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PART I—OVERVIEW AND STATEMENT OF FACTS

1. Overview

1. This appeal concerns s. 8 of the Patented Medicines (Notice of Compliance) Regulations (the

“NOC Regulations”). Section 8 provides for compensation to a generic drug company for delayed

market entry caused by unsuccessful litigation commenced by innovative drug companies under the

NOC Regulations. The generic may recover damages for sales it would have made had the

unsuccessful litigation never been commenced.

2. Apotex Inc. (“Apotex”) is one of several generic drug manufacturers that sought approval to

market a generic version of the Appellants’ (“Sanofi”) drug ramipril, which is used to treat

hypertension and other medical conditions.

3. In order to gain access to the ramipril market, Apotex was required to address several patents

Sanofi listed on the patent register. Apotex ultimately succeeded in its challenge to Sanofi’s patents

and brought an action against Sanofi under s. 8 of the NOC Regulations. Apotex’s s. 8 action was

heard immediately following a similar action brought by Teva Canada Inc. (“Teva”). The cases were

heard by the same judge and the decisions were released concurrently. They are the first s. 8 actions

to be decided since the NOC Regulations were introduced in 1993.

4. Apotex was awarded more than $230 million and Teva was awarded tens of millions of dollars.

The cumulative damages already represent more generic ramipril tablets than could ever have been

sold in the real world. Worse, the Federal Court has yet to decide a s. 8 claim brought by Laboratoire

Riva Inc (“Riva”) based on Riva’s exclusion from the same market during an overlapping period.

Any award to Riva will represent a third award of damages for the same lost sales of generic tablets

for which compensation has already been awarded to both of Apotex and Teva.

5. The fundamental flaw in the legal framework which created this result was treating Apotex as

free from litigation under the NOC Regulations while treating Apotex’s real world competitors as

being delayed from market entry by litigation under those same NOC Regulations. This artificial

creation of exclusivity for Apotex results in overcompensation. If this framework is applied, for

example, in the upcoming Riva case, Riva will be treated as being free of the NOC Regulations and

on the market in an exclusive position while Apotex will be excluded from the market by the NOC
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Regulations. The cumulative effect of the framework across multiple cases will always create

awards in the aggregate that exceed the potential real world losses.1

6. Apotex’s award of damages bears no relationship to the actual loss that Apotex suffered as

a result of being delayed by the NOC Regulations. The award gives Apotex a windfall because, in

assessing Apotex’s damages, the courts below treated Apotex as if it was free of competition from

Teva for at least 30 months. The creation of a 30-month head start for Apotex was dictated by the

framework adopted by the courts below. It is untethered to the real world because:

(a) In the real world, Teva was 6 months ahead of Apotex in the race for regulatory
approval;

(b) In the real world, Teva launched only 6 months behind Apotex; and

7. A framework that leads to such overcompensation and judicial inconsistencies is contrary to

the text, context and purpose of the NOC Regulations. By contrast, the framework proposed by

Mainville J.A. in his dissenting opinion in this case alleviates these concerns.

8. In addition, in determining the date on which Apotex would have been able to commence sales

of Apo-ramipril , the courts selected the date on which Apotex’s regulatory submission became

approvable from a health and safety point of view. In doing so, the courts disregarded the fact that

Sanofi was successful in one of the NOC cases it commenced and that the Minister of Health (the

“Minister”) was properly and lawfully prohibited from issuing any NOC to Apotex until long after

Apo-ramipril was approvable. The cause of any lost sales by Apotex during the time period of this

prohibition was not an unsuccessful case launched by Sanofi, but rather the intended operation of the

NOC Regulations.

9. Finally, a large portion of the damages awarded to Apotex related to lost sales of ramipril for

uses that Apotex, by its own choosing, was not and would not have been approved to make.

Accordingly, the cause of those losses was not a failed prohibition application by Sanofi, but

Apotex’s own decision not to include additional indications on the label.

