
September 5, 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,

On behalf of the Danish Life Sciences Forum (DLSF), thank you for the opportunity to provide
input on the Treasury Board Secretariat’s regulatory modernization initiative. As background,
the DLSF participated in the first round of targeted regulatory reviews focused on the health
and bio-sciences sector. You can read our submission on our website at
http://canada.um.dk/en/the-trade-council/canada-as-market/current-growth-
markets/healthcare-and-life-sciences/danish-life-sciences-forum/.

Overall, we are encouraged by the Treasury Board’s efforts to reduce red tape and streamline
regulations. However, we are concerned that the federal government’s changes to the
Patented Medicines Regulations were not included under the scope of this regulatory review
process because they will vastly expand red tape and regulatory burden for the innovative
pharmaceutical sector, a critical component of Canada’s knowledge economy and health
system. Ultimately, the regulations will undermine the utility of this Regulatory Modernization
process.

We would like to use this opportunity to reiterate the following concerns regarding the
proposed reform:

• An unprecedented administrative burden: The biopharmaceutical industry is one of the
most regulated industries in Canada. Companies must navigate through a litany of
regulatory obstacles and a long and complicated drug review process that delays market
access and imposes significant compliance costs. The new price control regime adds an
unprecedented layer of red tape and uncertainty to an industry already impacted by a
challenging business and policy environment.

To illustrate the compliance burden, under the current system the Patented Medicine
Prices Review Board (PMPRB) requires manufacturers to submit a variety of data,
including semi-annual sales, revenue data, and international prices from seven countries
for all patented products. Generating this information is already onerous and time-
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consuming. But under the new system, the new semi-annual reporting regime requires
manufacturers to report six additional countries, health-economic models, market
forecasts, and non-transparent sales and revenue data. This level of sophisticated data
reporting will require substantial changes to companies’ financial reporting systems, and
will increase administrative burden.

• Radical pharmaceutical price reductions far beyond original estimates: The PMPRB’s
own case studies, released in December 2018, point to price reductions for
pharmaceuticals far beyond what was originally anticipated by Health Canada in Canada
Gazette I and what is forecast by the final regulations, published on August 21, 2019 in
Canada Gazette II. Specifically, the PMPRB would reduce prices by 40–70%,1 when
annual estimates from Health Canada were closer to 10% annually.2 Price reductions of
this magnitude will have a substantial impact on companies’ commercial activities in
Canada and will require significant cost-cutting measures. The sector will be forced to
downsize workforces and scale back investments in Canada. This means fewer clinical
trials, reduced investments in health research and delayed or “no-launch” decisions for
new medicines. New medicines can save lives, improve patient outcomes and improve
the efficiency of our health system.3

• Impact on patients: At the moment, Canada has one of the highest percentages of new
drug launches worldwide at 61% (median of OECD countries is 45%).4 The new changes
will create a less favourable market for launching new medicines, resulting in potential
delays in new drugs coming to Canada or some new drugs not entering Canada at all.
For some patients, waiting an additional 2-3 years for a new life-saving medication to
come to Canada can literally mean the difference between life and death. Policy
changes in Australia and the launch delays that followed in this country highlight the
potential consequences of adopting aggressive cost containment policies for innovative
medicines.

• U.S. importation and potential drug shortages: The United States has introduced a new
proposal to allow large-scale drug importation from Canada as way to take advantageof
cheaper drug prices in Canada. However, this could lead to significant drug shortages in
Canada. If just 10% of US prescriptions were filled from Canada, our country’s drug
supply would run out in 224 days.5 Lowering Canadian drug prices even further through
PMPRB reform may exacerbate this issue.

• Lack of alignment between government policies: There is a disconnect between Health
Canada’s PMPRB reform and the federal government’s ambition to grow the life

1 Patented Medicine Prices Review Board, Guidelines Modernization: Case Studies: http://www.pmprb-
cepmb.gc.ca/view.asp?ccid=1419&lang=en.
2 Ibid., Regulatory Impact Analysis Statement.
3 Conference Board of Canada, Reducing the Health Care and Societal Costs of Disease: The Role of
Pharmaceuticals, 2013: https://www.conferenceboard.ca/e-library/abstract.aspx?did=5598
4 Patented Medicine Prices Review Board, Meds Entry Watch, 2015, Appendix I, NASs launched in other countries, 2009-2014:
http://www.pmprb-cepmb.gc.ca/view.asp?ccid=1307#app1.
5 Marv Shepperd. 2010.“The Effect of US Pharmaceutical Drug Importation on the Canadian Pharmaceutical Supply”:

https://journals.sagepub.com/doi/abs/10.3821/1913-701X-143.5.226
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sciences through the work of the Health and Bio-sciences Economic Strategy Table
(HBEST). HBEST has set the ambitious goal of doubling the size of the life sciences sector
by 2025,6 but this is extremely unlikely due to PMPRB reform. The importance of
collaboration between the public and private sectors in developing the right conditions
for growth and job creation in the life sciences sector cannot be understated and is the
secret to Denmark’s success in this area.

Our recommendation

To ensure Canada remains a premier location for life-sciences companies to invest, innovate
and operate, the Treasury Board should carefully assess Health Canada’s new price control
system for patented medicines, consider how it will impact the regulatory and business
environment for the health and biosciences sector and recommend specific adjustments before
the regulations are scheduled to come into effect on July 1, 2020.

We would welcome the opportunity to meet in person should you wish to hear about
Denmark’s system, which seems to have found a balanced approach between stimulating
innovation, improving affordability and access of medications, and growing the life sciences
sector.

On behalf of the Danish Life Sciences Forum, thank you once again for considering our input on
the Treasury Board’s Regulatory Modernization initiative.

Sincerely

Kerry Allerton
DEPUTY HEAD OF TRADE AND SENIOR COMMERCIAL ADVISOR, HEALTH & LIFE SCIENCES

DANISH TRADE COMMISSION, TORONTO

6 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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