DIGITAL EDITION — BONUS CONTENT

A research leader with a strong healthcare network, a stable democracy,

and a rich talent resource, Canada remains a powerful draw for the pharma industry.

he second largest country in

the world, based on land mass,

Canada enjoys a strong econ-

omy and extensive democratic

advantages, including among
the highest measures in education, govern-
ment transparency, civil liberties, quality of
life, and economic freedom.

A parliamentary democracy with a consti-
tutional monarchy, Canada has a population of
around 35 million people, is officially bilin-
gual, and is multicultural.

Canada boasts one of the highest life ex-
pectancies and lowest infant mortality rates in
the industrialized world.

In 2012, Canadians spent a total of
CAD$207 billion ($197 billion) on health-
care, or a per capita expenditure of
CAD$5,948, representing 11.6% of GDP.
Hospitals consumed about 30% of total ex-
penditures, prescription drugs 16% and physi-
cians 149, says Paul Crotty, VP Canadian Op-
erations, TGaS Advisors.

“On a per capita basis, and as a percentage
of GDP, Canadian healthcare expenditures
rank among the top half dozen OECD coun-
tries with only the United States, at $8,233
per capita and close to 17% of GDP, having a
dramatically higher expenditure level,” he
says.
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Pharma Status

According to 2010 data, Canada has
around 180 private and public biopharmaceu-
tical companies, mostly small to medium-
sized companies located in Montreal, Toronto,
and Vancouver. There were 500 new products
in development by Canadian biopharma firms.
The top three therapeutic classes in develop-
ment were oncology (41%), neuroscience
(14%), and infectious diseases and vaccines
(11%).

The number of people employed in
Canada’s pharma industry totaled around
28,000 in 2010, and the industry had annual
sales of CAD$21 billion ($20.14 billion), ex-
ported products worth $7 billion, and con-
ducted more than $1.3 billion in R&D.

Canada has been considered a strategic mar-
ket for many pharmaceutical companies, says
Mark Omoto, general manager Canada,
Cegedim Relationship Management, not only
because its commercial healthcare environ-
ment is considered a blend of both U.S. and
European market influences, but also because
of its trendsetting approaches and impact on
the global market in pricing and reimburse-
ment.

“In recent years, established companies
have started entering the Canadian market,

Canada at a glance

Total Population: 34,838,000

Gross national income per capita

(PPP international $): 39,660

Life expectancy at birth m/f (years): 80/84
Probability of dying under the age of 5
(per 1,000 live births): 6

Probability of dying between the ages of
15 and 60 years male/female

(per 1,000 population): 84/53

Total expenditure on health per capita
(CADS, 2012): 5,894*

Total expenditure on health as % of GDP
(2012): 11.6*

Source: Global Health Observatory. Figures are for 2009
unless otherwise indicated

* Canadian Institute for Health Information(C.LH.L),
provided by TGaS Advisors

and setting up shop versus licensing their
products, as the search for revenue becomes
more and more elusive,” Mr. Omoto says.
Canada’s multicultural commercial envi-
ronment has also provided a strong talent



management opportunity for pharma com-
pany executives to acquire internationally rec-
ognized professionals, Mr. Omoto says.

“By the same token, Canadian pharmaceu-
tical executives have been sought after for key
global assignments because of their success
and experience in dealing with complex
healthcare and regulatory systems,” he says.

Mr. Crotty describes Canada’s pharma mar-
ket as somewhere between the United States
and Europe in terms of pricing and access, al-
though the market is becoming more like Eu-
rope in both respects.

“That said, Canada continues to be a very
attractive market for pharma companies; it re-
mains the number seven or eight market in
the world and one of the most politically and
economically stable countries in the world,”
he says.

Research & Development

Canada’s world-class health research cen-
ters, academic centers, hospitals, and govern-
ment laboratories play an integral role in
helping to elucidate ideas and concepts. Cana-
dian research centers are recognized in many
therapeutic fields, including cardiovascular,
metabolic disorders, neuroscience, oncology,
and infectious diseases and vaccines, a Cana-
dian government website notes. Canada is also
a leader in the development of key technology
platforms including stem cells and regenera-
tive medicine, genomics, and antibody tech-
nologies.

Canada’s pharma and biotech industries
have been experiencing consistent R&D
growth, as federal and provincial governments
are offering programs and tax breaks to try to
entice companies to boost their R&D invest-
ments, especially at the early stage, Mr.
Omoto says.

