
MEDS
ENTRY WATCH 6th Edition



Published by the Patented Medicine Prices Review Board 
April 2022

Meds Entry Watch, 6th Edition is available in electronic format on the PMPRB website.

Une traduction de ce document est également disponible en français sous le titre :  
Veille des médicaments mis en marché, 6e édition

Patented Medicine Prices Review Board 
Standard Life Centre 
Box L40 
333 Laurier Avenue West  
Suite 1400 
Ottawa, ON  K1P 1C1

Tel.: 1-877-861-2350 
TTY 613-288-9654 
Email: PMPRB.Information-Renseignements.CEPMB@pmprb-cepmb.gc.ca 
Web: https://www.canada.ca/en/patented-medicine-prices-review.html

ISSN 2560-6204 
Cat. No.: H79-12E-PDF

© Her Majesty the Queen in Right of Canada, as represented by the  
NPDUIS initiative of the Patented Medicine Prices Review Board, 2022

mailto:PMPRB.Information-Renseignements.CEPMB@pmprb-cepmb.gc.ca
https://www.canada.ca/en/patented-medicine-prices-review.html


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 Ministère de la Santé et des Services 
sociaux du Québec (MSSS), and the pan-Canadian 
Pharmaceutical Alliance (pCPA) Office.
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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-
focused section provides information on medicines 
that received their first Health Canada approval in 
2019, as well as a retrospective review of annual 
marketing rates over the past five years.

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

The IQVIA MIDAS® Database was the primary 
source for the sales and list prices of new medi-
cines in Canadian and international 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 Australia, Belgium, France, Germany, 
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.

EXECUTIVE 
SUMMARY
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Key Findings

(A) �Trends in New Medicine 
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.

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

	~ 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.

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

	~ 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.

	~ 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 PMPRB11 countries.

	~ 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.

(B) 2019 New Medicine Approvals
Forty-seven new medicines were approved  
in 2019, more than half of which had high  
treatment costs.

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

	~ 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.

	~ 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.

	~ 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.

	~ Of the 19 approved medicines, 11 had recorded 
sales in Canada by the end of 2020, placing 
Canada third in the PMPRB11 countries and  
fifth in the OECD for the number of new  
medicines with sales—an improved standing 
over previous years.

	~ 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).
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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.

	~ 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.

	~ Nonsteroidal products for anti-inflammatory 
skin disorders, represented by the plaque 
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.

	~ 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.

	~ 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.

	~ 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.

(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.
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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.

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.
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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, Italy, 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.

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 PMPRB11 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.
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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.

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).
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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 PMPRB11 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. 

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.

A TRENDS IN NEW MEDICINE 
APPROVALS, 2015–2020
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FIGURE A1	 New medicines approved by the US FDA, the EMA, and/or Health Canada, 2015 to 2020
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Data source: US Food and Drug Administration, European Medicines Agency, and Health Canada databases.

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.

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 PMPRB11.1

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.
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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*
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* �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, 

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, Q4-2020
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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 PMPRB11 
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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. 

FIGURE A5	 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

(b) Share of total OECD new medicine sales†
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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. 

†   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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B NEW MEDICINE 
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 medicines 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  
market approval from Canada, Europe, and the US  
in 2019. By the end of 2020, 19 of these medicines 
had been approved by Health Canada, 24 by the 
EMA, and 44 by the US FDA (Figure B1).

Of the 19 medicines approved in Canada, 11 had sales 
data available in MIDAS by Q4-2020. This placed 
Canada fifth in the OECD and third in the PMPRB11 
in terms of the number of new medicines sold.

FIGURE B1	 Number of 2019 new medicines with market approval as of Q4-2019 and Q4-2020

Total: 47
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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 
heavily influenced by the top-selling 2019 new medi-
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 

analysis, Canada’s total share of OECD new medicine 
sales would increase from 49% to 66%, compared to 
the OECD median of 36% and 48%, respectively. 

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
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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. 

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.

Nonsteroidal products for anti-inflammatory skin 
disorders followed with a 23% share of sales for 
risankizumab (Skyrizi), indicated for the treatment 
of plaque 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 PMPRB11 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. 
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Two gene therapies were approved in 2019. 
Onasemnogene abeparvovec (Zolgensma), an 
orphan medicines indicated for the treatment of 
spinal muscular atrophy, accounted for 2.6% of 
new medicine sales despite being sold in only one 
country. Betibeglogene autotemcel (Zynteglo), a 
treatment for beta thalassaemia first approved by 

the EMA, was among the seven new medicines that 
had not registered any sales in Q4-2020. Other 
medicines without recorded sales include diagnostic 
agents and vaccines, which are not always sold 
through conventional mechanisms and may be 
underreported by the data source.

