To whom it may concern,
 
As part of the Consultation on Canada – European Union Regulatory Cooperation Forum, we would like to bring forward a regulatory barrier that hinders access for Small to Medium Sized Canadian Pharmaceutical Companies to the European Market.
 
Overview of the regulatory issue
 
Although there are initiatives underway for work-sharing and joint reviews of drug submissions between Health Canada and Health Authorities in the EU, there is no work stream or consideration for mutual recognition of existing approvals. In addition, product classification varies between regions. What is considered a Natural Health Product (NHP) in Canada is often considered a Medicine in Europe, with more restrictive requirements for registration.
 
The cost of this misalignment is significant for Small to Medium Sized Canadian Pharmaceutical Companies, who do not necessarily have the financial resources to repeat expensive studies. For example: performing bioequivalence studies, using European Reference Products, when they are either not required in Canada (e.g. in cases where the product is an NHP) or when it can be demonstrated in-vitro that the European Reference Product is the same as the Canadian Reference Product, both in formulation and performance. This redundancy is costly and proves to be a barrier for access to the European Market. Furthermore, the additional human and material (e.g. additional testing) resources required to either address deficiencies and comments raised by European Authorities on Canadian-approved products or to present a more elaborate dossier for a product that is classified differently in Europe, challenges both the spirit of mutual recognition and the ability of free movement of products between regions, under CETA. 
 
Resolving this issue will, on a larger scale, strengthen mutual recognition and trade between regions, but will also increase the presence of Canadian-made products in the European Market. 
 
The current regulatory misalignment is hindering this potential.
 
Canadian and/or international context surrounding the issue
 
Canada is among the most regulated markets for pharmaceuticals and natural health products. Emerging and developing countries hold Canada’s standards in high regards, and, in many cases facilitate product registration, due to this fact. Evidence of Canadian registration and sale, coupled with an adequately presented dossier, provides for a relatively seamless registration process, with minimal comments and clarifications. 
 
In Europe, however, the current regulatory misalignment and lack of retroactive mutual recognition of registrations, creates unjust trade barriers.
 
Potential solutions
 
Bilateral alignment of product classification and retroactive mutual recognition of product registrations will create new opportunities for Canadian companies.
 
Prioritization of solutions, if more than one is proposed
 
Bilateral alignment of product classification and retroactive mutual recognition of product registrations are interdependent, as the latter will likely require agreement on the former. 
 
Impact on consumers, industry and others
 
Consumers in both Canada and Europe will have maintained and/or improved access to high quality, safe and effective products, through additional choices and affordability that Canadian companies will be able to provide, through the elimination of redundant and/or misaligned regulatory barriers. In addition, the revenue from European sales will also allow Canadian companies to be less inclined to discontinue products domestically, due to stagnating or declining sales, combined with increased public payer pricing pressures, cost-recovery fees and regulatory requirements. The Government of Canada would also benefit from these proposed solutions, as they can present themselves as opportunities for continuous process streamlining and better use of resources. 
 
Level of support in other jurisdictions, if known.
 
All stakeholders, including Small to Medium Sized Canadian Pharmaceutical Companies, Consumer Groups and Government of Canada should support these suggestions, because, as outlined in the previous point, they will be the ones that will benefit the most, through the maintenance and/or improvement of access to high quality, safe, effective and affordable products. 


