BIOTECanacda

February 14, 2018

Karen Reynolds, Executive Director

Office of Pharmaceuticals Management Strategies
Strategijc Policy Branch

Health Canada

Brooke Claxton Building, 10t Floor

70 Colombine Driveway, Tunney's Pasture
Ottawa, Ontario K1A OK9

Re: BIOTECanada Response to Canada Gazette, Part | published December 2, 2017, Regulations Amending
the Patented Medicines Regulations

Dear Ms. Reynolds,

I am writing regarding the Regulations Amending the Patented Medicines Regulations published in Canada
Gazette, Part | on December 2, 2017 and the significant concerns the Canadian biotechnology innovation
sector has regarding these proposed regulatory changes. Attached is a detailed comment table of the
industry’s feedback on the Regulatory Impact Analysis Statement (RIAS) and the proposed regulatory
amendments.

The industry’s principal areas of concern are:
e Introduction of pharmacoeconomics as a primary price determination factor;
¢ Requirement to report confidential third party rebates; and
e Impact on Canadians’ access to new medicines.

BIOTECanada is the national trade association representing Canada’s biotechnology industry. The 230 member
companies of BIOTECanada are reflective of the broad and diverse Canadian biotech ecosystem which stretches
across the country and includes: world-class universities and research institutes, Small and Medium Sized
Enterprises (SME’s), entrepreneurs and large multinational players, all of which are supported by a highly skilled and
educated workforce. All told, the Canadian bictech ecosystem is an economic strength that positions Canada well to
successfully compete in the emergjng global bio-economy. Many Canadians are living longer, more productive
and higher quality lives today because of biotechnology advances over the past 30 years. Regulatory policies
that enable Canadians to access state of the art biotechnology treatments are necessary for stem cell, gene
and cell therapies, immunooncology, CRISPR and new vaccines that hold the promise of cures for many more
diseases.

The industry, as represented by BIOTECanada and the provincial life science associations?, are very
concerned that the government’s analysis of the issue of pharmaceutical pricing and the solutions proposed
in the draft regulations have not fully considered the real world impact on the industry, research and
investment, and patient access to breakthrough therapies. Given the importance of fully understanding the
impact of these proposed changes, the industry is requesting the government postpone their implementation
until a complete assessment is undertaken and the impacts are fully understood. The industry understands

! Industry and Provincial Life Science Associations letter dated January 22,2018 appended
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the fiscal pressures facing the Canadian healthcare system and is prepared to bring solutions to the table to
address the government's objectives on affordable healthcare. In this context, the industry appreciates and
looks forward to contributing to the dialogue table that is expected to take place between senior levels of the
Department of Innovation, Science and Economic Development (ISED), Health Canada and the
biopharmaceutical industry

The Canadian market is increasingly becoming less competitive vis-a-vis other jurisdictions for biotechnology
companies due to the uncertainty and absence of a holistic approach to modernization and transformational
initiatives. Innovative manufacturers are simultaneously being faced with growing pressure on prices, a
challenging reimbursement situation, increased costs of Health Canada reviews, uncertainty of
improvements in performance standards and the regulatory drug review framework. Furthermore,
transparency requirements (Bill C-17) are being proposed that go beyond those imposed by other major
jurisdictions further negatively impacting the Canadian environment for innovation. Not only do the proposed
PMPRB regulations intend to significantly lower price ceilings in Canada, they would also introduce a lengthy
process for assessing price. Unlike today, where the regulations and guidelines provide certainty and usually
allow patentees to predict the price ceiling prior to launch, under the new regulations, manufacturers may
have to wait one to two years, or more, after bringing a drug to market to know the allowable price. This
market uncertainty is likely to cause manufacturers to delay a launch in Canada pending greater clarity on
the price. The cumulative effect of these regulatory changes is certain to force many companies to make
difficult decisions regarding what new products they bring to Canada, and in what time frame.

