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EXECUTIVE
SUMMARY
The PMPRB’s Meds Entry Watch explores the market entry dynamics of new drugs in
Canadian and international markets. Building on the retrospective analysis included in the
first edition, this report focuses on new active substances (NASs) that received market
approval through the US Food and Drug Administration (FDA), the European Medicines
Agency (EMA) and/or Health Canada in 2015 and 2016, and analyzes their uptake, pricing,
sales and availability as of the last quarter of 2016 (Q4-2016).

The methodology in this edition has been updated
to provide a more apples-to-apples comparison
of the number of drugs launched in Canada and
in international markets. The sales and pricing
data for all NASs is based on MIDAS™, as in the
previous edition.

The international markets examined include the
seven countries the PMPRB considers in reviewing the prices of patented drugs (PMPRB7):
France, Germany, Italy, Sweden, Switzerland, the
United Kingdom and the United States. Some of
the analyses also include other countries in the
Organization for Economic Co-operation and
Development (OECD).

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

PATENTED MEDICINE PRICES REVIEW BOARD
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Key Findings
(A) T
 rends in New Drug Launches,
2009 to 2015

~~ 14 of the 20 NASs recorded sales in Canada
by the end of 2016, placing Canada tenth in
the OECD, lower than most other PMPRB7
countries but higher than Italy.

~~ Important new drugs have been launched
since 2009, generating nearly one quarter
of brand-name drug sales in Canada by 2016.

~~ These drugs represented 80% of the total
NAS sales for the OECD, suggesting that
the higher-selling drugs were approved
in Canada.

~~ Canada launched more new drugs than most
OECD countries, but fewer than all PMPRB
comparator countries, including many with
lower average patented drug prices.

3.

~~ Orphan drugs are increasingly dominating the
new drug landscape, accounting for 54% of
new drugs entering the market in 2015 and
42% in 2016, a significant increase from the
33% average share between 2009 and 2014.

~~ Overall, sales for NASs were highly
concentrated, with antineoplastic drugs
(to treat cancer) and antivirals together
accounting for over 65% of NAS sales in
Canada and the PMPRB7 in Q4-2016.

~~ Over one quarter of the new drugs in 2015
and 2016 were developed for the treatment
of cancer and came with a high cost,
averaging $13,000 for a 28-day treatment.

~~ There were 14 new cancer agents launched
in 2015, accounting for over one third (35%)
of NAS sales in Canada and the PMPRB7 by
Q4-2016.
~~ An antiviral for HIV was the top-selling NAS
in Q4-2016, accounting for 32% of NAS sales
in Canada and the PMPRB7.

(B) 2015 New Drug Launches
1.

A greater than average number of new active
substances (NASs) were launched in 2015,
many of which were higher-cost specialty drugs.

(C) 2016 New Drug Launches

~~ 41 NASs received market approval through
the FDA, the EMA and/or Health Canada in
2015, exceeding the average annual rate of
35 drugs launched from 2009 to 2014.

4.

5.

As in previous years, many of the specialty
drugs had high treatment costs.
~~ Of the NASs launched in 2016, nearly half (13)
received an orphan designation from the FDA
and/or the EMA.
~~ Thirteen of the NASs launched in 2016 were
classified as biologics, and 5 of the new
launches were oncology products1.

Fewer drugs were approved for market in
Canada than in the US and Europe in 2015,
although Canada still ranked well in terms
of sales.

The next edition of this publication will build on
this analysis to provide further insight into the
drugs introduced in 2016 and identify new drugs
approved in 2017.

~~ Approximately half (20) of the 41 NASs
launched in 2015 were approved for sale
in Canada in 2015, compared to 76% (31)
approved by the EMA and 98% (40) by
the FDA.

1.

2016 was a less active year for drug launches.
~~ 31 NASs received market approval through
the FDA, the EMA and/or Health Canada in
2016, significantly fewer than in 2015.

~~ Many new drugs came with a high cost: 35%
were oncology drugs with costs exceeding
$5,000 for a 28-day treatment and 30% were
non-oncology drugs with costs exceeding
$10,000 per year. Of the NASs assessed by
the PMPRB, only two demonstrated more than
a moderate level of therapeutic improvement.
2.

Oncology and HIV drugs accounted for
the majority of NAS sales in 2016.

Note that a single molecule may fall into more than one category, thus there may be some overlap in the counts.

PATENTED MEDICINE PRICES REVIEW BOARD
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INTRODUCTION

Meds Entry Watch is an annual PMPRB publication that explores the dynamics of new
drugs entering Canadian and international markets. It provides detailed information on
the availability, launch timing, market penetration, sales and prices of these new active
substances (NASs).

The content of this edition has also been enhanced
to provide a more apples-to-apples comparison of
drug availability across countries, based on either
market approvals or sales. This allows for a more
appropriate assessment of Canada’s relative position
internationally, as it uses a consistent approach for
comparing the number of drug launches across
international markets.

The first edition of this report provided a retrospective
analysis of new drugs launched in Canada and the
seven PMPRB comparator countries from 2009 to
2014. Building on these general trends, this edition
focuses on NASs that received market approval
through the US Food and Drug Administration
(FDA), the European Medicines Agency (EMA) and/
or Health Canada in 2015 and 2016, and analyzes
their market impact as of the last quarter of 2016
(Q4-2016). This approach differs from that employed
in the previous edition, which relied on the first
reported sales in MIDAS™ to establish the launch
date of a new drug in international markets, and
thus was subject to limitations related to data
reporting. Sales and pricing data for all NASs
is reported based on MIDAS™, as before.

PATENTED MEDICINE PRICES REVIEW BOARD

This report consists of three main parts: Part A
provides a high-level review of long-term trends
from 2009 to 2015; Part B focuses on NASs that
received market approval in 2015; and Part C
presents a preliminary analysis of the drugs
approved in 2016.
The information in this publication informs
decision makers, researchers and patients of
the evolving market dynamics of emerging
drug therapies in the Canadian and international
pharmaceutical environment.
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METHODS

For the purpose of this study, drugs were reported at the active chemical substance level
and are referred to as active substances (NASs). This edition focuses on NASs that received
market approval through the US Food and Drug Administration (FDA), the European
Medicines Agency (EMA) and/or Health Canada in 2015 and 2016.

Information on dosing regimens was taken from the
product monograph provided by Health Canada (HC),
or the FDA/EMA if not available.

Using these criteria, 41 new drugs were selected for
the analysis of 2015 NASs in Section B and 31 drugs
were identified for the preliminary analysis of 2016
NASs in Section C. The availability of these drugs in
Canada and in international markets was assessed as
of the end of 2016.

For information on the definition and calculation
of the measures of central tendency and average
foreign-to-Canadian price ratios, see the Reference
Document section of the Analytical Studies page
of the PMPRB website.

The international markets examined include the
seven countries the PMPRB considers in reviewing
the prices of patented drugs (PMPRB7): France,
Germany, Italy, Sweden, Switzerland, the United
Kingdom (UK) and the United States (US). Some
of the analyses also include additional countries in
the Organisation for Economic Co-operation and
Development (OECD).

In the first edition of Meds Entry Watch, a NAS
was only considered to be launched once sales
data was recorded in the QuintilesIMS (now
IQVIA) MIDAS™ Database. This approach excluded
drugs that were available on the market but
lacked recorded sales data, which could have
resulted from a variety of circumstances, such
as receiving market approval late in the calendar
year, recording very low sales, or simply having
sales that were not recorded. It also meant that
the number of NASs identified in any given year
could change, as first sales were recorded in
subsequent years.

The main data source for drug sales and pricing
was the QuintilesIMS MIDAS™ Database (all rights
reserved). MIDAS™ data reflects the national retail
and hospital sectors for each country and includes
drug sales, list prices and the physical quantity of
drugs used in the public, private and out-of-pocket
market segments. The Canadian and international
prices reported in MIDAS™ are manufacturer exfactory list prices. Sales and volume data encompass
all versions of a substance available in a particular
country, produced by any manufacturer in any
strength and form.

The new selection criteria, which rely on market
approvals, provide a more complete and consistent
list of the new drugs introduced in relevant
markets in any given year, and since it is not
based on the sales record, the number of drugs
will remain fixed from year to year. The NASs
identified for 2015 and 2016 in this edition reflect
this new approach.

Market spot exchange rates were used to convert
foreign currency prices into their Canadian dollar
equivalents. Foreign currencies were converted to
Canadian dollars using the 12-month or 3-month
average exchange rate for the year or quarter,
respectively.
Treatment costs were calculated using Canadian
prices if available; otherwise the foreign median
price or available foreign price was used.
PATENTED MEDICINE PRICES REVIEW BOARD

3

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM

MEDS ENTRY WATCH 2016

LIMITATIONS

schemes. Manufacturer list prices may be different
from other price points in the distribution chain,
such as wholesaler or pharmacy retail prices.

