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Mr. Brennen Young Director
Regulatory Cooperation Directorate Regulatory Affairs Sector
Treasury Board of Canada Secretariat

Submitted via email: rcd-dcmr@tbs-sct.gc.ca
January 8, 2018 Dear Mr. Young
Re: Canada–United States Regulatory Cooperation Council — Request for Stakeholder Comments, Canada Gazette Part 1, November 25, 2017

The Canadian Generic Pharmaceutical Association (CGPA) is pleased to provide this submission in response to the Treasury Board Secretariat’s request for stakeholder comments on initiatives of the Canada-United States Regulatory Cooperation Council (RCC).

The CGPA represents a dynamic group of companies that specialize in the production of high quality, affordable generic prescription medicines and active pharmaceutical ingredients. Generic pharmaceutical companies are Canada’s primary pharmaceutical manufacturers and exporters, and are among the top R&D spenders across all industrial sectors. Our members operate the largest life sciences companies in Ontario and Quebec, and directly employ more than 11,000 Canadians in highly skilled research, development and manufacturing positions.

Made-in-Canada generic medicines are exported to 115 countries, with the United States comprising our single largest and most important export market. Canada currently imports USD $3.8 billion in pharmaceuticals from the US annually while it exports USD $6.6 billion in pharmaceuticals annually to the US.1

The generic industry also plays a significant role in controlling health-care costs in Canada. Generic drugs are dispensed to fill 70 per cent of all prescriptions but account for just 22 per cent of the $26-billion Canadians spend annually on prescription medicines. Five or six generic prescriptions can be filled for the cost of one brand-name prescription today.

CGPA urges the Government of Canada to continue to pursue activities that will support increased trade of generic and biosimilar medicines between Canada and the United States and to minimize measures that could restrict trade in those commodities. Increased convergence and harmonization of regulatory requirements for the development and manufacturing of generic medicines and the streamlining of regulatory reviews and compliance initiatives will facilitate increased patient access to generic medicines and help to minimize disruptions in supply.
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1      http://www.trade.gov/topmarkets/pdf/Pharmaceuticals_Canada.pdf   and https://strategis.ic.gc.ca/app/scr/tdst/tdo/crtr.html?lang=eng&hSelectedCodes=32541&searchType=BL&pr oductType=NAICS&currency=CDN&runReport=true&grouped=GROUPED&toFromCountry=CDN&naArea=99 99&timePeriod=CustomYears&reportType=TE&countryList=TOP&customYears=2016
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The United States represents 30% of the global pharmaceutical market, and constitutes the single largest and most important export market for Canadian-made generic medicines. Being able to access US markets as soon as they open to generic competition is essential for the long-term sustainability of our industry in Canada, and our ability to attract new R&D and production mandates.

CGPA’s specific proposals are outlined below.

Priorities aimed at eliminating barriers to trade to improve operational efficiencies and decrease the cost of doing business:

Mutual Recognition Agreement for Inspections
The Canadian Generic Pharmaceutical Association urges Canada and the United States to build on the current work of the Regulatory Cooperation Council (RCC) to complete a Mutual Recognition Agreement (MRA) for Inspections between Health Canada and the US Food and Drug Administration (FDA).

The objective of this proposal is to decrease the burden of redundant inspections for both regulators and industry, allow the shifting of critical resources to higher priority areas, increase efficiencies by e.g. eliminating duplicative testing, and expedite the development and trade in prescription medicines generally. Such an MRA would also be beneficial to the broader pharmaceutical sector.

It should be noted that while the Trans-Atlantic Trade and Investment Partnership (TTIP) negotiations between the European Union and the United States did not conclude, they did yield a very important outcome for the pharmaceutical sector with the February 2017 signing of a MRA for Inspections between the US Food and Drug Administration (FDA) and the European Medicines Agency (EMA), which came into force in November 2017.2

Increased Convergence of Regulatory Requirements
Generic and biosimilar medicines are generally developed as part of a global development program; however, country-specific and conflicting submission requirements prevent manufacturers from fully leveraging the benefits of their development programs as well the use of common bulk product. This creates inefficiencies and additional costs for manufacturers as they seek regulatory approval to introduce a new generic or biosimilar medicine to the market and are faced with the need to manufacture country specific batches of a product. Often products will not come to smaller markets, such as Canada, if the costs of market access are too high (e.g. need for additional bioequivalence studies).

CGPA would like to see, through the RCC initiative, the move towards functional equivalence in standards and regulations to increase the convergence and consistency of the requirement for generic and biosimilar medicines submissions and ultimately manufacturing standards. Biosimilar medicines and complex generic medicines – which include topical products, patches, long-acting injectables and inhalation products          – are particular priorities for the generic sector.

Please do not hesitate to contact the undersigned should additional information be required with respect to the above points.

Yours truly,
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Jim Keon President
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2http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/usa.jsp&mid=WC0b01ac058006
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