10. Sanofi therefore requests that the appeal be allowed and a new trial ordered with damages to be

assessed using the correct framework as outlined in paragraph 126 below.

1 For example, three generic competitors all file for regulatory approval on the same day, all serve NOAs on the same day and all win
their NOC cases. Applying the majority of the Court of Appeal’s framework would result in each generic competitor receiving a
damage award for 100 percent of the market, for a cumulative award of 300 percent of the generic market.



- 3 -

2. Statement of Facts

A. The Legislative Context

11. This appeal arises in the context of the NOC Regulations enacted under the Patent Act. The

NOC Regulations form part of a complex and finely balanced regulatory scheme that is important to

the issues before the Court. A brief overview of the scheme therefore follows.

12. The NOC Regulations lie at the intersection of competing policy interests. As this Court

observed in AstraZeneca:

The NOC Regulations lie at the intersection of two regulatory systems with sometimes
conflicting objectives. First, is the law governing approval of new drugs, which seeks to ensure
the safety and efficacy of new medications before they can be put on the market. The
governing rules are set out in the Food and Drugs Act… and the Food and Drug Regulations…
The FDA process culminates (if successful) in the issuance of a [Notice of Compliance
(“NOC”)] to an applicant manufacturer by the Minister of Health [the “Minister”] on the
advice of his officials in the Therapeutic Products Directorate. The FDA objective is to
encourage bringing safe and effective medicines to market to advance the nation's health. The
achievement of this objective is tempered by a second and to some extent overlapping
regulatory system created by the Patent Act.... Under that system, in exchange for disclosure to
the public of an invention, including the invention of a medication, the innovator is given the
exclusive right to its exploitation for a period of 20 years. Until 1993, the two regulatory
systems were largely kept distinct and separate.2

13. These interests exist in the context of the relationship between “innovator” and “generic” drug

companies, which this Court described in Bristol-Myers (or “Biolyse”):

Over the years, Canada has developed a major sector of "generic drug" manufacturers
described as companies that generally manufacture and distribute "drugs which were
researched, developed and first brought to market by 'innovator companies'"… They produce
what is sometimes known in the trade as "copy-cat" drugs.3

14. Until 1993, “Parliament's policy… had been to favour health cost savings over the protection of

intellectual property”.4 Patented medicines were made available to generic companies via

compulsory licensing.5

15. In a reversal of policy, Parliament repealed the compulsory licensing regime in 1993 in

recognition of Canada’s international obligations and its failure to “cover the cost of massive

research programs required by the innovators to produce the few ‘winners’ from the many false starts

2 AstraZeneca Canada Inc. v. Canada (Minister of Health), [2006] 2 S.C.R. 560, ¶12, Appellants’ Authorities (“AA”), Vol I, Tab 13
[“AstraZeneca”].
3 Bristol-Myers Squibb Co. v. Canada (A.G.), [2005] 1 S.C.R. 533, ¶6, AA, Vol I, Tab 27 [“Biolyse”].
4 Ibid, ¶8, AA, Vol I, Tab 27.
5 Ibid, AA, Vol I, Tab 27. See also Eli Lilly & Co. v. Novopharm Ltd., [1998] 2 S.C.R. 129, ¶3, AA, Vol II, Tab 40 [“Eli Lilly”].
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and failed research projects that never came to market.”6 In its place, Parliament enacted s. 55.2 of

the Patent Act, which allows generic companies to “early work” pharmaceutical patents so that they

are in a position to obtain an NOC upon patent expiry.7

16. The NOC Regulations were made under s. 55.2 to prevent generic companies from abusing this

“early working” exception.8 As this Court observed in Biolyse:

… Parliament enacted Bill C-91 "with the intent of thwarting the possible appropriation by
generic drug companies such as Apotex of the research and development initiatives of
innovators such as Merck"…

