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PART I - OVERVIEW AND STATEMENT OF FACTS

A. OVERVIEW

1. As of May, 1994, there was a problem with omeprazole, the then-leading drug for reducing

gastric acid secretion. Different patient groups metabolized the drug differently, leading to large

variations in responses to treatment.

2. While other pharmaceutical companies were working on their own ways to improve on

omeprazole, the Appellants ("Astra") pre-empted them and filed a patent application claiming that

it had already succeeded. Seeking to obtain the extraordinary economic rights that characterize a

patent, Astra proclaimed that both of the two optical enantiomers known to make up omeprazole, if

optically pure (prepared in the practical absence of the other), would improve upon omeprazole

with "improved pharmacokinetic and metabolic properties which will give an improved therapeutic

profile such as a lower degree of interindividual variation." The Patent Office duly published this

application in December 1994 whereupon it served to teach the public what had been achieved and

warned competitors what was no longer available to patent or use.

3. But Astra did not actually solve the problem of interindividual variability before rushing to

`plant its flag' at this destination. Astra's assertions of an improvement over omeprazole were

conjecture, not invention, and were not justified for either enantiomer. When Astra asserted the

resulting Canadian Patent No. 2,139,653 (the "653 patent") in this action against the Respondents

("Apotex"), Apotex countered that the patent was invalid.

4. The applicable law was not in dispute at trial. Astra and Apotex agreed that the law of

utility under the Patent Act, as explained in decisions of this Court, requires an applicant to wait

until it has demonstrated or has a sound prediction that its invention will do what the patent

application it files says it will do, before filing. The roots of this law are long and deep.

5. The settled law of utility is crucial to the patent system. The discipline it imposes on patent

applicants is necessary to create public confidence in patent applications as a reliable source of

technical information. By discouraging hypothesis from parading as achievement, the doctrine

preserves the incentive of patent rights to those who do the work to achieve an invention, rather

than squandering these rights on those who just speculate.
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6. Now, with the trial judge's determinative factual finding that Astra had not demonstrated

nor had a sound prediction for its assertion that the compounds of the 653 patent would improve

upon omeprazole, Astra derides the settled law of utility as extra-statutory, unhinged from

recognized patent principles and/or unclear. Astra says the law is "illogical" and "absurd" because

"[it has] given the statutory consideration...but receive[d] nothing in return", and because it "did

everything the Patent Act called for yet was denied patent protection for "an undoubted

invention". None of this is correct.

7. Astra set the terms of the statutory bargain when it filed its patent application, deliberately

and voluntarily defining its invention to include both enantiomers and their improvements over

omeprazole. Astra maintained this definition of the invention and its utility through the life of the

653 patent and through trial. What Astra 'got' for its disclosure was a basis to assert to the Patent

Office that its purified versions of old compounds made them worthy of protection anew, years of

exclusive control of the market for esomeprazole, early priority for an invention it had not yet

made, and an 'area-off-limits' sign to other researchers who might also have been interested in a

similar approach to addressing the shortcomings of omeprazole.

8. Astra's consideration was inadequate because it did not disclose "an undoubted invention"

but only a speculative prediction, and because it did not describe the nature of that prediction. That

Astra can now look back with the trial judgment in hand and suppose that it might have obtained a

patent without defining the invention as it did is of no moment. Astra has already enjoyed whatever

benefits flowed from its assertions. The bargain is not up for renegotiation.

9. Astra's appeal seeks a new law of utility, one that allows an applicant to obtain a monopoly

over subject matter that does not do what the applicant unequivocally told the public it would do as

part of its effort to secure the monopoly.

10. The Patent Act and controlling jurisprudence forbid such an approach. The Act defines

utility in terms of the invention described in the application, not merely by what the patent claims

Astra itself relied on this distinction at trial to argue that the invention and its associated utility

included improvements over omeprazole described only in the disclosure.

11. If accepted, Astra's proposal would create the very system the present law was developed to
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guard against: a system where applicants are encouraged to describe speculations as established

facts so as to convince the Patent Office of the merit of their applications and prevent competition

in fields not yet ploughed, while being free to walk away from these assertions when they become

inconvenient; a system where the application is merely a place-holder, allowing the applicant to

continue to work with the comfort of priority, free to amend its claims when it eventually identifies

what it thinks it can justify as an invention; a system where a patentee can tiptoe around its

unequivocal promises by strategically selecting the claims it chooses to enforce in a particular

litigation, and where the same public document can adopt different meanings as the patentee's

litigation strategy shifts from time to time.

12. While patent owners may keenly desire such a system, this system would be contrary to the

Patent Act and undermine the balance between the public and inventors that lies at its core.

13. Finally, and irrespective of the merits of the present appeal, this appeal should be denied

because of its manifest unfairness to Apotex. Astra' s case at trial, which Apotex prepared its case to

meet, conceded the present law of utility and conceded that various elements of the promise of the

653 patent applied to its claims. Astra's current case is a complete reversal. It has adopted multiple

constructions of the 653 patents with the hindsight of each judicial determination against it. Apotex

has been prejudiced. It would have elicited different evidence and argument to counter Astra' s new

positions had they been made initially at the trial.

B. STATEMENT OF FACTS

1. Omeprazole, its enantiomers, and the need for reduced interpatient variability

14. Omeprazole is a medicine that treats gastric acid disorders by virtue of its potency as a

"proton pump inhibitor" ("PPI"). Omeprazole is "racemic", meaning that it is composed of an equal

mixture of two mirror-image compounds called "enantiomers," designated "(-)-omeprazole"

("esomeprazole") and "(+)-omeprazole". Prior to 1993, it was known that omeprazole and each of

its enantiomers, in any proportion, had equal potency as PPIs. The optical purity of a sample (the
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degree to which an enantiomer exists free of its opposite) has no effect on potency. I

15. Omeprazole was known to be metabolized differently in different patient groups, leading to

interindividual variability in therapeutic response. Patients who were "extensive metabolizers"

required higher and more frequent dosing to maintain a therapeutic effect while patients who were

"poor metabolizers" maintained higher concentrations of omeprazole for longer periods.2

16. Astra scientists formed an "omeprazole successor project" whose major goal was to identify

compounds that would improve upon omeprazole by minimizing the interindividual variation in

therapeutic response.3 In early 1992, Astra obtained the optically pure salts of each of the two

enantiomers of omeprazole but there was little interest in their development because it was known

that each would have the same PPI potency as omeprazole.4 It was not until after the application

for the 653 patent was filed and published that Astra chose esomeprazole over (+)-omeprazole for

further development and testing.5

2. The 653 patent

17. On May 27, 1994, Astra filed the patent application for the 653 patent, telling the Patent

Office (and teaching the public as of the publication date, December 8, 1994) that using either of

the optically pure salts of omeprazole would improve upon omeprazole's interindividual variation.6

The application stated this in succinct terms:

Judgment and Reasons of Rennie J., dated July 2, 2014 ("TR"), Appellants' Record ("AR"), Volume ("V")1, Tab
("T")1, at paras. 64, 164, 309; AstraZeneca's Written Arguments in T-1668-10 ("Astra Trial Argument"),
Respondents' Record ("RR"), T2, paras. 18, 58, 259.

2 Appellants' Factum ("Ar), para. 10; Astra Trial Argument, T2, paras. 14, 15; Meyer Chief Expert Report, AR,
V2,T19, paras. 75-78; Tracy Report, AR, V2, T.21, at paras. 89-90.

3 TR:340; Von Unge Examination, AR, T3, p.44, ln. 21-p.45, 1.10, Vol.12, p.2159, ln.14-19; See also: AstraZeneca
Canada Inc. et al. v. Apotex Inc. et al. (2010), 88 C.P.R. (4th) 28 ("AstraZeneca"), Respondent's Authorities ("RA"),
V1, T24, at para. 49.
4 TR:309, 340; Astra Trial Argument, paras. 22-25, 258. Astra did not investigate their properties readily and did not
even assign new compound numbers to the purer compounds.

The evidentiary references in AF:14 are disputed and represent a collateral attack on the trial reasons. (TR:364).
Astra Trial Argument, paras. 28-29.
6 The application referred to both enantiomers throughout the disclosure and drew no distinction at all between them
in terms of their utility. TR:206-208.
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"It is desirable to obtain compounds with improved pharmacokinetic and metabolic

properties [over omeprazole] which will give an improved therapeutic profile such as a

lower degree of interindividual variation. The present invention provides such compounds,

which are novel salts of single enantiomers of omeprazole." (TR:8)

18. Astra is correct that "[Ole issued 653 patent claimed only the salts of the (-) enantiomer",

but, contrary to Astra's argument (AF:4, 103), the patent did mislead. The claims of the published

application did not take their present form until November, 2000 and the disclosure was never

amended to remove reference to (+)-omeprazole as an improvement over omeprazole.7

19. In its issued folln, the 653 patent contained 29 claims, each to the optically pure

esomeprazole: in salt forms (claims 1-8), to processes for their preparation (claims 9-23), to a

preparation containing these salts (claim 24), to their use in therapy (claim 25), and to their use in

the preparation of a foimulation for other subsequent uses (claims 26-29).8

3. The proceedings before Justice Hughes in Federal Court File No. T-371-08

20. In 2008, Astra brought an application in the Federal Court (T-371-08) to prohibit the

Minister of Health from issuing a notice of compliance to Apotex for esomeprazole magnesium,

relying on claim 8 of the 653 patent.

21. Apotex argued that the 653 patent was invalid for inutility and insufficiency because its

inventors did not have and did not disclose a sound prediction for the improvements in

pharmacology relative to omeprazole that comprised its utility. Astra agreed that utility was to be

determined on the basis of what the patent said the invention would do (what Astra calls "the

promise doctrine") but asserted that this utility included only that the compounds were stable

toward racemization (i.e., resisted conversion to the racemate) and could be used in therapy as PPIs.

(AstraZeneca, RA, V1, T24, at paras. 32, 61, 63, 71-75, 80-86)

22. Hughes J. held that the novelty of the claim compounds was their purity, not their identity,

and that increased purity and stability toward racemization were not ends in themselves, but rather,

7 AF:13,26,103, 172; 653 Patent, AR, VI, T4, p.1, p. 21. Tracy Expert Report, AR, V.2,T.21, at paras. 75, 101.

8 TR:79-81. Contrary to Astra's argument (AF:3, 88, 166) claim 26 of the 653 patent is drafted to claim a use of the

compounds "for the preparation of a pharmaceutical formulation" not "to inhibit gastric acid secretion."
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the means by which the compounds could deliver the improved therapeutic profile. Hughes J.

dismissed the application because the specification did not disclose the basis for the inventors'

prediction that the compounds would have this improved pharmacology, and thus the patent was

invalid. (AstraZeneca, RA, V1, T24, at paras.75, 81-83, 85-94, 137)(See also: TR:32, 99)

4. The trial proceedings in Federal Court File No. T-1668-10

23. Apotex began selling its esomeprazole product after Hughes J. affirmed Apotex's position

on the invalidity of the 653 patent. Astra then initiated the present action for infringement.(TR:2)

24. At trial, Astra again endorsed the "promise doctrine" and accepted that Astra had to have

demonstrated or had a sound prediction, meaning "a prima facie reasonable inference," for the

utility the trial judge construed for the patent. Astra did not suggest there was any ambiguity or

error in the decisions of Consolboard or Wellcome or in the way these cases had been interpreted.9

25. This time, however, Astra adopted a construction of the 653 patent that differed from its

position in T-371-08; namely, that the compounds would not racemize and had improved

pharmacokinetic and metabolic properties over omeprazole in use as PPIs. The trial judge referred

to this as the "truncated" promise because it ignored and "circumvent[ed]" the concluding words of

the sentence from which it was taken describing the improved therapeutic profile. I°

26. The trial judge relied on the parties' submissions to define where the dispute lay: did the

utility comprise the full or truncated version of the stated improvements over omeprazole? "While

both parties have differing perspectives on the scope of the promise flowing from the disclosure,"

the trial judge noted, "neither party disputes the relevance of the disclosure to the identification of

the promise." (TR:88, 95, 102)

27. The trial judge weighed the conflicting expert opinions of Drs. Meyer (Apotex's expert) and

Tracy (Astra's expert) and concluded that the skilled addressee would understand the 653 patent to

9 TR:85, 88, 101-105, 138. Astra Trial Argument, RR, T2, paras. 42-44. Contrary to Astra's argument (AF:32),
Apotex was consistent in its position that a patentable prediction must be "sound". Apotex did not advocate for a
standard of sound prediction lower than that prevailing in the Canadian courts, or lower than that argued by Astra.

10 TR:4, 38-48, 88, 93-105. Astra's current equivocations and denials (AF:29, 38) regarding its position at trial are
not accurate. See Astra Trial Argument, RR, T2, paras. 79, 80, 112, 116, 128-129, 136; Tracy Report, para. 19.
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teach that its compounds had the stated improved pharmacology over omeprazole, without

truncation. Contrary to Astra's argument,11 the trial judge did consider the claims as part of the

specification in reaching this construction. The trial judge also held, just as Hughes J. had, that the

compounds' stability toward racemization (and thus its optical purity) was not sought as a useful

property in and of itself, but rather was a means by which the compounds could deliver the

improved pharmacology. (TR:4, 76, 96-100, 113-126, 132-133, 214)

28. The trial judge favoured the evidence of Dr. Meyer over that of Dr. Tracy and held that

Astra had not demonstrated, nor soundly predicted, the promised improved pharmacology over

omeprazole as of the filing date. He thus dismissed the action. Going on to consider Astra's

truncated version of the promise for completeness, the trial judge likewise found that Astra had

neither demonstrated, nor soundly predicted, that the compounds had even the truncated utility

asserted by Astra. (TR:193-195-213, 367)

29. Contrary to Astra's argument (AF:30, 32, 39), the trial judge never said that Astra had to

establish "an improved therapeutic profile' for both the (+) and (-) enantiomers. In any event, the

trial judge's findings indicate that Astra had not demonstrated or soundly predicted that either of

(+) or (-) omeprazole would have the full or truncated improved pharmacology over omeprazole.