New active substances (NASs) were selected for
analysis based on their date of market approval by
the FDA, the EMA and/or Health Canada; however,
some of these drugs may have an earlier approval
date in other international markets. Also, the NASs
included in this analysis do not necessarily represent
all of the new drugs introduced in 2015 and 2016,
as other national regulatory bodies (not examined
in this report) may have approved additional drugs.
Nevertheless, this should have very little effect on
the results, as the FDA and EMA are major regulatory bodies representing very large international
markets and have regulatory approaches that are
similar to those in Canada.

The methodology that MIDAS™ uses for estimating
drug prices varies by country depending on the
distribution system and the availability of public
data. This data includes the manufacturer’s list
price, the wholesale price and the pharmacy price in
specific markets. Manufacturer, wholesale or retail
prices may represent estimates based on assumed
regulated margins and/or markups.
The variations in availability and uptake among
countries may be due to differences in relevant
market considerations, such as the demographic
and disease profiles of the populations, or regulating
and/or reimbursement policies.

Drugs with low sales may not be reported in the
MIDAS™ Database, and thus the sales of NASs in
any given country may be slightly under-reported.
However, this should only have a minimal impact
on the overall results.

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 drugs by international sales generally
reflects the order of drug sales in the United States.

Canadian and international sales and prices available
in the QuintilesIMS MIDAS™ Database are estimated
manufacturer factory-gate list prices and do not
reflect off-invoice price rebates and allowances,
managed entry agreements, or patient access

PATENTED MEDICINE PRICES REVIEW BOARD

Drugs accessed through special access programs
are not captured in this report.
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A

TRENDS IN NEW DRUG
LAUNCHES, 2009–2015

New drugs launched since 2009 accounted for nearly one quarter of brand-name drug sales
in Canada by the end of 2016, with orphan drugs increasingly dominating the new drug landscape. Half of the drugs entering the Canadian and/or PMPRB7 markets from 2009 to 2015
had recorded sales in Canada by Q4-2016. This placed Canada eleventh in the OECD in terms
of the number of new active substances (NASs), behind all other PMPRB7 countries, many of
which had lower average patented drug prices. Despite this, Canada ranked third in terms of
the share of sales, suggesting that most of the top-selling substances were approved.

In contrast, 2016 was a much less active year in
terms of market approvals, with 31 NASs available
in Canada and the PMPRB7. Nevertheless, the
share of orphan drugs (42%) continued to be high,
supporting the increasing trend observed over the
last several years.

In 2015, 41 new active substances (NASs) received
market approval through the US Food and Drug
Administration (FDA), European Medicines Agency
(EMA) and/or Health Canada2, exceeding the yearly
average of 35 reported from 2009 to 2014 (Figure A1).
Over half of these drugs received an orphan designation from the FDA and/or EMA, higher than the 33%
average share from 2009 to 2014 and 17% in 2009.

2. This is higher than the number reported in the first edition of Meds Entry Watch, which was based on first recorded sales rather than market approvals.
For more details on the change to the methodology, see the Methods section.

PATENTED MEDICINE PRICES REVIEW BOARD
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FIGURE A1	
New active substances (NASs) launched in Canada and the PMPRB7*, 2009 to 2016
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33%

54%

42%

Share of oncology drugs

20%
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Note: In 2015 and 2016, a NAS was considered to be launched if it received market approval by the US Food and Drug Administration (FDA),
the European Medicines Agency (EMA) and/or Health Canada (HC).
* France, Germany, Italy, Sweden, Switzerland, United Kingdom and the United States.
Source: MIDAS™ Database, 2009 to 2016, QuintilesIMS. All rights reserved.

The initial uptake for NASs launched in 2015 was
generally higher than the average in previous years.
For Canada and the PMPRB7, NASs that received
market approval in 2015 accounted for 2.8% of all
pharmaceutical sales in Q4-2016, whereas the average share of sales in the first year after introduction,
excluding hepatitis C products, was 0.9% for NASs
launched between 2009 and 2014.

Cumulatively, NASs have had a steep year-over-year
uptake in sales. By Q4-2016, the NASs launched from
2009 to 2015 reached 27.9% of the total brand-name
pharmaceutical market for Canada and the PMPRB7
combined, and 23.6% for Canada alone (Figure A2).
In any given year, the impact of NASs on pharmaceutical
sales depends on the number and therapeutic relevance
of the drugs. For example, NASs launched in 2014
had a very high impact on sales, mainly driven by
the new direct-acting antiviral (DAA) treatments
for hepatitis C.

PATENTED MEDICINE PRICES REVIEW BOARD
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FIGURE A2	
Cumulative new active substance (NAS) share of all brand-name drug sales by launch year
(2009–2015), Canada and the PMPRB7*
(a) CANADA AND THE PMPRB7
30%

.

27.9%
26.1%

2.8%

(b) CANADA

NAS share of sales

25%

23.6%
22.0%

6.2%

20.6%

3.9%

20%

17.3%
4.6%

15%

4.1%

12.6%

2.8%

4.0%
9.8%

10%
4.6%

5%

4.5%

4.1%

6.8%

5.8%

1.9%

0.7%

4.3%

1.3%

. . . . . . .
0.1%

Q4–
2009 2010 2011 2012 2013 2014 2015 2016 2016
2009

2010

2011

1.8%

3.4%

2.4%
0.1%

0%

1.1%

0.4%

5.3%

Q4–
2009 2010 2011 2012 2013 2014 2015 2016 2016

2012

2013

2014

2015

Note: A NAS was considered to be launched if it received market approval by the US Food and Drug Administration (FDA),
the European Medicines Agency (EMA) and/or Health Canada (HC).
* France, Germany, Italy, Sweden, Switzerland, United Kingdom and the United States.
Source: MIDAS™ Database, 2009 to 2016, QuintilesIMS. All rights reserved.

Despite this, Canada ranked third in terms of the
share of OECD sales for these drugs in Q4-2016.
Canada’s 93% share of sales was significantly higher
than the OECD median of 78% and greater than most
other PMPRB7 countries except for the US and the
UK. This suggests that the higher-selling NASs were
launched in Canada, which may have been partially
influenced by its proximity to the US.

Of the 252 NASs launched in Canada and the
PMPRB7 from 2009 to 2015, 50% recorded sales
in Canada by Q4-2016 (Figure A3). Although this
represented a greater share than the OECD median
of 43%, it was less than all of the other PMPRB7
countries, many of which have lower average
patented drug prices (PMPRB Annual Report).

PATENTED MEDICINE PRICES REVIEW BOARD
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FIGURE A3	
Share of new active substances (NASs) launched in Canada and the PMPRB7* from 2009 to
2015 with available sales, and their respective share of OECD sales, by country, Q4-2016
Share of NASs with sales
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Note: Sales are based on manufacturer list prices and include sales for all OECD countries.
* France, Germany, Italy, Sweden, Switzerland, United Kingdom and the United States.
Source: MIDAS™ Database, 2015 and 2016, QuintilesIMS. All rights reserved.
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B NEW DRUG LAUNCHES, 2015
While a relatively large number of NASs were launched in 2015, significantly fewer were
approved for market in Canada than in the US and Europe by the end of 2016. Oncology
drugs made up approximately one third of all new drug launches and most came with
a high cost. Many new active substances (NASs) offered only moderate, slight or no
therapeutic improvement over their comparator products.

Of the 20 drugs approved in Canada, 14 had sales
data available in MIDAS™ by Q4-2016. This placed
Canada tenth in the OECD in terms of the number of
new drugs sold and sixth in terms of the corresponding OECD NAS sales at 80%. The US market recorded
sales for 37 of the drugs approved in 2015, representing 99.8% of OECD sales.

Approximately half of the 41 NASs launched in 2015
received market approval through Health Canada
(20), much fewer than through the FDA in the US
(40) and the EMA in Europe (31), which are two of the
largest international markets (Figure B1).3 Note that
market approval through the EMA does not mean
drug availability in any given European country.

These results reflect the initial market penetration
of NASs in Canada. The rate of sales for NASs is
expected to increase in subsequent years.

3. Drug launches in the first edition of Meds Entry Watch were based on first recorded sales rather than market approvals, resulting in a slight difference
between this edition and the last in terms of international NAS availability and sales for 2015. For more details on the change to the methodology, see
the Methods section.

PATENTED MEDICINE PRICES REVIEW BOARD
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FIGURE B1	
Number of new active substances (NASs) in 2015
NASs with market approval
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Note: Based on drugs that received market approval through the US Food and Drug Administration (FDA), the European Medicines Agency (EMA)
and/or Health Canada in 2015 with recorded sales data as of Q4-2016.
Sales are based on manufacturer list prices and include sales for selected NASs in all OECD countries.
Source for sales data: MIDAS™ Database, 2015 and 2016, QuintilesIMS. All rights reserved.

