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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 intelligence on price, utilization, and cost trends
so that Canada’s health care system has more
comprehensive 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 observers
from CIHI, the Canadian Agency for Drugs and
Technologies in Health (CADTH), the Ministére de la
Santé et des Services sociaux du Québec (MSSS),
and the pan-Canadian Pharmaceutical Alliance
(pCPA) Office.
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Disclaimer

NPDUIS operates independently of the regulatory
activities of the Board of the PMPRB. The research
priorities, data, statements, and opinions expressed
or reflected in NPDUIS reports do not represent
the position of the PMPRB with respect to any
regulatory matter. NPDUIS reports do not contain
information that is confidential or privileged under
sections 87 and 88 of the Patent Act, and the
mention of a medicine in a NPDUIS report is not
and should not be understood as an admission or
denial that the medicine is subject to filings under
sections 80, 81, or 82 of the Patent Act or that its
price is or is not excessive under section 85 of the
Patent Act.

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

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

This is the fifth 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 2015, 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 2018 and 2019, and analyzes their uptake, pricing, sales, and
availability as of the last quarter of 2019 (Q4-2019).

In addition to the international analysis, a Canadian-
focused section provides information on medicines
that received their first Health Canada approval in
2018, as well as a retrospective review of quarterly
approvals over the past five years.

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
guantity 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 PMPRBT1
comparator countries. Where appropriate, the United
States (US) is included to provide additional context.

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

(A) Trends in New Medicine Approvals, © Over two thirds of the new medicines had

2015 to 2019

Approximately 50 new medicines have been
approved in each of the last three years,
with orphan and oncology medicines making
up a significant portion of new approvals.

O Across Canada, US, and Europe, just over
fifty new medicines were approved in
both 2017 and 2018, with 47 new approvals
in 2019.

O Between 2015 and 2019, the shares of new
approvals for orphan and oncology medicines
averaged 27% and 48%, respectively, with
variations from year to year.

A considerable portion of the new medicines
approved internationally between 2015 and
2018 had Canadian sales by the end of 2019.

O New medicines approved between 2015 and
2018 accounted for approximately 12% of
brand-name medicine sales in Canada and
the PMPRBI11 in Q4-2019.

O Just under 40% of these medicines had
sales in Canada by Q4-2019, ahead of the
OECD median (32%).

O New medicines approved from 2015 to 2018
with Canadian sales accounted for 87% of all
new medicine sales in the OECD in Q4-2019,
indicating that the higher-selling medicines
continue to be among those approved and
sold in Canada.

(B) 2018 New Medicine Approvals

Fifty-one new medicines were approved
in 2018, with a pronounced increase in the
number of orphan medicines authorized
for market.

O 51 new medicines received market approval
through the FDA, the EMA, and/or Health
Canada in 2018.

O Over 60% of the 2018 new medicines
received an orphan designation from the
FDA and/or the EMA, while more than 30%
were indicated for the treatment of cancer.
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high treatment costs: 13 oncology medicines
had costs exceeding $5,000 per 28-day
cycle and 21 non-oncology medicines had
annual costs exceeding $10,000.

Fewer medicines were approved in Canada
than in the US and Europe in 2018, although
Canada compared favourably to the OECD in
terms of the corresponding share of sales.

O 20 of the 51 new medicines first approved in
2018 had market authorization in Canada by
Q4-2019, compared to 50 approved by the
FDA and 32 by the EMA.

O Of the 20 approved medicines, nine had
recorded sales in Canada by the end of
2019, placing Canada ninth in the OECD and
in line with the PMPRB11 countries for the
number of new medicines with sales.

O Although these nine medicines represent a
relatively small portion of the total number
of approvals in 2018, they accounted for 75%
of total sales for new medicines in the OECD.

Sales for 2018 new medicines were highly
concentrated, with a single antiviral medicine
accounting for the majority of new medicine
revenue in the last quarter of 2019.

O The HIV treatment Biktarvy (bictegravir)
was responsible for 52% of OECD new
medicine sales in Q4-2019, making up the
vast majority of the 53% total share held by
the antivirals class.

O Analgesics were the second highest-selling
class with three migraine medicines
(erenumab, galcanezumab, and
fremanezumalb) accounting for 15% of 2018
new medicine sales.

O Respiratory disease treatments accounted
for one tenth of international new medicine
sales, attributable to the new medicine
tezacaftor, which is used in cystic fibrosis
treatments Symdeko and Trikafta.

O Oncology medicines, comprised of cytostatic
hormone therapy and antineoplastics, made
up 8% of new medicine sales.

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM
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(C) 2019 New Medicine Approvals

The rate of new medicine approvals in
2018 was sustained through 2019, bringing
a number of new high-cost oncology
treatments to the market.

O 47 new medicines received market approval
through the FDA, the EMA, and/or Health
Canada in 2019. Of these, 16 were approved
in Canada by the third quarter of 2020.

O In total, 40% (19) of the new medicines
received an orphan designation from the
FDA and/or the EMA. Oncology treatments
accounted for 23% (11) of the 2019 new
medicines, while biologics made up nearly a
third (14) of the approvals.

O Based on preliminary results, nine oncology
medicines had treatment costs exceeding
$5,000 per 28-day cycle.
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(D) Spotlight on Canada

The number of new medicines that received
their first Canadian approval in 2018 was

in line with trends observed over the past
five years.

O 40 new-to-Canada medicines were approved
for market in 2018, of which 22 had reported
sales by Q4-2019, accounting for 1.6% of the
total Canadian pharmaceutical market.

O Four of the five internationally top-selling
new medicines in 2018 received market
authorization in Canada in the same year,
including Biktarvy (bictegravir), which
represented 21% of all Canadian 2018 new
medicine sales by Q4-2019.

O An analysis of the rate of new medicine
approvals in Canada found a steady annual
trend of approximately nine approvals per
quarter 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 four previous editions to The report consists of four main sections: Section A
provide a broad analysis of medicines that have provides an overview of trends from 2015 to 2019;
received market approval since 2015, with a special Section B focuses on new medicines that received
focus on medicines approved in 2018 and 2019. international market approval in 2018; Section C
New medicines are identified for each year based presents a preliminary analysis of the new medicines
on the date of their first market authorization approved internationally in 2019; and Section D
through the US Food and Drug Administration spotlights Health Canada approvals in 2018.

(FDA), the European Medicines Agency (EMA),

This publication informs decision makers, researchers,
and/or Health Canada.

and patients of emerging therapies in Canadian and
international pharmaceutical markets.
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METHODS

This report analyzes new medicines that have
received initial market approval through the FDA,
the EMA, and/or Health Canada since 2015, with

a focus on those approved in 2018 and 2019. A
new medicine is 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.
For the purpose of the report, new medicines are
identified at the medicinal ingredient level. Using
these criteria, 175 new medicines were identified as
new approvals between 2015 and 2018, including
the 51 analyzed for the 2018 list in Section B, and
47 were identified for the preliminary analysis of
2019 medicines in Section C. The approval of these
medicines in Canadian and international markets
was assessed as of the end of 2019 or the third
quarter of 2020 (Q3-2020), as specified.