Today, the major policy concerns raised by federal and provincial health ministers are about the
“affordability, accessibility and appropriate use” of pharmaceuticals. These factors are interrelated.
BIOTECanada has communicated that it is committed to working collaboratively with governments in support
of these broad policy goals. The proposed amendments to the Patented Medicines Regulations attempt to
address only one component of the broader policy issue; if addressed in isolation, there is the risk policy
change in this area will produce unanticipated and negative impacts on patients and the other elements of
the Canadian biotechnology ecosystem.

Health Canada asserts the proposed amendments will reduce costs and improve access to innovative
medicines because governments will be able to use the savings realized to spend more on newer innovative
therapies. This conclusion makes the unfounded assumption that companies will not alter commercial
behaviour in the Canadian market after the changes are made and will continue to bring innovative
medicines to Canada at the same pace as today. The cost benefit analysis provided in the RIAS is unable to
provide any data to support this conclusion. Highlighted below are areas of particular concern:

First, it is imperative that Health Canada recognize and acknowledge the significant number of stakeholder
submissions, many of which raised uncertainties and concerns with the regulatory amendments to the
Patented Medicines Regulations. Virtually no changes to the proposed amendments were considered in the
lead up to the Gazette proposal from previous responses to discussion papers and meetings where industry
provided feedback. Meaningful consultation on the impacts these changes will have is necessary.
Specifically, we are very concerned the risk assessment undertaken grossly underestimates the impact the
changes will have on the ability of early stage Canadian biotech companies to attract the partners and
investment they need to successfully commercialize innovation and become globally competitive Canadian-
based companies. The small business impacts of these changes are dismissed in the cost benefit analysis
but they are real and potentially impactful for small and start-up biotechinology companies. Our members are
concerned that access to necessary venture capital and partnerships will become more difficult in the new
pricing and market access environment in Canada if the regulations come into force.
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Secondly, it is imperative Health Canada provide a complete, detailed and transparent disclosure of all of the
calculations used in the cost benefit analysis. The industry’s concerns arise in part from the RIAS which
erroneously concluded: “It is not anticipated that these amendments would generate adverse impacts on
industry employment or investment in the Canadian economy.” Health Canada and PMPRB officials indicated
that the RIAS impact assessment relating to industry investment refers to ‘investment’ as defined by the
current PMPRB regulations; that is, only those investments eligible for SR&ED tax credits under the 1987
version of the Income Tax Act. The modern form of industry investment has changed materially over the past
decade, and industry investment today is a complex model of partnership and/or direct investment. Rather
than conducting all work in-house, multinational companies now invest in early stage companies to advance
their innovation or partner with organizations such as Centre for Drug Research and Development (CDRD),
NEOMED Institute, CQDM, MaRS Innovation to identify and develop the next wave of companies.

Third, a complete risk assessment of the proposed changes should be undertaken and the impacts fully
understood, particularly about the following amendments:

Pharmacoeconomics

The proposed addition of pharmacoeconomics as a price determination factor is inconsistent with the
PMPRB’s mandate over excessive price. Pharmacoeconomics is an imprecise tool with ranges of results
depending on the assumptions made and requirements of the drug plan; it is used by funders as only one
factor to consider in negotiations on coverage. No jurisdiction in the world uses it as a precise measure of a
regulated price and economists will say it is not appropriate to do so. Use of pharmacoeconomics by the
PMPRB would also create a duplication of work done by CADTH, INESSS and the pCPA and will create greater
uncertainty and potential conflict with existing mechanisms.

Confidential third party rebates

The industry is also concermed about the proposal to require patentees to file prices net of confidential third
party rebates. Rebates are negotiated as part of a listing agreement that may incorporate a variety of factors
of value to the drug plan; they are not reductions in the price at the time of sale, but rather are paid to insurers
based on expenditures in a prior time period. Provincial laws require that they be confidential. The PMPRB
proposes to calculate prices using the confidential rebates negotiated between manufacturers and larger
public and private insurers. To our knowledge, this process is not used in any other jurisdiction and poses
important business implications. It will significantly reduce the ability of a manufacturer to agree to a rebate
and may threaten the very existence of rebate policies of FPT governments (according to the Council of the
Federation, total rebates on brand name drugs totaled $1.28 billion in 2016-17). More impact analysis and
consultation with all stakeholders is required on this proposal.

