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Tips for Chinese pharmas on
patent litigation in Canada
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cases have dominated patent litiga-

tion for the past two decades. This is
partly due to the significant role played
by the generic pharmaceutical indus-
try in the country’s healthcare system.
More importantly, Canada’s unique legal
framework governing pharmaceutical
patents has propelled the proliferation.
This article highlights a few unique
procedural and substantive issues re-
garding Canada’s pharmaceutical patent
litigation, which may be of interest to
Chinese pharmaceutical companies con-
sidering entering the Canadian market.

l n Canada, pharmaceutical patent

CANADIAN SYSTEM

Canada does not have Hatch-Waxman
Act litigation, as per the American sys-
tem. In Canada, the Patented Medicines
(Notice of Compliance) Regulations link
the ability of a generic pharmaceutical
manufacturer to obtain regulatory
approval to market its product, to an in-
novator’s patents. The Minister of Heath
cannot grant regulatory approval, called a
notice of compliance (NOC), to a generic
seeking approval for its product based

on a comparison with an innovator’s
product, until the generic has addressed
all patents listed by the innovator on

the patent register for the brand name
product. In this regard, the Canadian
system is similar to the American system.
Beyond this, the Canadian system is quite
different procedurally.

Most significantly, litigation under
the regulations - a PM (NOC) proceed-
ing - is an application based on a paper
record of affidavit evidence (i.e., no trial
with live witnesses) and determines only
whether the Minister of Health can issue
an NOC to the generic. Decisions from
the PM (NOC) proceedings are not final
determinations of patent infringement
or validity. The losing party is free to
commence a fresh action re-litigating the
same patent.

In fact, this has become a recent trend,
as these subsequent actions are gener-
ally heard by Canada’s Federal Court
within two years of commencement. It
is possible that a different outcome can
be reached in the subsequent action. A
relatively recent example of a generic
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succeeding in a patent impeachment
action following its loss in a PM (NOC)
proceeding involved Pfizer’s VIAGRA®
(sildenafil citrate) in Apotex Inc v Pfizer
Ireland Pharmaceuticals.

Given the uncertainty of litigation
after a PM (NOC) proceeding, Chinese
pharmaceutical companies seeking
approval for their products in Canada
should budget for the high costs of a
fully-fledged action, in addition to the
litigation costs under the regulations.

Another unique feature of the
Canadian system is that a patentee who
loses a PM (NOC) proceeding against
one generic, especially on validity, is
generally prohibited from litigating
against subsequent generics under the
regulations. Subsequent generics may
benefit from a first generic’s success in
obtaining an NOC. Hence, a Chinese
generic may not always want to be the
first patent challenger.

THE PROMISE DOCTRINE

Unique to Canadian patent law is the
“promise of the patent” doctrine. If a pat-
ent sets out an explicit promise of utility,
the patent will be invalid if the promised
utility is not demonstrated or soundly pre-
dicted as of the Canadian filing date. The
Supreme Court of Canada in Apotex Inc v
Wellcome Foundation set out the test for
sound prediction as follows: Firstly, there
must be a factual basis for the prediction.
Secondly, the inventor must have, at the
date of the patent application, an articu-
lable and “sound” line of reasoning from
which the desired result can be inferred
from the factual basis. Thirdly, there
must be proper disclosure.

The last element of the sound predic-
tion test is particularly troublesome. Cana-
dian Courts have interpreted this element
as requiring that the patent specification
must disclose the factual basis and the line
of reasoning (sometimes referred to as a
heightened disclosure requirement).

Several pharmaceutical patents have
been found invalid on the promise doc-
trine, including Sanofi-Aventis’ rami-
pril (ALTACE®) compound patent, and
AstraZeneca’s esomeprazole (NEXIUM®)
compound patent. The Supreme Court
of Canada will hear AstraZeneca’s appeal
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concerning the esomeprazole patent in
November 2016. This hearing is expected
to resolve the following issues: (1) does the
promise doctrine properly exist?; (2) what
is the correct applicable standard for util-
ity in Canada?; and (3) does a heightened
disclosure requirement apply to all patents
or only to new use patents?

As part of their global patent strategy,
Chinese innovators wishing to procure
Canadian patents and benefit from the
regulations should review their pending
patent applications to soften the promise
language, e.g. by changing the words
“will” to “may” or “can”, and to have a
narrow set of claims whose utility can be
reasonably supported based on the dis-
closure, or has been demonstrated as of
the Canadian filing date. This is especial-
ly important for biotech, pharmaceutical
and chemical patents.

NON-INFRINGING ALTERNATIVES
In Canada, the availability of a non-in-
fringing alternative (NI1A) is a legally
relevant consideration when calculating
damages for patent infringement (Apotex
Inc v Merck & Co). An infringer must
establish at least the following factual
elements to succeed: (1) the NIA was a
true substitute and thus a real alterna-
tive; (2) the NIA was economically viable;
(3) the infringer could have sold the NIA;
and (4) the infringer would actually have
sold the NIA.

In recent years, Chinese generics have
become increasingly active in Canada’s
generic pharmaceutical industry as sup-
pliers of active pharmaceutical ingredi-
ents or final products. Hence, they are
exposed to patent infringement actions
in Canada. If sued, Chinese generics
should consider asserting the availability
of an NIA in any damage calculations. In
this regard, it is important to keep good
documentary records reflecting the above
factual elements for an NIA.
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