
Life Sciences Ontario
350 Bay Street, Suite 700, Toronto, ON M5H 2S6
P: 416-426-7293 E: admin@lifesciencesontario.ca

www.lifesciencesontario.ca

September 4, 2019

Brennen Young
Director
Policy and Strategic Planning
Regulatory Affairs Sector
Email: RCD-DCMR@tbs-sct.gc.ca

Subject: Regulatory modernization — Request for stakeholder comments

Dear Mr. Young,

Life Sciences Ontario (LSO) sincerely appreciates the opportunity to provide input into
the Treasury Board Secretariat’s Regulatory Modernization Initiative.

LSO is a not-for-profit organization that represents and promotes Ontario’s vibrant and
diverse life sciences sector. Members of LSO include life sciences companies,
entrepreneurs, members of academia, and service providers from many different areas
of the life sciences ecosystem, including biopharmaceuticals, agriculture, agri-food, the
bio economy, medical devices, animal health, environmental technologies, and more.
Ultimately, our mission is to encourage commercial success throughout this diverse
sector by collaborating with governments, academia, industry and other life sciences
organizations in Ontario and across Canada.

Our organization lauds the government’s efforts to improve regulatory agility and reduce
red tape for the health and biosciences sector. Companies need a predictable, efficient,
and stable policy environment that supports their business activities, and this initiative
has enormous potential to improve the business conditions in our sector.

However, we are deeply concerned by the federal government’s recent decision to adopt
changes to the Patented Medicines Regulations (PMR), which govern how the federal
drug pricing watchdog, the Patented Medicine Prices Review Board (PMPRB),
determines excessive prices for pharmaceuticals. This growing and complex initiative
creates unnecessary red tape that will undermine provincial and federal life sciences
growth strategies while drying up industry investments and access to capital for the
sector.

We would like to use this opportunity to restate the following concerns regarding the
regulatory changes:

• Runs contrary to regulatory modernization efforts: Government regulations
can have a major impact on industry growth and competitiveness. Canadian life
sciences companies are already faced with a challenging policy and regulatory
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environment that is difficult to navigate, duplicative, costly, and presents
significant hurdles for the rapid adoption of innovations. PMPRB reform adds an
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unprecedented layer of red tape and bureaucracy to the sector that runs against
the stated objectives of the Treasury Board Secretariat’s Regulatory
Modernization Initiative. The new system will make Canada a less attractive place
to invest and do business, which will ultimately lead to reduced industry
investments in the health research ecosystem and more limited access to clinical
trials and many, potentially life-saving, health innovations for Canadians.

• Contradicts Cabinet Directive on Regulation: As we highlighted in our
submission to the Treasury Board Secretariat last year, PMPRB reform directly
contradicts all four of the Guiding Principles of the Cabinet Directive on
Regulation.1 The objectives of this regulation are to ensure that future regulations
advance the public interest, meaningfully engage stakeholders, are developed in
an evidence-based process, and support a fair and competitive economy. None of
these principles are upheld in the changes to the Patented Medicines
Regulations. Health Canada has moved forward on PMPRB reform without a
proper impact assessment or adequate consideration of how the system will work
in practice. Furthermore, stakeholder concerns and suggestions for improving the
regulation have largely been ignored. The final regulation published in CGII looks
virtually identical to Health Canada’s initial proposal published in CGI. No
substantive changes have been made, despite the input of hundreds of
stakeholders.

• Drastic revenue decline will have a profound impact on life sciences
ecosystem: Health Canada and the PMPRB have moved forward on a poorly
designed regulatory framework that will lead to an anticipated 40%–70% drop in
pharmaceutical industry revenues, according to the PMPRB itself.2 No company
or industry can absorb such a drastic hit to their revenues and continue to operate
business as usual. Industry investments in Canada will be cut. Jobs will be lost.
Canada’s competitiveness and economic growth will suffer. The life sciences
sector is a diverse, complex and interdependent ecosystem that depends on
pharmaceutical industry investments to fuel research and development activities.
PMPRB reform will not only affect pharmaceutical companies but also research
institutes, research-oriented hospitals, manufacturers, the large clinical trials
infrastructure and more.

1 https://www.canada.ca/en/treasury-board-secretariat/services/federal-regulatory-management/guidelines-
tools/cabinet-directive-regulation.html#toc3
2 Patented Medicine Prices Review Board, Guidelines Modernization: Case Studies: http://www.pmprb-

cepmb.gc.ca/view.asp?ccid=1419&lang=en.
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• Impact on federal and provincial life sciences growth strategies: Life
sciences is an enormous economic opportunity for Canada (and Ontario). The
sector already generates $19 billion in economic activity, invests $1.2 billion
annually into R&D to stimulate innovation3 and supports thousands of Canadian
jobs – over 190,000 in Ontario alone.4 But to take advantage of these
opportunities, we must align our public policies and avoid unnecessary regulation
and red tape. There is a clear disconnect between PMPRB reform and federal
and provincial efforts to grow the life sciences. The federal government’s Health
and Biosciences Economic Strategy Table (HBEST) has set its sights on doubling
the size of the sector by 2025,5 but this is an impossible feat under the new, overly
bureaucratic, price control system.

LSO is firmly committed to helping achieve the government’s goal of improving the
affordability of medicines, but this must not be done at the expense of access to
medicines or by threatening the future of our life sciences economy – or the objectives of
the Regulatory Modernization Initiative. The Treasury Board Secretariat’s efforts to
improve the business climate for the health and biosciences will be wasted if the PMPRB
changes are left to take effect.

We therefore urge the Treasury Board Secretariat to carefully review the new drug
pricing system, with a view to developing a more sustainable and pragmatic framework
that supports the broader regulatory principles and standards of the Canadian
government while also ensuring the sustained growth of Canada’s life sciences sector.

Sincerely,

Dr. Jason Field, PhD
President and CEO, Life Sciences Ontario
Jason.field@lifesciencesontario.ca

3 Ernst and Young, “Innovative Medicines Canada Data Analytics and Members’ Economic Footprint and Impact in
Canada”, October 2017: http://innovativemedicines.ca/wp-content/uploads/2017/10/20171030_EY-
REPORT_IMC_FINAL.pdf.
4 Deloitte. 2019. Accelerating Prosperity: The Life Sciences Sector in Ontario: https://lifesciencesontario.ca/wp-
content/uploads/2019/03/LSO-Economic-Study_Final-Report_28FEB2019.pdf
5 Government of Canada, Report from Canada's Economic Strategy Tables: Health and Biosciences:
https://www.ic.gc.ca/eic/site/098.nsf/eng/00025.html.
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