The Regulatory Impact Analysis Statement, which accompanied but did not form part of the
NOC Regulations, confirms that this was the intention of the regulator. It says that following
the abolition of the compulsory licensing system, the government enacted the NOC
Regulations in order to protect the right of patentees by preventing generic manufacturers from
marketing their products until the expiry of all relevant patents… The relevant portion of the
Regulatory Impact Analysis Statement reads:

…
These Regulations are needed to ensure this new exception to patent infringement is not abused
by generic drug applicants seeking to sell their product in Canada during the term of their
competitor’s patent while nonetheless allowing generic competitors to undertake the regulatory
approval work necessary to ensure they are in a position to market their products immediately
after the expiry of any relevant patents.9

17. The NOC Regulations achieve their objective by prohibiting the Minister from issuing NOCs to

generics until patent issues have been addressed.10 The basic structure of the NOC Regulations was

summarized in AstraZeneca:

The general scheme of the NOC Regulations is to create a Patent Registry within the
Department of Health in which an innovator drug company like AstraZeneca may have patents
listed relevant to its various drug submissions for regulatory approval (s. 4). A generic
manufacturer that is not prepared to await the expiry of what are alleged to be the relevant
patents must challenge their validity or applicability to its proposed product (s. 5). The
challenge is to be embodied in a notice of allegation [“NOA”], which will generally trigger an
application in the Federal Court by the patent owner to prohibit the issuance of a NOC based
on (in its view) the relevance, validity and applicability of the listed patents (s. 7). The unusual

6 Biolyse, supra note 3, ¶8 (and ¶10), AA, Vol I, Tab 27.
7 Ibid, ¶11, AA, Vol I, Tab 27; AstraZeneca, supra note 2, ¶13-14, AA, Vol I, Tab 13. The “stockpiling exception” previously
contained in s. 55.2 was repealed in 2001: Biolyse, supra note 3, ¶53, AA, Vol I, Tab 27.
8 Biolyse, supra note 3, ¶11 and 50, AA, Vol I, Tab 27; AstraZeneca, supra note 2, ¶15, AA, Vol I, Tab 13.
9 Biolyse, supra note 3, ¶45-46, AA, Vol I, Tab 27, underlining in original.
10 Ibid, ¶18, AA, Vol I, Tab 27 (“The health issues and patent issues are now linked because the Minister is prohibited from issuing a
NOC even if satisfied of the safety and efficacy of a drug until potential patent issues are addressed under the NOC Regulations”). The
regulatory process that a generic manufacturer must follow to obtain an NOC under the Food and Drugs Act, apart from the NOC
Regulations, is summarized at ¶13-17 of Biolyse, ibid.
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feature of the NOC Regulations is that mere initiation by the patent owner of its application for
prohibition freezes ministerial action for 24 months unless the prohibition proceedings are
earlier disposed of, which seems to be rare (s. 7(1)(e)). …11

18. As part of the general scheme of the NOC Regulations, the Governor-in-Council provided

generic companies with a limited right to compensation under s. 8.12 The purpose of s. 8 is to

provide damages to a generic manufacturer “to compensate for loss suffered by reason of delayed

market entry of its drug”.13 Accordingly, it has long been recognized that “[t]he liability for damages

created by section 8 of the Regulations pertains only to those incurred as a result of the NOC not

issuing until after the patent has expired”.14 In other words, s. 8 limits recovery to losses causally

connected to the innovator’s failed prohibition application. Rothstein J.A. (as he then was)

emphasized this in Apotex:

Paragraph 8(1)(a) specifically provides that a patent holder whose prohibition application is
dismissed is liable for the loss suffered by a generic manufacturer for the delay incurred in the
issuance of a Notice of Compliance to the generic by reason of the prohibition application.
…15

19. The NOC Regulations strike a delicate balance of which s. 8 is an important part.16 This appeal

concerns the correct interpretation and application of s. 8.