30. The trial judge held that "both experts agreed" that the "promise of an improved therapeutic

profile' (a better or more predictable or consistent response to the drug between people) had not

been demonstrated. Considering sound prediction, the trial judge held that the number of data

points Astra had was an insufficient basis to extrapolate to the necessary population of patients.

This was a deficiency as applicable to (-)-omeprazole as to (+)-omeprazole. (TR:193-195)

31. With respect to the truncated promise, "both experts agreed" again that there was no

demonstration, but the trial judge had to more precisely define the truncated promise before sound

prediction could be assessed. Dr. Tracy had opined that the truncated promise meant that

esomeprazole had a greater area under the curve (AUC)12 than (+)-omeprazole and the racemate.

II TR: 205-206. Contrary to Astra's argument (AF:28), Apotex repeatedly argued that construction of utility is based
on the specification as a whole, not merely that it was a "disclosure-driven inquiry"..

12 The total amount of drug absorbed into the bloodstream.
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The trial judge rejected this interpretation because it was not provided in the patent and it

contradicted the statements in the patent that explicitly and unambiguously identified (+)-

omeprazole as an improved compound too. The trial judge further held that such an interpretation,

even if applicable only to esomeprazole, would not be considered an improvement. The trial judge

also found that Dr. Tracy had conceded other interpretations of the promise, including those

consistent with reduced interindividual variation, and that these other interpretations should be

preferred. (AF:196)(TR: 198, 200-211)

32. The trial judge concluded by adopting Dr. Meyer's evidence that, at most, "the AstraZeneca

studies could form a basis for prediction of (-)-omeprazole having slower metabolism than (+)-

omeprazole." As such, Astra was unable to show a sound prediction of an improvement for the

claimed (-)-omeprazole over the racemic omeprazole, as promised. 13

33. Contrary to Astra's argument, there was no finding that esomeprazole has an improved

therapeutic profile compared to omeprazole. The trial judge noted conflicting evidence on this

point and declined to make this finding. (TR: 342-364)

34. Though also not necessary for his decision, the trial judge also found that the factual basis

and line of reasoning that the inventors had for their predictions of resistance to enzymatic

racemisation and as to the full and truncated promises were not disclosed in the 653 patent or

otherwise available to the skilled addressee. The trial judge commented, however, that he did not

read the law to require such disclosure in this case. (TR: 136, 140-141, 171, 190)

5. The appeal below in Federal Court of Appeal File No. A-420-14

35. On appeal from the trial judgment, Astra asserted yet another, different construction of the

invention and utility of the subject matter of the claims of 653 patent. This time, Astra asserted that

the 653 patent offered only PPI use as the utility of the subject matter of the asserted claims.

13 Contrary to Astra's argument (AF:32), that Dr. Meyer used the term "clear in an answer does not mean that he or

the trial judge applied the wrong standard to sound prediction. The trial judge discussed the standard and concluded

that he would apply the "prima facie reasonable inference" standard, just as Astra urged him to do. (TR:177, 182)

Further, Dr. Meyer's evidence as whole was consistent that there was no sound prediction that either (-)-omeprazole

or (+)-omeprazole had useful properties over omeprazole and that he was not using an elevated standard. Meyer

Chief Expert Report, AR, V2, T19, at paras. 107-115, 122, 126, 137-149.
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According to Astra, the trial judge did not proceed "claim-by-claim", including because he

identified the promises of "stability toward racemization" and "improved pharmacokinetic and

metabolic properties" to be part of the utility of each claim. Of course, this is precisely what Astra

had told him to do.14

36. The Court of Appeal rejected Astra's argument that the trial judge could have erred by

failing to adopt an approach and construction neither party had asserted. "The Federal Court", the

Court of Appeal held, "was entitled to rely upon the /is as framed by the parties". The Court of

Appeal also rejected Astra's related argument that the trial judge refused to conduct a claim-by-

claim analysis, finding that the trial judge had reasons for preferring the evidence of construction of

Dr. Meyer to Dr. Tracy. (Appeal Reasons, at paras. 6-9) (See also, AF: 39).

37. Contrary to Astra's arguments (AF:36), Apotex did not argue (and the Court below did not

hold) that, in every patent, every promise necessarily applies to every claim. Rather, Apotex argued

that, consistent with Celecoxib decision, the utility applicable to the subject matter of any particular

claim is a matter of construction. In the case of the 653 patent, each claim specifies a high level of

optical purity. The only utility associated with optical purity is the improved pharmacology

compared with omeprazole because optical purity is irrelevant to PPI activity. The optical purity

aspect of each claim embodies the improved pharmacology promised.15

38. In the end, the Court below agreed that the trial judge's construction was purposive and was

reasonable for deciding not to truncate the patent's assertion of utility mid-sentence. (At paras. 12, 13)

39. On appeal, Astra also argued that the trial judge erred by not equating the inventive concept

and the promised utility.16 Astra urged that both the promise and the inventive concept be

14 Reasons for Judgment in A-420-14 ("Appeal Reasons") AR, V1, T3, at pars. 2, 7, 12. Astra Memorandum in A-

420-14, ("Astra Appeal Memorandum"), AR, V2, T17 at paras. 2, 3, 4, 10, 12, 28, 48, 54-56, 70, 71, 72, 73. Astra's

present denial that it took this position at trial (AF:38) is incorrect. See footnote 10 above.

15 Appeal Reasons, AR, V1, T3, at para. 5. Apotex Inc. v. Pfizer (2014), 125 C.P.R. (4th) 81 (F.C.A.) ("Celecoxib") at

paras. 77, 89. Apotex's Memorandum in A-420-14, paras. 6, 8, 67.

16 Astra's present assertion (AF:36) that it did not make this argument is incorrect. See footnote 14. Determining the

inventive concept of a claim is an element of the test for obviousness, and this Court has tied its definition to the

claim language. Apotex v. Sanofi-Synthelabo Canada, [2008] 3 S.C.R. 265 ("Sanofi") RA, V2, T21, at paras. 69, 77;

Pozzoli SPA v. BDMO SA, [2007] EWCA Civ. 88 (C.A.) ("Pozzo/r), RA, V5, T53, at paras. 17-21.
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coincident with the claim language, and omit reference to improvements over omeprazole. This

position required Astra to reverse the construction of the inventive concept it had urged at trial. The

Court of Appeal rejected Astra's argument because there was no authority for the proposition that

the claim language, the inventive concept, and the utility of the subject matter of the claims must

always match. The Court concluded that the trial judge had directed himself to the correct legal

tests as to claims construction, inventive concept and utility. (Appeal Reasons at paras.10,11)

40. The Court below also held that Astra did not establish that the trial judge made

overwhelming and palpable errors in the his assessment of the expert evidence, or otherwise erred

in his purposive construction. (Appeal Reasons at paras. 7, 8, 12-14)

PART II — RESPONDENT'S POSITION ON QUESTIONS IN ISSUE

41. Apotex's position on the issues raised is:

(a) The application for the 653 patent was filed before its invention had actually been

made and thus was properly held invalid under this Court's long-standing

jurisprudence relating to the meaning of "useful" in the Patent Act;

(b) Astra's challenges to present law of utility are unsupported and, if adopted, would

destabilize the long-standing balance between the rights of inventors and the public

embodied in the Patent Act;

(c) Astra has not demonstrated that the trial judge made any overriding or palpable

errors in his appreciation of the evidentiary record and thus has no basis for many of

the assertions upon which this appeal depends;

(d) The application for the 653 patent did not fully describe its invention and is invalid

on this basis as well; and

(e) Astra's present challenges to the law of utility and the construction of the 653 patent

are opposite to the positions it took before the trial judge and the Court of Appeal,

cause prejudice to Apotex, and ought not to be permitted.



PART III - STATEMENT OF ARGUMENT

A. PATENT LAW IN CANADA: GENERAL PRINCIPLES

1. The Patent Act circumscribes the only justifiable incursions into the free market

42. Market monopolies and restraints of trade are treated by the common law as being criminal

and inherently evil." The Patent Act and the jurisprudence thereunder create an exception to the

common law, and define those specific circumstances in which the public's "birthright"18 to free

trade ought to be restricted, and for what specific reasons and on what specific terms. There exists

no inherent right to a patent. Patent monopolies are valid only insofar as they have arise from

compliance with all of the preconditions of the Patent Act. If they do not, the patent is invalid.19

43. There is significant and controlling jurisprudence that interprets the meaning of the tetais in

which the Patent Act speaks. As in other areas of statutory law, it is the role of the court to clarify

the abstract generalities of the statute.20

2. The Patent Act codifies the framework for a statutory bargain

44. The Patent Act is constituted to encourage the public disclosure of new, inventive and

useful solutions to practical problems. To do so, the Act provides for an inventor and the public to

enter a bargain in which consideration is exchanged. The inventor pays "hard coinage on the

application date by providing a patent application containing the correct and full disclosure of new,

useful and non-obvious subject matter, and how to operate or use it. In return, the inventor receives

"the promise of a limited monopoly" if this and all of the other requirements of the Patent Act are

17 Reference re Validity of the Combines Investigation Act and of s. 498 of the Criminal Code, [1929] S.C.R. 409 at
416, RA, V5, T56; The Case of Monopolies (1603) 11 Co. Rep. 84b at 86a et seq, RA, V6, T63.

18 Free World Trust v. Electro Sante Inc., pug 2 SCR 1024 ("Free World') at para. 13, RA, V4,T38.
19 Patent Act, ss. 59, 62; Contrary to Astra's argument (AF:53,100), some deficiencies of insufficiency and utility are
attacks on the patent as a whole, not merely its claims. Apotex Inc. v.; Teva Canada Inc. v. Pfizer Canada Inc.,
[2012] 3 S.C.R. 625 ("Teva"), RA, V6, T62 at paras. 31-35; 53, 55-56, 69, 81-84, 87; Pioneer Hi -Bred Ltd. v.
Canada (Commissioner of Patents), [1989] 1 S.C.R. 1623 ("Pioneer"), RA, V5,T52 at 1643-1644; TRW Inc. v.
Walbar of Canada Inc. et al. (1991), 39 C.P.R. (3d) 176 (F.C.A.) at 200; RA,V6, T64.

20 Barrigar, Robert H, et. al., "Canadian Patent Act Annotated", 2016 Thompson Reuter Canada Ltd., ("Barrigar") at
1:20, RA, V1, T1; AF:46; Sanofi,at para. 12.
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met. Once this bargain is struck, it cannot be reopened.21

45. This bargain functions to hasten the availability of useful knowledge so that society can

benefit from this knowledge. Patent applications are published and available at a publicly

accessible repository maintained by the Patent Office. Members of the public can study the

teachings in the applications and, standing on the 'shoulders' of such disclosures, go further.

Researchers can rely on the published applications to detail what has already been accomplished,

and where best to focus new efforts, encouraged by the prospect of their own patent rights. The

public can also use the teaching to practise the invention when the patent expires.22

3. Patents applications, the disclosure obligation and the claims

46. To obtain a patent, an "inventor" must first have an "invention" and then must file a patent

application in accordance with the Patent Act and Patent Rules.23

47. The disclosure obligation: Subsection 27(3) of the Patent Act requires that the application

contain a specification of the "invention" that "correctly and fully describes the invention and its

operation or use as contemplated by the inventor." The Patent Rules add that the description must

"describe the invention in terms that allow the understanding of the technical problem, even if not

expressly stated as such, and its solution." 24

48. By "invention", the Patent Act means "any new and useful art, process, machine,

manufacture or composition of matter, or any new and useful improvement [thereto]". This is

meant to be an expansive definition, welcoming an almost limitless variety of possible advances.25

49. No one tells the applicant what its invention must be or how it must be described in the

21 Wellcome Foundation Ltd., [2002] 4 SCR. 153 ("Wellcome"), RA, V6, T70, at para. 37; Cadbury Schweppes Inc.

v. FBI Foods Ltd. [1999] 1 SCR 142 ("Cadbury"), RA, V3, T31 at para. 46; Bristol-Myers Squibb Co. v. Canada

(Attorney General), [2005] 1 SCR 533 ("Bristol-Myers"), RA, V3, T30, at para. 1; Free World at paras. 13, 51;

Consolboard Inc. v. MacMillan Bloedel (Saskatchewan) Ltd., [1981] 1 S.C.R. 504 ("Consolboard"), RA,V3, T33, at

517; Teva at paras. 31-35.

22 Patent Act, R.S.C. 1985, C. P-4, as amended, s. 10; Cadbury at para. 46; Teva at para. 32, 69, 70, 74.

23 Patent Act, s. 27(1). See also, AF:44, 63.

24 Patent Act, s. 27(3)(a); Patent Rules, SOR/96-423, ss. 80(1)(d).

25 Patent Act, s. 2.
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specification. It is the applicant who identifies and describes its invention entirely in its own words.

The applicant alone decides what descriptions and statements will represent its invention in the

published patent application. The applicant acts in its own interests in so doing, including in its

interest of convincing the Patent Office that the application meets the novelty and inventiveness

requirements of the Patent Act.26 The disclosure the applicant makes "lies at the heart of the whole

patent system", the very "essence" of the patent bargain.27

50. The claims: Subsection 27(4) of the Patent Act requires that the specification of a patent

application end with "a claim or claims defining distinctly and in explicit terms the subject matter

of the invention for which an exclusive privilege or property is claimed."