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 2018. This
includes a number of the medicines in the 2018
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 2018.

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 countries. Sales data for the
United States (US) is also used where sales have not
been reported in the PMPRBT1.

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

PATENTED MEDICINE PRICES REVIEW BOARD

markets, as well as the volume 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 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 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 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 Q3-2020,
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 market
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 2018 and 2019, as other national
regulatory bodies not examined in this report may
have approved additional medicines. Nevertheless, as
the FDA and EMA represent significant international
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
decision to launch, as well as the timing of that
decision; the regulatory approval process in place;
and the existing market dynamics.

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

PATENTED MEDICINE PRICES REVIEW BOARD

Some medicines with sales may not be reported in
the IQVIA MIDAS® Database, and thus, the sales of
new medicines in any given country may be slightly
under-reported. However, as the effect is expected
to be relatively consistent across all markets,

this should have only a minimal impact on the
overall findings.

Canadian and international sales and prices are
based on manufacturer list prices as reported in the
MIDAS Database, and do not capture price rebates,
managed entry agreements (also known as product
listing agreements), or patient access schemes.

The methodology used by MIDAS for estimating
prices varies by country, depending on data
availability, 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
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 programs that authorize the sale of medicines
in exceptional circumstances, such as the Special
Access Programme in Canada (SAP).

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM
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TRENDS IN NEW MEDICINE
APPROVALS, 2015-2019

This section reports on the number of new medicines approved from 2015 to 2019, and tracks

the progress of those approved from 2015 to 2018 through to the end of 2019. Sales and

pricing information is reported as of Q4-2019.

A greater number of new medicines have been approved in recent years, including many

new specialty treatments. Medicines first approved between 2015 and 2018 accounted for

approximately 12% of all brand-name sales by the end of 2019. Canadian sales had been
recorded for over a third of these by Q4-2019, placing Canada eighth among the PMPRBIT1
countries and maintaining its position as tenth in the OECD. Canada ranked among the top

countries in the OECD in terms of the share of total new medicine sales, which suggests that

the highest-selling medicines were among those approved.

An average of 44 new medicines received first-time
market approval through the FDA, the EMA, and/or
Health Canada annually between 2015 and 2019
(Figure Al). In 2018, 51 new medicines were
approved, of which over 60% (31) received an
orphan designation from the FDA and/or EMA.
Consistent with 2017 results, approximately one
third of 2018 new medicines were indicated to

treat cancer.

An additional 47 new medicines were approved in
2019, including a smaller share of orphan medicines
(40%) and a slight decline in the proportion of new
oncology medicines (23%).

New medicines have had a moderate year-over-
year uptake in sales. By Q4-2019, those launched
between 2015 and 2018 accounted for 12.8% of the
total brand-name pharmaceutical market in Canada
and 11.5% internationally (Figure A2). Medicines
that were approved in 2018 represented 0.8% of all
pharmaceutical sales in Canada and the PMPRBI1.

PATENTED MEDICINE PRICES REVIEW BOARD

In any given year, the impact of new medicines on
pharmaceutical sales depends on their number,
therapeutic relevance, and treatment costs. For
instance, in 2018, the three highest-selling new
medicines in Canada were velpatasvir, elbavisir, and
grazoprevir, all approved in 2016 for the treatment
of hepatitis C. Together, these three medicines
accounted for 4.6% of brand-name medicine sales in
2018. By Q4-2019, spending on hepatitis C medicines
had declined as a share of brand-name spending.
As a result, sales of medicines approved in 2016
declined relative to medicines approved in other
years, such as daratumumab (an oncology medicine
launched in 2015) and semaglutide (a diabetes
medicine launched in 2017). For more information
on this group of medicines, see Appendix I.
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FIGURE A1 New medicines approved by the US FDA, the EMA, and/or Health Canada, 2015 to 2019
60
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4 Average: 44
£
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2015 2016 2017 2018 2019
Share of orphan medicines 54% 42% 46% 61%* 40%
Share of oncology medicines 34% 16% 33% 31%* 23%
* This value has been corrected and as such does not match the value reported in previous editions.
Data source: US Food and Drug Administration, European Medicines Agency, and Health Canada databases.
FIGURE A2 New medicine cumulative share of all brand-name medicine sales by year of approval
(2015 to 2018), Canada and the PMPRB11*
(a) Canada and the PMPRB11 (b) Canada
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* Australia, Belgium, France, Germany, Italy, Japan, Netherlands, Norway, Spain, Sweden, and the United Kingdom.
Data source: IQVIA MIDAS® Database, 2019. All rights reserved.
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Of the 175 medicines approved from 2015 to 2018,
66 (38%) had recorded sales in Canada by Q4-2019

(Figure A3). While this proportion was higher
than the OECD median of 32%, it ranked below
the median of the PMPRBI11 countries, many of
which have lower average list prices for patented
medicines (PMPRB). The new medicines sold in
Canada accounted for 87% of the OECD sales for

FIGURE A3

all new medicines analyzed, representing the fifth
highest share in the OECD, well above the median of
72%. These findings are similar to those of previous
editions of this report and continue to suggest

that although fewer new medicines were approved
in Canada, the higher-selling new medicines were
among those sold.

Share of new medicines approved in Canada and the PMPRB11* from 2015 to 2018

with available sales, and their respective share of OECD sales, by country, Q4-2019
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Note: Sales are based on manufacturer list prices and include sales for all OECD countries.
* Australia, Belgium, France, Germany, Italy, Japan, Netherlands, Norway, Spain, Sweden, and the United Kingdom.
Data source: IQVIA MIDAS® Database, 2019. All rights reserved.
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NEW MEDICINE
APPROVALS, 2018

This section reports on new medicines approved in 2018 and tracks their progress through
the first two years after approval. Sales and pricing data are provided as of Q4-2019 while
assessments, recommendations, and reimbursement decisions are reported as of Q3-2020.

In addition to a relatively high number of total new approvals, 2018 brought a pronounced
increase in the number of orphan medicines authorized for market. Sales for 2018 new
medicines were highly concentrated, with a single antiviral accounting for the majority of
revenues in the last quarter of 2019.

