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

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

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

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

market entry of new medicines in Canada and other countries. Building on the retrospective 

analysis of trends since 2009, this report focuses on medicines that received first-time market 

approval through the US Food and Drug Administration (FDA), the European Medicines 

Agency (EMA), and/or Health Canada in 2017 and 2018, and analyzes their uptake, pricing, 

sales, and availability as of the last quarter of 2018 (Q4-2018). This edition includes a new 

Canadian section with information on medicines that received their first Health Canada 

approval in 2017, as well as those that were approved for new indications.

This publication informs decision makers, researchers, 
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 
medicines 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 the seven countries the PMPRB currently 
considers in reviewing the prices of patented 
medicines (PMPRB7): France, Germany, Italy, 
Sweden, Switzerland, the United Kingdom 
(UK), and the United States (US).

EXECUTIVE 
SUMMARY
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Key Findings

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

 ~ Although these 18 medicines represent a 
relatively small portion of the total number of 
approvals in 2017, they accounted for 88% 
of total sales for new medicines in the OECD. 
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Antivirals and central nervous system medicines 
accounted for the majority of 2017 new medicine 
sales in the last quarter of 2018.

 ~ Overall, sales for new medicines were 
highly concentrated, with antivirals to treat 
hepatitis C making up almost 30% of new 
medicine sales in Canada and the PMPRB7 
in 2018. Central nervous system therapies and 
antineoplastics followed, with 20% and 15%  
of the market, respectively.

 ~ Glecaprevir/pibrentasvir, an antiviral for 
hepatitis C, was the top-selling new medicine 
in Q4-2018, accounting for over 25% of 
international new medicine sales.

(C) 2018 New Medicine Approvals
The relatively high rate of new medicine approvals  
in 2017 was sustained through 2018, as the 
number of new high-cost specialty therapies 
continued to rise.

~ 51 new medicines received market approval 

through the FDA, the EMA, and/or Health 
Canada in 2018, of which 19 had approval in 
Canada by the third quarter of 2019.

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

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

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

(D) Spotlight on Canada
A number of medicines received their first 
Canadian approval in 2017, though new  
indications approved for existing medicines 
had a greater impact on sales.

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

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

 ~ New and extended indications for previously 
marketed medicines contributed $594 million 
to the $1.07 billion growth in pharmaceutical 
sales in Canada between 2017 and 2018.

The next edition of Meds Entry Watch will build 
on this analysis to provide further insight into the 
medicines introduced in 2018 and a preliminary look 
at those approved in 2019, as well as a retrospective 
review of trends in new medicines over the past 
five years.
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INTRODUCTION

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

medicines entering Canadian and international markets, providing information on their 

availability, sales, and prices.

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

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

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

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

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

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

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

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

Sales and volume data encompass all versions of a 
medicine available in a particular country, produced 
by any manufacturer in any strength and form. 
For more information on the MIDAS Database and 
other NPDUIS source materials, see the Reference 
Documents section of the Analytical Studies page 
on the PMPRB website.

Canadian prices were based on MIDAS data, if 
available; otherwise, they were taken from publicly 
available results of the Common Drug Review (CDR) 
or pan-Canadian Oncology Drug Review (pCODR) 
processes published by the Canadian Agency 
for Drugs and Technologies in Health (CADTH). 
Treatment costs were calculated using Canadian 
list prices where possible; if not, the foreign median 
price was used. Information on dosing regimens was 
taken from the product monographs published by 
Health Canada, or if not available, from the FDA or 
EMA. All medicines were reviewed as of Q3-2019, 
unless otherwise specified.

Prices and foreign-to-Canadian price ratios were 
reported for the highest-selling form and strength 
of each medicine in Canada, or in the PMPRB7 if 
no Canadian sales were available at the time of the 
analysis. The foreign-to-Canadian price ratios pre-
sented in this report are expressed as an index with 
the Canadian price set to a value of one and the inter-
national median reported relative to this value. For 
more details on how foreign-to-Canadian price ratios 
are calculated, see the Reference Documents section 
of the Analytical Studies page on the PMPRB website.

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

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

New medicines reported in Sections B and C were 
selected for analysis based on their date of market 
approval by the FDA, the EMA, and/or Health 
Canada; however, some may have an earlier approval 
date in other international markets. Likewise, the 
medicines included in this analysis do not necessarily 
represent all of those introduced in 2017 and 2018, 
as other national regulatory bodies not examined 
in this report may have approved additional medi-
cines. Nevertheless, this should have a very limited 
effect on the results, as the FDA and EMA are major 
regulatory bodies representing large international 
markets and have regulatory approaches similar to 
those in Canada.