Although the NASs launched in Canada and the
PMPRB7 in 2015 covered a wide range of therapeutic
classes, their sales were highly concentrated. The
2015 new drug list was dominated by antineoplastic
agents, with 14 of the 41 NASs belonging to that
class. These drugs accounted for the largest share
of new drug sales in Q4-2016 (35%), with Ibrance
and Darzalex being the top contributors. Antiviral
drugs for HIV with the active substance tenofovir

PATENTED MEDICINE PRICES REVIEW BOARD

alafenamide (e.g., Genvoya) accounted for the
largest individual share of NAS sales (32%).
Table B1 lists the NASs launched in 2015. For each
drug, the country with first reported sales is given,
along with the availability in Canada and share of
sales in Q4-2016. Note that this information reflects
the emerging uptake and availability of these
products, and some NASs with market approval
may not have recorded sales by Q4-2016.
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US
US
US
US
US
US

Daratumumab (Darzalex)C,B,O
Osimertinib (Tagrisso)C,O
Tipiracil (Lonsurf)C
Ixazomib (Ninlaro)C,O
Elotuzumab (Empliciti)C,B,O
Alectinib (Alecensaro)C,O

2

3

4

5

6

11
US
US

Tenofovir alafenamide
(Genvoya)
Secukinumab (Cosentyx)B
Brexpiprazole (Rexulti)

J5-Antivirals for systemic use

D5-Nonsteroidal products for
inflammatory skin disorders

15

16

17

US
GER

Sebelipase alfa (Kanuma)B,O
Asfotase alfa (Strensiq)B,O

26

A16-Other alimentary tract
and metabolism products

Mepolizumab (Nucala)B,O

R3-Anti-asthma and
chronic obstructive
pulmonary disease

24

25

US

Eluxadoline (Viberzi)

A3-Functional gastrointestinal disorder drugs

23

US

US

Lumacaftor (Orkambi)O

R7-Other respiratory
system products

22

US

Sacubitril (Entresto)

C9-Agents acting on the
renin-angiotensin system

C10-Lipid-regulating/
anti-atheroma preparations

21

20

19

18
US

US

Sonidegib (Odomzo)C

14

SWE

US

Necitumumab (Portrazza)C,B,O

13

Evolocumab (Repatha)B,O

US

Lenvatinib (Lenvima)C,O

Alirocumab (Praluent)B

US
SWE

Panobinostat (Farydak)C,O

11

12

US

US

Talimogene laherparepvec
(Imlygic)C,B,O

10

Cariprazine (Vraylar)

SWI

Cobimetinib (Cotellic)C,O

9

N5-Psycholeptics

US

8

Dinutuximab (Unituxin)C,B,O

L1-Antineoplastics

US

7

Country

NAS (product name)‡
Palbociclib (Ibrance)C

Rank Anatomical classification†

1

Oct-15

Jan-16

Dec-15

Dec-15

Jul-15

Jul-15

Jul-15

Jul-15

Mar-16

Jul-15

Feb-15

Nov-15

Oct-15

Dec-15

May-15

Mar-15

Nov-15

Sep-15

Jul-15

Dec-15

Dec-15

Dec-15

Oct-15

Nov-15

Nov-15

Feb-15

Date

First sale in
Canada and the
PMPRB7

Aug-15§

Mar-16

Jan-16§

Nov-15

Sep-15

May-16

Apr-15

Feb-16

Apr-16

Apr-16

Oct-16

June-16§

Aug-16§

Jul-16

Jul-16

May-16

First
Canadian
sales

3

4

2

10

2

3

11

7

10

8

8

15

Canadian
lag
(months)
CAN

<0.1%

9.9%

8.8%

1.1%

FRA

7.8%

8.6%

7.2%

7.4%

1.1%

GER

5.0%

3.8%

2.7%

0.1%

1.9%

0.7%

<0.1%

12.8%

<0.1%

<0.1%

2.1%

45.2%

4.7%

2.8%

<0.1%

36.7%

1.6%

15.6%

15.8%

13.5%

5.9%

7.3%

13.6%

5.3%

3.0%

<0.1% 45.0%

<0.1%

11.4%

0.8% 43.8% 23.0%

0.4%

1.7%

4.8%

0.5%

1.2%

<0.1%

0.9%

0.2%

1.0%

25.8%

1.8%

<0.1%

ITA

0.5%

0.2%

0.3%

<0.1%

0.9%

0.2%

1.8%

0.2%

0.5%

0.2%

0.5%

0.8%

0.4%

<0.1%

SWE

1.7%

1.6%

1.1%

0.3%

1.0%

0.3%

5.1%

0.6%

4.7%

0.2%

1.8%

<0.1%

SWI

Share of Canadian and PMPRB7
sales by country, Q4-2016
UK

US
78.1%

97.3%

100%

88.1%

87.6%

91.5%

75.2%

<0.1%

95.3%

0.2%

<0.1%

1.6%

3.8%

5.7%

0.2%

2.0%

2.1%

2.7%

1.9%

1.9%

1.7%

4.0%

11.2%

31.7%

<0.1%

0.1%

0.2%

0.2%

0.4%

0.4%

0.5% 35.4%

0.9%

1.3%

1.3%

2.2%

2.8%

5.9%

19.2%

(continued on the next page)

63.3%

3.1%

0.3% 74.8%

100%

0.8% 37.0%

1.0%

0.6% 88.0%

0.6%

100%

100%

2.0% 77.0%

0.5% 93.0%

100%

97.0%

2.1% 20.2%

52.1% 34.0%

0.5%

0.2% 26.0%

100%

99.6%

0.1% 92.0%

2.8%

2.0% 77.0%

0.5%

<0.1%

Share of
Canadian
and PMPRB7
NAS sales,
Q4-2016

TABLE B1	
New active substances (NASs) in 2015, share of sales in Canada and the PMPRB7*, Q4-2016, by anatomical classification
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G2-Other gynaecologicals

J1-Systemic antibacterials

N4-Anti-Parkinson drugs

34

35

36

12

A16- Other alimentary tract
and metabolism products
Sep-15

Mar-15

May-15

Dec-15

Oct-16

May-15

Apr-15

Oct-15

Nov-15

Apr-15

Oct-15

Dec-15

Mar-15

Jan-15

Jan-16

Date

Jun-16

Nov-16§

Nov-16§

Apr-16

First
Canadian
sales

8

3

Canadian
lag
(months)

9.1%

3.8%

CAN

0.3%

<0.1%

6.6%

FRA

43.4%

8.4%

<0.1%

0.9%

62.1%

9.4%

GER

49.1%

1.8%

9.3%

2.6%

ITA

1.2%

2.8%

2.7%

0.1%

0.2%

SWE

6.1%

1.4%

3.0%

SWI

Share of Canadian and PMPRB7
sales by country, Q4-2016
US

0.2%

2.3%

4.6%

100%

100%

100%

100%

100%

87.2%

72.7%

100%

1.0% 95.0%

1.9% 30.4%

0.1% 79.9%

UK

<0.1%

<0.1%

0.1%

0.1%

0.1%

0.1%

1.0%

0.7%

0.5%

0.5%

0.2%

0.9%

0.1%

1.0%

Share of
Canadian
and PMPRB7
NAS sales,
Q4-2016

Note: A NAS was considered to be launched if it received market approval through the US Food and Drug Administration (FDA), the European Medicines Agency (EMA) and/or Health Canada in 2015.
* France, Germany, Italy, Sweden, Switzerland, United Kingdom and the United States.
† Level 2 of the Anatomical Classification of Pharmaceutical Products, as reported by QuintilesIMS.
‡ B, biologic; C, cancer; O, orphan drugs.
§ Notice of Compliance issued as of December 31, 2016.
No sales data available.
Source: MIDAS™ Database, October–December 2016, QuintilesIMS. All rights reserved.