51. The invention as described in the specification is distinct from the scope of the claims. The

"invention" made and disclosed in accordance with subsections 27(1)-(3) of the Patent Act defines

the unitary invention of the patent; the claims pursuant to subsection 27(4) represent various

expressions of those aspects of the invention that the inventor has chosen to fence off from others.28

52. Patent prosecution, the grant and the receipt of reciprocal consideration: "The role of

the [Patent Office] in scrutinizing patent applications is extremely important." The Patent Office

examines the patent application and will point out where it finds it non-compliant with the Patent

Act and Rules. The applicant may support its prosecution with reference to the statements it makes

in its application, and statements it makes to the Patent Office during the prosecution. However, the

process is ex parte, not adversarial, and applicants are often able to overcome objections from the

Patent Office that result in patent invalidity at a subsequent trial.29

53. The consideration flowing from the public to the applicant begins on filing. Filing a patent

application entitles the applicant to a filing date, and thus priority over all applicants for that same

26 P, Richard Gold and Michael Shortt, "The Promise of the Patent in Canada and Around the World", 30 CIPR 35
(June, 2014), ("Gold and Shortt") at p. 39; RA, V1, T3.

27 Consolboard at 517; Wellcome at para. 37; Cadbury at para. 46; Free World at para. 13; Pioneer at 1636-1638.

28 Teva at paras. 54-58, 63-64; Bristol-Myers at para.52; Western Electric Co. v. Baldwin, [1934] S.C.R. 94 at 100,
RA, V6, T71; Whirlpool at paras. 49(g); Metalliflex Ltd. v. Rodi & Wienenberger Aktiengesellschaft, (1959), 32
C.P.R. 102 (Que.C.A.) ("Metalliflex"), RA, V4, T45, at 106-108; aff d [1961] S.C.R. 117, RA, V4, T46,

29 Wellcome, at paras. 43, 45.
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invention by virtue of Canada's first-to-file system. Once the application is published, the applicant

begins accruing rights to reasonable compensation for infringement, and ultimately damages or

profits once the patent issues. When the patent issues, it is an enactment within the definition of

regulation in the Interpretation Act and the claimed monopoly rights begin.
30

4. The construction of patents

54. Patents are subject to purposive construction. The patent is read as of the publication date

of its application from the perspective of a person with skill in the arts to which the patent relates.

Expert evidence is admissible to assist the Court to situate itself as the skilled person familiar with

the technical context and commercial realities that must be appreciated to reach the appropriate

construction. Construction of the patent's invention and utility of its subject matter focuses on the

entire specification. Construction of the claims and of their inventive concept(s) focuses on the

claims.31 These are distinct exercises directed to different purposes.

5 5 . Contrary to Astra's argument, the Court is not to adopt any construction that maintains a

patent. Construction is not a results-oriented exercise but rather is to be conducted without an eye to

how the outcome might favour one of the litigants.32

B. "USEFUL" UNDER THE PATENT ACT

56. The Patent Act requires that an invention be "useful".33 The meaning of this term has

developed over the centuries and has become entrenched in the Canadian law.34 Determining

whether an invention is useful for patent purposes requires a consideration of: (1) What is the

invention supposed to do? (2) Did the inventor demonstrate or soundly predict that the invention

30 Patent Act, s. 27, 28, 28.1, 28.2, 28.3, 42, 55; Whirlpool, at para. 49(e).

31 Consolboard at 520, 523-524; Teva at para. 50; Pfizer Canada Inc. v. Apotex Inc. (2011), 95 C.P.R. (4th) 193

("Latanoprost"), RA, V5, T51, at para. 17; Eli Lilly Canada Inc. v. Novopharm Limited, (2010), 88 C.P.R. (4th) 413

(F.C.A.)("E/i Lilly"), RA, V4, T36, at paras. 80, 93; Sanofi, at para. 77, Pozolli, at paras. 17-21; Whirlpool at para.

49(e).

32 Whirlpool, at para. 49(a); ABB Technology AG v. Hyundai Heavy Industries, (2015), 132 C.P.R. (4th) 405 (F.C.A.)

("ABB"), RA, V I,T13, at paras. 40-45.

33 "invention means any new and useful art... etc.", Patent Act, section 2.

34 Barrigar, at §0:10; Perry S.J., et al., "Canadian Patent Law, 2012 LexisNexis ("Pew and Currier") at §7.2, 7.9-

7.11, RA, V1, T8.
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would do it? (3) Does the invention actually do what it is supposed to do? and (4) How well must

the invention work?

1. Useful to do what? — What Astra calls the "promise doctrine"

57. To say an invention is "useful" means that it can deliver a particular desired result. The first

sense of useful seeks an answer to the question "Useful to do what? " (TR:86)

58. This Court, as well as the lower courts, has answered this question the same way for

decades. "Useful" is judged in terms of what the patent specification says the invention will do.35

What the specification says the invention will do, if anything, is determined by a purposive

construction of the specification (disclosure and the claims).36 This Court has cited the following

passages with approval for the definition of "useful":

'Not useful' in patent law means that the invention will not work, either in the
sense that it will not operate at all or, more broadly, that it will not do what the
specification promises that it will do. If the invention will give the result promised
at all, the objection fails, the practical usefulness of the invention does not matter,
nor does its commercial utility, unless the specification promises commercial
utility, nor does it matter whether the invention is of any real benefit to the public,
or particularly suitable for the purposes suggested. Further, it is only failure to
produce the results promised that will invalidate, not misstatements as to the
purposes to which such results might be applied." Consolboard at 525 quoting
Halsbuty's Laws of England (3d ed.), vol. 29, p. 59 ("Halsbuty's"') (Astra Authorities, V3, T58
[NB: phrases in italics from Halsbuty's were not reproduced in Consolboard.]

"If when used in accordance with the directions in the specification the promised
results are obtained, the invention is useful in the sense in which that term is used
in patent law. The question to be asked is whether, if you do what the

35 Consolboard at 525-526; Teva at 38; Metalliflex at p. 106-108; Wandscheer et al. v. Sicard Ltd, [1948] S.C.R. 1
("Wandscheer"), RA, V6, T68, at 4; Eurocopter v. Bell Helicopter Textron Canada Limitee (2013), 120 C.P.R. (4th)
394 ("Eurocopter"), RA, V3, T29, at paras. 25, 26, 48, 130-134; Eli Lilly at para. 80; New Process Screw Corp v. PL
Robertson Mfg Co Ltd. (1961), 39 C.P.R. 31 (Ex. Ct.) ("New Process Screw"), RA, V5, T49 at 45-47, See also
editorial note, p. 33-34; Wellcome Foundation Ltd. v. Apotex Inc., (1995) 60 C.P.R. (3d) 135 (F.C.A.) RA, V6, T, 69
at 137,150-158; Amfac Foods v. Irving Pulp & Paper (1986), 12 C.P.R. (3c1) 193 (F.C.A.), RA, V1,T17, at p. 196-
197, 198, 200-201, 204; Monsanto Co. v. Commissioner of Patents, [1979] 2 S.C.R. 1108 ("Monsanto"), RA,
V5,T48, at p. 1117; Gold and Shortt, at p. 51-52; Roger T. Hughes et al., Hughes & Woodley on Patents, 2nd ed
(Markham: LexisNexis Canada Inc, 2005) ("Hughes & Woodley"), RA, V1, T6 at §11 at p. 148-149; Perry and
Currier at §7.1, 7.9-7.11. Donald H. MacOdrum, Fox Canadian Law of Patents, 5th ed., Vol. 1 (Toronto: Thomas
Reuters Canada Ltd., 2013) ("Fox 2013"), RA, V1, T2, at §6.5, 6.9.

36 TR: 66, 87, 89; See cases and commentaries collected ibid. Latanoprost at paras. 5, 23-28; Hughes & Woodley at

§11 at p. 150; Fox 2013 at §6.10.
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specification tells you to do, you can make or do the thing which the specification

says that you can make or do." Consolboard at 525-526, quoting from MetaIliflex at 107,
which itself quotes from Unifloc Reagents, Ld v. Newstead Colliery, Ld, (1943), 60 R.P.C. 165

(Ch.D.) ("Unifloc"), RA, V6, T65 at 184.37

"All that is required to meet the utility requirement in s.2 is that the invention

described in the patent do what the patent says it will do, that is the promise of the
invention will be fulfilled." Teva, at para. 38.

59. This conception of "useful" is what Astra refers to as the "promise doctrine". Contrary to

Astra's various caricatures, this definition is not a recent creation of the Federal Courts.38

60. The reason for holding patentees to the utility they assert in their applications is "so obvious

that it hardly needs stating." As noted in the overview, this discipline gives value to the

consideration received by public, making sure that the library of disclosures the public receives will

contain reliable technical information, and preserving the motivation for future researchers to

actually advance the state of the art. The Patent Act will have ceased to motivate new advances if

such advances, not yet unrealized, are nevertheless asserted to have been achieved in a speculative

patent. The public ought not "spend[] its monopoly rights on misinformation". 39

61. Without the discipline of the law of utility, the Patent Act would not discourage an

applicant from approbating (elevating its achievements, both to impress the Examiner and to

discourage competitors from entering the field) and then reprobating when called upon to justify

them.

62. Finally, defining the utility of the patent in the terms the applicant chose is the only way to

preserve fairness and predictability. Patents are solemn public documents. If patentees are not

bound by their own words, and the patent's utility becomes unmoored from what the patent says,

certainty is lost. When patentees enforce their rights, they will be motivated to adopt different

37 The sentences preceding the quotation from Unifloc are also to the same effect, "Utility is always a question of
fact. The test is whether the invention...does what the specification says that it will do."

38 AF, heading "A" on page 1 and "D" on page 15; paras. 37, 66, 69, 72, 89 and 119. Teva does not say it is adopting
a Federal Court of Appeal conception of utility, it relies on Consolboard. See cases collected at footnote 35.

39 Donald Hill, "Claim Inutility" (1960), 35 C.P.R. 185, 188-190 ("Hill"), RA, V1, T5, at p. 186, 188;. Gold and
Shortt at 38-39, 61, 75; Wellcome, at para. 46. Astra's argument (AF:87, 88, 99, 100) ignores this rationale in
supposing that the "promise doctrine" rests only on the concept of "self-inflicted wounds".
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definitions of the invention and utility as their litigation strategies shift from time to time. As of the

date of this factum, Astra has tried three different constructions of the invention and utility of the

653 patent, as it attempts to "circumvent" its clear words, words so clear that five judges of the

lower Courts have interpreted them the same way. Defining "useful" in terms of how the applicant

defined its invention at the outset is fair to all and prevents this expensive shell game.

2. Useful as of when? — Demonstration and sound prediction at the filing date

63. Because the an applicant must have a completed invention on the application date, and

because utility is "a condition precedent to an invention", the applicant must have demonstrated the

utility of that invention on that date. The only exception is if the applicant can show it had a "sound

prediction" on that date. This requires the applicant to have and to disclose a factual basis and

sound line of reasoning from which the desired result can be inferred from the factual basis. The

"soundness" of the prediction is a question of fact for the trial judge. If utility is not demonstrable

or soundly predicable as of this date, the patent is invalid.'"

64. This Court has explained the reasons for such an approach. Patents create "serious anti-

competitive effects" and prevent skilled workers from working in particular technical areas.

Speculative patents reward the person who claims a result without having actually achieved it while

discouraging others from undertaking the actual work necessary to reach the result. This is opposite

to the goals of the Patent Act and benefits only those with pockets deep enough to file applications

for speculative inventions in the hope that a certain percentage will prove useful, even if by the

work of others. This rule balances the public interest in the early disclosure of new and useful

inventions even before their utility has been fully verified by tests and the public interest in

avoiding cluttering the public domain with useless patents and granting monopoly rights in

exchange for misinformation.4I

40 Patent Act, s. 2, 27; Consolboard, at 527; Wellcome at paras. 3, 46, 52, 53, 55, 56, 59-63, 65-66, 69-71,80, 83, 84;

Eurocopter at paras. 131, 133, 134, 144, 146; Monsanto at 1110, 1115, 1116-1117; Latanoprost, at paras. 35-37, 45-

49.

41 Wellcome paras. 37, 45, 46, 52, 55, 59-66, 69, 80; Monsanto, at 1116-1117.
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3. Does it do what it is supposed to do? "Utility inflict" — The invention must be operable

65. The third sense of "useful" asks if the invention is operable in the sense that it will actually

do what it is supposed to do. If it is shown that it does not, whenever this becomes known, the

patent is invalid even if the utility had been soundly predictable at the application date.42

4. Useful to what degree? — For some patents, a "scintilla"

66. The fourth sense of "useful" relates to magnitude: "How well must the invention work?"

The answer depends on how the invention is described. Patents related to improved properties may,

by their nature, require substantial advantages to be "useful". Patents asserting a particular level of

utility, such as commercial utility, must have that level of utility. Patents which do not assert a

particular magnitude require only a "scintilla" of utility. 43

67. Commentators have long cautioned that the quantum of usefulness not be confused with the

definition of the utility (i.e., what the invention is to do) or the utility in the sense of operability. 44

C. ASTRA'S ATTACKS ON THE LAW OF UTILITY ARE UNJUSTIFIED

68. Astra' s attacks on the existence and contours of the law of utility cannot be sustained.

1. The law of utility is properly based on the Patent Act

69. The requirement that an invention be useful in the manner the patent asserts it to be useful

arises directly from the Patent Act and Rules. The legislation (s. 27(3)) requires the applicant to

identify what it asserts to be its "invention" in the specification of the patent application. However,

the applicant chooses to define and describe that invention, it is the invention for the purposes of

that application. Section 2 specifies that this invention be "useful". Thus, if the applicant chooses to

describe the invention in a manner that promises a particular result, that description is what must be

"useful". The so-called "promise doctrine" is simply that.