This report reflects the initial market penetration 
of these new medicines, and their availability and 
uptake are expected to increase in subsequent years. 
The availability of a new medicine in a given coun-
try at any point in time is influenced by a variety 
of factors including the manufacturer’s decision 
to launch, as well as the timing of that decision; 
the regulatory approval process in place; and the 
existing market dynamics. 

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

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

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

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

Aggregated international sales and pricing data are 
heavily skewed towards the United States due to 
its relatively large population, and as a result, the 
ranking of medicines by international sales generally 
reflects the order of sales in the US.

The assessment of medicine availability in Canada 
does not consider non-marketed medicines avail-
able through programs that authorize the sale of 
medicines in exceptional circumstances, such as 
the Special Access Programme in Canada (SAP).
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A greater number of new medicines have been approved in recent years, including a rising 

share of new specialty treatments. Medicines first approved between 2009 and 2017 

accounted for over one third of all brand-name sales by the end of 2018. Nearly half of these 

had recorded Canadian sales by Q4-2018, placing Canada 10th in the OECD and behind most 

PMPRB7 countries. Despite this, Canada ranked fourth in terms of the share of total new 

medicine sales, which suggests that the top-selling medicines were among those approved.

In 2017, 52 new medicines received first-time market 
approval through the FDA, the EMA, and/or Health 
Canada, a considerable increase from the 31 approved 
the year before and the annual average of 35 reported 
from 2009 to 2014 (Figure A1). Almost half (24) of 
these medicines received an orphan designation from 
the FDA and/or EMA, representing a sustained rise 
over the 33% average share from 2009 to 2014.

An additional 51 new medicines were approved 
in 2018, of which nearly 60% (30) received an 
orphan designation and close to one third (15) 
were approved to treat cancer. 

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

A TRENDS IN NEW MEDICINE 
APPROVALS, 2009–2017
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FIGURE A1 New medicines approved in Canada and the PMPRB7*, 2009 to 2018
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Share of orphan 
medicines 33% 54% 42% 46% 59%

Share of oncology 
medicines 20% 34% 16% 33% 29%

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

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

Canada databases.

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

Notably, new medicines accounted for a slightly 
larger share of the Canadian market than their 
corresponding share of the market in Canada and 
the PMPRB7. Driving this difference was a marked 
difference between the influence of the 2016 new 
medicines in Canada and internationally; whereas 

the 2016 medicines held only a 2.3% share across 
the PMPRB7 by Q4-2018, they represented 4.7% 
of all sales in Canada. This may be due, in part, to 
a greater impact from the hepatitis C treatment 
Epclusa (sofosbuvir/velpatasvir), which accounted 
for 0.6% of total pharmaceutical sales in the PMPRB7 
and 2.2% of Canadian sales in Q4-2018. 

In any given year, the impact of new medicines 
on pharmaceutical sales depends on their number, 
therapeutic relevance, and treatment costs. For 
example, the entry of new direct-acting antivirals 
(DAAs) for hepatitis C in 2014 continues to have 
a high impact on sales, accounting for one fifth 
of the new medicine share of the brand-name 
pharmaceutical market by Q4-2018.
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FIGURE A2 New medicine cumulative share of all brand-name medicine sales by year of approval* 
(2009 to 2017), Canada and the PMPRB7†
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*  New medicines introduced between 2009 and 2014 were identified based on the date of first reported sales, while those reported for 2015 onward 
were determined based on the date of first-time market approval by the US Food and Drug Administration, the European Medicines Agency, 
and/or Health Canada.

† France, Germany, Italy, Sweden, Switzerland, the United Kingdom, and the United States.
Data source: IQVIA MIDAS® Database, 2009 to 2018. All rights reserved.

Of the 336 medicines approved in Canada and the 
PMPRB7 from 2009 to 2017, 48% had recorded sales 
in Canada by Q4-2018 (Figure A3). While this repre-
sents a greater share than the OECD median of 40%, 
it ranks below most PMPRB7 countries, many of which 
have lower average list prices for patented medi-
cines (PMPRB). The new medicines sold in Canada 
accounted for 94% of the OECD sales for all new 

medicines analyzed, representing the fourth highest 
share in the OECD, well above the median of 82%. 
This suggests that although fewer new medicines 
were approved in Canada, the higher-selling new 
medicines were among those sold, which may have 
been partially influenced by Canada’s proximity to 
the US market.
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FIGURE A3 Share of new medicines approved* in Canada and the PMPRB7† from 2009 to 2017 with 
available sales, and their respective share of OECD sales, by country, Q4-2018
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were determined based on the date of first-time market approval by the US Food and Drug Administration, the European Medicines Agency, 
and/or Health Canada.