Fifty-one new medicines were approved in Canada, placed Canada ninth in the OECD in terms of the
Europe, and the US in 2018. By the end of 2019, number of new medicines sold and seventh in terms
20 of these had been approved in Canada. Both the  of the corresponding OECD sales of these new

FDA and the EMA approved more new medicines medicines, at 75%. The US market, which ranked
than Canada at 50 and 32, respectively (Figure B1). first among all OECD countries, recorded sales for

45 of the medicines approved in 2018, representing

Of the 20 medicines approved in Canada, 9 had
over 99% of OECD sales.

sales data available in MIDAS by Q4-2019. This

Number of 2018 new medicines with market approval as of Q4-2018 and Q4-2019

60
49 50 Total: 51
50
40
32

30
20 18 20
10 .‘°

O L 1 1 1

FDA EMA Health Canada
H Q4-2018 Q4-2019

Data source: US Food and Drug Administration (FDA), European Medicines Agency (EMA), and Health Canada databases.
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These results reflect initial market penetration, and the
availability and uptake in sales for these new medicines
are expected to increase in subsequent years.

Table B1 lists the new medicines approved in 2018.
For each medicine, the country with the first
reported sales is given, along with the availability
in Canada, the share of sales in Q4-2019, and the

prices and corresponding treatment costs.! Prices
are reported for the highest-selling form and
strength of each medicine at the time of the analysis.

Antineoplastics and antivirals continued to account
for the greatest number of new medicines in 2018,
with 14 and 4 medicines approved, respectively.

FIGURE B2 Number of 2018 new medicines with market approval and their share of OECD sales

as of Q4-2019

Number of new medicines
with available sales
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for new medicines
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72%
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I s0%
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B s
B s
1%
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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 with recorded sales data as of Q4-2019. Sales are based on manufacturer list prices and include sales for the selected

new medicines in all OECD countries.

Data source: IQVIA MIDAS® Database, 2019 (all rights reserved); US Food and Drug Administration, European Medicines Agency, and Health Canada databases.

1. For more detailed supplementary information regarding the indication and ma
publication section of the Analytical Studies page on the PMPRB website.
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nufacturer of each of the 2018 new medicines, see the Meds Entry Watch
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Several other therapeutic areas emerged as top
contributors in 2018, including four new blood
coagulation system products and three new
analgesics, all of which were indicated for the
treatment of migraines. In total, the list of 2018 new
medicines spans 23 therapeutic classes.

Despite the range of therapeutic areas represented,
sales for the 2018 new approvals were highly
concentrated. The top three therapeutic classes,
representing eight medicines, accounted for over
three quarters of all new medicine sales across the
OECD by Q4-2019 (Table B1). Antivirals topped the
list with 53% of all sales, driven primarily by Biktarvy,
an oral HIV medicine that alone accounted for over
half of sales by the end of 2019. Analgesics followed
with a 14% share of sales held by three medicines
indicated for the treatment of migraines, half of
which can be attributed to the top treatment in the
class, erenumab (Aimovig). Respiratory system
medicines were responsible for 10% of new medicine
sales, attributed to two cystic fibrosis treatments
containing the new medicine tezacaftor—Symdeko?
and Trikafta3. Despite having the greatest number
of new medicines, the antineoplastics class captured
5% of new medicine sales with no individual medicine
capturing more that 1% of sales.

A considerable number of new medicines fell into
specialty categories. In total, 61% (31) of the 2018
new medicines received an orphan designation
from the FDA and/or the EMA and 31% (16) of
new medicines were for the treatment of cancer.
Approximately 25% (13) were biologics, which
represents a decline over the previous year. As
illustrated in Figure B3, there was considerable
overlap among these categories: 13 of the new
oncology medicines were orphan-designated, of
which three were also classified as biologics.

As reported in Table B1, three new medicines had
no recorded sales as of Q4-2019: tecoviramat,
moxidectin, and calaspargase. Tecoviramat is an

Number of cancer, orphan, and biologic
medicines first approved in 2018

4
Biologics
1 5
3
Cancer 10 Orphan
2 13

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

antiviral medicine for smallpox, a virus considered
to be eradicated by the WHO in 1979. While sales
have not been registered through typical supply
chains, the US government purchased the product
directly in case of an outbreak? and Canada
followed suit shortly after with purchases by the
Department of National Defense and a pending
tender announcement from the Public Health
Agency of Canada.>6:7 Moxidectin, a medicine
previously used only in veterinary practice, has
become indicated for human use in the treatment of
onchocerciasis, commonly referred to as “river
blindness” in the US. River blindness is predominantly
found outside of the OECD in sub-Saharan Africa.
While the medicine is novel for human use and
presents benefits over current treatments, none

of the OECD countries have reported sales as of
Q4-2019. The third medicine, calaspargase, is a
biologic indicated to treat acute lymphoblastic
leukemia in children and young adults.

2. Symdeko was first authorized by the FDA in 2018 and received market authorization from Health Canada in June 2018. No Canadian sales were available in
the MIDAS® Database as of the end of 2019, though the medicine is covered through Canadian private drug plans (Table B2).
3. Trikafta contains both tezacaftor and the 2019 new medicine elexacaftor. Despite receiving its first international authorization through the FDA in 2019, it was

the top-selling product containing tezacaftor by Q4-2019.

4. SIGA. 2020. SIGA Announces Deliveries of Oral TPOXX® to HHS Valued at Approximately $32 Million. GlobeNewswire: June 25, 2020.
Available at: https:/www.globenewswire.com/news-release/2020/06/25/2053714/0/en/SIGA-Announces-Deliveries-of-Oral-TPOXX-to-HHS-Valued-at-

Approximately-32-Million.html

5. SIGA. 2019. SIGA Announces Canadian Department of National Defence Intent to Purchase Up To 15,325 Courses of Oral TPOXX®. GlobeNewswire:
Dec. 5, 2019. Available at : https://www.globenewswire.com/news-release/2019/12/05/1956971/0/en/SIGA-Announces-Canadian-Department-of-National-

Defence-Intent-to-Purchase-Up-To-15-325-Courses-of-Oral-TPOXX.html

6. SIGA. 2020. SIGA Announces Public Health Agency of Canada Intent to Purchase Up To 33,300 Courses of Oral TPOXX®. GlobeNewswire: Oct. 8, 2020.
Available at: https:/www.globenewswire.com/news-release/2020/10/08/2105498/0/en/SIGA-Announces-Public-Health-Agency-of-Canada-Intent-to-