41

FDA

FDA

Anthrax Immune Globulin
(Anthrasil)B,O

40
Uridine triacetate (Xuriden)O

FDA

Crotalidae Immune
F(ab')2 -Equine (Anavip)B,O

38

J06- Immune sera and
immunoglobulins

Patiromer calcium (Veltassa)

V3-All other
therapeutic products

39

US

Lesinurad (Zurampic)

M4- Anti-gout preparations

US

GER

US

US

US

37

Safinamide (Xadago)

Avibactam (Avycaz)

Flibanserin (Addyi)

Rolapitant (Varubi)

A4-Antiemetics and
antinauseants

33

US

Idarucizumab (Praxbind)B,O
US

US

Rurioctocog alfa pegol
(Adynovate)B
Isavuconazonium
(Cresemba)O

SWE

US

US

Country

Cangrelor (Kengrexal)

Edoxaban (Lixiana)

J2-Systemic agents for
fungal infections

B2-Blood coagulation
system, other products

B1-Antithrombotic agents

Selexipag

(Uptravi)O

NAS (product name)‡

32

31

30

29

28

27

C6-Other cardiovascular
products

Rank Anatomical classification†

First sale in
Canada and the
PMPRB7

TABLE B1	
New active substances (NASs) in 2015, share of sales in Canada and the PMPRB7*, Q4-2016, by anatomical classification
(continued)
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Table B2 provides details on the assessments and
recommendations for 2015 NASs that received
market approval in Canada. As determined by the
PMPRB’s current price review process, one of the
NASs launched in 2015 (Strensiq) was deemed to be
a breakthrough drug, one NAS (Entresto) offered a
substantial improvement, three offered a moderate
improvement, while five were deemed to offer slight
or no improvement over existing drugs, and one
offered a moderate as well as a slight or no improvement depending on the indication. The other nine
drugs available in Canada had not been reported to
the PMPRB or their level of therapeutic improvement
had not yet been assessed and made publicly available by the end of 20164.
The majority of the NASs are currently under consideration for funding by the various public drug plans.
By the end of 2017, eight out of the 10 drugs reviewed
by the Common Drug Review (CDR) received a
recommendation of list with criteria/condition. One
drug (Genvoya) received a recommendation to
list and another one (Orkambi) received a do not
list recommendation. Four of the oncology drugs
reviewed by the pan-Canadian Oncology Drug
Review (pCODR) received a recommendation for
funding on the condition that their cost effectiveness
was improved to an acceptable level, while two were
not recommended for funding. One drug received

the two aforementioned recommendations for
different indications.
The pan-Canadian Pharmaceutical Alliance (pCPA)
price negotiation status is also indicated in Table A2.
Of the 20 NASs available in Canada, negotiations
were completed or active for 12 of the drugs, while
for four drugs negotiations have been closed without
agreement or there was a decision not to negotiate.
The four remaining drugs have not yet been
considered by the pCPA.
Many 2015 NASs came with very high treatment
costs and more than half were designated as orphan
drugs by the FDA and/or the EMA. Of the 41 NASs,
approximately one-third were oncology drugs with
an average cost of approximately $13,000 per
28-day treatment.
Table B3 reports, where available, the prices and
treatment costs for NASs launched in Canada and
the PMPRB7 in 2015 as of Q4-2016. The prices are
reported for the highest selling form and strength
of each drug at the time of the analysis. Many NASs
were high-cost drugs: 35% were oncology drugs with
costs exceeding $5,000 for a 28-day treatment and
30% were non-oncology drugs with costs exceeding
$10,000 per year. Many of them far exceeded this
$10,000 cost, resulting in an average treatment cost
close to $80,000.

4. Assessments are posted on the PMPRB website when they are completed;
for updated information see the New Patented Medicines Reported to PMPRB webpage.

PATENTED MEDICINE PRICES REVIEW BOARD

13

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM

MEDS ENTRY WATCH 2016

TABLE B2	
Assessments, recommendations and reimbursement decisions for new active substances
(NASs) launched in Canada in 2015 as of December 2016

No negotiations

Complete and closed

pCPA
negotiation
status‡

Active

Do not reimburse

Funding conditional on
cost-effectiveness being improved

Do not list at submitted price

Do not list

List with criteria/condition

List

Funding

pan-Canadian
Oncology Drug
Review‡

Common
Drug Review‡

Slight or no improvement

Moderate improvement

Substantial improvement

Anatomical
classification* NAS (product)†

Breakthrough

PMPRB level
of therapeutic
improvement

Palbociclib (Ibrance)C
Daratumumab (Darzalex)C,B,O

**

Osimertinib (Tagrisso)C,O
L1

Ixazomib (Ninlaro)C,O
Elotuzumab (Empliciti)C,B,O
Alectinib

(Alecensaro)C,O

**

–

–

**

Cobimetinib (Cotellic)C,O
Lenvatinib (Lenvima)C,O
J5

Tenofovir alafenamide
(Genvoya)

D5

Secukinumab (Cosentyx)B

C10

Alirocumab (Praluent)B

**

Evolocumab (Repatha)B,O

**

C9

Sacubitril (Entresto)

R7

Lumacaftor (Orkambi)O

R3

Mepolizumab (Nucala)B

**

(Strensiq)B,O

A16

Asfotase alfa

C6

Selexipag (Uptravi)O

B1

Edoxaban (Lixiana)

**

B2

Rurioctocog alfa pegol
(Adynovate)B

**

–

–

Idarucizumab (Praxbind)B,O

**

–

–

–

*
†

Level 2 of the Anatomical Classification of Pharmaceutical Products, as reported by QuintilesIMS.
B, biologic; C, cancer; O, orphan drugs.
‡ As of December 31, 2017.
**This drug has not yet been reported to the PMPRB or its level of therapeutic improvement has not yet been assessed and made publicly available
by the end of 2016.
Source: MIDAS™ Database, October–December 2016, QuintilesIMS. All rights reserved.
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15

Lenvatinib (Lenvima, capsules, 10

3.95

120.32

398.35

415.72
261.90

371.77

51.59

92.30

243.50

883.24

42.49

69.43

39.47

102.96

428.22

5,030.10

490.92

Sacubitril (Entresto, film-ctd tabs,
48.6 mg + 51.4 mg)

Lumacaftor (Orkambi, film-ctd tabs,
125 mg + 200 mg)O

Eluxadoline (Viberzi, film-ctd tabs, 100 mg)

Mepolizumab (Nucala, vial dry, 144 mg)B

R7

A3

R3

Evolocumab (Repatha, prefil autoinj,
140 mg/mL, 1 mL)B,O

1,881.05

2.21‡‡

170.54**

3.73

278.84

166.06

3.83

373.88

125.16

416.04

4.40

371.77

103.53

2.37

246.54

20.18

195.54

670.69

690.62

285.27

41.13

75.42

1,124.72

98.36

Alirocumab (Praluent, prefil autoinj,
75 mg/mL, 1 mL)B

C9

C10

81.09

1,452.43

129.95

10,894.96

66.35

2,836.10

3,687.29

229.64

561.55

2,171.60

623.53

US

42.35

3.50**

44.10

2,128.24

84.36

891.13

110.93

48.31

278.77

2,675.53 2,095.88

421.96

2,087.12

203.60

UK

Cariprazine (Vraylar, capsules, 3 mg)

Brexpiprazole (Rexulti, tablets, 2 mg)

816.86

Secukinumab (Cosentyx, prefil autoinj,
150 mg/mL)B

D5

N5

45.74

J5

Sonidegib (Odomzo, capsules, 200 mg)C,B

Necitumumab (Portrazza, infus.via/bot.,
16 mg/mL, 50 mL)C,B,O

1,069.84

119.44

47.67

267.27

2,924.39

SWI

1,577.58

mg)C,O

69.37||

123.38

2,181.06

92.27

330.74

2,608.23

235.73

SWE

Panobinostat (Farydak, capsules, 20 mg)C,O

145.88

323.51

ITA

4,872.60

117.30

40.83

299.93

GER

789.84 3,200.36

FRA

Price ($)

Talimogene laherparepvec (Imlygic, vial,
106 PFU/mL, 1 mL)C,B,O

Cobimetinib (Cotellic, film-ctd tabs, 20 mg)C,O

Dinutuximab (Unituxin, infus.via/bot.,
3.5 mg/mL, 5 mL)C,B,O

Alectinib (Alecensaro, capsules, 150 mg)C,O

2,964.65††

93.85**

Tenofovir alafenamide (Genvoya, film-ctd tabs,
combi str)

L1

Elotuzumab (Empliciti, inf dry bottle,
400 mg)C,B,O

Ixazomib (Ninlaro, capsules, 4 mg)C,O

Tipiracil (Lonsurf, film-ctd tabs, 8.19 mg + 20 mg)C

299.27

2,433.30

Daratumumab (Darzalex, infus.via/bot.,
20 mg/mL, 20 mL)C,B,O

Osimertinib (Tagrisso, film-ctd tabs, 80

303.69

Palbociclib (Ibrance, capsules, 125 mg)C

mg)C,O

CAN

Anatomical
classification† NAS (product, form, strength, volume)‡

TABLE B3	
Prices (CAD) for the 2015 new active substances (NASs), Canada and the PMPRB7*, Q4-2016

24,454

1,613

248,988

2,723

7,250

7,417

15,458

1,278

26,139/
19,604

16,695

12,084

7,158

4,674

6,748

38,976

7,390

43,576

9,146

9,807

8,893

5,631

8,403

12,054

6,395

Treatment
cost ($)§

(continued on the next page)