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

A greater than average number of new medicines were approved in Canada, Europe, and 

the US in 2017, nearly half of which had an orphan designation. While relatively few of these 

medicines had sales in Canada by the end of 2018, those sold accounted for the majority 

of all new medicine sales.

Fifty-two new medicines were approved internationally 
in 2017, representing a considerable increase from 
the 31 medicines approved the year before. Nearly 
two thirds of these new medicines were high-cost, 
coming with treatment costs over $10,000 per year, 
or $5,000 per 28-day cycle for oncology medicines. 
Five new non-oncology medicines were identified 
as expensive drugs for rare diseases (EDRDs)—
orphan-designated therapies exceeding $100,000 
in annual treatment costs—while ten new oncology 
medicines qualified as EDRDs at over $7,500 per 
28-day cycle.

By the end of 2018, just over half (27) of the 2017 
new medicines had been approved in Canada. 
Both the FDA and the EMA, which represent 
two of the largest international markets, approved 
more new medicines than Canada at 49 and 34, 
respectively (Figure B1).

FIGURE B1 Number of 2017 new medicines 
with market approval as of 
Q4-2017 and Q4-2018
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Total: 52
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Data source:  US Food and Drug Administration (FDA), European Medicines 
Agency (EMA), and Health Canada databases.
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Of the 27 medicines approved in Canada, 18 had sales 
data available in MIDAS by Q4-2018. This placed 
Canada sixth in the OECD in terms of the number of 
new medicines sold and third in terms of the cor-
responding OECD sales of these new medicines at 
88%, marking an increase over 2016 results. The US 
market, which ranked first among all OECD countries, 

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

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

FIGURE B2 Number of 2017 new medicines with market approval and their share of OECD sales  
as of Q4-2018
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Data source:  IQVIA MIDAS® Database, 2018 (all rights reserved); US Food and Drug Administration, European Medicines Agency, 
and Health Canada databases.
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Although new medicines approved in Canada and the 
PMPRB7 in 2017 covered a wide range of therapeutic 
classes, their sales were highly concentrated. The 
top four ATC classes by sales represented half of the 
2017 new medicines and over 80% of all new medi-
cine sales in Canada and the PMPRB7 by Q4-2018. 
Two medicines, glecaprevir/pibrentasvir and ocre-
lizumab, together accounted for 45% of sales and 
represented the top two therapeutic classes, anti-
virals and central nervous system drugs, respectively. 
Antineoplastics ranked as the third top-selling ATC 
class, with oncology treatments accounting for 12 
of the 52 new medicines and 15% of sales.

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

1. For more detailed supplementary information regarding the indication and manufacturer of each of the 2017 new medicines, see the Meds Entry Watch 
publication section of the Analytical Studies page on the PMPRB website.

17

Biologics

8

8

4

7

5

1 5

OrphanCancer

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

Table B1 lists the new medicines approved in 2017. 
For each medicine, the country with the first reported 
sales is given, along with the availability in Canada, 
the share of sales in Q4-2018, and the prices and 
corresponding treatment costs.1 Prices are reported 
for the highest-selling form and strength of each 
medicine at the time of the analysis.
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Many of the 2017 new medicines came with a 
high treatment cost: 14 oncology medicines had 
costs exceeding $5,000 for a 28-day regimen; and 
20 non-oncology medicines had annual costs exceed-
ing $10,000. Ten oncology and five non-oncology 
orphan medicines qualified as expensive drugs for 
rare diseases with treatments costs over $7,500 per 
28-day cycle or $100,000 annually, respectively.

FIGURE B3 Number of high-cost new medicines 
approved in 2017, Q4-2018
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Note:  This analysis considers the 47 new medicines approved in 2017 with 
treatment costs available as of Q4-2018. 

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

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

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

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

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

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

By the third quarter of 2019, 24 new medicines 
had been reviewed by CADTH for public reimburse-
ment, of which 11 had completed pan-Canadian 
Pharmaceutical Alliance (pCPA) negotiations and 
five others had negotiations underway. Thirteen 
non-oncology medicines reviewed by the CDR 
received a recommendation to reimburse with 
clinical criteria and/or conditions while four received 
a recommendation not to reimburse. Of the oncology 
medicines reviewed by pCODR, five were recom-
mended for funding on the condition that their cost 
effectiveness be improved to an acceptable level and 
one was recommended not to reimburse. One orphan 
oncology medicine, midostaurin (Rydapt), received 
a recommendation to reimburse without conditions.