Purchase-Up-To-33-300-Courses-of-Oral-TPOXX.html

7. TPOXX® (tecovirimat) (H1020-203092/A) Tender Notice. Public Works and Government Services Canada: Oct. 7, 2020. Available at: https:/buyandsell.gc.ca,

procurement-data/tender-notice/PW-PH-896-79143

PATENTED MEDICINE PRICES REVIEW BOARD

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM


https://www.globenewswire.com/news-release/2020/06/25/2053714/0/en/SIGA-Announces-Deliveries-of-Oral-TPOXX-to-HHS-Valued-at-Approximately-32-Million.html
https://www.globenewswire.com/news-release/2020/06/25/2053714/0/en/SIGA-Announces-Deliveries-of-Oral-TPOXX-to-HHS-Valued-at-Approximately-32-Million.html
https://www.globenewswire.com/news-release/2019/12/05/1956971/0/en/SIGA-Announces-Canadian-Department-of-National-Defence-Intent-to-Purchase-Up-To-15-325-Courses-of-Oral-TPOXX.html
https://www.globenewswire.com/news-release/2019/12/05/1956971/0/en/SIGA-Announces-Canadian-Department-of-National-Defence-Intent-to-Purchase-Up-To-15-325-Courses-of-Oral-TPOXX.html
https://www.globenewswire.com/news-release/2020/10/08/2105498/0/en/SIGA-Announces-Public-Health-Agency-of-Canada-Intent-to-Purchase-Up-To-33-300-Courses-of-Oral-TPOXX.html
https://www.globenewswire.com/news-release/2020/10/08/2105498/0/en/SIGA-Announces-Public-Health-Agency-of-Canada-Intent-to-Purchase-Up-To-33-300-Courses-of-Oral-TPOXX.html
https://buyandsell.gc.ca/procurement-data/tender-notice/PW-PH-896-79143
https://buyandsell.gc.ca/procurement-data/tender-notice/PW-PH-896-79143

MEDS ENTRY WATCH 5th Edition

(abed 1xau oy} Uo panujauod)

o1A ZvoLe el
Aep-sz

oA 65212 lssz
Rep-g¢

912/ .
i 19T’ 615

81Ad 9561 69
Rep-gg

O - cogiss  missT
Aep-1z

81Ad /8851 8z
Kep-8z

o1A 8v6'9 009
Aep-gz

9|9A2 956'¢cC
Rep-8¢ 0} /961 e

®_U\AU Nmo.w_. .
Aep-gz  oypolcs 8%

o1k 825/ z8z
Rep-g¢

3R> 00z'8 OOl
Aep-1z

919A> ‘
it /69 zL

o1A 856'88 59
Aep-gz

oA s/z'8 1L
Rep-8z
fenuuy  ps/i9ss 8Os
fenuuy 997 Loz
|lenuuy 1167l 269
fenuuy  spS'9 e
fenuuy  p90's/  8zsl
jenuuy £L09 ¢S

850 an 6
|lenuuy Slepl 8Ll
9sino)  (QvD)1sod>  9dud

\_ﬂ==:< jusuwiead ) SN

++1S0D JuBWIedl |

68l

8¢

6%

orle

Ges

£20'6

85

9ce

85

£8L

826

£8L

9c

jx4

89

XepW

el

0ce

6%

£88'L

(4744

(e]e]VA

S9¢

6%

729

L6S

L6S

[44

jx4

ov

ueipa

2oL

6l

(43

£29'l

68L

0¥6'9

cc

0oce

(474

99v

VA%

cl

jx4

9¢

uiW

(@v) @dud LLgddid

Al S

= L

- L

- L

- 4

1243 14

- g

et 14

L6178 9

- 6

cre L

- 6

- 9

- S

29 8

SS 6

- L

AN 6

- 4

9¢ jall
(av2) 1Soles
§90o1d yum

uejpeue) Ss3aUNOD

J0 'ON

%S

%>

%>

%L>

%>

%L>

%L>

%L>

%L>

%L>

%L

%L

%l

%L

%L

%0L %0L
%C
%S %S
%L
%L>
%l
%S
%L
%CS
sse|d au
onnad =IP3
-eiayl
@ad30 3y} ssoide

sajes audIpaw

MaU Jo aieys

- 8l-bnv sN
- 8L-AON sN
6l-1dv 81-1°0 sN
- 81-99d sN
- 6l-1elN sN
- 81-1°0 sN
- 8l-1°0 Vvdd
6l-1des  gl-28@ SN
- Zl-RelN Ndr
- 8l-99d  Ndr
6l-Ael  8L-1°0 SN
- sl-Inr sN
6l-1dv  8I-AON  Ndr
- 8l-nr sN
- 8l-994 sN
- 8l-3das sN
61-1°20 81-1°0 SN
gl-02a  gl-Ael sN
- 8l-Ae|y sN
8l-AON  8l-3das SN
- 8l-JBIN  Ndr
81-1°0 8l-g94 SN
epeue) 1LL9ddId 10
uldles  ‘sn ‘epeued
15414 ui ajes 35414
Ajigejieay

oo(Bw 0sg

‘ge) PI2-W|l ‘0A0SQIL) QIUSPISOA|
oogBw L

‘81309 Adp 'snjul ‘pIxownT)
X030pNsed qeuouwn}aXxoln|
OWUA@E S th”—

P32-Wl} ‘0IdWIZIA) qluiliodeq
o(BW OO0l ‘ge}

p32-Wily ‘owslneq) qibapse|o
oW L ‘Jw/Bw | ‘®11109

/IBIA "Snjul ‘sliu0z|3) dsnjoxesbe|
oo(Pw gz

‘@|nsded ‘eupidoD) qisileAng

S(Bw |

‘@|nsded ‘euusz|e] ) quedoze|e]
oo(IW OOL ‘|w 5/6W Q0L ‘PInbi|
[B40 ‘IAYRIIA) qlullda.j0.eT
oogllw g

‘|w/Bu {7 ‘913309 /|eIA "Snjul
‘08611910d) gewnz||nWeBoln|
oo(BW OF ‘gey

p1o-Wijl} ‘e3edsox) qiuRLIBHID
yg(lW £ ‘Ju/Bw 0§ ‘913309

/IBIA "snjul ‘0Ae3qiT) qewjdiue)
oo(Bw G| ‘gey

PI2-WIl INOPBIN) qlunawiulg
o(BW OO0l ‘ge}

P32-Wl} ‘eusiquo) qiuielio]
O,Unm;\_ SL

‘@|nsded ‘|Aoyelg) glusjeloous
o(syibuai3s snolen ‘qey
P3I0-wil ‘i eyexld] ) Joyedezs|
g(lw G'| ‘|w/Bw OSL ‘9s BUIAs
|I1424d ‘Aroly) gqewnzauewsald
g(lw | ‘Jw/Bw ogl ‘luloine

|I1Je4d ‘AYjebw3) gewnzaued|es)
(| ‘Jw/Bw o/ ‘fuioine

|I1424d ‘Birowily) gewnualg
og(iw g7L ‘|w/Bw 08l ‘@13309
BIA "SNJul ‘0zaebod] ) qewnzijeq|
/el snyul 6oi1) q lleq
(Bw ool

‘el p1d-Wiiy ‘oa34id) sulineioq
o(BW 0T ‘ge} pyo-wiy ‘eznjyox)
|IXOQeW JiAexojeq

(Bw Gz + Bw 00T + BW 0§ ‘gel
p1o-wWily Aniepig) Jinelse3olg
(dwnjoA ‘Yyibuails

‘wlloy ‘aweu apeu}) auipan

[44
lc
(074
6l
8l
L1
oL
sonsejdosunuy-1
Sl
vl
Zl
4
LL
OL
6
syonpoad woisAs
Aiojesidsal .o Yy10-£d 8
L
soIsab|euy-gN 9
<
14
2SN DIWSAS £
404 S[_AIARUY-GI
4
L
«Ssepd onnadesayl  yuey