Annual

Annual

Annual

Annual

Annual

Annual

Annual

Annual

First year/
subsequent year

Annual

Average 28-day regimen

Average 28-day regimen

Average 28-day regimen

Average 28-day regimen

Average 28-day regimen

Average 28-day regimen

Average 28-day regimen

Average 28-day regimen

Average 28-day regimen

Average 28-day regimen

Average 28-day regimen

Average 28-day regimen

Average 28-day regimen

Average 28-day regimen

Annual or course
of treatment

MEDS ENTRY WATCH 2016

NATIONAL PRESCRIPTION DRUG UTILIZATION INFORMATION SYSTEM

PATENTED MEDICINE PRICES REVIEW BOARD

Rolapitant (Varubi, film-ctd tabs, 90 mg)

Flibanserin (Addyi, film-ctd tabs, 100 mg)

Avibactam (Avycaz, inf dry bottle, 500 mg + 2 g)

Safinamide (Xadago, film-ctd tabs, 50 mg)

Lesinurad (Zurampic, film-ctd tabs, 200 mg)

A4

G2

J1

N4

M4

16

97.78

FRA

3.09

433.61

2.78

102.78

2,172.46

GER

3.76

1,415.88

3.00

ITA

3.85

1,687.80

461.99

2.84

84.35

SWE

Price ($)

8.10

1,865.50

3.70

SWI

3.33

1,739.27

362.35

2.68

72.47

2,386.31

UK

28.78

14.69

373.36

33.56

269.56

85.06

2,276.09

928.58

12.15

188.66

12,114.65

US

31,514

5,362

1,372

15,681

12,249

539

172

2,209

621

1,037

46,842

Annual

Annual

Annual

14 day treatment

Annual

Treatment

Per day

Per dose

Treatment
(4 hour infusion)

Annual

Annual

Annual

Annual (infant)/
Annual(adult)

629,961/
1,102,433
1,590,792

Annual or course
of treatment

Treatment
cost ($)§

Note: A
 NAS was considered to be launched if it received market approval by the US Food and Drug Administration (FDA), the European Medicines Agency (EMA) and/or Health Canada in 2015.
Recently launched NASs may not yet have price information available in MIDAS™.
Prices reported are manufacturer list prices.
* France, Germany, Italy, Sweden, Switzerland, the United Kingdom and the United States.
† Level 2 of the Anatomical Classification of Pharmaceutical Products, as reported by QuintilesIMS.
‡ B, biologic; C, cancer; O, orphan drugs.
§ Treatment costs were calculated using Canadian list prices if available, otherwise the foreign median price or available foreign price was used. Information on dosing regimens was taken from
the product monograph provided by Health Canada (or the FDA/EMA if unavailable though HC).
** Unit price from CADTH's Canadian Drug Expert Committee Recommendation report.
†† Unit price from pCODR Expert Review Committee (pERC) Recommendation report.
‡‡ Unit price from the 2016 Pricing Monitor report.
|| Price for Q3-2016.
Source: MIDAS™ Database, October–December 2016, QuintilesIMS. All rights reserved.

V3

Isavuconazonium (Cresemba, capsules, 186 mg)O

J2

Patiromer calcium (Veltassa, oral u-d pwdr,
8.4 g/dose)

Idarucizumab (Praxbind, vial IV,
50 mg/mL, 50 mL)B,O
1,104.71

2.84**

Edoxaban (Lixiana, film-ctd tabs, 60 mg)

Cangrelor (Kengrexal, vial dry, 50 mg)

64.17**

102.00/mg**

CAN

Selexipag (Uptravi, film-ctd tabs, 200 mcg)O

Asfotase alfa (Strensiq, vial sc,
40 mg/mL, 0.7 mL)B,O

B2

B1

C6

A16

Sebelipase alfa (Kanuma, infus.via/bot.,
10 mg/mL + 2mg/mL, 10 mL)B,O

Anatomical
classification† NAS (product, form, strength, volume)‡

TABLE B3	
Prices (CAD) for the 2015 new active substances (NASs), Canada and the PMPRB7*, Q4-2016 (continued)
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Canadian prices for new drugs are generally in line with
those observed in European markets and considerably
below those in the US market. Figure B2 reports the
Q4-2016 bilateral foreign-to-Canadian price ratios for
the NASs launched in Canada and the PMPRB7 in 2015
with Canadian price data available in MIDAS™.
Prices are reported for the highest selling form and
strength of each drug at the time of the analysis. The

results are expressed as an index with the Canadian
price set to a value of one and the international
measures reported relative to this value. For example,
a result above one indicates a correspondingly higher
average price in the specific foreign market.
The limited range of results highlights a trend towards
international list price uniformity at introduction.

FIGURE B2	
Bilateral foreign-to-Canadian price ratios for new active substances (NASs) launched
in Canada and the PMPRB7* in 2015 with Canadian sales data as of Q4-2016
Canadian
price = 1
Lower
foreign
prices

40.83
117.30

L1

Lenvatinib (Lenvima, capsules, 10

Tenofovir alafenamide (Genvoya, film-ctd tabs, combi str)

D5

Secukinumab (Cosentyx, prefil autoinj, 150 mg/mL)B

816.86

C10

Alirocumab (Praluent, prefil autoinj, 75 mg/mL, 1 mL)B

285.27

C10

Evolocumab (Repatha, prefil autoinj, 140 mg/mL, 1 mL)B,O

278.84

C9

Sacubitril (Entresto, film-ctd tabs, 48.6 mg + 51.4 mg)

69.37
45.74

3.73

mg)B,O

R3

Mepolizumab (Nucala, vial dry, 144

C6

Selexipag (Uptravi, film-coated tablets, 200 mcg)O

1,881.05
64.17

mL)B,O

1,104.71

Note: A
 NAS was considered to be launched if it received market approval by the US Food and Drug
Administration (FDA), the European Medicines Agency (EMA) and/or Health Canada in 2015.
Recently launched NASs may not yet have price information available in MIDAS™.
For presentation purposes, the scale reporting the foreign-to-Canadian price ratio was limited to 4.0;
observations higher than this value are not depicted here.
* France, Germany, Italy, Sweden, Switzerland, the United Kingdom and the United States.
† Level 2 of the Anatomical Classification of Pharmaceutical Products, as reported by QuintilesIMS.
‡ B, biologic; C, cancer; O, orphan drugs.
Source: MIDAS™ Database, October-December 2016, QuintilesIMS. All rights reserved.
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4.0

299.27

mg)C,O

Idarucizumab (Praxbind, vial IV, 50 mg/mL, 50

3.5

2,433.30

J5

B2

3.0

mL)C,B,O

mg)C,O

Cobimetinib (Cotellic, film-ctd tabs, 20 mg)C,O

2.5

Osimertinib (Tagrisso, film-ctd tabs, 80 mg)C,O
Alectinib (Alecensaro, capsules, 150

2.0

Daratumumab (Darzalex, infus.via/bot., 20 mg/mL, 20

L1
L1

1.5

303.69

L1

L1

1.0

Palbociclib (Ibrance, capsules, 125 mg)C

0.5

L1

Canadian
price ($)

NAS (product name, form, strength, volume)‡

0.0

Anatomical
classification†

Higher
foreign
prices
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FRA

SWE

GER

SWI

ITA

UK
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C NEW DRUG LAUNCHES, 2016
Thirty-one new active substances (NASs) received market approval through the US Food and
Drug Administration (FDA), the European Medicines Agency (EMA) and/or Health Canada in
2016, fewer than the average in recent years. Many of the NASs launched in 2016 were orphan
drugs (13) and/or oncology products (5), including biologics (13). An analysis of these products
suggests that the most expensive new orphan drugs had treatment costs in the hundreds of
thousands of dollars.

data. Note that this information reflects the early
availability and uptake of these products in the
markets analyzed.

