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December 21, 2017



Brennen Young Director
Regulatory Cooperation Regulatory Affairs Sector Treasury Board of Canada 140 O'Connor St
Ottawa, Ontario K1A 0R5


By e-mail to: rcd-dcmr@tbs-sct.gc.ca


Re: Canada–United States Regulatory Cooperation Council — Request for stakeholder comments


Dear Mr. Young:

The Johnson & Johnson Family of Companies in Canada (“J&J”) is a leader in Canada’s health sector, researching, developing and manufacturing consumer health and personal care products, breakthrough pharmaceutical medicines and medical devices. J&J consists of five businesses employing more than 2,500 employees across Canada.

Our vision is to enrich the health and wellness of every Canadian every day. J&J is committed to leading our industry’s support of sound public policies which enable increased competitiveness, advance innovation to improve the health of Canadians and make life-changing and sustainable differences in human health. Collaboration between the federal government and key stakeholders, such as industry, is critical to achieving this goal.

On behalf of J&J, we appreciate the opportunity to acknowledge the achievements to date of the Canada-United States Regulatory Cooperation Council (RCC), and convey our strong support for the RCC’s ongoing work between Health Canada and the U.S. Food and Drug Administration (FDA).

Progress to Date

J&J believes that this important work has the potential to have a meaningful impact on businesses operating in both jurisdictions, supporting overall economic growth, investments, and employment. In particular, J&J wishes to acknowledge the strong progress made on Workstream C - Common Electronic Submissions Gateway (CESG) Activities for Pharmaceuticals and Biologics.
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Despite stated intentions in work plans, there has been a lack of progress on other activities, including Workstream B – Good Manufacturing Practices (GMP) Drug Inspection-related activities and inactivity to address classification of disinfectants have made deficient progress in recent years.

Addressing regulatory divergences between the United States and Canada

Previous work plans, particularly related to GMP, have identified key deliverables to include engagement in a multilateral arrangement between Health Canada and the FDA. However, this type of a multilateral recognition agreement may be administratively burdensome.

A more expedient approach would be to increase Health Canada’s use of unilateral recognition of U.S. processes, where Health Canada can accept U.S. data or approaches. Areas where this may apply with little difficulty are GMPs and Establishment Licensing. The burden to implement this on the FDA would be minimal and could be implemented by Health Canada by altering some polices and/or regulations.

Areas for Future Cooperation

Pharmaceutical Pricing

A critical issue on both sides of the border is the affordability, access and appropriate use of medications. While each country is approaching this issue from its own policy perspective, Canada’s proposed changes to the Patented Medicine Prices Review Board (PMPRB) through amendments to the Patented Medicine Regulations and associated PMPRB Guidelines, which focus on lowering prices of patented drugs and introducing affordability criteria to Canada’s pricing regulatory regime marks a point of major divergence from the United States.

Notably, the proposal revises the basket of comparator countries, removing the United States, and adding several countries outside of comparable G7 economies, such as South Korea; introducing pharmacoeconomic analysis in the price ceiling determination; and compelling companies to divulge confidential rebates and other discounts offered in both public and private markets. At a minimum, the proposal approach would lower prices of patented drug products in Canada by 25 to 30%.

The impact of this policy proposal must be considered not only in terms of its potential reductions in prices, but also in terms of its impact on access to innovation and health outcomes for Canadians. Health Canada has not acknowledged these potential impacts, despite feedback received during a 2017 consultation on these regulations. J&J would also flag that given the U.S. administration’s focus on protecting the value of U.S. intellectual property, this proposal will be a significant irritant to further regulatory cooperation between Canada and the United States.

Regulatory Review of Drugs and Devices

Health Canada is currently implementing a broad suite of  regulatory reforms to transform Canada’s regulatory system and achieve the Health Minister’s mandate of improving the affordability, accessibility, and appropriate use of medications.

The 15 initiatives in this suite of reforms will transform Health Canada’s regulatory approach. It is imperative that this approach find alignment and seek collaboration with the FDA when and where possible.
Orphan Drugs

Canada remains one of few major jurisdictions without an orphan drug framework. Previously, Canada had contemplated a dedicated orphan drug regulatory framework. These plans are now being considered within the context of a broader update to Health Canada’s Regulatory Review of Drugs and Devices and will not be a dedicated regulatory framework.

Under the RCC, harmonizing the evaluation of orphan drug designation in Canada and the U.S. could reduce the regulatory burden for pharmaceutical manufacturers. Additional benefits could be gained in reducing the regulatory burden in the review of the marketing authorization application for orphan drugs. Specifically, consideration of a transparent and consistent approach to the sharing of information between the U.S. FDA and Health Canada, and the option for Health Canada to approve a drug for a rare disease based on the U.S. FDA review of the marketing application.

Accelerated Reviews

A joint review by Health Canada and the U.S. FDA for drugs granted fast track or breakthrough designation could reduce the regulatory burden and accelerate the drug development, review, and access to drugs that treat serious conditions and where there exists an unmet medical need. Joint reviews could also include joint meetings of the U.S. FDA and Health Canada with the sponsor to discuss clinical trial design.



In conclusion, the Johnson & Johnson Family of Companies in Canada appreciates the opportunity to provide our comment on the future work of the RCC for your consideration. We remain very interested in supporting the RCC and its workstreams. Should you have any questions about our priorities, we would welcome the opportunity to meet and discuss further how we can support your Government in achieving further progress at the RCC.
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Sincerely,







Dr. Lesia Babiak, BScPharm, PharmD, MBA
Executive Director, Worldwide Government Affairs & Policy (Canada) Chair, Government Affairs Council
Johnson & Johnson Family of Companies in Canada



CC:     Cathy Lau, Vice President, Regulatory and Quality Management, Janssen Inc.
Jocelyn Taguchi, Director, Regulatory, Janssen Inc.
Sally Prawzdik, Director, Regulatory Affairs, J&J Professional
Young Kim, Director, Regulatory Affairs, J&J Medical Device Companies Glen Murphy, Sr Director, Regulatory Affairs, J&J Consumer Companies