6L0C-¥O ‘sojes jo
aJeys sse|d oniphadelayl Aq payues ‘s3sod juswieal) pue ‘sadlid ‘sajes jo aleys ‘AlljiqejieAe ‘gLO¢ ul paroidde sauldipaw mMaN

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM

PATENTED MEDICINE PRICES REVIEW BOARD



MEDS ENTRY WATCH 5th Edition

(abed )1xau ay3 uo panujuod)

|lenuuy

[enuuy

Ellel\Ve]
Rep-g

9507
|lenuuy
|lenuuy
fenuuy

|lenuuy

|lenuuy

[enuuy

lenuuy

|lenuuy

lenuuy

asop
@oueu
-2jule
/ 8sop
Buipeo]
919A>
Rep-g¢
9J0Ad
Rep-g¢

|fenuuy
lenuuy

9sinod
/lenuuy

Lel'6
01¢82C

YOl

L67°S
01199¢

0£69¢

6¢l'Y9g
0} OvS/8¢C

0000z

S¥lZL9

Zro'pL

[ATA7AS
01589l

860785
0186CSt

6L

29921

7961720'S

0899,
018¢/T9

VAR

leoeL

ov8'9ge

886'¢2S

(av2) 1s0d

jJuawieas)

++1S0D JuaWeal ]

14

L9V

SrefE

£8C'S

67U

ov

¢85l

6CS'lL

8¢

Se

s/ees

60,7

Sl

Sl

0626

859's¢

2o1d
sn

144

67l

LL9Y

LLY'9

ols's

L91°CL

1£9C

68971

1469

(4%

g

67l

VAN 4

z8s'e

ls¢'8

[41!

1£9C

£92°¢L

[FVAe]

9¢

ol'oz  evo'6l

Xep

uelpapW

oL

6L

olL'e

£T6'T

[88L

82O'lL

L9

1698

L6v'9

(44

6.8l

U

(@v2) 92ud LL1gddIWd

14

als
\LLO'S

Z2O'sl

6¢

0029

855°0C

(avd)
§221d

uelpeue) salUNOd

9

;soles
Yym

40 'ON

%ol>

%l>

%1>
%L>
%L
%>
%1>
%>
%L
%L
%L %L
%l %L
%L %L
%L %L
%C %C
%L
%e
%C
% %e
%>
%Y %L
%e
sse|d aup
onnad -IP3
-eJayL
ao30 9y} ssolde

sajes audIpaw
Mau Jo aieys

- 8l-JeIN  AMS

- SI-0  Ndr
- 8l-unr SN
- 8l-unr Sl
- gl-ides  sn

- 8l-bny  vid
- 8l-6nvy  sn
- 8l-22d SN
- 8l-1°0 SN

- 8l-9°4 d7IN
8l-1°0  8l-bny SN
- 6l-uer SN
- él-uer  sn
- él-uer  sn
8l-Inr 8l-d°4 SN
- 8l-unr sN

- 8l-6nvy  IMS
- gl-ides  sN
epeue)d  ,llg9ddWd 10
ul ojes ‘sn ‘epeued
Isdid ul ajes 3sdi4

Aingejeay

(8sop/6 QL Uspmod p-n |elo ‘ew
-|9X07) 91e21|ISO|2AD WNIUOdIIZ

(Bw ¢ ‘qel P10
-wii} ‘eya|d|ni) Bedoquioaisn

o(BW 0O ‘el P12
-wil} ‘19193do) Hedoquioiieny

(6w 00Z AIp
|BIA ‘BAXXSPUQ) Bj|e 1ouRXapuy

g(N1 000¢ “394 Ap

|BIA ‘IAIP) |0Bad ejje Godojoowed
olw gL ‘|w/Bul 68 0S

BuJAs ||1yo.4d ‘|pasbBa] ) uasialou)
o(lw G ‘lw/Bw Z ‘811309

/IeIA 'snjul ‘oameduQ) uelisiied
(Jw ¢ "ssop/Gowl /| ‘bl

P-n BuNn| ‘LUEANA) UIDRUSJEASY

g(Jw | ‘|w/Bw OOl ‘Os BuIAs
[I1424d ‘eAwini|) qewnzielp|iL

oglw L ‘|w/Bw 0g
23S |eIA ‘BJIASAID) gewnsoling

(Bw 06l
‘qey PIo-Wily “essiuo) Xijobe|3

(Bw o0l ‘gey
PI2-W|14 ‘BlesASS) auldAdales

og(IW OL ‘|w/Buw G ‘9310q/jein
'SNyuUl ueliwes) gewnjedews

o(lw Og ‘lw/Bw QL ‘B|330g/[elA
'SNUl ‘SLIWO]|N) qewnziinAey

5(BW 09 ‘qey
P1o-Wlj ‘epea}i3) spiweinjedy

o(Bw 00l ‘gey

P12-WIlY BssieAeL) qlullewelso
oBw 1L

‘KIP |eIA ‘IAl|geD) gqewnzioe|de)

oW g ‘Jw/Bw o5l
25 |eIA ‘0IAZYMe]) qeuwniepeue]

(dwnjoA ‘Yyibuals
‘wJoy ‘dweu apedy) auipan

syonpoud
oninadelsyy
19Y30 [IV-ZA

sjonpoud Jayio
‘Wa3sAs uole|nbeod
pooig-cd

sbnip
SND 494Y10-LN

synpoid ddod
pue euwyise-nuUy-gy
SJI9PIOSIP

upjs Aiojewwue]jul
10} syonpoud
|BPICISISUON-SA
wio3sAs
|e3919XS-0|N2SNW
9Y3 JO SI9PIOSIP 10}
sBNJp JBYIO-SIW
sauowlIoy
olweleyjodAy

pue Aieyniid-1H
suonesedaud
|ude-RuUY-0Lda

sjuessasddnsounwiul|
7l

AdeJayy suowioy
213eIS01AD-2

sjyuabe
|eoibojojewary
9430 |IV-99

«SSe|d onnadesay L

(panujjuod) 6L0Z-vO ‘s9jes jo
aleys sse|d d1iphadelayy Aq payued ‘s}sod jJuawiead) pue ‘saolid ‘sajes jo aleys ‘A}jiqejieAe ‘GLOZ Ul paAoidde sauldipaw MaN

oy

62

8¢

LS

9¢

¢

ve

g

[43

0og

6¢C

8¢

a4

9¢

14

144

4

Huey

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM

PATENTED MEDICINE PRICES REVIEW BOARD



MEDS ENTRY WATCH 5th Edition

‘s@seqeep epeued YiledH ‘8L0Z SIYBIUBIH SBUIdIpaly UewnH Adusby sauldipel ueadoln3 ‘810z SBNJIQ [SAON Uole3siulWpY Bnidg pue pood sn ‘(pPaaiesal s3ybli |[e) 6L0Z ‘@seqeied gSVAIW VIADI :©24nos ejeq

