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REASONS FOR JUDGMENT AND JUDGMENT

[1] Thisisan application by Eli Lilly Canadalnc. (Eli Lilly) challenging adecision by the
Minister of Health (Minister) refusing arequest to add Eli Lilly’s Canadian Patent No. 2,265,712
(the 712 Patent) to the patent register as of the date of the submission of its associated patent lists.
The Minister took the position that the Patented Medicines (Notice of Compliance) Regulations,
SOR/93-133 (NOC Regulations) mandate that a patent can only be added to the patent register as of

the date that it is deemed to be eligible for listing and not before.



[2]

Background
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On November 27, 2006 Eli Lilly submitted to the Minister patent lists seeking to add its

712 Patent for olanzapine dihydrate to the patent register with respect to several supplementary new

drug submissions (SNDS). Those requests were refused by the Minister on January 17, 2007 on the

basisthat the '712 Patent was, for avariety of stated reasons, ineligible for listing on the patent

register. Thisrefusal wasfollowed by an exchange of correspondence between Eli Lilly and the

Minister and the provision of additional information in support of Eli Lilly’s position. On

November 19, 2007 the Minister agreed to list the '712 Patent against three SNDS.

[3]

On November 26, 2007 Eli Lilly asked the Minister to consider adding the 712 Patent to the

patent register as of the date of its origina patent list filing on November 27, 2006. The justification

for this request was stated as follows:

Assuming that the objective of filing a patent list (Form IV) isto
provide notice asto the existence of a patent that is potentially
relevant to amedicine, the date of filing of the Form IV suffices for
that purpose. Consequently, any submissionsfiled that make
referenceto Lilly ZYPREXA ZY DIS products should address the
712 Patent if they werefiled after the date of filing of Lilly’s Form
Vs Patent List. Inthe event that a submission wasfiled under the
Old Regulations prior to the amendments of October 2006, those
submissions are subject to the Old Regulations which do not provide
for apatent freeze. In that event, those submissions must also
addressthe '712 Patent aslisted.

We trust that you will take every step to ensure that this patent is
properly addressed depending upon the filing dates of any
Abbreviated New Drug Submissions that make reference to these
products, given the proper filing of the 712 Patent List in November
2006. In particular, we note that there are submissions filed by
Pharmascience that should addressthe 712 Patent. We ask for
confirmation from the Minister that no NOC will issue in respect of
the Pharmascience submissions (or any othersfiled in respect of
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orally disintegrating olanzapine) until the '712 has been properly
addressed by virtue of aNOA.

[4] By letter dated January 4, 2008 the Minister refused Eli Lilly’srequest for an early listing on
the basis that the 712 Patent was properly listed when the Minister determined its éligibility for
listing on November 19, 2007. Intheresult, it was that date that dictated whether a second person

was required to address the 712 Patent under s. 5 of the NOC Regulations.

[5] Eli Lilly then sought a reconsideration from the Minister’ s decision but theinitial decision
was maintained for the following reasons:

During the January 16, 2008 meeting, you emphasized your
earlier position that the objective of filing aForm 1V isto provide
notice to a second person asto the existence of a patent that is
potentially relevant to amedicine. Inyour view, the date of filing of
the Form IV isthe relevant date for this purpose. Y ou, therefore,
maintained the position that generic drug submissionsfiled after the
date of filing should trigger section 5 of the Patented Medicines
(Notice of Compliance) Regulations [S.0.R./93-133 as amended]
(“PM(NOC) Regulations”).

As such, you suggested either (@) listing the patent on an
interim basisimmediately on the filing date of the Form IV in order
to notify potential second persons, and then deleting it from the
Patent Register if necessary after afinal decision of digibility has
been made; or (b) where the patent can not be listed immediately
because the notice of compliance has not issued, back-dating the
listing of the patent as of the filing date of the Form IV once the
notice of compliance hasissued. Inresponseto the OPML’s
January 4, 2008 reconsideration, you explained your view that the
language in subsection 5(1) of the PM(NOC) Regulations supports
your position by referring to a patent list that has been * submitted” to
the Minister.