42 Monsanto, at 1117.

43 Sanofi at para. Lilly at paras. 74-78; Consolboard at 525; Fox 2013 at §6.10.

44 Henderson, G., Editorial Note published with New Process Screw, at p. 33;
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70. Astra's says (AF:67, 71, 95) that the "promise doctrine" adds words to the definition of the

"invention" in section 2. It does no such thing. It is the applicant who defines the invention

pursuant to subsection 27(3) for purposes of the Patent Act. The "promise doctrine" is just the

consequence of the section 2 requirement that the invention be useful. Consolboard itself identified

the law of utility as arising from section 2. (at 525,527)

71. Astra's argument (AF:62) that the word "promise" itself does not appear in the Patent Act is

of no moment. Much of patent law finds no explicit expression in the Act but rather arises from

judicial interpretations of the words that are used.45 The standards Astra relies upon are no less

extra-statutory: the Act contains no reference to a "statutory scintilla standard"; to the primacy of

claims, to different approaches to construction depending upon claim four, to different rules for

different types of inventions (new uses, selections, predictions, etc.), to deferred demonstrations of

utility; or to deference to foreign law, treaties, or foreign judicial decisions.

72. Astra pins its argument (AF:68) that the "promise doctrine" is extra-statutory to a statement

in the 2014 decision of the Federal Court of Appeal which characterizes the "promise doctrine" as

"an exception to the above minimum statutory requirements. Despite how that passage was worded,

the Court actually applied these concepts in a manner consistent with the above. The Court of

Appeal did not state that the doctrine is extra-statutory and relied on Consolboard.

73. Finally, and even if the "promise doctrine" were truly extra-statutory, this Court's

articulations of the doctrine would still be within its jurisdiction. The Patent Act itself specifies that

the Court can invalidate a patent for "any fact or default by which this Act or by law renders the

patent void" — thereby explicitly preserving the common law doctrine.46 Forbidding an applicant

45 Examples include: the exclusion of higher life forms and methods of medical treatment from the definition of
invention; the existence and requirements of selection patents; the disclosure and enablement requirements that
define the law of anticipation; "the inventive concept" and the legal test used to assess obviousness; the law of
double patenting; the law of infi•ingement and inducing infringement; patent exhaustion and the rights of purchasers;
patent dedications; punitive damages.

46 Patent Act, s. 59. Hayhurst, William L., "Grounds For Invalidating Patents", 18 C.P.R. (2d) 222, ("Hayhurst") RA,
V1, T4, at 232, 239, 249-250; American Cyanamid Company (Dann's Patent), [1971] R.P.C. 425 (H.L.), RA, VI,
T16, at 436.
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from approbating and reprobating is justified by any number of common law principles.47

2. The law of utility is unreservedly embraced in the jurisprudence

74. Astra' s assertion (AF:73, 119) that Consolboard "does not stand for any aspect of the promise

doctrine" is nonsensical. Consolboard's authority on this question is plain from the decision, from

the subsequent views of this Court and the lower courts, from commentators, from the Patent

Office, and from the statements of Astra itself at trial." In any event, none of the arguments Astra

makes detracts at all from the accepted understanding of Consolboard.

75. Astra isolates a sentence from the quoted Halsbury's passage stating that an invention need

not be "particularly suitable for the purposes suggested" and then equates "purposes suggested"

with "purposes promised" in service of an argument that Consolboard/Halsbury's does not support

the "promise doctrine". (AF:77) But Halsbury's is specific in distinguishing between the words

"suggested" and "promised", and states that only the latter reflects utility an invention must

achieve: "Not useful ... means that the invention will not work, either in the sense that it will not

operate at all or, more broadly, that it will not do what the specification promises that it will do."

Halsbury's makes the same point after the portion quoted by Consolboard, as set out above,

distinguishing between "results promised that will invalidate" and "purposes to which results might

be applied".

76. Astra then takes this 'partial quotation' approach to Halsbury's even further, plucking out

mid-sentence phrases such as "will not work", "will not operate at all", "will not do" etc. to assert

that Halsbury's was concerned only with "utility in fact" rather than the promise doctrine. This

argument cannot be sustained if one reads even just the sentence from which these phrases are

taken, quoted in the previous paragraph above. When read as a whole, Halsbury's could not

endorse the "promise doctrine" more plainly than it does.

47 Such as estoppel by convention and estoppel by representation (Ryan v. Moore, [2005] 2 S.C.R. 53, RA, V6, T57,

at paras.59, 76-77) and the doctrine of election (Apotex Inc. v. Sanofi-Aventis (2014), C.P.R. (4th) 403 (F.C.A.), RA,

V2, T19, paras. 97-100).

48 See footnote 35 above. Astra Trial Argument, para. 44; Percy and Currier, 7.09-7.11; Fox 2013 at §6.5; Manual of

Patent Office Practice(Ottawa-Gatineau: Canadian Intellectual Property Office, 1998), Ch. 12.08.01; RA, V1, T7.
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77. Similarly, and contrary to Astra's arguments (AF:78, 79), Consolboard and Teva, as well as

Metalliflex and Unifloc, were clear in describing utility in a manner consistent with the "promise

doctrine". None restricted the concept of utility to "utility in fact cases" as Astra asserts. In each

case, the utility that was considered was what the patent stated that the subject matter of the

invention would do.

78. None of the cases cited by Astra indicate the "promise doctrine" and "utility in fact" are

opposing ideas. Rather, these aspects of utility work together and inform separate aspects of the

utility analysis, as discussed above. (AF: 76-80) "Utility in fact" has no independent meaning without

reference to what the invention is supposed to do.

79. In the end, none of Astra's arguments regarding the meaning and authority of Consolboard

can be correct given the fact that, in 2012, this Court in Teva reiterated without any reservation that

the "promise doctrine" is part of the Canadian standard for utility. (at para. 38)

3. The "promise doctrine" does not confuse/conflate sections 2 and 27(3)(AF:91-97)

80. Astra recites those portions of Consolboard stating that an inventor is not required to

describe the way in which the invention is usefu1.49 This is not in dispute. The "promise doctrine"

does not demand that an applicant make any promises. It demands only that, if the inventor does 

describe the invention as including a promise of a particular result, the invention must deliver it.

81. The notion that the "promise doctrine does not heed Consolboard" because of its findings

regarding sections 2 and 34 (now 27) is plainly incorrect. 50 Consolboard specifically embraced the

"promise doctrine" in its analysis while explaining that utility was not a disclosure requirement, and

thereby confirmed that the "promise doctrine" does not confuse or conflate sections 2 and 27(3).

Teva specifically followed both aspects of the Consolboard analysis. Thus, this Court has now said

twice that the "promise doctrine" does not violate the proper understanding of the Patent Act.

49 AF heading "(1)" on page 17; paras. 50, 65, 76-77, 93-95.

5° AF heading "G" on page 21, paras. 90-95.
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4. The "promise doctrine" does not violate any "minimum statutory" utility requirement

82. Astra argues that the "promise doctrine" is illegitimate because the "minimum statutory

standard" of the Patent Act is "not devoid of utility", "not useless", "a utility", or a "scintilla" of

utility. (AF:58-61, 68) This argument is incorrect and muddles several distinct concepts.

83. First, the Patent Act standard is that the "invention" be "useful", no more and no less. The

Act does not refer to any of Astra's phrases, or any "minimum standard".

84. Second, defining "useful" in respect of quantum, like "a scintilla", is incoherent. The utility

of an invention must be characterized at least both by what it is supposed to do (the "promise

doctrine") and how well it does it (the quantum). Even on the question of quantum, Astra is

incorrect. As noted above, some patents, like selection patents, require substantially improved

utilities.

85. Third, Astra's argument that "a utility", any utility, is also incoherent because it would

remove the utility requirement altogether. Every composition of matter has mass and would thus

function as a paperweight, and thus every claim for a composition of matter can be considered "not

devoid of utility" or to have "a utility". Astra's conception of utility also makes the assessment of

utility in any particular case entirely whimsical. A patentee could choose any utility to support its

claims from time to time, including changing the utility it attributes to each claim to suit its

litigation strategy as it changed from time to time. The Patent Act specifies that the applicant define

its invention once and for all times in the patent application. The utility always has to relate to how

the applicant describes the invention.5I

86. Astra notes (AF:63, 84, 90) that Wellcome addresses with whether there was "any

invention... when the patent was sought", as if this supports Astra's argument that an invention

51 For example, in Monsanto, "utility" was assessed in terms of the prediction that the compounds would be rubber

vulcanizing agents, a use not part of the compound claims. In Metalliflex, the claimed bracelets "could obviously be

put together" but would not be sufficient for utility because "in the course of wearing the bracelet it is just as obvious

that the bows would work out of the sleeve in a very short time and the whole mechanism would fall apart" and the

Court held it to be an "inoperative device from a practical point of view". Thus, Metalliflex defines the utility of the

claimed bracelet in terms of what specification said the bracelet would do, and demanded that the utility be practical

due to statements to this effect in the disclosure. In Wellcome, the issue did not arise because "the use" was

presented in both the disclosure and claims.
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need not meet utility described in the application but not claimed. However, Wellcome was there

addressing the question of whether the invention had been demonstrated or soundly predicted at the

application date, nothing more, and does not support Astra's argument.

87. For its part, Astra has not treated utility in the manner it suggests. As Astra adopted

different utilities for the compound claims in T-371-08 and through to this appeal, Astra has always

recognized aspects of the disclosure as being part of the utility of the subject matter of the claims:

whether it be the PPI use as currently being argued, or stability toward racemization, or

pharmacolcinetic and metabolic advantages over omeprazole.

5. The "promise doctrine" does not misinterpret Wellcome (AF: 63,64,82-86)

88. Astra argues that, contra Wellcome, the promise doctrine improperly derives utility from the

specification as opposed to the claims alone. This argument has no basis. The question of whether

utility is derived from the specification as a whole or only the claims was not raised and was not

decided in Wellcome. Wellcome cannot be read as restricting the question of utility to the

construction of the claims alone.52 Indeed, the disclosure delineated the predicted utility of treating

HIV with AZT and provided the factual basis and sound line of reasoning for the prediction.53

89. If Astra is asserting that the "promise doctrine" does not apply in sound prediction cases, it

is unsupported by the decision. To the contrary, this Court and the lower Courts regularly apply

these two aspects of "useful" together.54

90. Finally, contrary to Astra's further assertion (AF:85, 86, 88), the Wellcome analysis would not

invalidate claims 28 and 29 and yet preserve claim 26 of the 653 patent. In Wellcome, claims for

the use of AZT to treat human retroviral infections (a class that included HTLV-I, HTLV-II and

52 The claims in Wellcome set out the use by necessity because the invention disclosed was a new use for an old
compound. Contrary to Astra's argument (AF:52), Wellcome (para. 3) states "the patent" must not be based on
speculation, not the "claim".

53 Apotex Inc. v. Wellcome Foundation Ltd., (1998), 79 C.P.R. (3d) 193 (F.C.T.D.) ("Wellcome trial") RA, V2, T22
at paras. 41, 45, 69-71.

54 Monsanto, at 1116-1119; Teva at paras. 36-43; Eurocopter, at paras. 146; Eli Lilly at paras. 74-76, 80-82, 87, 93,
99, 109; Latanoprost, at paras. 5, 28, 54; Eli Lilly and Company v. Teva Canada Limited (2011), 94 C.P.R. (4th) 95
(F.C.A.) ("Atomoxetine") RA, V4, T37, paras. 3-9, 18, 46.
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human foamy virus) were struck because the inventors had only invented and disclosed an

invention to treat one such infection, HIV. The treatment of other retroviruses was not an invention

that was made, nor it seems, promised.55 By contrast, claims 26, 28 and 29 of the 653 patent are all

directed to the same invention and the same utility (improved therapy over omeprazole as aforesaid

in the treatment of excess stomach acid). The individual claims simply monopolize this invention in

different ways. Further, Astra's argument does not account for the "improved pharmacokinetic and

metabolic properties" that are part of the promise that Astra conceded as applying to claims 8 and

26, and are not "hived-off' in claims 28 and 29.

6. The "promise doctrine" is not an affront to purposive claims construction (AF: 52, 53,
105-110, 120-125)

91. Astra's argument that the "promise doctrine" reverses the claims-first approach of

purposive claims construction in Free World Trust and Whirlpool for assessing validity and

infringement is a non-sequitur. As those cases explain, the objective of purposive claims

construction is to determine the scope of the monopoly delineated by the claims.

92. The determination of the invention described in the specification, and its utility, is by

definition focussed on the specification rather than the claims. Construction of the invention and

utility is a different inquiry than claims construction, not a conflicting one.

93. In addition, and contrary to Astra's arguments (AF: 7, 121, 126, 130), the court's construction

of utility is neither focused solely on the disclosure, nor an exercise in literalism. As noted above,

the trial judge explicitly adopted a purposive approach and construed the 653 patent through the

eyes of the skilled addressee. (TR:87-89)

7. Restricting promises to the claim language is contrary to the Patent Act and
misapprehends both the nature of utility and the purpose of claims (AF: 111-118,154-155)

94. Astra's proposal to define utility in terms of the essential elements of a patent claim is

contrary to the Patent Act and jurisprudence. As already discussed, the Patent Act distinguishes

55 The trial judge did not use the language of promise but expressed the view that the "hallmark of this invention is
the use of [AZT] against HIV". Wellcome trial at paras. 69, 70, 294-303.
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between the invention and the claims. The invention is what the specification as a whole defines as

the invention. The claims do not define the invention, but only those aspects thereof "for which an

exclusive property or privilege is claimed". The claims of the patent are not separate inventions, but

rather are aspects of the singular invention that underlies the patent.56 As noted, utility is defined

with reference to the invention. Utility is not defined with reference to the claims.