'SUOI3eDIPUl AJBUlISISA BPN|OUl J0U OP pUe SN uBwNY 309|j84 AJUO UI3D9PIXOW 404 SB|eS pue sjeaosddy

'6L0Z-1O AQ sauIdIpaw Mau 8y} Jo Yioq 404 3onpoud Buljes

-doy ay) sem eyedli] ‘6LOZ Ul pasealal Bulaq 2)idsaq 40}eOEXd[d SUIDIPAW MU GLOZ Yl PUE J03jedeza) auldIipaWl Mau 810z @43 Y30g Sulejuod 3 8snedad sisl| 6L0Z PUe 8LOZ @Yl Y10g Ul papn|oul S| eedl]
‘epeue) yijeasH ybnoyy ajgejieAeun Ji VA3 410 Yd4 9Y3 40 ‘epeue) yijjeaH Aq papiroid ydeisbouow

10NpoJd By} WO} UdXe]} Sem suawliBbal BUISOP UO UOITRWIOLU| "Pasn sem ao1id ub1a10) d|ge|ieAr Jo 8214d UrIpaw UBIaI0) 8] ‘©SIMIBYIO0 B|qe|ieAe J sadld S]] uelpeueD BUISN PaleNd|ed d49M SISOD Judulleal]
J40daJ UoIlePUBWIWIOIRY (DYId) 881UWWOD MBIASY J4edx3 YygoDd I

"}J40daJ UOI}ePUBWILIODSY 9931 WWOo) Jadx3 Bniq uelpeued sH1AVD |

WOy Usye] 84om ABU] ‘@sIMIBYI0 B|ge|ieAr aiaym ‘eseqeied gSVAIN VIADI WOy PaAsLIIal 949m s8dlid Jun ueipeue)

‘epeur) pue SN ayj se [|9m se ‘Salunod [1g8dINd |18 sapn|ou]

‘WopBuly pajiun ay3 pue ‘uspams ‘uleds ‘AemioN ‘spueiayiaN ‘ueder ‘Ajeyl ‘Auewdag ‘@ouelH ‘wnibleg ‘elelisny

‘(OHM) uoieziuehiQ YieaH PHOM 843 AQ paulejuiewl WalisAS uoliedlyisse|d (D1V) [ediway)d dianadesay |

DlWO)eUY 8y} Uo pased sI Buijiodal ay3 YoIym 4oy ‘S\Ydlal Ul BIep S9|es INOYIM SaUIdIpal Mau 8y} 404 3dadXd ‘S| Ul paliodad Se ‘S1onpo.d [ed13nadeulleyd JO UOI3edlISSe|D [eDIWoleuy ay3 JO Z [9AaT]

§8

1t

‘duIDIpaW ueyduo :Q 4edued ) D160|0Iq g SUOIIRIABIggR BUIMO||04 8Y) Bulsn pajedipul a4e sauldipaw B_m_omo_m

'soo14d }s1| JoIN3oRINUBW UO Paseq aJe sajes ‘pajedipul
y3BuaJ}s pue woy Bull|9s-3saybIy 8y} UO paseq aJe $3S0D Jusulleas} pue BUIdLId s|Iym ‘BUIDIPaW 3 JO SYIBUSIIS pUe SWIOJ || 0} J9JJ UOIFRULIOJUI SB|eS pue A}I|IGe|IeAY UeSA Jepus|ed sy} BuLinp epeued

yijesH Jo/pue ‘(YIN3) Adusby sauldips| ueadoinz syl ‘(Yd4d) uoljedisiuiuupy Bnig pue poo SN ay3i ybnodyl uoliezuoyine 38xJew [eljiul paAledal 1l JI 8LOZ Ul MaU 89 03 PaJspIsSu0d Sem auldIpaWw VY 810N

2SN DIW)SAS

- sl-int vad o(Xxod]) 3ewiinoos] 104 SIRIARUY-GOr 1S
‘epeued YjjeaH Jo/pue Y3 ‘a4
AqQ |eacidde jo 81ep - 610Z-1O = gl-unr  vad o(UI309PIXON) g5UIIOBPIXOIN SORUIWIPRYIUY-20d 0s
40 se gSVAIW Ul ejep sajes oN
0c0c-2o
- gl-oed  vda4d oyg(seledsy) asebiedseled 10 se paubIsse 10N 6%
_ _ _ _ _ _ o(Bw 0sL ‘gey SoljulwiByue pue
esed sc cl L %L> %L> 6L-ae4 sn PIo-W14 ‘[94e3uliy]) auinbousje| s|eozojoidiuy-1d 8¥
usw
-1esny S/¥'9 (Jw oL ‘|w/Bw 0§ ‘°moq
Kep -/ 0100/'S Ly h h - - L %l> %> - sl-intsn /IBIA 'Snyul ‘LUpWiaz) uplwozeld se2160joIN-¥O Ly
o} -1
Auo uonoe
(Bow QG| + Bow Q| ‘@dueisgns JlWa)sAs ‘S108)48
lenuuy £L0S‘C L0S‘C - - - - L %L> %L> - 6l-ides  sn yam Auessed "yoaswi [euiben paJissp Jejiwiis 14
‘eloAouUY) 91108 BuUoI9ISebaS Uim sjonpoud pue
SSUOWIOY X85-59
usw
-1eas S/9C _ _ _ _ _ ~ (Bw Og ‘sn10q
Rep-p| 0} 79/ vo L . %l> 8420 sn AJp 'snjul ‘eAeiax) duljoAdeARIT s|elieoRqUE v
o1 -p %L> DIWRISAS-|
Sk} ‘ (Bw 05l ‘gey
Kep-pL 656l 9ce - - - - L %l> - 6l-de4 SN PI9-WI1} RIAZNN) SUIPASEPRWIO 4%
T . B o B & og(lW L ‘|w/Bw Og ‘0s BUJAs
| v 116°90¢ £99 4989 4989 989 4 %l> 8l-Inr SN l24d bizuAled) oselierBad sponpoid 124
. B . . B B _ ) o(Bw oL ‘©0q Aip wisljogelaw pue
lenuuy LLYVO8Y 8951 9¢gl 4 %l> %l> 8l-1elN V4 'SNJul ‘opeZWET) Bjje SSEeuRW[BA 10843 AlRjUBWIR [474
[ 1BY10-9LV
g g _ g g q _ _ _ og(lw/Bw 9| ‘Wi
lenuuy c68'c6v'C Geas) Geas) lGaas) L %L> 8l-\ON SN [eIA ‘IN0DADY) BSewspeBade|] 4
9sino0)  (A@vI)1sod>  adud XeW  uelpap Ui avo) ssoles ssep au epeued ,lLg98dWd 410 (dwn|oA ‘Yyibuans «Ssed onnadessyl yuey
/lenuuy  juswjeal) sn §921d yum onnad -Ipa ui ojes ‘sn ‘epeued ‘wJ0y ‘Ddweu aped}) auldIpap
uejpeued SaLUNOd  -eIDYL Isiid4 ul ajes isi14
«»JSOD Judwedl L (avd) 9dud LLgddINd JO "'ON
dd30 3y} ssoloe Anqejieay

sajes auIpaw
Mau Jo aleys

(panupuod) 6L0Z-+O ‘s9jes jo
2Jeys sse|d oniphadesayy Aq payued ‘s3sod jusawiead) pue ‘sadlid ‘sajes jo aeys ‘AyjiqejieAe ‘gLoe ul paaoidde saudipaw MaN