Among the programs aimed at bolstering
industry are the Scientific Research and Ex-
perimental Development (SR&ED) Tax In-
centive Program, administered by the Canada
Revenue Agency to encourage Canadian busi-
nesses to conduct R&D in Canada. The Na-
tional Research Council’s Industrial Research
Assistance Program (IRAP) provides advisory
services and financial support to small and
mid-sized companies conducting R&D of
technological innovations. Among IRAP ini-
tiatives is the Canadian HIV Technology De-
velopment Program (CHTD), which is con-
tributing to global efforts to develop safe,
effective, affordable, and globally accessible
HIV vaccines.

The Canadian Innovation Commercializa-
tion Program was established to help Cana-
dian companies bridge the pre-commercial-
ization gap. Several other federal support and
regional programs exist to promote R&D.
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£€ Canadian research quality
and the ability to successfully
recruit and conduct clinical
trials have been the main
reasons why Canada has always
been a key site for global
pharmaceutical trials. 77

Mr. Omoto says Canada as with many
countries, has been competing within the
pharmaceutical company affiliate infrastruc-
ture for internal research investments, whether
it be at the commercial or clinical trial level.

“Canadian research quality, and the ability
to successfully recruit and conduct clinical tri-
als, has been a main reason why Canada has al-
ways been a key site for global pharmaceutical
trials,” he says.

Rx&D, which represents Canada’s re-
search-based pharmaceutical companies, re-
ported in a May 2013 survey of its companies
that a total of CAD$832 million was invested
in scientific research and experimental devel-
opment in 2012. The organization estimates
that there are about 3,000 clinical trials ongo-
ing in Canada across a multiple of therapeutic
areas and all phases of trials.

“Canada’s ability to deliver strong results
in the clinical trials area is a reflection of a
number of positive factors, including the
quality of researchers, a diverse population
with strong health and disease networks, and
of course the overall strength of Canada’s in-
novative pharmaceutical companies,” Mr.
Omoto says.

Regulatory Environment

Many of the challenges companies face in
bringing drugs to the market are those seen in

MARK OMOTO |
Cegedim Relationship Management

other industrialized nations. Notice of compli-
ance (NOC), common to all countries, takes
around 14 months, Mr. Crotty says. Compa-
nies filing in Canada also face the Common
Drug Review, which takes around seven
months. While the CDR isn’t seen in the
United States, it is standard in Europe, Aus-
tralia, and New Zealand. Other steps are the
Patented Medicine Prices Review Board
(PMPRB), also not seen in the United States,
which takes place in parallel with other access
steps and continues throughout the life of the
patent, and the formulary review by the
provinces, which takes about eight months.

All in all, Mr. Crotty says from submission
of a new drug to Health Canada to its listing
on a provincial formulary can take up to 30
months. Mr. Crotty says the CDR, handled by
the Canadian Agency for Drugs and Technolo-
gies in Health (CADTH), is a pan-Canadian
process for conducting objective, rigorous re-
views of the clinical, cost-effectiveness, and pa-
tient evidence for drugs. The pan-Canadian
Oncology Drug Review (pCODR) reviews
cancer drugs.

“CDR also provides formulary listing rec-
ommendations to Canada’s publicly funded
drug plans — except Quebec,” he says. “Since
its inception the CDR has recommended list-
ing for about half of the drugs that it has re-
viewed.”

In Quebec the Institat national d’excellence
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Supporting Canadian R&D

PROGRAMS AND INITIATIVES TARGETED AT
INDUSTRY

» Scientific Research and Experimental
Development (SR&ED) Program

Administered by the Canada Revenue Agency, the
SR&ED Tax Incentive Program is the largest single
source of federal government support designed to
encourage research and development in Canada.
The program includes cash refunds and/or tax
credits for expenditures on eligible R&D work done
in Canada.

» Business Development Bank of Canada

BDC supports the creation and development of
Canadian businesses through financing,
subordinate financing, venture capital, consulting,
and securitization, with a focus on small and
medium-sized enterprises.

» National Research Council’s Industrial
Research Assistance Program

NRC-IRAP provides a range of technical and
business-oriented advisory services, as well as
financial support for small and medium-sized
enterprises engaged in research and development
of technological innovations. NRC-IRAP started
delivering the Canadian HIV Technology
Development Program (CHTD) as of April 1,2011.
The CHTD will contribute to global efforts to
accelerate the development of safe, effective,
affordable and globally accessible HIV vaccines.

» Canadian Innovation Commercialization
Program

Launched in 2010, CICP uses procurement as a tool
for innovation. The program aims to help Canadian
companies, with a focus on SMEs, bridge the pre-
commercialization gap.

REGIONAL ECONOMIC DEVELOPMENT
AGENCIES AND ORGANIZATIONS

» Atlantic Canada Opportunities Agency
ACOA is dedicated to the economic development of

Source: Industry Canada, www.ic.gc.ca

en santé et en services sociaux (INESSS) fills
the roles that CDR and pCODR play in the
rest of Canada, he adds.