Access to medicines

The RIAS makes unsubstantiated assertions that the proposed regulatory changes will have no impact on
access to medicines. If the Canadian market becomes significantly out of step with other jurisdictions,
companies can be expected to alter their marketplace strategies. The proposed amendments by Health
Canada are likely to have unintended consequences which should be thoroughly assessed before rushing to
implement any new regulations.

Companies will be less likely to file submissions in Canada if their revenues are negatively impacted. This is
particularly the case for innovative breakthrough therapies including first in class drugs and drugs for rare
diseases. The PMPRB has already shared its plans to give highest priority for lower prices to these
breakthroughs and impose a series of cumulative tests based on the new economic factors.
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FPT health ministers have pledged to support improved access to drugs as well as improved affordability. The
proposed PMPRB regulations will reduce patient access, especially to newer breakthrough therapies
desperately needed by patients and the healthcare system.

It is requested that Health Canada re-assess the proposed regulatory amendments and conduct a more
thorough analysis with industry of the intended and unintended consequences. A more detailed list of
concerns and recommendations is attached.

In conclusion, the industry recognizes and supports the important role of Health Canada in regulating
medicines for Canadians. Accordingly, the industry has indicated it is prepared to work collaboratively and

constructively with the government on its health policy agendas. Ultimately, real and effective consultation
and dialogue will be critical to the health, economic and social objectives that the government has identified.

Sincerely,

Andrew Casey
President & CEO

Enclosures

Page 4 of 4




600-1 rue Nicholas Street, Ottawa, Ontario, Canada K1N 7B7

(C _'(ﬁ 1))

BIOTECanacla.

January 22, 2018

The Honourable Navdeep Bains, P.C., M.P.

Minister of Innovation, Science and Economic Development
Innovation, Science and Economic Development Canada
C.D. Howe Building

235 Queen Street

Ottawa ON K1A OH5

Dear Minister,

On behalf of member companies and partners of the undersigned organizations, we are writing
to express significant concerns the Canadian biotechnology innovation sector has regarding
proposed changes to the Patented Medicine Prices Review Board's (PMPRB) reguiations.
Specifically, we are very concerned the risk assessment undertaken by the PMPRB grossly
underestimates the impact the changes will have on the ability of early stage Canadian biotech
companies to attract the partners and investment they need to successfully commercialize
innovation and become globally competitive Canadian-based companies. Moreover, we are also
of the view that the proposed changes will significantly undermine provincial innovation
strategies. In this context, we are requesting the government postpone implementation of the
proposed changes until a complete risk assessment of the proposed changes is undertaken and
the impacts are fully understood.

Canada is home to a robust pan-Canadian ecosystem consisting of a network of strong
biotechnology clusters in every province. Each cluster is a unique combination of early stage
companies, entrepreneurs, research institutes, scientists, universities, hospitals and
multinational pharmaceutical companies. Indeed, the membership of our respective
organizations greatly reflect this strength and diversity. These clusters have supported the
creation of hundreds of early stage biotechnology companies across the country all of which are
striving to develop and deliver innovative solutions for the health challenges associated with
global population growth and environmental change. Importantly, after a long and challenging
period of early stage development, several early stage biotech companies are now poised to
become commercial Canadian companies. But if Canada hopes to see these companies
succeed and others follow suit, then it is imperative that public policy impacting the industry be
developed with an understanding of the complex and interconnected relationships within the
entire ecosystem. In this context, the proposed changes to the PMPRB mandate have been
developed without proper consultation and are being rapidly implemented with an incomplete
understanding of their impact.