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM

PATENTED MEDICINE PRICES REVIEW BOARD



MEDS ENTRY WATCH 5th Edition

More than two thirds of the 2018 new medicines
were high-cost, with treatment costs over $10,000
per year or $5,000 per 28-day cycle for oncology
medicines. Eleven non-oncology and nine 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 for oncology.
Combined, these 20 EDRDs accounted for 19% of
2018 new medicine sales.

As of Q3-2020, 24 of the medicines first approved
in 2018 had been authorized for market in Canada.
Of this group, 15 had been reviewed through CADTH’s
Common Drug Review (CDR) or the pan-Canadian
Oncology Drug Review (pCODR) processes,

which provide drug listing guidance to Canada’s
drug programs. Eleven medicines were given a
“Reimburse with conditions” recommendation, while
four were recommended as “Do not reimburse”.
None of the medicines received a recommendation
to “Reimburse” without conditions.

The pan-Canadian Pharmaceutical Alliance (pCPA)
is a consortium of public drug plans which conducts
joint negotiations for brand name and generic drugs
in Canada. Of the 24 new medicines approved in
Canada, four had completed pCPA negotiations as
of Q3-2020 and six others had negotiations underway.

Distribution of new medicines
approved in 2018 by treatment cost

35 33
30
1
25
20
15 10
15
10 9
5 4
O L 1 J
Oncology Non-oncology

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

Note: This analysis considers the 48 new medicines approved in 2018 with
treatment costs available as of @3-2020.

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, 2019 (all rights reserved);

Canadian Agency for Drugs and Technologies in Health (CADTH) reports.

*

+

Negotiations were not pursued in three cases, two
of which were for oncology products, and eight
medicines had no record of negotiation. An agreement
was not reached in the case of dacomitinib.

A review of private drug plan data found that over
half (13) of the 24 new medicines were reimbursed
by at least one private drug plan in Canada by
Q3-2020. Note that these are preliminary 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 75% of the new medicines
assessed demonstrated slight or no improvement
over their therapeutic comparators.8

Table B2 provides an overview of the recommendations
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
pharmacoeconomic assessments conducted by
CADTH through the CDR and pCODR processes,
including the indications 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 most new medicines reviewed
by CADTH were not cost-effective at the submitted
price. Accordingly, the majority 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 22% to 98%. Of the
15 medicines, only erenumab had an ICER range that
fell within $50,000/QALY ($39,000 to $153,000).

8. Results of the HDAP reviews are published in the PMPRB’s Annual Report. The upcoming 2019 edition will include information on assessments for this list

of medicines.
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TABLE B2 Assessments, recommendations, and reimbursement decisions for 2018 new medicines
approved in Canada by @3-2020

L2 Apalutamide (Erleada)® Jul-18

J5 Bictegravir (Biktarvy) Jul-18

M5 Burosumab (Crysvita)B© Dec-18

B6 Caplacizumab (Cablivi)© Feb-20

L1 Cemiplimab (Libtayo)BC Apr-19 e
L1 Dacomitinib (Vizimpro)©:© Feb-19

J5  Doravirine (Pifeltro) Oct-18 -
H1 Elagolix (Orilissa) Oct-18

N2 Erenumab (Aimovig) Aug-18 -: -
N2 Fremanezumab (Ajovy)B Apr-20

N2 Galcanezumab (Emgality)B Jul-19

L1 Gilteritinib (Xospata)©© Dec-19 | e
L1 Glasdegib (Daurismo)©© Apr-20

N7 Inotersen (Tegsedi)© Oct-18

B6 Lanadelumab (Takhzyro)© Sept-18

L1 Larotrectinib (Vitrakvi)¢© Jul-19

L1 Lorlatinib (Lorbrena)c© Feb-19

N7 Patisiran (Onpattro)© Jun-19 e
L1 Talazoparib (Talzenna)© Sept-19

R7 Tezacaftor, ivacaftor (Symdeko)© Jun-18

V3 Zirconium cyclosilicate (Lokelma) Jul-19 - -
J5 Baloxavir marboxil (Xofluza)© Feb-20

B2 Damoctocog alfa pegol (Jivi)B Oct-18

L4 Ravulizumab (Ultomiris)© Aug-19

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

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

t B: biologic; C: cancer; O: orphan medicine.

Data source: IQVIA Private Drug Plan database, 2019; 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 (all rights reserved).
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Summary of Common Drug Review and pan-Canadian Oncology Drug Review assessments
for 2018 new medicines approved in Canada by @3-2020

Price
Incremental reduction
Type of cost-effectiveness range
Date of Conditional evaluation ratio (ICER) (50,000 per
Medicine (trade name)* recommendationt Indication(s) on price! (primary)$ ($ per QALY) QALY)
Apalutamide (Erleada)C Nov-18 Castrate-resistant Yes CUA/CEA 198,826 -
prostate cancer
) Metastatic castration- .
C . o o, o,
Apalutamide (Erleada) Apr-20 sensitive prostate cancer Yes CUA/CEA Dominated 50% to 80%
Bictegravir (Biktarvy) Oct-18 HIV-1infection Yes CUA - -
) X-linked 2,703,146 to
B,O - g s 0, o,
Burosumab (Crysvita) May-20 hypophosphatemia Yes CUA 3.523.922 93% to 94%
Acquired thrombotic Do not
Caplacizumab (Cablivi)© Sept-20 thrombocytopenic purpura reimburse CUA 237,053 75%
@TTP)
Cemiplimab (Libtayo)BC Jan-20 Cutaneous squamous Yes CUA/CEA 166,221 40% to 80%
cell carcinoma
Dacomitinib (Vizimpro)©:© May-19 Non-small cell lung cancer Yes CUA 103,979 to 188,631 -
Doravirine (Pifeltro) May-19 HIV-1 infection Yes CUA 168,387 >40%
Erenumab (Aimovig) Jul-20 Migraine Yes CUA 39,640 to 153,635 22% to 64%
Gilteritinib (Xospata)SQ May-20 Acute mﬁﬁ]‘ﬁ)'e“kem'a Yes CUA/CEA 168,451 90%
Inotersen (Tegsedi)® Dec-19 Hereditary transthyretin Yes CUA 1,322,377 88%
amyloidosis
Hereditary angioedema, Dominant** to
(e} = 0, o
Lanadelumab (Takhzyro) Nov-19 prevention Yes CUA 6,981,558 59% to 84%
Neurotrophic tyrosine
. ] ~CO g receptor kinase (NTRK) Do not 70,619 to o
Larotrectinib (Vitrakvi) Oct-19 locally advanced or reimburse CUA/CEA 1295244 >55%
metastatic solid tumours
Lorlatinib (Lorbrena)c© Jan-20 Non-small cell Do not CUA 237125 >75%
lung cancer reimburse