Managing Reimbursement

The reimbursement environment in

Canada is quite different from that of most
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Atlantic Canada. It supports enterprise and
community development, policy, advocacy and
coordination. ACOA puts special emphasis on
initiatives that encourage productivity,
commercialization, competitiveness, and skills
development.
» Canada Economic Development for Quebec
Regions
CED provides support to small and medium-sized
enterprises and non-profit organizations in
Quebec. Financial assistance involves repayable
and non-repayable contributions through its
various programs and initiatives.
» Federal Economic Development Agency for
Southern Ontario
FedDev Ontario supports the competitiveness,
innovation, and diversification of southern Ontario’s
economy by directing investments to businesses,
nonprofit organizations and communities;
engaging in collaborative partnerships with key
economic stakeholders; and advocating for the
region’s interests at the national level.
» FedNor
FedNor, the Government of Canada’s regional
development organization for Northern Ontario,
works with various partners to promote economic
development, diversification, and job creation and
encourages sustainable, self-reliant communities
in Northern Ontario.
» Western Economic Diversification Canada
WD works to improve the long-term economic
competitiveness of the west by supporting
initiatives that enhance innovation, business
development,and community economic
development.

FEDERAL GRANTING COUNCILS

» Canadian Institutes of Health Research

CIHR is the Government of Canada’s agency
responsible for funding health research in
Canada. It supports nearly 14,100 researchers and
trainees in universities, teaching hospitals,and

other countries, Mr. Omoto says, noting that
its provincial and territorial healthcare systems
have tended to each have its own pricing and
reimbursement opportunities and challenges.

Efforts to ensure that the price charged for
patented medicines sold in Canada are not ex-
cessive are overseen by the Patented Medicine
Prices Review Board.

other health organizations and research centers in

Canada.

» National Sciences and Engineering Research
Council of Canada

NSERC supports basic university research through

discovery grants, project research through

partnerships among post-secondary institutions,

governments, and the private sector, as well as the

advanced training of highly qualified people.

OTHER FEDERAL SUPPORT TO LARGE-SCALE
RESEARCH PROJECTS AND RESEARCH
INFRASTRUCTURE

» Genome Canada

Genome Canada is a nonprofit organization with a
mandate by the Government of Canada to
implement a national strategy for supporting large-
scale genomics and proteomics research projects.
» Canadian Foundation for Innovation

CFl aims to establish the nation’s capacity to
undertake world-class research and technology
development through investments in state-of-the-
art facilities and equipment, universities, colleges,
research hospitals,and nonprofit research
institutions.

» Networks of Centres of Excellence of Canada
The NCEs Program fosters multi-disciplinary, multi-
sectoral partnerships between universities, industry,
government and non-governmental organizations
to conduct leading-edge research in strategic areas
and accelerate the commercialization of
innovations. Three network programs have been
established under the NCE Secretariat: the original
Networks of Centres of Excellence (seven networks
are biomedical-related); Centres of Excellence for
the Commercialization of Research (11 networks are
biomedical-related); and Business-Led Networks of
Centres of Excellence (one network is biomedical-
related). In addition, the Industrial Research and
Development Internship Program supports
research internships contributing to a highly skilled
research and managerial talent pool in Canada.

The PMPRB is an independent quasi-judi-
cial body established by Parliament in 1987
under the Patent Act, Mr. Crotty notes. The
PMPRB reviews the prices that patentees
charge for each individual patented drug
product in Canadian markets. If a price is
found to be excessive, the Board can hold pub-
lic hearings and order price reductions and/or



£€ The same demographically
driven cost pressures that are
evident in all mature markets
are at play in Canada. 77
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the offset of excess revenues. The PMPRB reg-
ulates the “factory gate” prices.

Mr. Crotty says all 10 provinces make their
own listing decisions and, in the vast majority
of instances, implement the CDR recommen-
dations. There are moves under way to estab-
lish greater coordination of negotiations be-
tween the provinces under the umbrella of the
Pan Canadian Pricing Alliance.

Mr. Omoto says efforts to contain costs are
also impacted by the fact that Canada has uni-
versal healthcare coverage. For example, there
have been recent government initiatives to ex-
pand the use of generic pharmaceuticals,
while at the same time imposing mandatory
generic pricing reductions and formulary
changes.

Mz. Crotty says that in just over five years
the price of generic drugs has, through legis-
lation, fallen from about 70% of the brand
level to, in many provinces, less than 20%
today.

“For branded products, especially new ones,
the Pan Canadian Pricing Alliance (PCPA), is
looking to establish pan Canadian price levels
that may be as much as 30% lower than the
price approved by the PMPRB,” he says. “Cur-
rently, 10 brands have negotiated terms with
the PCPA and 17 are under negotiation.”