While there may be certain ambiguities in the language of
section 5, the OPML is of the view that, when read in their entire



context, the PM(NOC) Regulations do not support the listing of
patents on the Patent Register on the date of filing of the relevant
Form V.

Rather, subsection 5(4) of the PM(NOC) Regulations refers
to those patents that have been *added to the register”, and is
consistent with the language is subsections 5(1) and 5(2) which refer
to patents that have been both submitted and listed “on the register”.
This language appears to indicate that the appropriate date for notice
to a second person isthe date of the decision of eligibility under
section 4 and not the date of filing of the relevant Form 1V.

In further response to your suggestions for listing, we would
note that section 4 provides for certain igibility requirementsto be
met in advance of listing a patent on the Patent Register, rather than
listing al patents prior to determining their eligibility. Inaddition,
we do not view back-dating the listing of a patent to be apractica
option. The notice function upon which you base this suggestion
would be logt, as a generic drug manufacturer would not know which
patents need to be addressed when it files a submission.

Furthermore, back-dating the listing would not accord with
subsection 5(4) of the PM(NOC) Regulations.

Therefore, as noted in the January 4, 2008 reconsideration
letter, in the event that a patent isfound to be eligiblefor listing in
respect of adrug, it will be added to the Patent Register only upon
issuance of the relevant notice of compliance for that drug. When a
notice of compliance has aready issued, patents added to the Patent
Register under subsection 4(6) will be added as of the date of the
final decision of digibility.

In light of the above, the OPML maintains the position that
the 712 patent was listed properly on the Patent Register as of the
date of the final decision of dligibility on November 19, 2007.
November 19, 2007 is, therefore, the date used to determine whether
a second person isrequired to address the '712 patent under section 5
of the PM(NOC) Regulations.

It isthis decision by the Minister which is challenged by Eli Lilly on this application.
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. Issue
[7] Theissue asframed by Eli Lilly isthat its "712 Patent should have been listed on the patent
register by the Minister upon the submission of its associated patent lists and not, as the Minister

contends, on the date of the Minister’ s later determination of its eligibility for listing.

[Il.  Analyss
[8] | agree with Eli Lilly that the issueit raisesinvolves a point of statutory interpretation which
must be resolved on the standard of correctness. see AstraZeneca Canada Inc. v. Minister of

Health, 2005 FCA 189, 40 C.P.R. (4th) 353 at paras. 25 and 26.

[9] Eli Lilly arguesthat the Minister errsin the interpretation of s. 5 of the NOC Regulations by
requiring generic manufacturers (or second persons) to address only patents which have, as of the
date of the generic’s Notice of Allegation (NOA) submission, been added by the Minister to the
patent register. Eli Lilly saysthat the correct interpretation of s. 5 would require a generic
manufacturer to address a patent included in a patent list as of the date the list isfiled by the
innovator (or first person) with the Minister under ss. 4(1) of the NOC Regulations. In this case Eli
Lilly contends that its '712 Patent was legally on the patent register as of the date of the filing of its
patent lists on November 27, 2006 and not on November 17, 2007 when the Minister determined

that the patent was eligible for listing.

[10]  Eli Lilly clamsthat its argument is supported by a purposive interpretation of the NOC

Regulations and, in particular, s. 5 which speaks to a generic manufacturer comparing its proposed
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product to an innovator’ s product “in respect of which a patent list has been submitted”. According
to Eli Lilly, the interpretation adopted by the Minister creates an unbalanced scheme which operates
unfairly on the interests of innovators particularly where, as here, there is alengthy administrative
delay between the submission of apatent list and the actual listing of a patent on the register by the
Minister. Herethat delay allowed at least one generic manufacturer to avoid having to address Eli

Lilly’s'712 Patent initsintervening NOA.

[11]  Eli Lilly’sargument is built upon atenuous and isolated interpretation of the language of
s. 5 of the NOC Regulations and a self-serving view of the overall legidative purposes of the NOC

scheme.

[12]  Subsection 3(2) of the NOC Regulations requires the Minister to maintain the patent register
with the attendant authority to refuse to add or to delete any patent. In the exercise of that authority,
the Minigter is both entitled to consult with officias in the Patent Office and required to assess the
eigibility criteriaset out in s. 4 for adding a patent to the register. Thereisnothing in these
provisions which even remotely supports Eli Lilly’ s argument that the Minister isentitled to list a
patent on the register upon thefiling of a patent list subject to later ddlisting if the igibility

requirementsin s. 4 are not met.

[13]  Eli Lilly relies heavily on the wordsin ss. 5(1) of the NOC Regulations requiring ageneric

manufacturer to addressin its NOA any reference drug “in respect of which a patent list has been
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submitted”. This, it says, indicatesthat it is the date of the submission of the patent list by the

innovator that dictates the patents that a generic manufacturer must addressin its NOA.

[14]  Eli Lilly’sargument requires that the words “in respect of which a patent list has been
submitted” be viewed in isolation from the surrounding language and from the overall legidative
context. The operative languagein ss. 5(1) are the words “with respect to each patent on the
register”. Thisor smilar language is repeated throughout the NOC Regulations and, in particular,
in ss. 5(4) which stipulates that a second person is not required in its NOA to address any patent that
has not yet been “added to the register”. Thereisno reference in this provision to a second person
addressing patents that are included in a patent list filed with the Minister. Indeed s. 4 makesavery
clear distinction between the innovator submitting its patent list to the Minister and the
determination of the eligibility of a patent “to be added to the register”. A patent cannot be added to

theregister beforeit is deemed digible by the Minister.

[15] Theobviousintent of these provisionsisthat the listing of a patent on the register isto be
done contemporaneoudy with the Minister’ s determination of the patent’s digibility for listing. The
effect of thisisthat, under ss. 5(4), a second person need not address any patent added to the register

after the date of the second person’s submission for aNOC under ss. 5(1) or ss. 5(2).

[16] Thereisno question that under the Minister’ sinterpretation of s. 5 of the NOC Regulations
the burden or risk created by the lapse of time between the filing of a patent list and the Minister’s

determination of eligibility under s. 4 falson theinnovator. But the legidative choicethat is
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inherent in these regulatory provisions cannot be regarded as unfair or imbalanced. Itissmply a
reflection of a policy which empowersthe Minister to determine whether and when apatent is
eligible for listing on the patent register thereby becoming the required subject of acknowledgement
by a second person. The option asserted by Eli Lilly would create its own potential for mischief by
making the innovator theinitial arbiter of which patents must be addressed by the simple act of
including a patent in a patent list filed with the Minister. Such an approach would require a second
person to unnecessarily address patents which the Minister later determined were ineligible for

listing on the register.

[17] The NOC Regulations are not and were not intended to be the solution for every point of
conflict or clash of competing interests between innovators and their generic counterparts. The fact
that a generic manufacturer may, in some cases, obtain a procedural advantage from the inherent
delay between the filing of a patent list and the Minister’ s ligibility determination does not deprive
the innovator of its substantive patent rights which can aways be the subject of judicia

enforcement.

V.  Concluson
[18] Thereisno meritto Eli Lilly’sargument. The Minister’sinterpretation of the applicable
NOC Regulations was correct in law and the resulting decision under review in this proceeding is,

accordingly, upheld. The Minister is entitled to costs payable under Column 111.
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JUDGMENT

THIS COURT ADJUDGES that this application is dismissed with costs payable to the

Respondents under Column 111.

“R.L.Barnes”
Judge
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