Table C1 lists the 31 NASs launched in 2016. For each
drug, the country with first reported sales is given,
along with the availability in Canada and share of
sales in Q4-2016 for countries with available sales
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TABLE C1	
New active substances (NASs) in 2016, share of sales in Canada and the PMPRB7*, Q4-2016
First sale in Canada
and the PMPRB7

Share of Canadian and PMPRB7
sales by country, Q4-2016

Country

Date

Canadian
availability

US

Apr-16

Jan-16§

L1-antineoplastics

US

May-16

Apr-17§

N3-Anti-epileptics

UK

Jan-16

Jun-16

Eteplirsen (Exondys 51)B,O

M5-Other drugs
for disorders of the
musculo-skeletal system

US

Oct-16

Grazoprevir, elbasvir
(Zepatier)

J5-Antivirals for
systemic use

CAN

Jan-16

Jan-16

0.9%

Ixekizumab (Taltz)B

D5-Nonsteroidal products
for inflammatory skin
disorders

US

Apr-16

Aug-16

0.5%

Lifitegrast (Xiidra)

S1-Ophthalmologicals

US

Jul-16

Jul-16§

100%

Lonoctocog alfa (Afstyla)B

B2-Blood coagulation
system, other products

US

Jun-16

Dec-16§

100%

Migalastat (Galafold)O

A16-Other alimentary tract
and metabolism products

SWE

May-16

Sept-17§

5.5%

Obeticholic acid
(Ocaliva)O

A5-Cholagogues and
hepatic protectors

US

Jul-16

May-17§

<0.1%

Nov-17§

NAS (product name)†

Anatomical classification‡

Albutrepenonacog alfa
(Idelvion)B,O

B2-Blood coagulation
system, other products

Atezolizumab (Tecentriq)C,B
Brivaracetam (Brivlera)

Olaratumab

(Lartruvo)C,B,O

Opicapone (Ongentys)
Pimavanserin (Nuplazid)

L1-Antineoplastics

US

Nov-16

N4-Anti-Parkinson drugs

UK

Jul-16

N5-Psycholeptics

CAN

Reslizumab (Cinqair)B

R3-Anti-asthma and
chronic obstructive pulmonary disease products

US

May-16

Velpatasvir (Epclusa)

J5-Antivirals for
systemic use

US

Jun-16

Jul-16

1.5%

Venetoclax (Venclexta)C,O

L1-Antineoplastics

US

Apr-16

Sep-16

0.1%

Bezlotoxumab (Zinplava)B

J06-Immune sera and
immunoglobulins

FDA

Oct-16

Crisaborole (Eucrisa)

D11-Other Dermatological
Preparations

FDA

Dec-16

Episalvan (betulae cortex
dry extract)

D03-Preparations for
treatment of wounds
and ulcers

EMA

Jan-16

H05-Calcium homeostasis

EMA

Sep-16

FDA

May-16

Gallium (68GA)
edotreotide (Netspot)O

V09-Diagnostic
radiopharmaceuticals

FDA

Jun-16

Nusinersen sodium
(Spinraza)O

N07-Other nervous
system drugs

FDA

Dec-16

Obiltoxaximab (Anthim)B,O

J06-Immune sera
and immunoglobins

FDA

Mar-16

Rucaparib camsylate
(Rubraca)C,O

L01-Antineoplastics

FDA

Dec-16

Strimvelis (gene therapy
product)O,B

L03-Immunostimulants

EMA

May-16

Sunvepra (Asunaprevir)

J05-Antivirals
for systemic use

HC

Mar-16

Vaccine, pandemic influenza
H5N1 (AstraZeneca)B

J07-Vaccines

EMA

May-16

Zalmoxis (nalotimagene
carmaleucel)C,B,O

L01-Antineoplastics

EMA

Aug-16

MACI (autologous cultured
chondrocytes on a porcine
collagen membrane)B

M09-Other drugs
for disorders of the
musculo-skeletal system

FDA

Dec-16

Fluciclovine

(Axumin)

SWI

UK

US

0.1%

2.0%

44.2%

2.8%

72.4%

0.1%

1.3%
0.1%

0.1%

2.6%

1.2%

<0.1%

94.0%
99.4%

94.5%
99.9%
0.8%

Mar-16

V09-Diagnostic
radiopharmaceuticals

23.8%

99.2%

99.0%

FRA

(18F)

SWE

100%

Jun-16

Etelcalcetide (Parsabiv)

ITA

100%
0.9%

US

Pitolisant

GER
53.8%

N7-Other central nervous
system drugs

(Wakix)O

FRA

1.0%
100%

6.7%

80.2%

13.1%

July-16§

<0.1%
9.2%
<0.1%

0.4%

0.1%

0.7%

99.9%
88.8%
99.2%

No sales data in MIDAS™
as of December 31, 2016 —
approved by FDA, EMA
and/or HC
WHO ATC codes
Jun-17§

Mar-16§

Agency (EMA) and/or Health Canada in 2016.
Sales are based on manufacturer list prices.
* France, Germany, Italy, Sweden, Switzerland, United
Kingdom and the United States.
† B, biologic; C, cancer; O, orphan drugs.
‡ Level 2 of the Anatomical Classification of Pharmaceutical
Products, as reported by the QuintilesIMS.
§ Notice of Compliance issued as of December 31, 2017.
Sources: M
 IDAS™ Database, 2016, QuintilesIMS. All rights
reserved; FDA Novel Drugs 2016; EMA Human
Medicines Highlights 2016;
Health Canada New Drug Authorizations:
2016 Highlights.

Note: A NAS was considered to be launched if it received market approval through the US Food and Drug
Administration (FDA), the European Medicines
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722.88
67.99§

Venetoclax (Venclexta, film-ctd tabs, 100 mg)C,O

1,782.98

1,318.34

FRA

87.12

22.29

6.73

2,205.30

1,854.32

491.88

4.30

7,909.00

GER

ITA

1,437.88

640.94

3.04

SWE

726.64

SWI

672.59

14.98

4.54

629.79

3.36

6,058.44

UK

99.78

1,073.67

1,080.43

42.40

2,898.21

230.24

3,092.48

9.01

5,572.80

742.36

2,001.83

19.15

10,515.53

US

28-day course

Annual

28-day course

Annual

Annual or course
of treatment

Annual

Annual

Annual

Annual

28-day course

Annual

Annual

Annual

Annual

First year/
subsequent years

7,615††

28-day course

60,722 12-week treatment

17,520

13,174

30,952

2,057

11,614

36,000

310,250

337,698 to 844,247b

6,577

26,591/19,205

58,619 12-week treatment

60,055

3,270

9,035

317,759 to 508,414a

Treatment cost ($)

Table C2 reports the Q4-2016 prices and treatment costs for
the NASs launched in Canada and the PMPRB7 in 2016 with data
available in MIDAS™. Prices are reported for the highest selling
form and strength of each drug. Nearly three-quarters of the

The next edition of Meds Entry Watch will provide a more
detailed analysis of the NASs launched in 2016.

2016 NASs with available sales had treatment costs exceeding
$10,000 (annual or regimen): 12 out of the 17 NASs (71%).

Note: A
 NAS was considered to be launched if it received market approval through the US Food and Drug Administration (FDA), the European Medicines Agency (EMA) and/or Health Canada in 2016.
Sales are based on manufacturer list prices.
* France, Germany, Italy, Sweden, Switzerland, United Kingdom and the United States.
† B, biologic; C, cancer; O, orphan drugs.
‡ Treatment costs were calculated using Canadian list prices if available, otherwise the foreign median price or available foreign price was used. Information on dosing regimens was taken from the
product monograph provided by Health Canada (or the FDA/EMA if unavailable though HC).
§ Unit price from pCODR Expert Review Committee (pERC) Recommendation report.
** Unit price from CADTH's Canadian Drug Expert Committee Recommendation report.
†† Treatment cost is $1,761.13 per 28-day course for the ramp-up stage and $7,615 per 28-day course for subsequent cycles.
a – Dosage and duration of treatment with IDELVION depends on the severity of the Factor IX deficiency, the location and extent of bleeding and the patient’s clinical condition,
age and recovery of Factor IX.
b – The dose and duration of the substitution therapy depend on the severity of the factor VIII deficiency, the location and extent of the bleeding and on the patient's clinical condition.

640.00**

Velpatasvir (Epclusa, film-ctd tabs, 400 mg + 100 mg)

2,074.00§

98.63**

1,700.00**

1,477.30

697.84

4.48

6,776.00§

CAN

Reslizumab (Cinqair, infus.via/bot., 10 mg/mL, 10 mL)B

Pitolisant (Wakix, film-ctd tabs, 18 mg)O

Pimavanserin (Nuplazid, film-ctd tabs, 17 mg)

Opicapone (Ongentys, capsules, 50 mg)

Olaratumab (Lartruvo, infus.via/bot., 10 mg/mL, 50 mL)C,B,O

Obeticholic acid (Ocaliva, film-ctd tabs, 5

Migalastat (Galafold, capsules, 123 mg)O

Lonoctocog alfa (Afstyla, inf dry bottle, 2K)B

Lifitegrast (Xiidra, ophth u-d liq, 5%)

Ixekizumab (Taltz, prefil autoinj, 80 mg/mL)B

Grazoprevir, elbasvir (Zepatier, film-ctd tabs, 50 mg + 100 mg)

Eteplirsen (Exondys 51, infus.via/bot., 50 mg/mL, 2 mL)B,O

Brivaracetam (Brivlera, film-ctd tabs, 50 mg)

Atezolizumab (Tecentriq, infus.via/bot., 60 mg/mL, 20

Albutrepenonacog alfa (Idelvion, vial dry, 2K)B,O

NAS (product, form, strength, volume)†

Price ($)

TABLE C2	
Prices (CAD) for the 2016 new active substances (NASs), Canada and the PMPRB7*, Q4-2016
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APPENDICES
Appendix I: Drug information for new active substances (NASs)
approved by the FDA, the EMA and/or Health Canada
in 2015
NAS (product)†
Alectinib

