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1. Apotex does not dispute the importance of the patent utility standard and certainty in

patent law. It does not dispute that controversy surrounds the patent utility requirement in

Canada and a clear principled approach is lacking in the jurisprudence. Yet, it opposes this Court

considering these issues and suggests the legal framework underlying the patent promise doctrine

was not contentious below. Quite to the contrary, the contention decided against AstraZeneca

was fundamental to the finding of invalidity for inutility. The patent was found invalid because

the Trial Judge adopted Apotex's legally flawed approach to the utility construction, not as a

result of his factual findings or AstraZeneca's "owTt construction" (para 3).

A. Does a Promise Doctrine Properly Exist?

2. Apotex argues that the existence of the patent promise doctrine was not controversial in

this case (paras 42-44). This is untrue. That a so-called promise doctrine has been developed by

the lower courts, or that AstraZeneca defended an inutility attack premised on this doctrine, does

not mean that its proper existence is not impugned.l The lower courts' articulation of a legal test

for the construction of utility that is at odds with fundamental patent law principles is precisely

why the proper existence and basis for this doctrine is questioned.

3. AstraZeneca argued that the requisite utility must be determined in a manner consistent

with the principles laid down by this Court and consistent with construction for all pu{poses.

AstraZeneca did not accept the correctness-and therefore the basis and existence-of a patent

promise doctrine that departs from purposive claim construction as argued by Apotex and

accepted by the Courts below. This "stark contrast in the [parties'] basic legal framework

underlying key doctrines in patent law" \ryas described by the Judge as "alarming" (265-266).

4. Apotex is therefore factually incorrect that the issue was not squarely raised below.

Regardless, this Court has the discretion to hear new arguments or issues in appropriate

circumstan"es.2 This is consistent with this Court's focus on questions of public legal importance

and its mandate to develop jurisprudence: this Court's work may require the development of a

general analytical framework which necessarily goes beyond what was essential for the

disposition of a particular case.3 Apotex is incorrect to suggest otherwise (para 4l). AstraZeneca

I Apotex (fn 4l) quotes AstraZeneca's memorandum below (Application, Vol XIV, Tab 2l) at fn 53,

which more fully stated: "The question of the existence and proper scope of the "promise doctrine"
remains an open issue, upon Apotex discontinuing its appeal [in SCC Case No 35562,"Plavix 2"1".

' Guindo, v Canada,20l5 SCC 4l atparas2l-22.
t Re¡erencu re Supreme Court Act, ss 5 and 6,2014 SCC 21, para86; Rv Henry,2005 SCC 76 atpara53.
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also was not required to plead questions of law (para 42).4

5. AstraZeneca has not changed course (paras 45-46). Only once the Trial Judge determined

the "promised" utility as he did, resulting in the dissonant construction of the claimed invention

and the unfair bargain, did this issue crystallize for appeal. AstraZeneca has consistently argued

that this dissonant promise construction is grounded neither in the Patent Act nor in the

jurisprudence of this Court. Apotex has not been denied any opportunity to explore the law

(paras 46, 49) and demonstrates it is fully capable of arguing Canadian and international

authorities on the issue (fns 46-50).

6. Apotex objects to the affidavits of Professor Janis and Sir Robin Jacob and suggests that

AstraZeneca ought to have pleaded the issue of foreign law (paras 48-4Ð.5 This objection is

confused. AstraZeneca is not seeking to have this Court apply foreign law; it asks this Court to

take notice that patent utility in Canada is out of step with other major jurisdictions.6 This Court

has recognizedthe importance of global context in patent 1aw.7 In any event, Apotex opted not to

seek to cÍoss-examine, strike, or dispute the substance of the affidavits.

7. The promise doctrine applied by the lower courts is not a long-standing principles and this

Court inTevae did not consider the question of how a promise is to be ascertained (para 50).

8. Apotex argues the promise doctrine does not conflict with the doctrine of sound prediction

(para 54) without addressing the conflation of the disclosure and utility requirements argued by

AstraZeneca. V/hether the promise doctrine follows from the requirement for correct and fulI

disclosure (para 58) is a question of law that further nourishes the proposed question as it directly

conflicts with this Court's confirmation that utility is not a disclosure requirement.l0

9. The proposed question for appeal does not condone speculative filing (para 55). Instead it

asks whether each and every utility disclosed must be demonstrated or soundly predicted at the

filing date, even where a particular utility is not the gravamen of the invention and particularly

a Federal Courts Rules, SOR/98-106, Rules I74,175.
5 The authorities cited by Apotex (fn 45) are limited to "choice of law" jurisprudence.
6 The affidavits were filed to provide background information for the consideration of public importance:

Aecon Buildings v Stephenson Engineering Ltd,20l I SCC 33 atpara 4.
7 Apotex Inc v Sanofi-Synthelabo Canada lnc,2008 SCC 61 at paras 55-60 fSanofi; also referred to as

"Plavix l"l; af?92006 FCA 421, af?92005 FC 390.
8 Apotex Inc v Pfizer Canada Inc,20l4 FCA 250 atpara66.
e Teva Canada Ltd v Pfizer Canada Inc,2012 SCC 60 lTeval.
'o Teva at para 40.
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where the claimed invention at the date of filing, is in fact useful for a practical purpose. Apotex

overlooks the issue of the correct standard of utility in the appeal below (para 56).ll Apotex also

seeks to minimize the Trial Judge's reliance on its own expert ("one of the witnesses" (fn 53)) to

support the onerous standard of sound prediction that was in fact applied. It is true that the

disclosure requirement was not determinative below (para 57), but Apotex does not dispute that

this is an important issue for all litigants on which there remains uncertainty.

