: Patented Medicine Prices Review Board. Available: https://www.
canada.ca/en/patented-medicine-prices-review/services/annual-reports/annual-report-2019.html

PMPRB. 2022. Expensive Drugs for Rare Diseases: Canadian Trends and International Comparisons,
20171-2020. Ottawa: Patented Medicine Prices Review Board. Available: https://www.canada.ca/en/
patented-medicine-prices-review/services/npduis/analytical-studies/chartbook/expensive-drugs-
rare-diseases-2011-2020.html

PATENTED MEDICINE PRICES REVIEW BOARD 32 NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM


https://www.ema.europa.eu/en/news/human-medicines-highlights-2019
https://www.ema.europa.eu/en/news/human-medicines-highlights-2020
https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2019
https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2019
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-2019.html
https://www.canada.ca/en/health-canada/services/publications/drugs-health-products/drug-medical-device-highlights-2019.html
https://www.canada.ca/en/health-canada/services/publications/drugs-health-products/drug-medical-device-highlights-2020.html
https://www.canada.ca/en/health-canada/services/publications/drugs-health-products/drug-medical-device-highlights-2020.html
https://www.canada.ca/en/patented-medicine-prices-review/services/npduis/analytical-studies/oncology-medicines-trends-international-comparisons/intro.html
https://www.canada.ca/en/patented-medicine-prices-review/services/npduis/analytical-studies/oncology-medicines-trends-international-comparisons/intro.html
https://www.canada.ca/en/patented-medicine-prices-review/services/annual-reports/annual-report-2019.html
https://www.canada.ca/en/patented-medicine-prices-review/services/annual-reports/annual-report-2019.html
https://www.canada.ca/en/patented-medicine-prices-review/services/npduis/analytical-studies/chartbook/expensive-drugs-rare-diseases-2011-2020.html
https://www.canada.ca/en/patented-medicine-prices-review/services/npduis/analytical-studies/chartbook/expensive-drugs-rare-diseases-2011-2020.html
https://www.canada.ca/en/patented-medicine-prices-review/services/npduis/analytical-studies/chartbook/expensive-drugs-rare-diseases-2011-2020.html




	Introduction
	Methods
	Limitations
	A Trends in New Medicine Approvals, 2015–2020
	B New Medicine Approvals, 2019
	C New Medicine Approvals, 2020
	D Spotlight on Canada
	References