The industry’s concerns arise in part from the Regulatory Impact Analysis Statement (RIAS)
issued with the draft regulatory changes which concluded: “Iit is not anticipated that these
amendments would generate adverse impacts on industry employment or investment in the
Canadian economy.” During a December 13, 2017 briefing session for stakeholders, Health
Canada and PMPRB officials indicated that the RIAS impact assessment relating to industry
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investment refers to ‘investment’ as defined by the current PMPRB regulations; that is, only
those investments eligible for SR&ED tax credits under the 1987 version of the Income Tax
Act. As you will be aware, the form of industry investment has changed materially over the
past decade, and industry investment today is a complex model of partnership and/or direct
investment. Rather than conducting all work in-house, multinational companies now invest
in early stage companies to advance their innovation or partner with organizations such as
Centre for Drug Research and Development (CDRD), NEOMED Institute, CQDM, MaRS
Innovation to identify and develop the next wave of companies. Moreover, significant and
important investments such as in JLABS in Toronto and clinical trials (Canada is presently
one of the top global jurisdictions for clinical trials- an important source for new innovation)
are also not captured in the PMPRB's ‘SR&ED eligible expense’ definition of investment. ltis
the new form of investment that must be assessed, not the model that existed when the
PMPRB was created thirty years ago.

At the December 13 briefing session, officials stated that the changes to the PMPRB’s mandate
are necessary because government healthcare objectives, the industry, and the global
marketplace have all changed significantly since the PMPRB was first established. Accordingly,
the regulatory mandate for the PMPRB needed modernizing to enable it to effectively carry-out
its mandate in this greatly altered environment. Given the scope of changes being proposed to
modernize PMPRB, a corresponding modernization of the impact analysis should have also
been undertaken. Although the RIAS and the proposed regulatory changes address the need to
modernize many aspects of the PMPRB’s mandate, they do not modernize the definition of
eligible investments that PMPRB evaluates as R&D. At a minimum, given the stated objective
of modernizing the PMPRB's mandate to equip it to operate in the twenty first century
marketplace, the metrics it uses to measure the impact of its renewed mandate must also be
modernized. In failing to do so, the RIAS analysis greatly underestimates the actual impact the
changes will have on Canada's biotech ecosystem and its ability to support the
commercialization of early-stage companies.

Canadian federal and provincial innovation strategies have all identified life sciences/health as
a priority sector. Importantly, the various innovation strategies identify a key goal of developing
Canadian innovation into globally competitive, Canadian-based commercial companies. A
critical component to achieving this objective will be a healthy biotech ecosystem which
depends heavily on the active support and engagement of the multinational pharma and
biotech companies as partners, investors and adopters for early stage pre-commercial biotech
companies and their innovations. It is important to note that most of the Canadian companies
that have seen significant growth over recent years have one or more multinational pharma as
an investor and/or partner. Similarly, industry discovery, incubator and accelerator
organizations such as NEOMED Institute, CQDM, Accel-Rx, Centre for Drug Research and
Development that are establishing the next wave of companies also depend heavily on the
multinational companies as partners. In this context, we are very concerned that the PMPRB
changes were developed with the sole objective of reducing costs with no effort made to
understand how the significantly altered commercial environment resulting from the changes
will necessitate a shift in the commercial and investment decisions of global companies.
lgnoring this change in behaviour will greatly diminish Canada’s ability to access innovative
medicines and create new Canadian companies going forward.
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The undersigned organizations and the hundreds of Canadian companies they represent are
very concerned that the PMPRB changes as currently drafted will negatively impact the whole
Canadian biotech ecosystem. We are of the very strong view that at a minimum, this impact
needs to be fully assessed and understood before moving ahead with the proposed changes.
Recognizing the important investment catalyst role multinational pharmaceutical and biotech
companies must play in driving Canadian innovation forward, we strongly urge you, as the
Minister responsible for innovation, to act immediately to postpone the implementation of the
proposed PMPRB regulations until a proper and fulsome assessment of their impact can be
conducted.

Sincerely,
L‘—’_\ ( )
Andrew Casey Mel Wong
President & CEO President
BIOTECanada BioAlberta
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Managing Director President
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Gail Garland
President & CEO
Ontario Bioscience Innovation Organization
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Executive Director
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Directrice générale
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