10. Respectfully, it is Apotex that is playing "fast and loose". In Plavix /, Apotex challenged

the validity of selection patents and this Court heard and decided the issue, notwithstanding the

respondents' argument that Apotex did not argue this point in any of the courts below.l2 While

Apotex's leave application in Plavix 2 may have addressed only construction of utility (para 53),

the written arguments on the ultimately discontinued appeal addressed the promise doctrine more

broadly including its roots and scope.l3 In Plavix 2, clarity in the utility requirement was of

"urgent national interest"l4 and Apotex relied on the ongoing NAFTA challenge to support

national importance.ls Now, Apotex argues we should wait for Parliament to decide (paras 58-

59), including by pointing to the same NAFTA challenge. Apotex also makes no attempt to

reconcile the distinct inventive concept/promise utility construction that it advocated in this case

and its position in the Plavix 2 appeal that "decoupling the inventive concept from the promised

utility upsets the patent bargain".16

1 1. Apotex does not dispute that the utility requirement for patentability transcends the

parties' interests and arises in many cases. Instead, Apotex implies the threshold for this Court's

consideration is not met until there is a"rampant outbreak of ... invalidation" (para 60).

B. What is the Correct Applicable Standard for Patent Utility?

12. Apotex mischaracterizes and employs troubling descriptions to portray AstraZeneca's

position on appeal compared to that at trial: strategic and reversing, new and opposite, fast and

loose (paras 61-65). These submissions are fallacious, just as Apotex's submissionthatthere was

no dispute as to the applicable law of utility (para 22) is removed from reality.

rrNotice of Appeal, para37(q) (Response, Tab 6); Memorandum, fn 131 (Application, Vol XIV, Tab 21)
t2 Plavix 1, supranote 7 at paras 94-100.
r3 Apotex's reply in Plavix 2 (Application, Vol XII, Tab 9D).
la Apotex's notice of application for leave to appeal in Plavix 2,p 4 (Application, Vol XIII, Tab 9J).
r5 Apotex's memorandum of argument for leave in Plsvix 2,parâ.56 (Application, Vol XII, Tab 9C).
16 Apotex's memorandum of argument for leave in Plavix 2, para 41 (Application, Vol XII, Tab 9C).
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13. AstraZeneca maintains that the fundamental question of law in this case is the parties'

"alarming" conflict on the interpretive legal framework. The Courts below rejected

AsfiaZeneca's contention that any proper promise analysis must adopt a utility construction for

the claim at issue that is harmonious with construction for other pu{poses. This is the i¿s on

which the parties fundamentally differed and the question to be answered on appeal.

14. lf AstraZeneca is correct, then the finding of the Trial Judge-that the invention of claim

8 is the compound-aff,rrms the validity of the 653 patent. This is not "purposeless" (para70). h

is consistent with the patent bargain: the public was given a new and inventlve compound that

was useful for the known use as a PPI. This is also consistent with the Judge's finding (152) that

a new use is not "the essence or the quid pro quo" of the invention in claim 8 and his reference to

the ""gravamen" ... of the invention" to distinguish the 653 patent from the new use patent

considered in Wellcome, contrary to Apotex's assertion otherwise (para 68).

15. The /ls therefore does not turn on AstraZeneca's position, rejected by the Trial Judge, that

the compound's properties ought to be part and parcel of a claim to the compound-the Trial

Judge also distinguished properties from the "utility" enabled thereby. What Apotex is attempting

to preclude, out of self-interest, is the determination of a legal question raised below that will

fundamentally guide the promise doctrine for all future litigants.

16. As Apotex concedes (pan 69), AstraZeneca's position is and has been consistent that any

promise relating to the improved therapy should be limited to the specific use claims. Apotex's

argument that AstraZeneca is advancing a new promise and new approach (paras 6l-65) is

specious. AstraZeneca does not "exploit" (para 75), but seeks to apply the Judge's findings, to

what AstraZeneca maintains is the correct approach to construe utility (and more broadly, the

invention claimed). It cannot be correct in principle to preclude AstraZeneca from maintaining a

fundamental legal position that the various aspects of construction should be consonant because

the Judge did not accept an inventive concept of claim 8 to include any of its improved properties

not recited in the claim. The cases cited by Apotex (fn 42) do not so hold.

17. Apotex is thus incorrect that the debate surrounding the promise was irrelevant and turned

on the evidentiary findings (para 33). As to the findings, Apotex asserts "interplay" between

properties and improved therapy (paras 67,70) without citation. Apotex also makes no attempt to

explain how such purported findings necessarily lead to an overarching "patent" promise of use

in improved therapy or its speculation that the Judge could have found improved therapy as the
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