Polyneuropathy in
Patisiran (Onpattro)© Jul-19 hereditary transthyretin- Yes CUA 4,818,778 98%
mediated amyloidosis

Do not

- CUA 106,137 t0 187,924  85% to 90%
reimburse

Zirconium cyclosilicate (Lokelma) Mar-20 Hyperkalemia, adults

Note: The type of evaluation and the incremental cost-effectiveness ratio (ICER) are based on the CDR estimate (base case) and the pCODR Economic
Guidance Panel (EGP) evaluations. The table reports the low-bound and high-bound range estimated for all comparators and conditions analyzed.
Cost-utility analysis (CUA) and cost-effectiveness analysis (CEA) evaluations are provided as a range per quality-adjusted life year (QALY). Additional
information can be accessed at https:/www.cadth.ca.

* B: biologic; C: cancer; O: orphan medicine.

tInitial or final recommendation issued as of Q3-2020.

i Price was explicitly defined as a condition for reimbursement.

§& CUA: cost-utility analysis; CEA: cost-effectiveness analysis.

** Dominated indicates that a high-bound ICER value cannot be calculated as the product is more costly and less effective than comparator products.

Dominant refers to a negative low-bound ICER value, which indicates that the product is less costly and more effective than comparators.

Data source: Canadian Agency for Drugs and Technologies in Health (CADTH) reports.
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NEW MEDICINE
APPROVALS, 2019

This section provides a preliminary analysis of the new medicines approved internationally in
2019, including information on approval status as of Q3-2020 and pricing as of Q4-2019.

Slightly fewer medicines were authorized for market in 2019 though the total number of
approvals continued to be historically high. The 2019 approvals introduced a number of
high-cost medicines, most notably in the oncology market, as well as a smaller number of

orphan medicines.

Forty-seven new medicines received first-time 2020, Health Canada had approved 16 of these new
market approval through the FDA, the EMA, and/ medicines, trailing the EMA (23) and the FDA (44)
or Health Canada in 2019. As of the third quarter of (Figure C1).

Number of 2019 medicines with market approval as of Q4-2019 and @3-2020

50 Total: 47
44 44
40
30
23
20
16
8

) . 6

0! 1 1 - I

FDA EMA Health Canada
H Q4-2019 Q3-2020

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.
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 47 new medicines
approved in 2019 along with their 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 Q4-2019, 27 new medicines had sales in Canada,
the US, and/or the PMPRBI11. Over two thirds (20)

of these came with treatment costs exceeding
$10,000 per year or $5,000 per 28-day course.
Notably, the 2019 group of new medicines mirrored
the trends observed in 2018, introducing elexecaftor,
which is used in combination with tezacaftor and
ivacaftor in the cystic fibrosis treatment Trikafta, as
well as two analgesics indicated for the treatment
of migraines: lasmiditan and ubrogepant.

9. 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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Figure C2 illustrates the overlap between the
number of new specialty medicines authorized

for market in 2019. Orphan-designated medicines
continued to represent an important share of the
new medicines market in 2019, accounting for 40%
(19) of new approvals, down from a 61% share in
2018. Similarly, orphan oncology treatments made
up 10% (6) of the total new medicines, a decrease
over their 25% share the year before. Approximately
30% (14) of the 2019 new medicines were biologics.

PATENTED MEDICINE PRICES REVIEW BOARD

Number of cancer, orphan, and
biologic medicines first approved

in 2019
5
Biologics
2 5
2

Cancer 4 Orphan
3 8

Data source: IQVIA MIDAS® Database, 2019 (all rights reserved).
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SPOTLIGHT

ON CANADA

While sections B and C report new medicines approved internationally, this section focuses

on the medicines that received their first Canadian market authorization in 2018.

The number of new-to-Canada medicines approved in 2018 was in line with recent years and

included many of the top-selling new medicines on the international list of approvals from the

same year.

Health Canada granted initial market authorization

to 40 medicines in 2018, of which 22 had sales by
the end of 2019. This volume of approvals was in
line with the three previous years, during which
time an average of nine new medicines were
approved per quarter (Figure D1).

Table D1 reports on the availability, sales, and
pricing of these 40 new-to-Canada medicines

as of Q4-2019. Notably, four of the five highest-
selling medicines reported in the list of 2018 new
medicines in Table B1 were also reported here,
indicating that Canadian approval occurred in
the same year as international approval. Overall,
new-to-Canada medicines accounted for 1.6% of
branded pharmaceutical sales in Canada in 2018.

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.

The median PMPRBI11 to Canadian price ratio reported
across all new medicines was 0.81, indicating that
international prices in Q4-2019 were approximately
19% lower than Canadian prices. In contrast, the
median US price ratios show that the US pays

about three times more than Canada for the same
medicines.l0

10. Note that previous editions of Meds Entry Watch reported median foreign-to-Canadian price ratios relative to the PMPRB7 countries and were heavily influenced
by prices in the US. As such, results from this edition of the report are not comparable to those reported previously.
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FIGURE D1 Quarterly approvals for new medicines in Canada, 2015 to 2019

16 15

14
14

13

12

10

2015 2016 2017 2018 2019

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

Data source: Health Canada Notice of Compliance database (NOC).
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APPENDIX |

Share of brand-name medicine sales for select medicines in Canada,
2018 and Q4-2019

2018 Q4-2019
Rank of sales Rank of sales
Year of among new Share of brand- among new Share of brand-
Medicine approval medicines* name sales medicines* name sales
Velpatasvir 2016 1 3.3% 1 1.8%
Elbasvir 2016 2 0.7% 20 0.2%
Grazoprevir 2016 3 0.7% 21 0.2%
Semaglutide 2017 17 0.1% 5 0.7%
Daratumumab 2015 21 01% 2 1.0%

*

New medicines 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.
Data source: IQVIA MIDAS® Database, 2019. All rights reserved.

PATENTED MEDICINE PRICES REVIEW BOARD NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM








