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REASONS FOR JUDGMENT AND JUDGMENT

[1] The Court is asked to decide whether Apotex Ltd. (Apotex) or Eli Lilly Canadalnc. and Eli
Lilly and Company Ltd. (together Eli Lilly) should be precluded from pursuing their Notice of
Allegation (NOA) or prohibition application under the Patented Medi cines (Notice of Compliance)

Regulations, SOR/93-133 as amended (the NOC Regulations).
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[2] For the reasons that follow, | have determined that Apotex is precluded by the doctrine of

issue estoppel from pursuing their current NOA whichisnull, void and of no effect.

l. BACKGROUND

[3] Olanzapineis used in the treatment of disorders of the central nervous system. Eli Lilly
markets three forms of olanzapine pharmaceutical products. olanzapine tabletsin 2.5mg, 5mg,
7.5mg, 10mg, 15mg and 20mg doses (marketed as ZY PREXA); orally disintegrating olanzapine
tabletsin 5mg, 10mg, 15mg and 20 mg doses (marketed as ZY PREXA ZYDIS); and an olanzapine

injection formulain a 10mg/mL dose (marketed as ZY PREXA INTRAMUSCULAR).

[4] The products above have all been issued Notice of Compliances (NOC) in connection with
Canadian Patent No. 2, 041, 113 (the ‘ 113 Patent) which isincluded on the Patent Register

maintained by the Minister of Health (the Minister).

[5] The * 113 Patent is a selection patent from the class of compounds covered by the 1, 075,
687 (the ‘687 Patent) and is said to have “ atypical anti-psychotic properties and an improved side

effect profile over the genus of compounds as claimed [by the 687 Patent]”.

Previous NOA
[6] Thisisnot the first time Eli Lilly is before this Court defending the vaidity of the ‘113

Patent with respect to an NOA served by Apotex.
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[7] On December 16, 2004, Apotex served Eli Lilly with an NOA claiming that in relation to
the conventional olanzapinetablet, “all of [Eli Lilly’s] claims[pursuant to the * 113 Patent were]
void and of no effect” due to anticipation, obviousness, double patenting and fraud pursuant section

53 of the Patent Act, R.S.C. 1985, c. P-4 (Patent Act).

[8] A further NOA was served by Apotex on March 21, 2005 to specifically incorporate the 10
myg strength tablet marketed by Eli Lilly into their original NOA. This second NOA incorporated by
reference al the factual and legal arguments that were set out in the original NOA, and the two

NOAs were consolidated to form one single NOA (the previous NOA).

Prohibition Order
[9] In accordance with subsection 6(1) of the NOC Regulations, Eli Lilly applied to this Court
for an order “ prohibiting the Minister from issuing anotice of compliance until after the expiration

of the[* 113 Patent].”

[10] OnApril 27, 2007, the Court granted Eli Lilly’ s prohibition application (Eli Lilly Canada

Inc. v. Apotex Inc, 2007 FC 455, aff’d 2008 FCA 44 (Eli Lilly)).

[11]  Ingranting the prohibition order, Justice Gauthier found that Apotex failed to substantiate
their alegations. With regard to the argument on the basis of sufficiency put forth by Apotex at the
hearing, the Court found that unlike new use compounds, where the patent hinges on the use of the

invention, “in selection patents where the selected compound is only generally described or
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encompassed within aknown genus or class of compounds, it is the selected compound itself that is

new” (Eli Lilly, at paragraph 95).

[12]  Furthermore, the Court noted that it would be alowing Apotex to challenge the validity of
the patent on the basis of sufficiency if it accepted the argument that the ‘113 Patent was not avalid
selection patent because it did not provide the benefits promised in the disclosure (Eli Lilly, at
paragraph 106). Since sufficiency was not pleaded in its NOA, Apotex was prohibited from relying

on it during the hearing (Eli Lilly at paragraph 119).

[13] Apotex appealed to the Federal Court of Appea on the grounds that Justice Gauthier ought
to have considered the sufficiency of the * 113 Patent in making adetermination onitsvaidity. In
dismissing the appeal, the Federa Court of Appeal held that “the applications judge correctly held
that the sufficiency of the disclosure is a stand a one ground which ought to have been raised in the

NOA” (Eli Lilly Canada Inc. v. Apotex Inc., 2008 FCA 44 at paragraph 3 (Eli Lilly 2008)).

Other proceedings
[14] On November 13, 2007, Apotex began impeachment proceedings against Eli Lilly seeking a
declaration that the * 113 Patent isinvalid. As of the hearing date in these proceedings, nothing

beyond the pleadings had been submitted to the Court (see file T-1971-07).

[15] Inadifferent proceeding before this Court, Eli Lilly also sought an order of prohibition

against another generic pharmaceutical company, Novopharm Ltd. (Novopharm), who had served
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Eli Lilly with an NOA alleging that the * 113 Patent was invalid on the grounds of anticipation,
obviousness, double-patenting, utility, sufficiency and fraud, as understood in section 53 of the

Patent Act.

[16] OnJdune5, 2007, 2 months after the Eli Lilly, supra, decision, the Court found that
Novopharm’ s alegations with respect to everything except sufficiency were not justified. With
regards to sufficiency, Justice Hughes stated that:

[T]he * 113 patent failsto provide sufficient disclosurein its

specification asto the invention, if any, in selecting olanzapine from

aprevioudy disclosed group of compounds... [n]o datawas given.

We are left only with rhetoric such as*high level of efficicency” and
“mild and transient” and “lower” side effects.

[...]
The Court finds that Lilly has not demonstrated that Novopharm’s
allegations asto sufficiency are not justified and for that reason the
applicationisdismissed...
(Eli Lilly Canada Inc. v. Novopharm Ltd., 2007 FC 596 at paragraphs 162 and 191 (Novopharm
decision))
[17] Asaresult of the Federal Court’s decision above, Novopharm was issued an NOC by the

Minister, and as aresult of this, on November 6, 2007, the Federal Court of Appeal dismissed Eli

Lilly’s apped on grounds of mootness (Eli Lilly Canada Inc. v. Novopharm Ltd., 2007 FCA 359).

[18] Consequently, Eli Lilly brought an action against Novopharm for infringement with respect
to the * 113 Patent. At the time of this hearing, the decision was still under reserve (see file number

T-1048-07).
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The current proceedings

[19] Thisbringsusto the current proceedings.

[20]  Incompliance with the NOC Regulations, Apotex, after having filed on November 28, 2008
a Supplemental Abbreviated New Drug Submission (supplemental ANDS) for an NOC in relation
to orally disintegrating olanzapine tablets, served Eli Lilly with an NOA by way of aletter dated

March 27, 2009 (the current NOA).

[21]  Apotex now allegesthat in relation to the orally disintegrating olanzapine tablet, “each and
every one of the claims of the ‘113 Patent are invaid, void, of no force and effect and
unenforceable...for insufficiency as not complying with the requirements of subsection 27(3) of the

Patents Act.”

[22]  Insupport of their dlegation of invalidity of the * 113 Patent, Apotex now exclusively relies
on Justice Hughes' Novopharm decision and the subsequent dismissal of Eli Lilly’s appeal to the

Federal Court of Appeal.

[23]  Eli Lilly filed aNotice of Application on May 15, 2009 (the current application) seeking: (1)
adeclaration that the current NOA is an abuse of process and/or not a proper NOA and detailed

statement; and/or (2) an order to prohibit Apotex from being granted an NOC by the Minister.
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[24]  OnJdune 23, 2009, Apotex filed a Notice of Motion seeking an order pursuant to subsection
6(5)(b) of the NOC Regulations dismissing Eli Lilly’s current application on the ground that it is
“redundant, scandal ous, frivolous or vexatious or is otherwise an abuse of processin respect of one
or more patents’ since Eli Lilly has already defended these allegations in the Novopharm decision,

and lost.

Bifurcation of Issues
[25] Upon motions by Eli Lilly seeking ordersto set a schedule for the completion of pre-hearing
steps and for the separate determination of issues, Prothonotary Tabib ordered a bifurcation of
issues, such that a hearing would be set down for the determination of :
1 whether Apotex’s current NOA is an abuse of process, not a proper notice of
allegation and detailed statement as contemplated by the NOC Regulations; and

2. whether Eli Lilly’s current application is an abuse of process.

[26] Sincethefina determination of whether Apotex’s current NOA is an abuse of process or not
would be determinative of al proceedings currently brought under the NOC regulations, and given
that Eli Lilly’s application was triggered by the Apotex’s current NOA,, it follows that thisissue
should be dealt with first (see Sanofi-Aventis Canada Inc. v. Pharmascience Inc., 2007 FC 1057 at

paragraph 28, aff’d 2008 FCA 213 (Pharmascience)).
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. PRELIMINARY OBJECTION

[27]  Apotex hastaken the position that neither the bifurcation order nor the current NOA make
explicit reference to the issue estoppel doctrine. Thus, this Court cannot examine the argument
made by Eli Lilly that Apotex is precluded from pursuing the current NOA on the basis of the

application of the doctrine of issue estoppel.

[28] The preliminary objection made by Apotex is dismissed.

[29] The present instanceisreadily distinguishable from the situation contemplated in

AstraZeneca AB v. Apotex Inc., 2006 FC 7 at paragraphs 10-11 and 17-18 and upon which A potex

relies.

[30] Prothonotary Tabib, the case manager in this proceeding, bifurcated the issuesin order to

have the Court finally determine at the outset of the present proceedings whether, inter alia,

Apotex’sletter dated March 27, 2009 is an abuse of process, not a proper notice of alegation and
detailed statement as contemplated by the NOC Regulations, as amended and it therefore anullity.

(emphasis added)

[31] Uponreading Eli Lilly’sNOA, it is apparent that the factual basis for pleading issue
estoppel and abuse of process is the same, and that in both cases, as mentioned in paragraph 15 of

the NOA, Eli Lilly’scomplaint isthat “[b]y its actions, Apotex is seeking to relitigate its case on the
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113 Patent, contrary to principles of law and equity”. As such, Eli Lilly does not need to amend

their NOA to plead the doctrine of issue estoppel before the Court.

[32] Theapplication of the doctrine of issue estoppel isfully addressed by Eli Lilly and Apotex
in their respective memorandum of fact and law. That said, rule 75 of the Federal Court Rules,
SOR/98-106, provides that the Court may, on motion at any time, allow a party to amend a

document, on such terms as will protect the rights of all parties.

[33] Todeny Eli Lilly the opportunity to invoke the doctrine of issue estoppel would be to prefer
form over substance. In practice, thiswould serve only to further delay the proceedings, asEli Lilly
has no intention whatsoever to abandon their argument and, if necessary, would be formally seeking

from the Court the authorization to amend their notice of application accordingly.

[34] Indeed, upon receiving Eli Lilly’s memorandum of fact and law, Apotex became aware that
issue estoppe was raised especialy in light of Eli Lilly’s assertion that Apotex’s current NOA isa
nullity under the doctrine or resjudicata, issue estoppel and abuse of process. No adjournment has
been sought by Apotex to deal with the issue estoppel argument and | am therefore entitled to
consider the matter today (Abbott Laboratories v. Canada (Minister of Health), 2007 FCA 140 at

paragraph 23 (Abbott)).
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1. ISSUE ESTOPPEL

[35] When ageneric pharmaceutical company seeks immediate permission to market a drug that
isether directly or indirectly comparable to adrug aready patented by another innovator company,
they must serve the company with an NOA asserting elther that the proposed product does not

infringe the patent and/or that the patent itself isinvalid (NOC Regulations, s. 5(1)).

[36] Thisinturntriggerstheright of the innovator company to seek an order from the Court
prohibiting the Minister from issuing a NOC to the generic which would permit them to market said

drug (NOC Regulations, s. 6(1)).

[37]  Within the realm of such NOC proceedings, it is essentia that both the generic and the
innovator company “put forward their entire case, complete with al relevant evidence, at first
instance” or risk having their subsequent proceedings on the same issues dismissed for abuse of

process (Sanofi-Aventis Inc. v. Novopharm Ltd., 2007 FCA 163 at paragraph 50 (Sanofi-Aventis)).

[38] Therelationship between the doctrines of abuse of process and issue estoppel was canvassed
by Justice Arbour in Toronto (City) v. Canadian Union of Public Employees (C.U.P.E.), Local 79,
2003 SCC 63 at paragraphs 37 and 38 (CUPE):

37 [...] the doctrine of abuse of process engages "the inherent
power of the court to prevent the misuse of its procedure, in away
that would ... bring the administration of justice into disrepute”
(Canam Enterprises Inc. v. Coles (2000), 51 O.R. (3d) 481 (C.A.),
at para. 55, per Goudge J.A., dissenting (approved [2002] 3 S.C.R.
307, 2002 SCC 63)). Goudge J.A. expanded on that concept in the
following terms at paras. 55-56:



The doctrine of abuse of process engages the inherent power of the
court to prevent the misuse of its procedure, in away that would be
manifestly unfair to a party to the litigation before it or would in
some other way bring the administration of justiceinto disrepute. It is
aflexible doctrine unencumbered by the specific requirements of
concepts such as issue estoppel. See House of Soring Gardens Ltd. v.
Waite, [1990] 3W.L.R. 347 at p. 358, [1990] 2 All E.R. 990 (C.A.).
One circumstance in which abuse of process has been applied is
where the litigation before the court is found to be in essence an
attempt to relitigate a claim which the court has aready determined.
[Emphasis added.]

As Goudge JA.'scomments indicate, Canadian courts have applied
the doctrine of abuse of processto preclude ritigationin
circumstances where the strict requirements of issue estoppel
(typically the privity/mutuality requirements) are not met, but where
allowing the litigation to proceed would nonethel ess violate such
principles asjudicial economy, consistency, finality and the integrity
of the administration of justice. (See, for example, Franco v. White
(2001), 53 O.R. (3d) 391 (C.A.); Bomac Congtruction Ltd. v.
Sevenson, [1986] 5 W.W.R. 21 (Sask. C.A.); and Bjarnarson v.
Government of Manitoba (1987), 38 D.L.R. (4th) 32 (Man. Q.B.),
aff'd (1987), 21 C.P.C. (2d) 302 (Man. C.A.).) Thishasresulted in
some criticism, on the ground that the doctrine of abuse of process by
relitigation isin effect non-mutual issue estoppel by another name
without the important qualifications recognized by the American
courts as part and parcel of the genera doctrine of non-mutual issue
estoppel (Watson, supra, at pp. 624-25).

38 Itistruethat the doctrine of abuse of process has been
extended beyond the strict parameters of res judicata while
borrowing much of its rationales and some of its constraints. It is
said to be more of an adjunct doctrine, defined in reaction to the
settled rules of issue estoppel and cause of action estoppel, than an
independent one (Lange, supra, at p. 344). The policy grounds
supporting abuse of process by relitigation are the same as the
essential policy grounds supporting issue estoppel (Lange, supra,
at pp. 347-48):

The two policy grounds, namely, that there be an end to litigation
and that no one should be twice vexed by the same cause, have been
cited as policiesin the application of abuse of process by relitigation.
Other policy grounds have aso been cited, namely, to preserve the
courts and the litigants' resources, to uphold the integrity of the legal
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system in order to avoid incons stent results, and to protect the

principle of finality so crucial to the proper administration of justice.
[39] Therefore, the policy underlying the two doctrinesisvery smilar. It may even be said that
the doctrine of issue estoppel is more restrictive since it only operates when specific criteria have
been met. Abuse of process, on the other hand, isaresidual power granted to the Court to prevent
abuse of the Court’ s process (CUPE at paragraph 35). For the purposes of the present case, it is
important that, as noted above, the doctrine of abuse of process operatesin circumstances “where
allowing the litigation to proceed would nonethel ess violate such principles asjudicial economy,
consistency, finality and the integrity of the administration of justice,” but the criteriarequired for

issue estoppel have not been met (CUPE at paragraph 37).

[40] Issueestoppel applieswhere: (1) the same question has been decided; (2) the decision which
issaid to create the estoppel wasfina; and (3) the partiesto the judicia decision or thelr privies
were the same persons as the parties to the proceedings in which the estoppel israised or their

privies (see Angle v. Canada (Minister of National Revenue—M.N.R)), [1975] 2 S.C.R. 248).

[41] Asindicated by the Supreme Court’s decision in Danyluk v. Ainsworth Technologies Inc.,
2001 SCC 44 at paragraph 33 (Danyluk), the first step isto determine whether the moving party has
established the preconditions to the operation of issue estoppel set out by Dickson J. in Angle,

supra. If successful, the Court must still determine whether, as a matter of discretion, issue estoppel
ought to be applied: British Columbia (Minister of Forests) v. Bugbusters Pest Management Inc.

(1998), 50 B.C.L.R. (3d) 1 (C.A.), a paragraph 32; Schweneke v. Ontario (2000), 47 O.R. (3d) 97
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(C.A)), a paragraphs 38-39; Braithwaite v. Nova Scotia Public Service Long Term Disability Plan

Trust Fund (1999), 176 N.S.R. (2d) 173 (C.A.), at paragraph 56.

[42] In Abbott, supra, at paragraph 2, Justice Sexton found that:

... generics should in most circumstances be precluded by the

doctrine of issue estoppel from alleging for a second time that a

patent isinvalid, unless the basis relied upon for the subsequent

allegation could not be determined with reasonable diligence at first

instance, or some specia overriding circumstance existsto warrant a

judge exercising her discretion not to apply issue estoppel on the

facts of the particular case.
[43] InPharmascience, supra, the Court followed the Abbott decision. In that case,
Pharmascience had previoudy served Sanofi-Aventiswith an NOA alleging that the patent in
guestion was invalid. Upon an application for a prohibition order by Sanofi-Aventis, this Court
found that Pharmascience’ s alegations were not justified. After this determination, another generic
successfully served Sanofi-Aventis with an NOA challenging the same patent on the basis of
invalidity. In light of that decision, Pharmascience issued a second NOA, again aleging invalidity,

and Sanofi-Aventis applied to this Court to have them estopped.

[44] Ingranting Sanofi-Aventis application, the Court found at paragraph 7:

Pharmascience'sinitial allegation of invalidity has been finally
determined, and issue estoppel should operate to preclude it from
making further allegations of invalidity, albeit on different grounds. |
further decline to exercise my discretion to allow Pharmascience to
proceed with its allegations of invalidity.
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[45] Apotex arguesthat issue estoppd is not applicable in the present circumstances because the
current application will not decide the same question as was determined in Eli Lilly, supra.
Specificaly, Apotex contends that because the product at issue in each proceeding is different (the
conventional tablet was litigated before Justice Gauthier; wheress, it isthe orally disintegrating
tablet at issue in the present application) the cause is fundamentally different and therefore issue

estoppel does not apply.

[46] According to Apotex, it issignificant that in the Abbott decision, Justice Sexton, at
paragraph 41 provides that “ multiple NOAs from the same generic relating to a particular
pharmaceutical and alleging invaidity of a particular patent will generally not be permitted, even if

different grounds for establishing invalidity are put forward in each” (emphasis added).

[47]  With respect to the current NOC proceedings, Apotex argues that what is being determined
isnot the vaidity of the patent, as Eli Lilly submits, but rather, whether or not the Minister may
grant agiven party an NOC for agiven product. In support of this submission Apotex refersto
David Bull Laboratories (Canada) Inc. v. Pharmacia Inc., [1995] 1 F.C. 588 at paragraph 13

(CA).

[48] Thearguments made by Apotex are not convincing.

[49] Inthe current proceedings, asin Eli Lilly, the allegations made in the current NOA by

Apotex are with regards to the invalidity of the ‘ 113 Patent. Thereforeit is an oversmplification to
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categorize the issue on an NOC as whether or not the Minister should grant an NOC to the product

in question.

[50] InProcter & Gamble Pharmaceuticals Canada, Inc. v. Canada (Minister of Health), 2003
FCA 467 at paragraph 25 (P& G), Rothstein J.A. (as he then was), speaking for the Federal Court of
Appeal, approved the following passage from page 9 of Lord Denning’ s decision in Fidelitas
Shipping Co., Ltd. v. V/O Exportchleb, [1965] 2 All E.R. 4 (C.A.):

But within one cause of action, there may be severa issues raised
which are necessary for the determination of the whole case. Therule
then isthat, once an issue has been raised and distinctly determined
between the parties, then, as agenerd rule, neither party can be
allowed to fight that issue al over again. The same issue cannot be
raised by either of them again in the same or subsequent proceedings
except in specia circumstances. ... And within one issue, there may be
several points available which go to aid one party or the other in his
efforts to secure a determination of theissuein hisfavour. Therule
then is that each party must use reasonable diligence to bring
forward every point which he thinks would help him. If he omitsto
raise any particular point, from negligence, inadvertence, or even
accident (which would or might have decided the issuein hisfavour),
he may find himsalf shut out from raising that point again, at any
rate in any case where the self-same issue arisesin the same or
subsequent proceedings.[Emphasis added. ]

[51] Morerecently, the Federal Court of Appea in Abbott, supra, referred to the above passage,
at paragraph 39, before moving on to look at the “ question” that is addressed in NOC proceedings.
Again at paragraph 41, Justice Sexton speaking for the Court of Appeal notes:

In other words, the "issue" to be addressed isinvalidity or non-
infringement. The specific grounds on which the second person
wishes to demonstrate invalidity, whether that be by obviousness,
anticipation, overbreadth or lack of sound prediction, do not
congtitute separate issues for the purpose of issue estoppd but are
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merely different bases on which the second person may address the
issue of invalidity.
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Other key remarks were made by Justice Sexton, at paragraph 46, where reference is made

to the prior decision of the Federal Court of Appeal in AstraZeneca AB v. Apotex Inc., 2005 FCA

183 (AstraZeneca). In AstraZeneca, the Court found that a second NOA submitted by the generic

was not an abuse of process. In distinguishing Abbott from that case, Justice Sexton notes:

[53]

The second difference between AstraZeneca and the present caseis
of vital importance. In AstraZeneca, the NOAs at issue both alleged
non-infringement, rather than invalidity. As Layden-Stevenson J.
explained in AB Hassle, where different formulations of the generic
drug are at issue, multiple NOAs aleging non-infringement may be
permissible. It isintuitive that if ageneric makes material changesto
itsformulation in an attempt to avoid infringing the listed patent, it
may submit anew NOA alleging non-infringement by the new
product. Similarly, if it was the process for making the generic drug
that infringed the patent, anew process adopted by the generic may
give riseto asubsequent NOA alleging non-infringement of the
patent. That is not to say that minor variations to the formulation or
process will be sufficient to permit anew NOA. Only wherethe
changeis of significance might anew NOA be permitted. Multiple
NOAs aleging invalidity, in contrast, are not permissible because the
factual basis does not change depending on the circumstances of the
generic. Unless amaterial fact could not be uncovered by reasonable
diligence at the time of the first NOA, subsequent NOAs alleging
invalidity will generally not be permitted. In AstraZeneca, Evans JA.
appreciated this distinction. From his reasons, it appears that Apotex
made a significant change to the formulation of its drug product
between the first and second NOAs. The second NOA was therefore
permitted because the factual basisfor the allegationsin it was
separate and distinct from that in the first NOA. (Emphasis added.)

It isclear that all three criteriarequired for issue estoppel have been met in this case. The

issue to be determined in the current application is the same as that which was determined in Eli

Lilly, supra, namely whether or not the * 113 Patent isinvalid as alleged in the previous NOA.
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Justice Gauthier’sdecision isfinal, asit was affirmed by the Federal Court of Apped, and the

partiesin the Eli Lilly case are the same as the ones in the present application.

[54] Since Apotex served the previous NOA on the basis of invalidity, | find that the same issue

is being addressed in the current application.

[55] Inview of the Federal Court of Appeal’s pronouncement in Abbott, it is of no importance
that Apotex is currently aleging invalidity on the basis of sufficiency, aparticular ground of
invaidity which was not raised the first time in the previous NOA.. In Pharmascience, the Court
also found that the issue in common was the validity of the Sanofi-Aventis patent (Phar mascience,

supra at paragraph 36).

[56] Apotex has consistently attacked each and every claim in the ‘ 113 patent as being invalid;
they do no limit themselvesto particular claims. Thisis evidenced in the wording of the previous

NOA which, as set out above, provides that “we [Apotex] allege that al of its[the ‘ 113 Patent]

claims (claim 1-22) areinvalid, void and of no effect” (emphasis added). Furthermore, in their

further NOA submitted by way of aletter dated March 21, 2005, Apotex reiterated that “...those
allegations[in the previous NOA] are allegations of invaidity of the ‘113 Patent, and thus,

necessarily addressthe * 113 Patent in respect of each and every listing on the Patent Register”

(emphasis added).
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[57] | donot accept that the cause is fundamentally different today ssmply because the
formulation or form of the pharmaceutical product to which aNOC is sought by the genericis
dightly different. For the purpose of the doctrines of issue or abuse of process, what really matters

arethe clams of the * 113 Patent with respect to drugs containing olanzapine.

[58] Apotex has submitted that regardiess of whether the criteriafor issue estoppel are met, since
both abuse of process and issue estoppel are discretionary doctrines, the Court may till choose not
to apply it in the circumstances because no court has ever specifically considered whether Apotex

should receive market approval for the orally disintegrating olanzapine tablets.

[59] Again, | believe the emphasis on the product made by Apotex is misplaced.

[60] Whileno court has considered this specific issue, this Court has considered the validity of
the ‘113 Patent in light of allegations brought by Apotex. As Justice Mactavish noted in
Pharmascience, supra at paragraph 2, “ageneric drug manufacturer who wishes to challenge the
validity of apatent owned by an innovator company by means of the PM(NOC) Regulations must
do so by "putting its best foot forward".” The fact that Apotex has failed to do so does not entitle

them to a second chance.

[61] There has been no evidence put forth to suggest that Apotex could not have raised the issue
of sufficiency in the previous NOA and that Justice Gauthier in Eli Lilly, supra, refused to accept

Apotex’s sufficiency argument pleaded at the hearing. Thisis not a case where there is some specia
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overriding circumstances that would warrant the judge exercising his discretion not to apply issue

estoppel on the facts of the particular case.

[62] Inrefusing to exercise her discretion in Pharmascience, supra, Justice Mactavish noted that
Pharmascience would not be without remedy since it remained open to them to begin an

impeachment action in relation to the patent in question.

[63] Given that Apotex has aready commenced an impeachment action, | do not fedl that the
circumstances of the present case warrant an exercise of my discretion not to apply the doctrine of

iSsue estoppdl .

V. CURRENT NOA NULL, VOID AND OF NO EFFECT

[64] | findthat Apotex is precluded from pursuing with their current NOA.

[65] Eli Lilly hastaken the position that there was no need for the Court to make a new

prohibition order if Apotex was precluded from pursuing with their current NOA and/or same was

declared to be null, void and of no effect.

[66] | agreewith Eli Lilly.

[67] Inaccordance with section C.08.004 of the Food and Drug Regulations, C.R.C., c. 870 the

Minister shall, after completing an examination of, inter alia, a supplemental ANDS, issueaNOC
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with respect to the supplemental ANDS, but only if that submission complies with section C.08.003.
Section C.08.003 requires Apotex to file a supplemental ANDS where any of a number of listed

changes have been made to its drug product.

[68] Thisprovison canonly berdied upon where a notice of compliance has previously been
issued. Thus, where there is no issued NOC based on the previous submission, Apotex cannot rely
upon, and the Minister cannot issue a NOC, unless and until the parent NOC expires. Asthe
Minister is prohibited until expiry of the * 113 Patent from granting such an NOC, thereis no ability

for the Minister to issue an NOC on the supplemental ANDS.

[69] For dl these reasons, Apotex’s current NOA seeking aNOC for a supplemental abbreviated

new drug submission for olanzapineis null, void and of no effect.

V. CONCLUSION

[70] Inconclusion, Eli Lilly isentitled to adeclaration to the effect that Apotex is precluded by
the doctrine of issue estoppel from pursuing their current NOA dated March 27, 2009 which isnull,
void and of no effect. Asaresult, the current prohibition application made by Eli Lilly and related

motion to dismiss made by Apotex are terminated. Costs shall be awarded in favour of Eli Lilly.
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JUDGMENT

THIS COURT DECLARES, ADJUDGES AND ORDERS that Apotex is precluded by the
doctrine of issue estoppel from pursuing their current NOA dated March 27, 2007 whichis null,
void and of no effect. As aresult, the current prohibition application made by Eli Lilly and related

motion to dismiss made by Apotex are terminated. Costs are awarded in favour of Eli Lilly.

“Luc Martineau”
Judge
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