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MEMORANDUM TO THE CANADA-US REGULATORY COOPERATION COUNCIL (RCC)
SUMMARY
Both Canada and the US have Mutual Recognition Agreements (MRA) with the European Community (EC) that allow reciprocal reliance on Good Manufacturing Practices (GMP) facility inspections, but there is currently no analogous MRA between Canada and the US.  Such an agreement would reflect the highest level of harmonization.
KEY MESSAGES
Canadian and US regulators are both full members of the International Council for Harmonization (ICH), and subscribe to the same guiding principles of GMP
	Canada has an MRA with 24 Regulatory Authorities in the EU, and the US recently signed an MRA with 8 Regulatory Authorities in the EU, to signify equivalency in requirements
Global companies benefit from these agreements – they can proceed with international plans with confidence
	An MRA between Canada and the US appears to make sense.  It could reduce administrative burdens and lead to cost reduction.
Encouraging a Canadian – US MRA on GMP Inspections
BACKGROUND:
The US FDA is a founding member of the ICH, and Health Canada has since joined ICH as a Standing Regulatory Member.  As members of ICH, US FDA and Health Canada commit to meeting ICH Q7 Good Manufacturing Practices.  Both Canada and the US have leveraged this harmonization to make agreements with Regulatory Authorities in the European Community – Canada has an MRA with 24 Regulatory Authorities, while the US has an MRA with 8.
Canada’s MRA with the EC covers human pharmaceuticals, biologicals, radiopharmaceuticals; and veterinary pharmaceuticals.  It currently excludes blood, blood components, and active pharmaceutical ingredients or bulk process intermediates.  The US MRA with the EC covers human pharmaceuticals.  
CURRENT STATUS:
Without an MRA in place, Health Canada and the US FDA can request each other’s inspection notes, and may provide them on a case-by-case basis. Efforts can be made to share information through collaborative efforts such as cell therapy, gene therapy, biosimilar, and oncology “Cluster Meetings”.  
RECOMMENDATIONS: 
We encourage US FDA and Health Canada to consider the potential for entering MRA for GMP.  


MEMORANDUM TO THE CANADA-US REGULATORY COOPERATION COUNCIL (RCC)
SUMMARY
The US FDA has developed regulations and policies to streamline and coordinate environmental and health product assessments of gene therapies.  Through RCC we would like to encourage Health Canada’s efforts to harmonize with the US approach through Health Canada’s ongoing Environmental Impact Initiative.
KEY MESSAGES
Cell and gene therapy products have significant potential to improve the health of North Americans, and significant investments are required to recognize their potential
These products (and the materials used to manufacture them) can present environmental risks, risks to recipients, and risks to individuals close to the patient.  These risks need to be assessed and mitigated
Global product development plans will reflect relative regulatory administrative burdens
North America has an opportunity to harmonize its approach to compete with the European Union
Coordinating Environmental and Health Risk Assessments for Novel Cell and Gene Therapies

BACKGROUND:
Canadian researchers have reported delays in gene therapy clinical trial developments caused by challenges in interpreting Novel Substance Notification Regulations (NSN Regulations) requirements for modified viral vectors, including small amounts of inactivated viral components used for gene editing.  Researchers claim there is insufficient guidance in Canadian clinical trial guidance to prepare for Canadian Environmental Protection Act (CEPA) requirements, and they only became aware of environmental requirements when the materials were stopped at the border.  Furthermore, when researchers follow NSN Regulation templates, many sections originally written for small molecule pharmaceuticals and typical biologics do not apply to gene therapies.
CURRENT STATUS:
Health product regulators in Health Canada have begun to work with environmental regulators at Health Canada and Environment Canada on an “Environmental Impact Initiative” to develop a proposed regulatory framework for environmental risk assessment of active ingredients in biologic drugs.  This project will have both regulatory and non-regulatory initiatives.  The regulatory initiatives propose to amend the Food and Drug Regulations to include risk-based CEPA-equivalent requirements for Notification, Assessment, and Risk Management.  These efforts would help to harmonize Canada and US approaches.  The current timeline suggests new regulations would come into force in December 2019.


RECOMMENDATIONS: 
We support Canadian initiatives, and emphasize the importance of maintaining this project as a priority for completion as rapidly as possible. We would propose moving them up in the regulatory calendar.