Healthcare Delivery

Canada’s healthcare system, delivered
under the Canada Health Act (CHA) of 1984,
comprises a group of socialized insured health
services, which are publicly funded and ad-
ministered on a provincial or territorial basis.
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Mzr. Crotty says “insured health services”
means hospital services, physician services,
and surgical-dental services provided to in-
sured persons.

The Act states that the primary objective
of Canadian healthcare policy is to protect,
promote, and restore the physical and mental
well-being of residents of Canada and to facil-
itate reasonable access to health services with-
out financial or other barriers.

The federal government places conditions
for funding of provinces and territories, in-
cluding that administration must be carried
out by a public authority on a nonprofit basis,
that all necessary health services must be in-
sured, that all residents are entitled to the
same level of care, that healthcare is portable
across provinces and territories, and that all
insured people have reasonable access to
healthcare facilities.

Mr. Crotty says the CHA'’s definition of in-
sured services is largely restricted to care de-
livered in hospitals or by physicians.

“As care has moved from hospitals to home
and community, it increasingly has been mov-
ing beyond the terms of the CHA,” he says.
“International data show that about 70% of
Canadian health expenditures are paid from
public sources, placing Canada below the
OECD average. However, health insurance
covers surgery and services, including psy-
chotherapy, in clinics and doctors’ offices as
well as dental surgery at dental offices and lab-
oratory tests.”

The 30% of healthcare expenditures that
is funded by the private sector splits reason-
ably equally between cash out of pocket and
private/employee insurance plans, he notes,
with the major categories being drugs (30%);
dental/vision/other professional care (34%);
and some hospital/other institutional care
(19%).

“As wait times in the public sector con-
tinue to grow — 18 weeks between referral
from a general practitioner to delivery of the
elective treatment by a specialist across 12
specialties in 2010 — and the number of
Canadians without a general practitioner ex-
pands beyond 20%, most observers expect to
see further steady growth in the private sec-
tor,” Mr. Crotty notes. “The federal govern-
ment has shown little interest in slowing that
growth or in providing the funding that
might do so.”

He notes that prescription drugs account
for about 13.5% of all healthcare expenditures
in Canada. The public sector, including the
provinces and the federal government, funds
roughly 45% of all drug expenditures, while
private sector insurance plans and cash pay-
ments, around 12%, account for the other
55%.

“At present, private sector health plans are

much more likely to list new drugs on their
formularies than are the provinces, regardless
of the recommendations issued by CDR,” Mr.
Crotty says. “There are, however, signs that
this ease of access in the private sector is
changing and may become much like public
plans.”

Mr. Crotty says drug prices in Canada tend
to be around 60% of U.S. levels but per capita
annual expenditure on prescription drugs by
Canadians, at CAD$765 in 2010, ranks third
highest among 26 OECD countries.

“The same demographically driven cost
pressures that are evident in all mature mar-
kets are at play in Canada,” he says. “An
aging, expanding, more sophisticated, and
more demanding population coupled with the
availability of more sophisticated treatments
is driving healthcare costs well ahead of infla-
tion in Canada, as elsewhere.”

Reaching Patients

While Canadian patients can go where they
please for information, what Canadian pharma
companies communicate to patients and physi-
cians is tightly regulated, Mr. Crotty says.

Mzt. Omoto says the Canadian marketplace
has been successful in maintaining a relatively
nongovernmental promotional compliance
climate through the adherence to marketing
and promotional codes of conduct, overseen
by the industry’s self-governing body Rx&D,
as well as by the Pharmaceutical Advertising
Advisory Board, known as PAAB.

“PAAB is a self-governing board that in-
cludes government regulatory oversight
around pharmaceutical promotional material
and advertising,” he says. “In a sense, the re-
strictive promotional climate has helped the
Canadian pharma industry avoid some of the
early pressures that resulted in the dramatic
changes and government intervention seen in
the United States, and more recently, in Eu-
rope.”

Mr. Crotty says the scope of the PAAB in-
cludes promotional healthcare product com-
munication for prescription, non-prescrip-
tion, biological and natural health products
to healthcare professionals in all media.
PAAB also provides advisory comments on
direct-to-consumer materials for prescription
drugs.

“This is despite the fact that DTC adver-
tising as seen in the United States is not al-
lowed in Canada,” he says. “Manufacturers
may communicate directly with consumers
but they may not associate a healthcare claim
with a named brand. However, within 100
miles of its 3,000 mile border with the United
States — where 90% of Canadians live — a
lot of U.S. DTC advertising is seen, uncen-
sored, by Canadians.” @
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