(Alecensaro)O

Approved indications
Anaplastic lymphoma kinase (ALK)-positive, locally advanced (not amenable to curative
therapy) or metastatic non-small cell lung cancer (NSCLC)

Manufacturer
Roche

Alirocumab (Praluent)B

Heterozygous familial hypercholesterolemia (HeFH) and clinical atherosclerotic
cardiovascular disease (CVD)

Asfotase alfa
(Strensiq)B,O

Enzyme replacement therapy for patients with confirmed diagnosis of paediatric-onset
hypophosphatasia

Alexion

Avibactam (Avycaz)

Complicated urinary tract infections (cUTI) including pyelonephritis and complicated
intra-abdominal infections (cIAI)

Allergan

Sanofi-aventis

Brexpiprazole (Rexulti)

Schizophrenia

Cangrelor (Kengrexal)

For use as an adjunct to percutaneous coronary intervention (PCI) to reduce the risk of
periprocedural myocardial infarction (MI), repeat coronary revascularization, and stent
thrombosis (ST) in patients who have not been treated with a P2Y12 platelet inhibitor
and are not being given a glycoprotein IIb/IIIa inhibitor

Otsuka

Cariprazine (Vraylar)

Acute treatment of manic or mixed episodes associated with bipolar I disorder and treatment
of schizophrenia

Cobimetinib (Cotellic)O

For use in combination with vemurafenib for the treatment of patients with unresectable
or metastatic melanoma with a BRAF V600 mutation

Roche

Daratumumab
(Darzalex)B,O

For use in combination with lenalidomide and dexamethasone, or bortezomib and
dexamethasone, for the treatment of patients with multiple myeloma who have received
at least one prior therapy

Janssen

Dinutuximab
(Unituxin)B,O

Indicated, in combination with granulocyte-macrophage colony-stimulating factor (GM-CSF),
interleukin-2 (IL-2) and 13-cis-retinoic acid (RA), for the treatment of pediatric patients with
high-risk neuroblastoma who achieve at least a partial response to prior first-line multiagent,
multimodality therapy

Edoxaban (Lixiana)

Prevention of stroke and systemic embolic events in patients with atrial fibrillation, in whom
anticoagulation is appropriate; treatment of venous thromboembolism (VTE) (deep vein
thrombosis [DVT], pulmonary embolism [PE]) and the prevention of recurrent DVT and PE

Daiichi Sankyo

Elotuzumab
(Empliciti)B,O

For use in combination with lenalidomide and dexamethasone, is indicated for the treatment
of patients with multiple myeloma who have received one to three prior therapies

Bristol-Myers Squibb

The Medicines Company

Allergan

United Therapeutics

Eluxadoline (Viberzi)

For the treatment of irritable bowel syndrome with diarrhea (IBS-D) in adults

Allergan

Evolocumab
(Repatha)B,O

Adjunct to diet and maximally tolerated statin therapy in adult patients with heterozygous
familial hypercholesterolemia (HeFH), clinical atherosclerotic cardiovascular disease (CVD)
or homozygous familial hypercholesterolemia (HoFH), who require additional lowering of
low density lipoprotein cholesterol (LDL-C)

Amgen

Flibanserin (Addyi)

Treatment of premenopausal women with acquired, generalized hypoactive sexual desire
disorder (HSDD)

Valeant

Idarucizumab
(Praxbind)B

An antidote, specific for dabigatran, and is indicated for adult patients treated with Pradaxa®
when rapid specific reversal of the anticoagulant effects of dabigatran is required for: emergency surgery/urgent procedures or life-threatening or uncontrolled bleeding

Isavuconazonium
(Cresemba)O

For the treatment of invasive aspergillosis and invasive mucormycosis

Astellas

Ixazomib (Ninlaro)O

For use in combination with lenalidomide and dexamethasone is indicated for the treatment
of adult patients with multiple myeloma who have received at least one prior therapy

Takeda

Lenvatinib (Lenvima)O

For the treatment of patients with locally recurrent or metastatic, progressive, radioactive
iodine-refractory differentiated thyroid cancer

Lesinurad (Zurampic)

For the treatment of hyperuricemia associated with gout in patients who have not achieved
target serum uric acid levels with a xanthine oxidase inhibitor alone

Lumacaftor (Orkambi)O

Cystic fibrosis

Boehringer Ingelheim

Eisai
AstraZeneca
Vertex Pharma
(continued on the next page)
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Appendix I: D
 rug information for new active substances (NASs)
approved by the FDA, the EMA and/or Health Canada
in 2015 (continued)
NAS (product)†

Approved indications

Manufacturer

Mepolizumab
(Nucala)B,O

An add-on maintenance treatment of adult patients with severe eosinophilic asthma

Necitumumab
(Portrazza)B

For use in combination with gemcitabine and cisplatin, for the treatment of patients with
locally advanced or metastatic squamous non-small cell lung cancer who have not received
prior chemotherapy for this condition

Eli Lilly

Osimertinib (Tagrisso)O

For the treatment of patients with locally advanced or metastatic epidermal growth factor
receptor (EGFR) T790M mutation-positive non-small cell lung cancer (NSCLC) who have
progressed on or after EGFR tyrosine kinase inhibitor (TKI) therapy

AstraZeneca

Palbociclib (Ibrance)

Cancer – breast

Panobinostat
(Farydak)O

In combination with bortezomib (BTZ) and dexamethasone (Dex), for the treatment of
patients with multiple myeloma (MM), who have received at least 2 prior regimens, including
bortezomib and an immunomodulatory agent

Novartis

Patiromer calcium
(Veltassa)

For the treatment of hyperkalemia

Relypsa

Rolapitant (Varubi)

For prevention of delayed nausea and vomiting associated with initial and repeat courses
of emetogenic cancer chemotherapy, including, but not limited to, highly emetogenic
chemotherapy

Tesaro

Rurioctocog alfa pegol
(Adynovate)B

For use in patients with hemophilia A (congenital factor VIII deficiency) for: control and
prevention of bleeding episodes; prophylaxis to prevent or reduce the frequency of bleeding
episodes; and perioperative management

Baxalta

Sacubitril (Entresto)

For the treatment of heart failure with reduced ejection fraction (HFrEF) in patients with
NYHA Class II or III, to reduce the incidence of cardiovascular death and heart failure
hospitalisation

Novartis

Safinamide (Xadago)

For adjunctive treatment to levodopa/carbidopa in patients with Parkinson’s disease
experiencing “off” episodes

Zambon

Sebelipase alfa
(Kanuma)B,O

Indicated for the treatment of patients with a diagnosis of lysosomal acid lipase (LAL)
deficiency

Alexion

Secukinumab
(Cosentyx)B

Moderate to severe plaque psoriasis; for the treatment of patients with active psoriatic
arthritis when the response to previous disease-modifying anti-rheumatic drug (DMARD)
therapy has been inadequate

Novartis

Selexipag (Uptravi)O

For the long-term treatment of idiopathic pulmonary arterial hypertension (iPAH), heritable
pulmonary arterial hypertension (HPAH), PAH associated with connective tissue disorders,
and PAH associated with congenital heart disease in adult patients with WHO functional class
(FC) II–III to delay disease progression

Actelion

Sonidegib (Odomzo)B

For treatment of adult patients with locally advanced basal cell carcinoma (BCC) that has
recurred following surgery or radiation therapy or those who are not candidates for surgery
or radiation therapy

Novartis

Talimogene laherparepvec (Imlygic)B

Used to treat adults with melanoma that cannot be surgically removed and that has spread to
other parts of the body (but not to bone, lung, brain and other internal organs)

Amgen

Tenofovir alafenamide
(Genvoya)

Indicated as a complete regimen for the treatment of human immunodeficiency virus
type 1 (HIV-1) infection in adults and pediatric patients 12 years of age and older (and
weighing ≥35 kg) and with no known mutations associated with resistance to the
individual components of Genvoya

Gilead Sciences

Tipiracil (Lonsurf)

For the treatment of patients with metastatic colorectal cancer who have been previously
treated with fluoropyrimidine-oxaliplatin and irinotecan-based chemotherapy, an anti-VEGF
biological therapy, and if RAS wild-type, an anti-EGFR therapy

Taiho Oncology

Crotalidae Immune
F(ab')2 -Equine
(Anavip)B,O

Indicated for the management of adult and pediatric patients with North American
rattlesnake envenomation

Instituto Bioclon,
S.A. de C.V

Anthrax Immune
Globulin (Anthrasil)B,O

Indicated for the treatment of inhalational anthrax in adult and pediatric patients
in combination with appropriate antibacterial drugs

Cangene Corporation

Uridine triacetate
(Xuriden)O

Pyrimidine analog for uridine replacement indicated for the treatment of hereditary
orotic aciduria