A review of private drug plan data found that over 
two thirds (19) of the 27 new medicines were reim-
bursed by at least one private drug plan by the end 
of 2018. However, these are preliminary results, and 
their interpretation is limited. For example, if the 
approval date in Canada was near the end of the 2018 
calendar year, the uptake in private plans may only 
have occurred in 2019 and would not be reflected 
in these results.
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Table B3 reports information related to the results 
of the health technology assessments for the new 
medicines, including the indications assessed; the 
recommended condition for reimbursement; the 
primary evaluation; the range of reported incre-
mental cost-effectiveness ratios (ICER) reported; 
and the price reduction required for the medicine 
to achieve an ICER of $50,000 per quality-adjusted 
life year (QALY). The results suggest that most new 

medicines sold in Canada were not cost-effective at 
the submitted price, and the vast majority of these 
medicines were approved on the condition that their 
price be reduced. At the high end of the reported 
range, the price of some medicines would need to 
be decreased by more than 99% in order to achieve 
an ICER of $50,000 per QALY. Brodalumab, midos-
taurin, and voxilaprevir were the only medicines to 
fall within the $50,000/QALY threshold.

TABLE B2 Recommendations, negotiation status, and reimbursement decisions for 2017 new medicines 
approved in Canada by Q4-2018

ATC* Medicine (trade name)†

Health Canada approval
CADTH 

recommendation‡
pCPA negotiation 

status§
Private 
plans

N
o
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c
e
 o

f 
C

o
m

p
lia

n
c
e

R
e
im

b
u

rs
e

R
e
im

b
u

rs
e
 w

it
h

 c
lin

ic
a
l 

c
ri

te
ri

a
 a

n
d

/o
r 

c
o

n
d

it
io

n
s

D
o

 n
o

t 
re

im
b

u
rs

e

A
c
ti

v
e

C
o

m
p

le
te

d
 a

n
d

 c
lo

se
d

N
o

 n
e
g

o
ti

a
ti

o
n

s

R
e
im

b
u

rs
e
d

L1 Avelumab (Bavencio)B,C,O Dec-17

M1 Baricitinib (Olumiant)O Aug-18

R3 Benralizumab (Fasenra)B Feb-18

L1 Brigatinib (Alunbrig) C,O Jul-18

D5 Brodalumab (Siliq/Kyntheum)B Mar-18

N7 Cerliponase alfa (Brineura)B,O Dec-18

B2 
Coagulation Factor IX [recombinant], 
glycoPEGylated (Rebinyn)B Nov-17

D5 Dupilumab (Dupixent)B Nov-17

L1 Durvalumab (Imfinzi)B,C May-18

N7 Edaravone (Radicava)O Oct-18

B2 Emicizumab (Hemlibra)B,O Aug-18

A10 Ertugliflozin (Steglatro) May-18

J5 Glecaprevir, pibrentasvir (Maviret) Aug-17

D5 Guselkumab (Tremfya)B Nov-17

J7
Herpes zoster vaccine [recombinant, adjuvanted] 
(Shingrix Vaccine)B Oct-17

L1 Inotuzumab ozogamicin (Besponsa)B,C,O Mar-18

(continued on the next page)
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ATC* Medicine (trade name)†

Health Canada approval
CADTH 

recommendation‡
pCPA negotiation 

status§
Private 
plans
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c
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S1 Latanoprostene bunod (Vyzulta) Dec-18

J5 Letermovir (Prevymis)O Nov-17

L1 Midostaurin (Rydapt)C,O Jul-17

N7 Ocrelizumab (Ocrevus)B Feb-18

D10 Ozenoxacin (Ozanex) Jan-17

L1 Ribociclib (Kisqali)C Mar-18

M1 Sarilumab (Kevzara)B Jan-17

A10 Semaglutide (Ozempic) Jan-18

A7 Telotristat ethyl (Xermelo)O Oct-18

L1 Tisagenlecleucel (Kymriah)B,C,O,G Sep-18

J5 Voxilaprevir (Vosevi) Aug-17

Note:  Non-oncology medicines were assessed through CADTH’s Common Drug Review process, while oncology medicines were assessed  
through the pan-Canadian Oncology Drug Review (pCODR) process.

* Level 2 of the Anatomical Classification of Pharmaceutical Products, as reported in MIDAS®.
† B: biologic; C: cancer; O: orphan medicines; G: gene therapies.
‡ Initial or final recommendation issued as of Q3-2019.
§ As of Q3-2019.
Data source:  IQVIA Private Drug Plan database, 2018; Health Canada Notice of Compliance Database; Canadian Agency for Drugs and Technologies  

in Health (CADTH) reports; pan-Canadian Pharmaceutical Alliance (pCPA) reports.
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The notable rate of approvals in 2017 was sustained through 2018, with a comparable 

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

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

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

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

3 For more detailed supplementary information regarding the indication and manufacturer of each of the 2018 new medicines, see the Meds Entry Watch 
publication section of the Analytical Studies page on the PMPRB website.