95. There is no substance to Astra's argument that the "promise doctrine" approaches

construction "unhinged from the claims in issue as construed". (AF: 121, 122) Consistent with the

Patent Act, this Court's definition of "useful" has always been based on the specification as a whole

(disclosure and claims). In Consolboard,"not useful" means that "the invention not do what

the specification promises that it will do." In Teva, "the invention described in the patent [must]

do what the patent says it will do, that is, the promise of the invention be fulfilled." 57

96. None of the cases Astra cites supports a construction of utility (AF:111-11 8) that relies on

claims alone. In Mailman, this Court invalidated two claims to a razor blade with perforations that

outlined a trademark because they were not sufficiently inventive, not for inutility.58

97. In Wandscheer, the claim for a working snow plow was found to lack utility because it

could not throw snow in different directions as promised in the specification. Based on the

disclosure, the claim term, "adjustable conduit", was held to mean "to throw snow in different

directions" and held to relate to a "mode of snow remove'. Thus, contrary to Astra's argument, the

Court read the result promised in the disclosure into the claim itself for utility purposes.59

98. In Monsanto, this Court found a claim to a series compounds valid because the inventor had

a sound prediction for asserting that all of the claims had utility as rubber vulcanization agents, the

utility identified in the disclosure, not the claims. (at 1110-1115, 1119)

99. Finally, in Sanofi-Aventis, the judgment was entirely concerned with what utility described

56 See infra footnote 28, Metalliflex, at at 106-108, Unifloc at 184.

57 Contrary to the Appellants Factum, the fact that the claims in Teva relate to uses confirms that the "promise
doctrine" is part of the law of utility for all patents. Otherwise, Teva need not have discussed it.

58 Mailtnan v. Gillette Safety Razor Co. of Canada Ltd., [1933] 1 D.L.R. 8 (S.C.C.) RA, V4, T44, at 13, 14, 15, 16.

59 Wandscheer at 3-4, 7.
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in the disclosure ought to be attributed to the subject matter of the claims to bare compounds.

Contrary to Astra's implication, Gauthier J.A. concurred with the majority opinion in that case that

there was a "promise doctrine", and that there were cases where promises from the disclosure are to

constitute the utility of the claims.6°

100. Astra complains (AF:123) that deriving utility from the specification is anomalous because

applicants are free to draft claims of different scopes. What is not claimed, Astra notes, is

disclaimed. In fact, there is no anomaly. The scope of a claim relates to the boundaries of the

exclusive rights the applicant has chosen to assert, not the utility of that subject matter. Claims

having broader scope are more likely to ensnare infringers, but have a higher potential of sweeping

in that which is old or obvious. The breadth of claims, however, does not permit the inventor to

avoid assertions regarding the patent's utility.

101. This is codified in the Patent Act. For lack of novelty challenges, section 28.2 of the Act

specifies that it is "the subject matter defined by a claim" that is the focus of the inquiry, not the

"invention". For an obviousness challenge, section 28.3 specifies that it is "the subject matter

defined by a claim" that is the focus, not the "invention". There is no section of the Act that

specifies that inutility be assessed with reference to "the subject matter defined by a claim". Utility

relates to the invention as described in the specification as a whole.

102. Astra actually concedes that utility is not, as a matter of law, defined by the claims alone. In

patents directed to compounds (including claim 8), where the use is not an essential element of the

claim, Astra admits that a review of the entire specification is required to identify the utility of the

subject matter claimed. In patents for inventive selections, Astra concedes that utility of the subject

matter of the claims includes the advantages described for the selection in the description.61 Astra' s

attempt to brush these aside as aberrant examples is illegitimate. There is one Patent Act and all

6° Apotex Inc. v. Sanofi-Aventis Canada Inc.(2013), 114 C.P.R. (4th) 1 (F.C.A.) ("Sanofi-Aventis") RA, V2,

T23;AF:97-98.

61 AF:124, 125; Astra Trial Argument, para. 96. AstraZeneca at paras. 73, 81. Notably, Astra does not suggest that

this approach is an illegitimate disclosure-driven approach.
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patents are judged by the same rules.62

103. Thus, the fact that claims are severable does not mean that common utility does not apply to

them all. Utility pertains to the invention, not what the patentee ultimately chooses to claim.

104. In the end, Astra's argument that the only utilities that must be met are those that are

claimed is, in effect, an assertion that utility promised in the specification has no role in the

assessment of the utility of the subject matter of a claim. This is not a clarification of Consolboard,

Teva, Wellcome and decades of Canadian law; it is a reversal of it.

8. The "promise doctrine" does not contradict the goal of early filing or full disclosure
(AF: 134)

105. The "promise doctrine" does not delay applicants. It is the statutory requirement to have

made in invention before seeking a patent that Astra finds inconvenient. The requirement exists

because the Patent Act seeks to encourage the disclosure of inventions, not potential inventions.

106. Astra incorrectly also asserts that the "promise doctrine" inhibits applicants from describing

the "operation or use [of the invention] as contemplated by the inventor. Subsection 27(3) of the

Patent Act requires the applicant to describe what it contemplates to be the invention, and how to

use it; but the section does not demand that the applicant contemplate such matters in any particular

way. If the inventor does not "contemplate" a promise for a particular application, the inventor need

not make one.63 The cases are legion that an applicant is never obliged to make a promise of utility.

107. Astra's argument that an applicant for a pharmaceutical patent must conduct clinical trials is

not supported. The work that is required to make an invention in any particular context depends

entirely on the nature of the invention sought to be patented and the prevailing state of the art. This

Court has already made it clear that in some cases in vitro studies are sufficient to establish a sound

prediction of therapeutic action.64

62 Sanofi at paras. 108; Lilly, at para. 33.

63 AF:6, 47, 51, 127

64 Wellcome at para. 3, 77. The conduct of clinical trials does not automatically destroy the novelty of an invention.
Bayer Inc, et al. v. Apotex Inc. et al., (2014), 122 C.P.R. (4th) 289 (F.C.) RA, V3, T26, at para. 121.
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9. The "promise doctrine" is fair to patent applicants and the public (AF:67)

108. Contrary to Astra's argument, it is not at all "unfair" that a patent whose claims embrace

otherwise useful subject matter ought to be denied a patent because it is not useful for the purposes

promised in the patent. The law of utility does not "impose more than that required for section 2

utility" but rather exactly the amount of utility the inventor describes for its invention.

109. It is not "unfair" to hold the patentee to the bargain it made, and it is no answer that the

applicant, now a patent holder, can look back in retrospect and think it could have made a better

deal.65 Astra enjoyed the rewards of priority, exclusivity and the discouraging of competitive

research while the 653 application and patent were extant. In this case, it was Astra, not the public,

who provided the deficient consideration.

10. No other "statutory scheme" serves the function of the law of utility (AF:99-104)

110. Astra is incorrect that the Patent Act provides a statutory scheme to hold applicants to their

promises of utility aside from that described above. Section 53 of the Patent Act voids patents if

their applications contain misleading statements, but only if those statements are made "willfully

and for the purpose of misleading". As such, the provision is directed to patents procured by fraud

against the Patent Office and thus the public.66

111. The law of utility serves a different function. An applicant who applies for a patent based on

speculative utility may not be perpetrating a fraud, but nevertheless has failed to provide the

required consideration to the public.

D. ASTRA'S ATTEMPT TO OVERRULE WELLCOME UNDER THE GUISE OF
`CLARIFYING' IT (AF:141-150)

112. Astra argues that this Court ought to "clarify" its 2002 decision in Wellcome to explain that

this Court really intended to limit the doctrine of sound prediction to use patents, to allow after the

65 The common law has long considered it "fair to hold people to the transactions they make, and the obligations
they undertake, even if the consideration was imbalanced in retrospect Jedfro Investments (U.S.A.) Ltd. v. Jacyk,
[2007] 3 S.C.R. 679, RA, V4, T42, at para. 34.

66 Wellcome, paras. 94, 109.
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fact utility to retroactively nourish the application, to dilute the utility to an "educated guess", and

to allow applicants to keep their predictions secret. But Wellcome is already clear on all these

points; it flatly rejects them,

113. Wellcome applies to all patents: While the particular patent at issue in Wellcome did relate

to a new use, the Court's recitation of the test of sound prediction makes its general application

plain:

"...there must be a factual basis...In Monsanto and Burton Parsons, the factual basis was
supplied by the tested compounds, but other factual underpinnings, depending on the
nature of the invention, may suffice. Secondly, ... [i]n Monsanto and Burton Parsons, the
line of reasoning was grounded in the known "architecture of chemical compounds"
(Monsanto, at p. 1119), but other lines of reasoning, again depending on the subject
matter, may be legitimate. ...Each case will turn on the particularities of the discipline
to which it relates. (at paras. 70, 71)(emphasis added)

114. The Court's references to Monsanto both in this passage, and as the occasion where sound

prediction "was explicitly received into our law", are telling because Monsanto was a case

involving a claim for new compounds, not new uses. This broad application is also evident from the

Court's resort to the "heavier-than-air" flying machine to illustrate the doctrine. Moreover, the

Court's focus in Wellcome is the mischief of premature patenting. This is not an issue specific to

particular inventions or founs of claim. The reasoning proceeds from the definitions of "invention"

and "useful" in the Patent Act, which definitions apply equally to patents of all types.67

115. Astra forgets that sound prediction represents an exception that relieves an applicant from

the "condition precedent" of having an invention whose utility has been demonstrated on the filing

date. If sound prediction applied only to use patents, Astra's appeal would fail. Astra did not

demonstrate the utility of its invention on any definition of that utility before the filing date. At trial,

it was Astra who sought the shelter of sound prediction.68

116. Wellcome forbids "after the fact" evidence of sound prediction: Wellcome directly

67 Wellcome, at paras. 22, 61, 83; Monsanto at para. 1110, 1115; Sanofi at paras. 105, 107; Eurocopter, at paras 144;
Perry and Currier, 7.18.

68 As such, and contrary to its argument (AF:12) Astra conceded that the 653 patent was indeed the "sort of case" to
attract a Wellcome analysis,.
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addressed and rejected the notion that after the fact evidence of operability is relevant to whether

the invention was soundly predictable when made, reversing the Federal Court of Appeal on

precisely this point.69 Teva's reference to Perry and Currier for the proposition that "enthusiastic

reception...will tend to indicate that the invention is useful" is a reference to the operability of

the invention, not whether its utility is known at the application date.

117. Wellcome rejects predictions that are not "sound": Astra highlights some of the Court's

characterizations of what is not an invention (lucky guesses, wishful thinking, lottery tickets) to

suggest a low threshold for a patentable prediction, and ignores those that suggest a higher one

(hypothesis, almost invention, unrealized purposes). The Wellcome Court does not use any these

verbal formulations to define the threshold of a patentable prediction. Rather, the Court adopted the

test from its decision in Monsanto and drew the line at "sound" predictions. The prediction must be

"sound" and the teaching must be "solid". There must be an "articulable and sound line of

reasoning from which the desired result can be inferred from the factual basis". Only then will the

public receive the "hard coinage" of a "meaningful teaching". (at paras., 37, 69-71, 83, 84)

118. Astra's proposal (AF:149) that a skilled reader need only see an applicant's assertion of

utility as "plausible" (i.e., less than "sound"), would reintroduce the deficiency that this Court fixed

in Wellcome. A reader seeing a plausible result in a patent would presume that the work had been

done to achieve it.

"The concept might be beautifully described but at the same time be quite wrong and
misleading to people who consult it. In such a case, the public would be spending its
monopoly rights for misinformation, and in the process litter the patent registry with
useless patents that might impede others in their search for a real solution to the same
problem..." (at para. 45)

The soundness (or otherwise) of the prediction is a question of fact based on evidence "led about

what was known or not known at the priority date", not simply statements about what the inventor

thinks might be plausible. (at paras., 46, 71)

69 Wellcome at paras. 31, 34, 46, 68, 69, 78-84. Astra's comment (AF:141) that "when utility is not in doubt...the
requirements of sound prediction do not arise" is opposite to the finding in Wellcome. Utility was not "in doubt" in
that case (see para. 1) yet the patentee was required to show that utility was soundly predictable at the filing date.
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119. At trial, Astra suggested neither that Wellcome required clarification or that the intended

standard was "plausibility". Astra simply asserted the sound prediction standard as a "prima facie

reasonable inference", the formulation used in the lower Courts. The trial judge applied this

standard to the evidence and found that Astra fell short."

120. Disclosure obligation applies to sound prediction patents generally: Astra concedes

(AF: 143) that Wellcome requires the applicant for a patent to disclose the sound prediction (factual

basis and line of reasoning) in the application, but as discussed above, argues that Wellcome does

not apply to the 653 patent because it is not a "use" case.

121. Apotex disagrees. The law applies to all patents equally. As such, Apotex submits that the

decisions below can alternatively be supported by the factual finding of the trial judge that the 653

patent did not disclose the factual basis or line of reasoning for the predictions at its core.71

122. Subsection 27(3) requires the disclosure of the prediction because it requires disclosure of

the invention. In a sound prediction case, the claimed subject matter has not been invented — the

invention is in the prediction itself. It is that prediction that forms part of the quid pro quo the

public is to receive in the bargain. Wellcome addressed this point as follows:

Normally, it is sufficient if the specification provides a full, clear and exact
description of the nature of the invention and the manner in which it can be
practised: ... In this sort of case, however, the sound prediction is to some
extent the quid pro quo the applicant offers in exchange for the patent
monopoly. (at para. 70)(emphasis added)

123. The Court in Wellcome did not have to determine if the disclosure in the patent was

adequate because there was no dispute on this point. Still, in its reasons, this Court repeatedly

emphasized the importance of disclosing the factual basis and line of reasoning for the prediction.