Wellstat Therapeutics
Corporation

Health Canada (HC);
Note: Indications from:
† B, biologic; C, cancer; O, orphan drugs.
Source: FDA, EMA, and HC websites.
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Appendix II: D
 rug information for new active substances (NASs)
approved by the FDA, the EMA and/or Health Canada
in 2016
NAS (product)†

Approved indications

Manufacturer

Albutrepenonacog alfa
(Idelvion)B,O

An antihemophilic factor indicated in patients with hemophilia B (congenital FIX deficiency,
or Christmas disease) for: routine prophylaxis to prevent or reduce the frequency of bleeding
episodes; control and prevention of bleeding episodes; and control and prevention of bleeding in the perioperative setting

CSL Behring

Atezolizumab
(Tecentriq)C,B

Indicated for the treatment of patients with locally advanced or metastatic urothelial
carcinoma who: have disease progression during or following platinum-containing
chemotherapy; have disease progression within 12 months of neoadjuvant or adjuvant
treatment with platinum-containing chemotherapy

Brivaracetam (Brivlera)

Indicated as adjunctive therapy in the management of partial-onset seizures in adult patients
with epilepsy who are not satisfactorily controlled with conventional therapy

UCB

Eteplirsen
(Exondys 51)B,O

For the treatment of Duchenne muscular dystrophy (DMD) in patients who have a confirmed
mutation of the DMD gene that is amenable to exon 51 skipping

Sarepta Therapeutics

Genentech

Indicated for the treatment of chronic hepatitis C (CHC) genotypes 1, 3, or 4 infection in
adults as follows:

Grazoprevir, elbasvir
(Zepatier)

Without ribavirin: in genotype (GT) 1 or 4 treatment-naïve (TN) and peginterferon alfa +
ribavirin (PR) treatment-experienced (TE) relapsers (12 weeks); in GT1 protease inhibitor (PI)/
PR-TE relapsers (12 weeks); in GT1b TN, non-cirrhotic patients (8 weeks); in GT1b PR- or PI/
PR-TE on-treatment virologic failures (12 weeks)

Merck

With ribavirin: in GT1a PR- or PI/PR-TE on-treatment virologic failures (16 weeks); in GT4
PR-TE on-treatment virologic failures (16 weeks)
With sofosbuvir: in GT3 TN patients (12 weeks)
Ixekizumab (Taltz)B

Indicated for the treatment of adult patients with moderate-to-severe plaque psoriasis who
are candidates for systemic therapy or phototherapy

Lifitegrast (Xiidra)

For the treatment of the signs and symptoms of dry eye disease (DED)

Lonoctocog alfa
(Afstyla)B

A recombinant DNA derived, antihemophilic factor indicated in adults and children with
hemophilia A (congenital Factor VIII deficiency) for: control and prevention of bleeding
episodes; routine prophylaxis to prevent or reduce the frequency of bleeding episodes;
and perioperative management of bleeding (surgical prophylaxis)

Migalastat (Galafold)O

Used to treat patients aged 16 years or over with Fabry disease

Obeticholic acid
(Ocaliva)O

Indicated for the treatment of primary biliary cholangitis1 (PBC) in combination with ursodeoxycholic acid (UDCA) in adults with an inadequate response to UDCA, or as monotherapy in
adults unable to tolerate UDCA

Intercept
Pharmaceuticals

Olaratumab
(Lartruvo)C,B,O

Indicated, in combination with doxorubicin, for the treatment of adult patients with soft tissue
sarcoma (STS) with a histologic subtype for which an anthracycline-containing regimen is
appropriate and which is not amenable to curative treatment with radiotherapy or surgery

Eli Lilly

Opicapone (Ongentys)

Used to treat adults with Parkinson’s disease as an add-on to levodopa / DOPA decarboxylase inhibitors (DDCI) in patients who are having fluctuations in the control of their condition

Pimavanserin (Nuplazid)

For the treatment of hallucinations and delusions associated with
Parkinson’s disease psychosis

Pitolisant

(Wakix)O

Used to treat adults with narcolepsy

Eli Lilly
Shire
CSL Behring
Amicus Therapeutics

Bial
Acadia Pharmaceuticals
Bioprojet Pharma

Reslizumab (Cinqair)B

Indicated as an add-on maintenance treatment of adult patients with severe eosinophilic
asthma who: are inadequately controlled with medium-to-high-dose inhaled corticosteroids
and an additional asthma controller(s) (e.g., LABA); and have a blood eosinophil count of
≥400 cells/μL at initiation of the treatment

Velpatasvir (Epclusa)

For the treatment of chronic hepatitis C virus (HCV) infection in adults without cirrhosis
or with compensated cirrhosis; in combination with ribavirin for the treatment of chronic
hepatitis C virus (HCV) infection in adults with decompensated cirrhosis

Venetoclax
(Venclexta)C,O

Indicated as monotherapy for the treatment of patients with chronic lymphocytic leukemia
(CLL) with 17p deletion who have received at least one prior therapy, or patients with CLL
without 17p deletion who have received at least one prior therapy and for whom there are
no other available treatment options

Teva

Gilead Sciences

AbbVie

(continued on the next page)
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Appendix II: D
 rug information for new active substances (NASs)
approved by the FDA, the EMA and/or Health Canada
in 2016 (continued)
NAS (product)†

Approved indications

Manufacturer

Bezlotoxumab
(Zinplava)B

Indicated to reduce recurrence of clostridium difficile infection (CDI) in patients 18 years of
age or older who are receiving antibacterial drug treatment of CDI and are at a high risk for
CDI recurrence

Crisaborole (Eucrisa)

For topical treatment of mild to moderate atopic dermatitis in patients 2 years of age
and older

Episalvan (betulae
cortex dry extract)

Indicated for the treatment of partial thickness wounds in adults

Etelcalcetide (Parsabiv)

Used in patients on haemodialysis to reduce the levels of parathyroid hormone in adults

Fluciclovine (18F)
(Axumin)

Use for injection for positron emission tomography (PET) imaging in men with suspected
prostate cancer recurrence based on elevated blood prostate specific antigen (PSA) levels
following prior treatment

Blue Earth Diagnostics

Gallium (68GA)
edotreotide (Netspot)O

For use with positron emission tomography (PET) for localization of somatostatin receptor
positive neuroendocrine tumors (NETs) in adult and pediatric patients

Advanced Accelerator
Applications

Nusinersen sodium
(Spinraza)O

Indicated for the treatment of 5q spinal muscular atrophy (SMA)

Obiltoxaximab
(Anthim)O,B

Indicated for the treatment of adult and pediatric patients with inhalational anthrax due to
Bacillus anthracis in combination with appropriate antibacterial drugs and for prophylaxis
of inhalational anthrax when alternataive therapies are not available or are not appropriate

Rucaparib camsylate
(Rubraca)C,O

For use as monotherapy for the treatment of patients with deleterious BRCA mutation
(germline and/or somatic) associated advanced ovarian cancer who have been treated
with two or more chemotherapies

Merck & Co.
Pfizer
Amryt Pharma plc
Amgen

Used to treat severe combined immunodeficiency due to adenosine deaminase deficiency
Strimvelis (gene therapy
(ADA-SCID) in patients who cannot be treated by a bone-marrow transplant because they
product)B,O
do not have a suitable, matched, related donor

Biogen
Elusys Therapeutics

Clovis Oncology

GlaxoSmithKline

Sunvepra (Asunaprevir)

For use in combination with other agents for the treatment of chronic hepatitis C (CHC) in
adult patients with hepatitis C virus (HCV) genotypes 1 or 4 and compensated liver disease,
including cirrhosis

Bristol-Myers Squibb

Vaccine, pandemic
influenza H5N1
(AstraZeneca)B

Indicated for prophylaxis of influenza in an officially declared pandemic situation in children
and adolescents from 12 months to less than 18 years of age

AstraZeneca

Zalmoxis (nalotimagene
carmaleucel)C,B,O

Used as an add-on treatment in adults who have received a haematopoietic stem cell
transplant (HSCT, a transplant of cells that can develop into different types of blood cells)
from a partially matched donor (a so-called haploidentical transplant)

MolMed S.p.A.

MACI (autologous
cultured chondrocytes
on a porcine collagen
membrane)B

Indicated for the repair of symptomatic, single or multiple full-thickness cartilage defects
of the knee with or without bone involvement in adults

Vercicel

Health Canada (HC);
Food and Drug Administration (FDA);
European Medicines Agency (EMA).
Note: Indications from:
† B, biologic; C, cancer; O, orphan drugs.
Sources: FDA Novel Drugs 2016; EMA Human Medicines Highlights 2016; Health Canada New Drug Authorizations: 2016 Highlights;
FDA, EMA and HC websites.
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