FIGURE B3	 Number of biologic, cancer, and orphan medicines first approved in 2019

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.

FIGURE B4	 Distribution of new medicines 
approved in 2019 by treatment cost
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Note: �This analysis considers the 40 new medicines approved in 2019 with 
treatment costs available as of Q3-2021. 

*   �High-cost medicines are defined as those with treatment costs 
exceeding $10,000 annually or $5,000 per 28-day cycle.

†   �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 

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.

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 
Q3-2021.4

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.
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TABLE B2	 Assessments, recommendations, and reimbursement decisions for 2019 new medicines 
approved in Canada by Q3-2021

ATC* Medicine (trade name)†

Health Canada 
approval

CADTH 
recommendation‡

pCPA negotiation 
status§
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plans
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L1 Alpelisib (Piqray)C Mar-20

B2 Turoctocog alfa pegol (Esperoct)B Jul-19

S1 Brilliant blue G (TissueBlue)O Jan-21

S1 Brolucizumab (Beovu)B Mar-20

L2 Darolutamide (Nubeqa)C Feb-20

R7 Elexacaftor (Trikafta)O Jun-21

L1 Entrectinib (Rozlytrek)B,C,O Feb-20

L1 Erdafitinib (Balversa)C Oct-19

L1 Fedratinib (Inrebic)C,O Jul-20

B6 Givosiran (Givlaari)O Oct-20

J1 Lefamulin (Xenleta) Jul-20

N5 Lemborexant (Dayvigo) Nov-20

B3 Luspatercept (Reblozyl)B,O Sept-20

L1 Polatuzumab vedotin (Polivy)B,C,O Jul-20

D5 Risankizumab (Skyrizi)B Apr-19

M5 Romosozumab (Evenity)B Jun-19

N7 Siponimod (Mayzent) Feb-20

N7 Solriamfetol (Sunosi)O May-21

A6 Tenapanor (Ibsrela) Apr-20

L1 Trastuzumab deruxtecan (Enhertu)B,C Apr-21

D10 Trifarotene (Aklief) Nov-19

M1 Upadacitinib (Rinvoq) Dec-19

L1 Zanubrutinib (Brukinsa)C,O May-21

N7 Onasemnogene abeparvovec (Zolgensma)B,G,O 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.

†   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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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 
approval through the FDA, the EMA, and/or Health 
Canada in 2020. As of the third quarter of 2021, 
Health Canada had approved 19 of these new  
medicines, trailing the EMA (28) and the FDA (47) 

(Figure C1). Note that manufacturers may choose 
to submit new medicines for approval in the US, 
Europe, and Canada at different times, which  
may affect the number of medicines approved  
by each regulator.

FIGURE C1	 Number of 2020 medicines with market approval as of Q4-2020 and Q3-2021

Total: 50
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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 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.5 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 PMPRB11. 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.

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.

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.

FIGURE C2	 Number of biologic, cancer, and 
orphan medicines first approved 
in 2020

Data source: �US Food and Drug Administration Novel Drugs 2020; 
European Medicines Agency Human Medicines Highlights 
2020; Health Canada Notice of Compliance Database.
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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 B1 and C1. 

In 2019, Health Canada granted initial market  
authorization to 34 medicines, aligning with the 
average rate of nine new medicines approvals 

per quarter in the three previous years (Figure D1). 
Almost half (16) of the new medicines were indicated 
to treat cancer.

FIGURE D1	 Quarterly approvals for new medicines in Canada, 2016 to 2020
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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 PMPRB11 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.

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 
new medicines in Canada, Figure D2 presents the 
proportion of new medicines approved in Canada 
from 2016 to 2020 that were listed as “marketed” in 
Health Canada’s Drug Product Database by the end 

of the following calendar year. The results indicate 
that over the past five years, more than 80% of  
new-to-Canada medicines have been sold within  
one year of their approval.

FIGURE D2	 Number of new medicines marketed within one calendar year following the year of approval 
in Canada, 2016 to 2020

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. 
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