(at paras. 3, 70, 75, 83, 93)

124. The requirement to disclose predictions is not new or inconsistent with disclosure in other

7° Astra Trial Argument, para. ; Eli Lilly at paras. 84-85.

71 Astra cannot avoid invalidity by its argument (AF:164) that the improved properties "more reasonably' are support
for claims 28 and 29. As noted above, any insufficiency is fatal to the patent as a whole.
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contexts.72 Save as discussed below, the requirement is not at all controversial in the lower courts.

As courts have long recognized, this disclosure is demanded by the bargain at the heart of patent

law. The inventor of a prediction is not providing the public with an invention that has been shown

to work, yet the monopoly granted is undiminished. Requiring the inventor to correctly describe the

limits of the invention he or she actually made is necessary to give effect to the statutory bargain.

Only disclosure of the elements of the prediction will allow the public to understand what the

inventor actually achieved and to make the same use of the invention as the inventor, including by

allowing the public to assess the cogency and safety of working an invention which is only a

prediction.73

125. Some of the lower courts' articulations of this disclosure obligation have characterized it as

a "heightened disclosure requirement", as if created sui generis in Wellcome based on section 2,

rather than resulting from ordinary disclosure in a sound prediction context. This has led to some

confusion.

126. In Teva, in a discussion it explicitly directed be obiter, this Court stated it could find no

reference to a "heightened disclosure obligation" in the Patent Act and that, as in Consolboard, an

applicant need not "disclose the utility". This Court did not there reference paragraph 70 of the

Wellcome or appear to consider Wellcome's teaching that the disclosure of a prediction in a case

with no demonstrated utility is the disclosure of the invention itself, not a disclosure of its utility.

127. The trial judge took Teva to be overruling the disclosure requirement from Wellcome and

accepted Astra's argument that Wellcome applied only to "new use" cases. These were errors of

law. The trial judge took comfort from a dissenting view (on this point) of Gauthier J. and an

article by Professor Siebrasse. (TR:139:160) However, none of the trial judge, Gauthier J. or Mr.

Siebrasse ever applied to their analysis the fact that, in a sound prediction case, the invention is the

72 When the invention relates to a compound with therapeutic properties, the compound must be singled out for these
properties; Teva at paras. 70-75. When the invention is the recognition and application of special advantages, the
patent must define the special advantages in clear terms; Sanofi at para. 114. See also: Monsanto at 1117.

73 Eurocopter at paras. 150-155; Eli Lilly Canada Inc. v. Apotex Inc., (2009), 78 C.P.R. 388 (F.C.A.)("Raloxifene"),
RA, V4, T34, at paras. 14, 15,18; Atomoxetine, at paras. 46-51.
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prediction and the thing to be disclosed.74 The Federal Court of Appeal does did not share the trial

judge's view of Teva75 and the cases decided since have not followed the trial judge's approach.76

E. ASTRA'S APPEAL TO INTERNATIONAL HARMONIZATION IS ILL-
FOUNDED

128. Astra seeks to have this Court disregard Canadian law in favour of that of jurisdictions

Astra considers more favourable to patent holders. This approach is not justified.

129. The law of utility complies with PCT: Contrary to Astra's arguments, Canada's law of

utility does indeed encourage the early disclosure of inventions (as discussed above) and has

already been held not to be contrary the Patent Cooperation Treaty ("PCT").77 The PCT is a treaty

by which signatories pledge to enact certain provisions, not a statement of domestic Canadian law.

The PCT has effect only to the extent that its provisions are adopted into the Patent Act. It is for

Parliament to choose what provisions of any treaty to enact and it is Parliament which must answer

to any accusation of failing to abide by a treaty.

130. In any event, the Patent Act is entirely compliant with the PCT.78 The PCT contains no

provision that precludes a signatory from evaluating the utility of an invention by considering

whether it does what the patent promises it will do, or from requiring the disclosure of the factual

basis and sound line of reasoning in sound prediction cases. The PCT provides that nothing in the

Treaty or its Regulations shall be construed as limiting the Contracting States' freedom to prescribe

substantive conditions of patentability.79 This Court has repeatedly explained that the sufficiency of

a patent's disclosure is a substantive condition of patentability because it comprises part of the quid

74 Notwithstanding Gauthier J.A.'s view, the majority affirmed the sound prediction disclosure requirement. Sanofi-
Aventis, at para. 19.

Eurocopter at paras. 150-155.

76 Allergan Inc., v, Apotex Inc. et al„ 2016 FC 344, RA, V1, T15, at 51-57; Eli Lilly Canada Inc. v. Hospira
Healthcare Corp, 2016 FC 47, RA, V4, T35, at paras. 45-49

77 Raloxifene at para. 19.

78 Sections 27(3) of the Patent Act, and Rule 80 of the Patent Rules reflect Article 5 of the PCT and Rule 5.1(a)(iii)
of the PCT Regulations"

79 Patent Cooperation Treaty, June 19, 1970, 28 U.S.T. 7647, as amended, Arts. 5, 27(5)(6); Regulations under the
PCT, June 19, 1970, 28 U.S.T. 7647, as amended, r. 5.1(a)(iii)
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pro quo for the patent monopoly.8°

131. The law of utility is not "out of step" internationally: This Court ought to ignore Astra's

argument that Canada is out of step internationally because its law differs from the "industrial

applicability" utility standard in the United Kingdom and European Patent Convention

("UK/EPC") and the "specific, substantial and credible" utility standard relied upon in the United

States ("US"). Foreign law is a question of fact that must be pleaded, proven and explained in the

evidence, circumstances that are absent at bar.81 In any event, the argument is specious.

132. First, there is no international consensus on utility. As explained by the UK Supreme Court,

while it may be a "laudable aim to seek to ensure that all aspects of the law of patents are identical

throughout the world...the achievement of such an aim is plainly not currently practicable,

and,...there are significant and fundamental differences...between US patent law and the EPC (two

notorious examples being the first to file rule in Europe, and file wrapper estoppel in the US)."82

International efforts to harmonize the utility requirement have not been successful.83

133, Second, the argument improperly portages control of Canadian innovation policy from

Canada into the international sphere. Our utility requirement is based upon the words of the Patent

Act as interpreted in the Canadian legal context and in light of its goals by our courts. The

invocation of an international standard nullifies these differences and ignores the fact that Canadian

8° Consolboard at 517; Pioneer at paras. 23, 26; Cadbuiy at para. 46; Free World at para. 13; Wellcome at paras. 37,
70

81 Allen v. Hay, 1922 CarswellBC 74, RA, V1, T14, at para. 24„ 64 S.C.R. 1976; Pitel, Stephen G.A. and Rafferty,
Nicholas, S., Conflict of Laws, Ch. 12 (Toronto: Irwin Law, 2010), RA, V1, T10, at 237.

82 Human Genome Sciences Inc. v. Eli Lilly and Company [2011] UKSC 51, RA, V4, T39, at paras. 35-41. Canadian
patent law differs from that of its trading partners in many ways; e.g., in the US, it is permissible to claim a "method
of medical treatment", whereas in Canada it is not: Visx Inc. v. Nidek Co., (1997), 77 C.P.R. (3d) 532, RA, V6, T69,
at 535; Canada allow patents on business methods, Europe does not: Canada (Attorney General) v. Amazon. coin, Inc.
2011 FCA 328, RA, V3,T32, at para. 16; Canada allows a 1-year grace period during which an inventor can publish
his or her invention, Europe does not: Vaver, D. "Is Canada's Patent Law Out of Step?", Reworked remarks for
University of Toronto 2nd Patent Law Colloquium, No 22, 2013, RA, V1,T11, at p. 4.

83 WIPO Standing Committee on the Law of Patents, "The Practical Application of Industrial Applicability/Utility
Requirements Under National and Regional Laws" (2001) SPC5/Inf, ("WIPO Report"),(RA, V1, T12, at para. 24.
Attempts at harmonizing substantive patent laws have failed precisely because different countries could not reach
agreement on the appropriate requirements on issues as fundamental as novelty, non-obviousness and utility: Gold
and Shortt at pp. 56-58. For a discussion of the pitfalls associated with achieving a harmonized international patent
system, see: Reichman, J. and Dreyfuss, R. "Harmonization Without Consensus: Critical Reflections on Drafting a
Substantive Patent Law Treaty" (2007) 57 Duke LJ 85, RA, V1, T9, at 89-93.
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courts, including this Court in Wellcome, have been reluctant to give effect to the decisions of

foreign Courts, even where related patents are considered, precisely because there are differences in

the enacted laws of respective countries.84

134. The UK, for instance, once had a statutory utility defined in respect of "invention" in a

manner similar to Canada's present Act, and the then UK law of utility was very similar to the

present Canadian view. In 1949, the UK law was rewritten to make inutility relate only to claims

(which Canada's law does not). In 1977, the UK removed utility from its law entirely and adopted

the different, European standard of "industrial applicability".85 Astra's approach effectively seeks

to obtain the same result without the accompanying statutory amendments.

135. Third, a single doctrine, such as utility, cannot be used as a proxy for comparing the

Canadian patent system with that of foreign jurisdictions. It is the interaction between the various

Canadian patent doctrines which shapes the notional bargain of the Patent Act. Comparative law

analyses must be undertaken on a holistic basis rather than by selecting individual elements of the

law in isolation from the legal and policy matrix in which they are embedded.86 The World

Intellectual Property Organization recognizes that "for the purposes of full harmonization of

substantive patent law, the industrial applicability/utility requirement cannot be considered

separately from other requirements".87

136. For example, each of Canada, the UK, and the US invalidate patents if obvious. But,

judicial interpretation of this standard differs. In the UK, an invention is obvious if it is a solution

the skilled person would have found worth trying. Canada is more strict (better for patentees) by

84 Wellcome at para. 40; Johnson & Johnson Inc. v. Boston Scientific Ltd., 2008 FC 552, RA, V4, T43, at paras. 257-

270; Bayer Inc. v. Cobalt Pharmaceuticals Co., 2013 FC 1061, RA, V at paras. 20-21; Pfizer Canada Inc. v. Apotex

Inc., 2009 FCA 8, ("Apotex sildenafil")RA, V5, T50, at paras. 28-29. This is why results of cases in Australia and

Europe involving an esomeprazole patent cannot be transposed to Canada. In addition to different laws, different

allegations (e.g. no utility challenge appeared to be levied in Australia), different evidence, and different factual

findings may have led to different decisions being reached in different cases. Indeed, this is not unusual. For

instance, in Apotex Pty Ltd .v. Sanofi, [2009] FCAFC 134, RA, VV2, T23, the Australian Federal Court invalidated a

patent covering the enantiomeric drug clopidogrel on the grounds of obviousness at paras. 20-40. The Canadian

Federal Court of Appeal reached the opposite conclusion in Sanofi -Aventis at paras. 72- 82.

85 Hayhurst, at 232, 239, 261-262 (ft. 35), 268 (ft. 123);Gold and Shortt at pp. 48-51.

86 Gold and Shortt, at p. 58-60.

87 WIPO Report at paragraph 24.



- 36 -

demanding evidence that the solution is obvious to try, leading to opposite results for counterpart

patents.88

137. Finally, while Astra singles out the US and Europe, it ignores the regimes of other countries

and, in particular, that the promise of the patent is enforced in Commonwealth countries whose

patent systems are derived from the UK.89 Australia, for instance, evaluates utility by considering

what a patentee promised, and its courts have invalidated patents for inventions which fail to

achieve their promise despite having some minimal utility.9°

F. ASTRA'S ATTEMPT TO HAVE THIS COURT RE-TRY THIS CASE

138. Astra's attempt to have this Court re-write the law of utility and make new factual findings

in its favour ought to be rejected.

1. Astra's new case requires a reversal of this Court's long-standing jurisprudence and
upon characterizations of the evidence that conflict with the findings of the trial judge

139. Astra's framework ignores settled patent principles: Astra's articulation of the law of

utility proposes different rules for different inventions,91 permits patents which say one thing and

do another, and protects pure speculation no matter what public mischief it might cause. Such a law

would reverse multiple precedents, ignore the Patent Act's distinction between inventions and

claims, and disregard the incentives that are supposed to undergird the patent system.

88 Apotex sildenafil at para. 45. The asserted absence of a "promise doctrine in Europe and the U.S. may be more

apparent than real as certain considerations that would figure in the utility analysis in Canada might be asserted
under a different doctrine elsewhere. For instance, due to certain evidentiary doctrines discouraging US litigants

from raising inutility arguments, they are often reframed and pleaded as failures of written description and/or

enablement. See: Gold and Shortt at p. 60 — 65.

89 Gold and Shortt at p. 51.

90 See, e.g, Ranbaxy Australia Pty Ltd v. Warner-Lambert Co (No 2), [2006] FCA 1787, RA, V5, T55, at paras. 368-

378. In the case, the specification was found to have promised that the enantiomer would e ten times more potent

than the racemate. The invention was held not be useful because the enantiomer was only twice as potent as its

racemate. In the decision, the Court also invalidated the patent on the grounds of false suggestion or
misrepresentation but noted that the grounds of utility and false suggestion can overlap. The finding of false
suggestion/misrepresentation was affirmed on appeal and thus it was not necessary to comment on the correctness of

the utility ruling. [2008] FCAFC 82, RA, V5, T54, at paras. 141-144.

91 AF:155, 166. Astra accepts the promise doctrine for use claims. According to Astra, if a claim monopolizes a

certain use or result, then this use or result is a promise, notwithstanding if the claimed use has some lesser utility.
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140. Astra ignores the findings of the trial judge on construction and proposes evidence not

before the court: Astra does not assert that the trial judge made any error in his weighing of the

evidence related to patent construction, much less any palpable and overriding errors. Nonetheless,

Astra now seeks to have this Court replace the trial judge's construction with one it says is "more

reasonabl[e]".92 This is illegitimate. Appeals seek correction of certain types of judicial error, they

are not forums for beginning the case again.93

141. Astra's very approach illustrates its unsuitability. Astra selects disparate aspects of the

patent and trial reasons, adds its own characterizations, and juxtaposes elements the trial judge did

not so juxtapose. To this, Astra adds statements, not in evidence, about its "good faith," and about

how it felt compelled to disclose what it now says it "contemplated", and how the compounds are

the "gravamen" of the invention. (AF:6, 104,142,156-165) This is all especially discreditable given

Astra's position at trial that the invention and utility of each claim included improved

pharmacology (as truncated).

142. Contrary to the assumption underlying Astra's appeal, it is not clear that Astra would have

obtained the 653 patent if it did not assert improved properties for its optically pure enantiomers.

Further purifying impure enantiomers may involve an inventive process, but the enantiomers

themselves do not deserve patent protection unless the purification gives them new and useful

properties.94 Astra conceded this in the way it drafted and prosecuted its patent, and by suggesting

that the patent be treated like a selection patent for anticipation purposes at tria1.95

143. The optical purity limitation in each claim embodies the improved pharmacology compared

to omeprazole just as "the fan casing for rotatory movement" apparatus claim element embodied

the purpose of "th.row[ing] snow in different directions" in Wandscheer.

92 AF:129-130. The trial judge did not misunderstand Astra's argument. This is clear in the detailed reasons the trial
judge provides for rejecting it (TR:121-122, 128-130). Astra did not raise this as a ground of appeal below.

93 The construction of a patent, including its utility, involves questions of both fact and law, depending as it does on

the evidence of how the skilled addressee would understand the patent. Consolboard at 537; Whirlpool at para. 62;
Wellcome, at 42, 44; Housen v. Nikolaisen, 2 S.C.R. 235, RA, V4,T40, at paras. 10-12, 19-28, 32-36; Etu•ocopter at

para. 71, The historical approach of treating patent construction as a pure question of law should be abandoned. ABB at

21-28; Sattva Capital Corp. v. Creston Moly Corp., [2014] 2 S.C.R. 633, RA, V6,T59, at 42-59.

94 AstraZeneca, at paras. 80, 83, 90; In re Merz, [1938] 25 C.C.P.A. 1314 at 1316.

95 Astra Trial Argument, RR, T2, paras. 145, 173.
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144. The trial judge concluded that ignoring the improved therapeutic profile "circumvent[s] the

ordinary meaning of [the patent's description of utility] to skilled persons by truncating it." As this

Court noted in Teva, "it would be disingenuous for [a patentee] to imply that there is one invention

in the patent application for the purpose of complying with s. 36(1) and then to submit that each

claim concerns a distinct invention for the purposes of this appeal." (Teva, at para. 68)

145. Astra ignores the findings and evidence on prediction: No evidentiary basis to find

Astra's predictions plausible, credible or sound: The trial judge accepted Dr. Meyer's view that

the most that could be said from Astra's pre-filing work was that (-)-omeprazole showed slower

metabolism in the tests than (+)-omeprazole. Dr. Meyer gave additional evidence as to why this

was so.96 Astra may not take this evidence further with mere argument. Astra has not identified any

palpable or overriding error so as to justify intrusion in the trial judge's weighing of the evidence.

146. No witness applied Astra's new "plausible' standard to the cogency of Astra's prediction.

There is thus no evidence upon which this Court could reach a new conclusion on this point.

Nevertheless, it seems even Astra itself did not consider its predictions plausible at the application

date because it did not even hazard a guess as to which enantiomer would be an improvement over

omeprazole. The application simply asserted that both enantiomers would be better, 'covering the

field' until Astra figured out which one it would assert was the invention all along.97

147. The unequivocal nature of Astra's promise is not evidence of its plausibility. Invention asks

what the inventor accomplished, not what he or she wrote down. The decision to develop

esomeprazole, and even proof of its ultimate utility (which the trial judge did not accept), are not

probative of whether the prediction was sound when made. Further, that a related European patent

was found plausible on a different evidentiary record does not displace the trial judge's findings.

148. Finally, and contrary to Astra's arguments (AF:173-176), even if Wellcome did not forbid

evidence of the usefulness of esomeprazole post-filing from informing the utility at the filing date,

Astra did not establish that esomeprazole had the improved properties asserted for it in the 653

96 Meyer Report, AR, V2, T19, paras. 137.

97 In this way, Astra obscured what it now argues was the true invention. (See: Teva at paras. 30, 66).
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patent. The trial judge had conflicting evidence on this point and did not reach such conclusion.

2. Astra may not now resile from the case it made at trial

149. Astra has wholly reversed the positions it deliberately and strategically took at trial on

multiple matters of both fact and law. This is not permitted. It is the long established rule that an

appellant is held to the positions it deliberately advanced at trial and cannot resile from these

positions on appeal. "The rule is no mere technicality of practice; but the particular application of a

sound and all important maxim that litigants shall not play fast and loose with the course of

litigation. "98

150. Apotex will suffer real prejudice if Astra is pel fitted this approach. Apotex can no longer

elicit evidence to respond to Astra's new case or to address, with evidence, the apparent gaps Astra

exploits in its recasting. For example, Apotex cannot now properly challenge Astra's assertion that

the 653 patent was sought only for the purification work in "good faith", rather than for the

improved properties; that reference to the properties was made only to be complete in disclosing

what Astra "contemplated" and not, for example, to convince the Examiner to grant the patent; that

Astra's work made the improved properties "plausible"; and that competitors were not dissuaded

by Astra's prophetic assertions in its application, etc. Further, Apotex cannot properly challenge

Astra's allegation about the content of foreign law, the extent to which it would serve Canada better

than Canada's current law, and the extent to which harmonization is even possible. Astra's

approach also denies Apotex the right to have a trial on these legal and factual issues, and denies

this Court a trial and appeal judgment to consider in its own deliberations over this case.

151. Further, had Astra not conceded the application of the "promise doctrine' and the "prima

facie reasonable inference" standard to this case, Apotex would have made different strategic

decisions in all aspects of the case, including pursuing a challenge to the patent under section 53 of

the Patent Act, and to Astra's conduct in approbating and reprobating. More broadly, if Astra had

not made the concessions it did regarding the law and the construction of the patent, Apotex would

98 David Spencer Ltd. v. Field, [1939] S.C.R. 36, RA, V6, T62, at 42; Scott v. Fernie (1904), 11 B.C. 91 (S.C.) RA,
V6, T60, at 94 (S.C.); Boykowych & Gadzalia v. Boykowych, [1955] S.C.R. 151, RA, V3,T28, at 158-159; Bankcroft
v. Montreal Trust Co., [1937] 4 D.L.R. 461 (B.C.C.A.), RA,V2,T25, at 464; VIH Aviation Group Ltd. v. CHC
Helicopter LLC, 2012 BCCA 125, RA, V6,T66, at para. 44.



- 40 -

have made different decisions regarding the marketing of its product and the resulting exposure to

liability.

152. In sum, Astra ought not be entitled to monetary relief against Apotex because Astra did not

make Apotex aware of the true case it had to meet. Regardless, Astra is also not entitled to

"damages and an accounting of profits" (AF:179) for the additional reason that these elements of

relief were not requested conjunctively, but rather as alternatives, at trial.
99

PART IV - SUBMISSIONS CONCERNING COSTS

153. Apotex requests costs of this appeal.

PART V - ORDER SOUGHT

154. Apotex requests that this appeal be dismissed with costs.

155. If this Court allows any aspect of this appeal, the issues of patent construction, utility and

remedy ought to be sent back to the Federal Court.

August 29, 2016 ALL OF WHICH IS RESPECTFULLY SUBMITTED

Go dmans LLP,

Lawyers for the Respondents

99 Further Amended Statement of Claim, dated December 11, 2012, para. 1(d), RR, Tab 1.
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Patent Act, R.S.C. 1985, c. P-4, s. 2

Canada Federal Statutes

Patent Act

Interpretation

R.S.C. 1985, c. P-4, S. 2

s 2. Definitions

Currency

2.Definitions

In this Act, except as otherwise provided,

"applicant" includes an inventor and the legal representatives of an applicant or inventor;

"claim date" means the date if a claim in an application for a patent in Canada, as determined in accordance with section

28.1;

"Commissioner" means the Commissioner of Patents;

"country" includes a Member of the World Trade Organization, as defined in subsection 2(1) of the World Trade

Organization Agreement Implementation Act;

"filing date" means, in relation to an application for a patent in Canada, the date on which the application is filed, as

determined in accordance with section 28;

Proposed Amendment — 2 "filing date"

"filing date" means the date on which an application for a patent in Canada is filed, as determined in accordance

with section 28 or subsection 28.01(2) or 36(4);

2014, c. 39, s. 114 [Not in force at date of publication.]

"invention" means any new and useful art, process, machine, manufacture or composition of matter, or any new and

useful improvement in any art, process, machine, manufacture or composition of matter;

"legal representatives" includes heirs, executors, administrators, guardians, curators, tutors, assigns and all other persons

claiming through or under applicants for patents and patentees of inventions;

Proposed Amendment — 2 "legal representatives"

"legal representatives" includes heirs, executors or administrators of the estate, liquidators of the succession,

guardians, curators, tutors, transferees and all other persons claiming through applicants for patents and patentees

of inventions;

2014, c. 39, s. 114 [Not in force at date of publication.]

"Minister" means the Minister of Industry or such other member of the Queen's Privy Council for Canada as is designated

by the Governor in Council as the Minister for the purposes of this Act;

r, ,,t-le.xt CANADA Copyright 0 Thomson Reuters Canada Limited or its licensors (excluding individual court documents). All rights reserved.



Patent Act, R.S.C. 1985, c, P-4, s. 2

"patent" means letters patent for an invention;

"patentee" means the person for the time being entitled to the benefit of a patent;

"predecessor in title" includes any person through whom an applicant for a patent in Canada claims the right to the

patent;

"prescribed" means prescribed by rules or regulations of the Governor in Council and, in the case of a fee, includes a

fee determined in the manner prescribed;

"prescribed fee" [Repealed R.S.C. 1985, c. 33 (3rd Supp.), s. 1.]

"priority date" [Repealed 1993, c. 15, s. 26(1).]

"regulation" and "rule" include rule, regulation and form;

"request for priority" means a request under section 28.4.

"work on a commercial scale" [Repealed 1993, c. 44, s. 189.]

Amendment History

R.S.C. 1985, c. 33 (3rd Supp.), s. 1; 1993, c. 2, s. 2; 1993, c. 15, s. 26; 1993, c. 44; 1994, c. 47, s. 141; 1995, c. 1, s. 62(1)(n)

Currency

Federal English Statutes reflect amendments current to August 10, 2016

Federal English Regulations are current to Gazette Vol. 150:16 (August 10, 2016)

End of Document Copyright Thomson Reuters Canada Limited or its licensors (excluding individual court documents). All

rights reserved.

Wei eXt, CANADA Copyright Thomson Reuters Canada Limited or its licensors (excluding individual court documents). All rights reserved.



Patent Act, R.S.C. 1985, c. P-4, s. 10

Canada Federal Statutes

Patent Act

Patent Office and Officers

R.S.C. 1985, c. P-4, s. 10

S 10.

Currency

10.

10(1)Inspection by the public

Subject to subsections (2) to (6) and section 20, all patents, applications for patents and documents filed in connection

with patents or applications for patents shall be open to public inspection at the Patent Office, under such conditions

as may be prescribed.

10(2)Confidentiality period

Except with the approval of the applicant, an application for a patent, or a document filed in connection with the

application, shall not be open to public inspection before a confidentiality period of eighteen months has expired.

10(3)Beginning of confidentiality period

The confidentiality period begins on the filing date of the application or, where a request for priority has been made

in respect of the application, it begins on the earliest filing date of any previously regularly filed application on which

the request is based.

10(4)Withdrawal of request

Where a request for priority is withdrawn on or before the prescribed date, it shall, for the purposes of subsection (3)

and to the extent that it is withdrawn, be considered never to have been made.

10(5)Withdrawn applications

An application shall not be open to public inspection if it is withdrawn in accordance with the regulations on or before

the prescribed date.

10(6)Prescribed date

A prescribed date referred to in subsection (4) or (5) must be no later than the date on which the confidentiality period

expires.

Amendment History

1993, c. 15, s. 28

Currency

Federal English Statutes reflect amendments current to August 10, 2016

Federal English Regulations are current to Gazette Vol. 150:16 (August 10, 2016)
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27.

27(1)Commissioner may grant patents

The Commissioner shall grant a patent for an invention to the inventor or the inventor's legal representative if an

application for the patent in Canada is filed in accordance with this Act and all other requirements for the issuance of

a patent under this Act are met.

27(2)Application requirements

The prescribed application fee must be paid and the application must be filed in accordance with the regulations by

the inventor or the inventor's legal representative and the application must contain a petition and a specification of the

invention.

27(3)Specification

The specification of an invention must

(a) correctly and fully describe the invention and its operation or use as contemplated by the inventor;

(b) set out clearly the various steps in a process, or the method of constructing, making, compounding or using a

machine, manufacture or composition of matter, in such full, clear, concise and exact terms as to enable any person

skilled in the art or science to which it pertains, or with which it is most closely connected, to make, construct,

compound or use it;

(c) in the case of a machine, explain the principle of the machine and the best mode in which the inventor has

contemplated the application of that principle; and

(d) in the case of a process, explain the necessary sequence, if any, of the various steps, so as to distinguish the

invention from other inventions.

27(4)Claims

The specification must end with a claim or claims defining distinctly and in explicit terms the subject-matter of the

invention for which an exclusive privilege or property is claimed.