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

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

FIGURE C1 Number of 2018 medicines with 
market approval as of Q4-2018 
and Q3-2019
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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 2018.

Data source:  US Food and Drug Administration, European Medicines 
Agency, and Health Canada databases.
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This new section reports on sales and prices of medicines that received their first Canadian 

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

approval for additional or extended indications in the same year. 

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

This table also provides foreign-to-Canadian price 
ratios for each medicine. These ratios compare the 
median prices in the PMPRB7 countries with those in 
Canada to reflect how much more or less Canadians 
would have paid for a new medicine if they had paid 
the median international price. The average price 
of the medicine in Canada is set to a value of one 
and the corresponding foreign median prices are 
reported relative to this value. 

The average ratio reported across all new medicines 
was 1.58, indicating that foreign prices at Q4-2018 
were 58% higher than those in Canada. However, 
this result is heavily skewed toward prices in the 
US market. For medicines with prices available 
in only one foreign country, typically the US, the 
average foreign-to-Canadian price ratio was 7.91. 
When medicines with fewer than two comparator 
countries were excluded, the average ratio dropped 
to 1.01, indicating that Canadian prices were on 
par with those internationally for medicines with 
established international markets. Given the dif-
ferences in Canadian and international policies for 
price increases, this ratio is expected to decrease 
over time.

D SPOTLIGHT ON CANADA

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

TABLE D2 Change in sales of existing medicines 
with new or extended indications in 
Canada, 2017 to 2018

 
2017 
sales 

2018 
sales 

Net change in 
sales (% change)

Existing medicines with new 
indications in 2017

$3.50B $4.09B $0.59B (17%)

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

Data source: IQVIA MIDAS® Database, 2017 to 2018. All rights reserved.
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APPENDIX I 
Change in sales of existing medicines with new or extended indications approved  
by Health Canada in 2017, T4-2018

Medicine Therapeutic area* Net change in sales, 2017 to 2018 (CAD)

Velpatasvir J05-Antivirals for systemic use $165,364,017

Pembrolizumab L01-Antineoplastic agents $129,871,160

Adalimumab L04-Immunosuppressants $82,621,593

Palbociclib L01-Antineoplastic agents $62,768,398

Nivolumab L01-Antineoplastic agents $55,849,340

Ibrutinib L04-Immunosuppressants $55,121,910

Ipilimumab L01-Antineoplastic agents $20,124,772

Omalizumab R03-Drugs for obstructive airway diseases $18,836,248

Liraglutide A10-Drugs used in diabetes $17,976,801

Ranibizumab S01-Ophthalmologicals $15,493,537

Clostridium botulinum toxin type A M03-Muscle relaxants $15,460,818

Abacavir J05-Antivirals for systemic use $13,165,506

Dulaglutide A10-Drugs used in diabetes $12,204,709

Leuprorelin L02-Endocrine therapy $9,689,172

Trametinib L01-Antineoplastic agents $6,459,854

Everolimus L01-Antineoplastic agents $6,195,859

Tocilizumab L04-Immunosuppressants $5,425,992

Dabrafenib L01-Antineoplastic agents $5,407,516

Lurasidone N05-Psycholeptics $4,975,261

Glycopyrronium R03-Drugs for obstructive airway diseases $3,655,720

Canakinumab L04-Immunosuppressants $3,496,843

Eltrombopag B02-Antihemorrhagics $3,122,527

Mifepristone G03-Sex hormones and modulators of the genital system $3,049,514

Lenvatinib L01-Antineoplastic agents $3,007,169

Panitumumab L01-Antineoplastic agents $2,899,708 

Lacosamide N03-Antiepileptics $2,856,104 

Fulvestrant L02-Endocrine therapy $1,964,094 

Eribulin L01-Antineoplastic agents $1,107,911 

Anakinra L04-Immunosuppressants -$161,847 

Aripiprazole N05-Psycholeptics -$2,254,351 

Crizotinib L01-Antineoplastic agents -$4,756,882 

Daratumumab L01-Antineoplastic agents -$7,148,422 

Etanercept L04-Immunosuppressants -$7,417,108 

Ledipasvir J05-Antivirals for systemic use -$112,198,908 

TOTAL $594,234,535 

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