
On December 11, 2004, the Government of Canada published proposed amendments to the Patented
Medicines (Notice of Compliance) Regulations ("Regulations") and data protection provisions of the
Food and Drug Regulations. These amendments are described by the Government as: 

"...a package of regulatory amendments designed to reaffirm the balanced policy intent
behind the [Regulations] and to reinforce data protection under the Food and Drug
Regulations. If passed, the proposed amendments would bring a greater degree of stability and
predictability to the intellectual property environment in the pharmaceutical industry by
establishing a firmer upper and lower boundary to the period during which brand-name drugs
enjoy market exclusivity."

The proposed "firmer lower boundary" would result from amendments to the Food and Drug
Regulations that are intended to provide a guaranteed period of market exclusivity of eight years after
issuance of the innovator's first notice of compliance (NOC) for a drug, based on data protection. 

The proposed "firmer upper boundary" would result from amendments that would severely restrict the
ability of innovators to add patents to the Patent Register ("Register") maintained by the Minister of
Health pursuant to the Regulations, and would limit the patents that must be addressed by generic
manufacturers.

I. Proposed Amendments to the Regulations
In general terms, the Regulations protect patentees from patent infringement by linking the Minister's
ability to approve a generic drug to the patent status of the innovative product. The generic, however,
is only required to address patents listed on the Register.

The most significant amendments fall into two categories: (1) patent listing requirements and (2) when
a generic must address listed patents.

1. Eligibility requirements for patent listing 
The proposed amendments would require that the patent be relevant to the content of the submission
in relation to which it is submitted. Also, only those supplemental new drug submissions (SNDSs) for a
change in formulation or use will support the listing of a patent in respect of an SNDS. As a result, the
requirements for listing would be far stricter than under the present Regulations. A patent would be
eligible for listing:

(i) in relation to a new drug submission (NDS): if the patent contains a claim for the medicinal
ingredient/formulation/use of the medicine, and that ingredient/formulation/use has been
approved through issuance of a NOC in respect of that submission, and
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(ii) in relation to an SNDS: if the SNDS is for a change in formulation or use, the patent contains a
claim for a formulation/use, and that formulation/use has been approved through issuance of a
NOC in respect of that SNDS.

2. No requirement to address certain later-listed patents 
While the amendments still require that a generic must address all patents listed on the Register before
issuance of the generic's NOC, two new provisions would remove the requirement to address certain
later-listed patents. In particular: 

(i) a generic would not be required to address patents added to the Register in relation to an SNDS
filed after the filing date of the generic's submission, and 

(ii) a generic need not address patents on the Register in respect of a drug if the drug identification
number (DIN) for the innovator's drug has been cancelled. 

3. Other amendments
Other proposed amendments include:

the addition of an allegation, for "use" patents listed in connection with an SNDS, that a generic's
submission "does not seek approval for the use of the medicine that is claimed in that patent",
and

repeal of present section 5(1.1), which will clarify that the Regulations are not intended to apply
to second-entry drug submissions where the sponsor is required to conduct independent clinical
studies to establish the safety and efficacy of its product. 

4. Transitional provision
A grandfathering provision would provide that matters relating to patents on the Register as of the
coming into force date of the amendments will be dealt with according to the present Regulations,
except for the new provision which would eliminate the need to address patents when the DIN has
been cancelled. 

II. Proposed amendments to Data Protection
Data protection is based on international obligations which require that, where a company submits
trade-secret data to a regulatory authority when seeking approval for a drug composed of a new active
substance, that data is protected from reliance by competitors for a minimum of five years from the
date the drug is approved. While there is a data protection provision in the present Food and Drug
Regulations (section C.08.004.1), a Federal Court of Appeal decision interpreted the provision narrowly
such that it rarely, if ever, is triggered. 

The proposed amended provision would prohibit the Minister from issuing a NOC for eight years (plus
six months if pediatric studies were performed) after the day on which the first NOC was issued to the
innovator in respect of the innovative drug if: 

(i) the manufacturer, in its submission, directly or indirectly compares the new drug to the innovative
drug and the innovative drug contains a medicinal ingredient that had not been approved in
Canada before the first NOC was issued to the innovator;

(ii) the comparison forms the basis on which the manufacturer seeks the issuance of an NOC; and

(iii) the medicinal ingredient in the new drug is identical to the medicinal ingredient in the innovative
drug.
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It is proposed that the new data protection provisions will only apply to innovators' NDSs that were filed
on or after the coming into force date of the amendments. 

The proposed amendments provide for a 75-day consultation period, expiring on February 24, 20051.
Rx IP Update will keep you informed of future developments.

Nancy P. Pei

1This is a correction to the original article, which showed the expiration date as February 25, 2005.

http://www.smart-biggar.ca
mailto:ggaikis@smart-biggar.ca
mailto:jshamilton@smart-biggar.ca
mailto:nppei@smart-biggar.ca
mailto:rxip.update@smart-biggar.ca