27(5)Alternative definition of subject-matter

For greater certainty, where a claim defines the subject-matter of an invention in the alternative, each alternative is a

separate claim for the purposes of sections 2, 28.1 to 28.3 and 78.3.

Proposed Addition — 27(5.1), (5.2)

27(5.1) Drawings

VA` e X t CAeNADA copyright rJ Thomson Reuters Canada Limited or its licensors (excluding individual court documents). All rights reserved.
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In the case of a machine, or in any other case in which an invention admits of illustration by means of drawings,

the applicant shall, as part of the application, furnish drawings of the invention that clearly show all parts of the

invention.

27(5.2) Particulars

Each drawing is to include references corresponding with the specification. The Commissioner may, as the

Commissioner sees fit, require further drawings or dispense with the requirement to furnish any drawing.

2014, c. 39, s. 120(2) [Not in force at date of publication.]

27(6)When application to be completed

Where an application does not completely meet. the requirements of subsection (2) on its filing date, the Commissioner

shall, by notice to the applicant, require the application to be completed on or before the date specified in the notice.

Proposed Amendment — 27(6)

27(6) Requirements not met

If, on its filing date, an application does not meet the requirements of subsection (2), other than the payment of the

application fee, the Commissioner shall, by notice, require the applicant to meet those requirements on or before

the prescribed date.
2014, c. 39, s. 120(2) [Not in force at date of publication.

27(7)Specified period

The specified date must be at least three months after the date of the notice and at least twelve months after the filing

date of the application.

Proposed Amendment — 27(7)

27(7) Application fee not paid

If, on the filing date of the application, the application fee is not paid, the Commissioner shall, by notice, require

the applicant to pay the application fee and the prescribed late fee on or before the prescribed date.

2014, c. 39, s. 120(2) [Not in force at date of publication.]

27(8)What may not be patented

No patent shall be granted for any mere scientific principle or abstract theorem.

Amendment History

1993, c. 15, s. 31
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28.

28(1)Filing date

The filing date of an application for a patent in Canada is the date on which the Commissioner receives the documents,

information and fees prescribed for the purposes of this section or, if they are received on different dates, the last date.

28(2)Deemed date of receipt of fees

The Commissioner may, for the purposes of this section, deem prescribed fees to have been received on a date earlier

than the date of their receipt if the Commissioner considers it just to do so.

Proposed Amendment — 28

28.

28(1) Filing date

Subject to subsections 28.01(2) and 36(4), the filing date of an application for a patent in Canada is the date on

which the Commissioner receives the prescribed documents and information or, if they are received on different

dates, the latest of those dates.

28(2) Outstanding documents and information

The Commissioner shall notify an applicant whose application does not contain all of the documents and

information referred to in subsection (1) of the documents and information that are outstanding and require that

the applicant submit them within two months after the date of the notice.

28(3) Application deemed never filed

If the Commissioner does not receive the outstanding documents and information within that two-month period,

the application is deemed never to have been filed. However, any fees paid in respect of the application shall not

be refunded to the applicant.
2014, c. 39, s. 121 [Not in force at date of publication.]

Amendment History

1993, c. 15, s. 33

Currency

Federal English Statutes reflect amendments current to August 10, 2016

Federal English Regulations are current to Gazette Vol. 150:16 (August 10, 2016)
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28.1

28.1(1)Claim date

The date of a claim in an application for a patent in Canada (the "pending application") is the filing date of the

application, unless

(a) the pending application is filed by

(i) a person who has, or whose agent, legal representative or predecessor in title has, previously regularly filed

in or for Canada an application for a patent disclosing the subject-matter defined by the claim, or

(ii) a person who is entitled to protection under the terms of any treaty or convention relating to patents to

which Canada is a party and who has, or whose agent, legal representative or predecessor in title has, previously

regularly filed in or for any other country that by treaty, convention or law affords similar protection to citizens

of Canada an application for a patent disclosing the subject-matter defined by the claim;

(b) the filing date of the pending application is within twelve months after the filing date of the previously regularly

filed application; and

(c) the applicant has made a request for priority on the basis of the previously regularly filed application.

28.1(2)Claims based on previously regularly filed applications

In the circumstances described in paragraphs (1)(a) to (c), the claim date is the filing date of the previously regularly

filed application.

Amendment History

1993, c. 15, s. 33

Currency

Federal English Statutes reflect amendments current to August 10, 2016

Federal English Regulations are current to Gazette Vol. 150:16 (August 10, 2016)
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28.2
28.2(1)Subject-matter of claim must not be previously disclosed

The subject-matter defined by a claim in an application for a patent in Canada (the "pending application") must not

have been disclosed

(a) more than one year before the filing date by the applicant, or by a person who obtained knowledge, directly or

indirectly, from the applicant, in such a manner that the subject-matter became available to the public in Canada

or elsewhere;

Proposed Amendment —28.2(1)(a)

(a) before the one-year period immediately preceding the filing date or, if the claim date is before that period,

before the claim date by the applicant, or by a person who obtained knowledge, directly or indirectly, from the

applicant, in such a manner that the subject-matter became available to the public in Canada or elsewhere;

2014, c. 39, s. 123 [Not in force at date of publication.]

(b) before the claim date by a person not mentioned in paragraph (a) in such a manner that the subject-matter

became available to the public in Canada or elsewhere;

(c) in an application for a patent that is filed in Canada by a person other than the applicant, and has a filing date

that is before the claim date; or

(d) in an application (the "co-pending application") for a patent that is filed in Canada by a person other than the

applicant and has a filing date that is on or after the claim date if

(i) the co-pending application is filed by

(A) a person who has, or whose agent, legal representative or predecessor in title has, previously regularly

filed in or for Canada an application for a patent disclosing the subject-matter defined by the claim, or

(B) a person who is entitled to protection under the terms of any treaty or convention relating to patents

to which Canada is a party and who has, or whose agent, legal representative or predecessor in title has,

previously regularly filed in or for any other country that by treaty, convention or law affords similar

protection to citizens of Canada an application for a patent disclosing the subject-matter defined by the

claim,

(ii) the filing date of the previously regularly filed application is before the claim date of the pending application,

is X t CANADA Copyright Thomson Reuters Canada Limited or Its licensors (excluding individual court documents). All rights reserved,
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(iii) the filing date of the co-pending application is within twelve months after the filing date of the previously

regularly filed application, and

(iv) the applicant has, in respect of the co-pending application, made a request for priority on the basis of the

previously regularly filed application.

28.2(2)Withdrawal of application

An application mentioned in paragraph (1)(c) or a co-pending application mentioned in paragraph (1)(d) that is

withdrawn before it is open to public inspection shall, for the purposes of this section, be considered never to have been

filed.

Amendment History

1993, c. 15, s. 33

Currency
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28.3lnvention must not be obvious

The subject-matter defined by a claim in an application for a patent in Canada must be subject-matter that would not

have been obvious on the claim date to a person skilled in the art or science to which it pertains, having regard to

(a) information disclosed more than one year before the filing date by the applicant, or by a person who obtained

knowledge, directly or indirectly, from the applicant in such a manner that the information became available to the

public in Canada or elsewhere; and

Proposed Amendment — 28.3(a)

(a) information disclosed before the one-year period immediately preceding the filing date or, if the claim date

is before that period, before the claim date by the applicant, or by a person who obtained knowledge, directly or

indirectly, from the applicant in such a manner that the information became available to the public in Canada

or elsewhere; and

2014, c. 39, s. 124 [Not in force at date of publication.]

(b) information disclosed before the claim date by a person not mentioned in paragraph (a) in such a manner that
the information became available to the public in Canada or elsewhere.

Amendment History

1993, c. 15, s. 33

Currency

Federal English Statutes reflect amendments current to August 10, 2016
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End IA Document Copyright Thomson Reuters Canada Limited or its licensors (excluding individual court documents). All

rights reserved.
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42.Contents of patent

Every patent granted under this Act shall contain the title or name of the invention, with a reference to the specification,

and shall, subject to this Act, grant to the patentee and the patentee's legal representatives for the term of the patent,

from the granting of the patent, the exclusive right, privilege and liberty of making, constructing and using the invention

and selling it to others to be used, subject to adjudication in respect thereof before any court of competent jurisdiction.

Amendment History

R.S.C. 1985, c. 33 (3rd Supp,), s. 16
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53.

53(1)Void in certain cases, or valid only for parts

A patent is void if any material allegation in the petition of the applicant in respect of the patent is untrue, or if the

specification and drawings contain more or less than is necessary for obtaining the end for which they purport to be

made, and the omission or addition is wilfully made for the purpose of misleading.

53(2)Exception

Where it appears to a court that the omission or addition referred to in subsection (1) was an involuntary error and it

is proved that the patentee is entitled to the remainder of his patent, the court shall render a judgment in accordance

with the facts, and shall determine the costs, and the patent shall be held valid for that part of the invention described

to which the patentee is so found to be entitled.

53(3)Copies of judgment

Two office copies of the judgment rendered under subsection (1) shall be furnished to the Patent Office by the patentee,

one of which shall be registered and remain of record in the Office and the other attached to the patent and made a part
of it by a reference thereto.

Currency
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55.

55(1)Liability for patent infringement

A person who infringes a patent is liable to the patentee and to all persons claiming under the patentee for all damage

sustained by the patentee or by any such person, after the grant of the patent, by reason of the infringement.

55(2)Liability damage before patent is granted

A person is liable to pay reasonable compensation to a patentee and to all persons claiming under the patentee for any

damage sustained by the patentee or by any of those persons by reason of any act on the part of that person, after the

application for the patent became open to public inspection under section 10 and before the grant of the patent, that

would have constituted an infringement of the patent if the patent had been granted on the day the application became

open to public inspection under that section.

Proposed Amendment — 55(2)

55(2) Liability damage before patent is granted

A person is liable to pay reasonable compensation to a patentee and to all persons claiming under the patentee for

any damage sustained by the patentee or by any of those persons by reason of any act on the part of that person,

after the specification contained in the application for the patent became open to public inspection, in English or

French, under section 10 and before the grant of the patent, that would have constituted an infringement of the

patent if the patent had been granted on the day the specification became open to public inspection, in English or

French, under that section.
2014, c. 39, s. 135 [Not in force at date of publication.]

55(3)Patentee to be party

Unless otherwise expressly provided, the patentee shall be or be made a party to any proceeding under subsection (1)

or (2).

55(4)Deemed action for infringement

For the purposes of this section and sections 54 and 55.01 to 59, any proceeding under subsection (2) is deemed to

be an action for the infringement of a patent and the act on which that proceeding is based is deemed to be an act of

infringement of the patent.

Amendment History

1993, c. 15, s. 48
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59.Defence

The defendant, in any action for infringement of a patent may plead as matter of defence any fact or default which by

this Act or by law renders the patent void, and the court shall take cognizance of that pleading and of the relevant facts

and decide accordingly.

Currency
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62.Judgment voiding patent

A certificate of a judgment voiding in whole or in part any patent shall, at the request of any person filing it to make it a

record in the Patent Office, be registered in the Patent Office, and the patent, or such part as is voided, shall thereupon

be and be held to have been void and of no effect, unless the judgment is reversed on appeal as provided in section 63.

Proposed Repeal — 62

62.

[Repealed 2015, c. 36, s. 60. Not in force at date of publication.]

Amendment History

1993, c. 15, s. 49
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80.

80(1) The description shall

(a) state the title of the invention, which shall be short and precise and shall not include a trade-mark, coined word

or personal name;

(b) specify the technical field to which the invention relates;

(c) describe the background art that, as far as is known to the applicant, can be regarded as important for the

understanding, searching and examination of the invention;

(d) describe the invention in terms that allow the understanding of the technical problem, even if not expressly stated

as such, and its solution;

(e) briefly describe the figures in the drawings, if any;

(f) set forth at least one mode contemplated by the inventor for carrying out the invention in terms of examples,

where appropriate, and with reference to the drawings, if any; and

(g) contain a sequence listing where required by subsection 111(1).

80(2) The description shall be presented in the manner and order specified in subsection (1) unless, because of the nature

of the invention, a different manner or a different order would afford a better understanding or a more economical

presentation.

Amendment History

SOR/2007-90, s. 19
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Patent Cooperation Treaty (PCT)
Article 5

The Description

The description shall disclose the invention in a manner sufficiently clear and complete

for the invention to be carried out by a person skilled in the art.

(Source: http://www.wipoint/pct/enitexts/articles/a5.htm)



Patent Cooperation Treaty (PCT)
Article 27

National Requirements

(5) Nothing in this Treaty and the Regulations is intended to be construed as

prescribing anything that would limit the freedom of each Contracting State to prescribe

such substantive conditions of patentability as it desires. In particular, any provision in

this Treaty and the Regulations concerning the definition of prior art is exclusively for

the purposes of the international procedure and, consequently, any Contracting State is

free to apply, when determining the patentability of an invention claimed in an

international application, the criteria of its national law in respect of prior art and other

conditions of patentability not constituting requirements as to the form and contents of

applications.

(6) The national law may require that the applicant furnish evidence in respect of any

substantive condition of patentability prescribed by such law.

(Source: http://www.wipo.int/pctien/texts/articles/a27.htm# 27)



Regulations under the PCT

Rule 5
The Description

5.1 Manner of the Description

(a) The description shall first state the title of the invention as appearing in the

request and shall:

(i) specify the technical field to which the invention relates;

(ii) indicate the background art which, as far as known to the applicant, can be

regarded as useful for the understanding, searching and examination of the invention,

and, preferably, cite the documents reflecting such art;

(iii) disclose the invention, as claimed, in such terms that the technical problem

(even if not expressly stated as such) and its solution can be understood, and state the

advantageous effects, if any, of the invention with reference to the background art;

(Source: http://www.wipo.int/pctien/texts/rules/r5.htm# 5 1)
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