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With the Trans-Pacific Partnership (TPP) on people's minds, the Comprehensive
Economic and Trade Agreement (CETA) has become something of a distant memory.1 In
Canada, both agreements are expected to benefit innovators of new drugs, including
biologics, but TPP may provide additional protections and potentially more quickly than
CETA.
Highlights
A significant change under TPP and CETA is patent-term restoration (PTR), which would
provide an additional period of protection for pharmaceutical products to address the
impact of regulatory delays in bringing a drug to market on effective patent term. The
anticipated scheme is likely to mirror the European system of supplementary protection certificates (SPCs).
The TPP further provides patent term adjustments (PTA) based on patent office delays during prosecution, irrespective of
technology. CETA does not provide for PTA.
CETA includes a commitment that, where there are patent linkage mechanisms, all litigants are afforded equivalent and effective
rights of appeal. This provision is directed to a failure in Canada's linkage regulations (the Patented Medicines (Notice of
Compliance) Regulations (PMNOC)) to provide innovators with an effective right of appeal. TPP does not address this issue.
Disappointingly absent in both agreements are extensions to the data exclusivity terms now available under the Food and Drug
Regulations for innovative drugs, chemically or biologically derived.
Overview of TPP commitments
Agreement on the 12-nation TPP was reached on 5 October 2015 and the text was released a month later. The agreement is
currently being reviewed by the Canadian government. In addition to PTR, there are other provisions in the TPP relating to
pharmaceutical products. These provisions include a patent-linkage system, a regulatory review exception to patent infringement and
protection of clinical data.
As noted above, Canada already has a linkage regime and data protection. In addition, Canada has a regulatory review exception,
otherwise known as early-working exception, under the Patent Act. The Canadian government has indicated that the TPP obligations
relating to linkage, the regulatory review exception and data protection reflect Canada's existing system.2
The TPP provisions relating to the protection of clinical data3 include a further term of protection for new indications, formulations and
methods of administration, which is not reflected in Canada's Food and Drug Regulations. However, this additional exclusivity does
not apply if a party meets other minimum requirements such as an eight-year period of market exclusivity for a chemical or biological
product that has not been previously approved by that party, which is the case under current Canadian legislation.4
In addition to PTR and PTA, the TPP also includes other IP provisions relating to the protection of trademarks and geographical
indications, undisclosed test or other data for agricultural chemical products and copyright, and to the enforcement of IP. While some
amendments to relevant legislation will be required, for example to enhance protection for geographical indications and extend the
copyright term for another 20 years to life of the author plus 70 years, for most of these commitments Canadian legislation appears to
be largely compliant.
Overview of CETA commitments