11 AstraZeneca, supra note 2, ¶17, AA, Vol I, Tab 13. See also Eli Lilly, supra note 5, ¶9, AA, Vol II, Tab 40; Biolyse, supra note 3,
¶19-24, AA, Vol I, Tab 27; and Apotex Inc. v. Sanofi-Synthelabo Canada Inc., [2008] 3 S.C.R. 265, ¶13-14, AA, Vol III, Tab 78
[“Sanof-Synthelabo”].
12 The NOC Regulations came into force on March 12, 1993, and have since been amended six times on the following dates: SOR/98-
166 (March 12, 1998 – Canada Gazette Part II. Vol. 132, No. 7); SOR/99-379 (October 1, 1999 – Canada Gazette Part II. Vol. 133,
No. 21); SOR/2006-242 (October 5, 2006 – Canada Gazette Part II. Vol. 140, No. 21); SOR/2008-211 (June 12, 2008 – Canada
Gazette Part II. Vol. 142, No. 13); SOR/2010-212 (October 7, 2010 – Canada Gazette Part II. Vol. 144, No. 22); and SOR/2011-89
(March 25, 2011 – Canada Gazette Part II. Vol. 145, No. 8). As part of these amendments, s. 8 has itself been varied three times:
SOR/98-166; SOR/99-379; and SOR/2006-242.
13 Regulatory Impact Analysis Statement, (1998) C. Gaz. II, 1055 at 1056, AA, Vol III, Tab 94, emphasis added.
14 Bayer AG v. Canada (Minister of National Health and Welfare), [1993] F.C.J. No. 1106 (C.A.), ¶13, AA, Vol I, Tab 22, emphasis
added.
15 Apotex Inc. v. Canada (Minister of National Health and Welfare), [1999] F.C.J. No. 1978 (C.A.), ¶27, AA, Vol I, Tab 7, emphasis
added [“Apotex”]. See also: Apotex Inc. v. Merck & Co., 2009 FCA 187, ¶48 (and ¶58 and 71), leave to appeal refused, [2009]
S.C.C.A. No. 347, AA, Vol I, Tab 11 [“Alendronate”] (“The liability so created extends to ‘any loss’ suffered by a second person
during the period when an NOC could have been issued but was not by reason of the operation of the automatic stay” (emphasis
added)); Harris v. GlaxoSmithKline Inc., 2010 ONCA 872, ¶15, leave to appeal refused, [2011] S.C.C.A. No. 85, AA, Vol II, Tab 45
(“Under [s. 8], where a NOC Proceeding is withdrawn or discontinued or is ultimately dismissed, the unsuccessful patentee is liable to
the generic drug manufacturer for any losses the generic manufacturer may have suffered due to its inability to market its product
during the stay period” (emphasis added)); Merck Frosst Canada & Co. v. Apotex Inc., 2011 FCA 329, ¶75, leave to appeal refused,
[2012] S.C.C.A. No. 29, AA, Vol II, Tab 56 (“[T]he Federal Court had to assess Apotex’s damages on the basis of a hypothetical
question: what would have happened had Merck not brought an application for prohibition?” (emphasis added)); and Pfizer Canada
Inc. v. Apotex Inc., 2014 FCA 250, ¶103, AA, Vol III, Tab 65 (“[R]egard must be had to the twin nature of a failed prohibition
application and a subsequent claim for section 8 damages. Though the proceedings are technically separate, the second represents the
generic's remedy for the losses it incurred as a result of the initiation of the first” (emphasis added)).
16 Apotex Inc. v. Eli Lilly Canada Inc., 2011 FCA 358 at ¶18-19, AA, Vol I, Tab 8 [“Pantoprazole”].
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B. Background Facts

20. Sanofi is an innovative drug company that developed and markets ramipril under the brand

name ALTACE®. ALTACE® is a so-called “ACE inhibitor” used to treat hypertension and other

medical conditions.17

21. Apotex is a generic company. Between 2003-2006, Apotex and several other generic

companies – notably Teva, Riva, and Pharmascience Inc. (“PMS”) – sought NOCs from the

Minister to market generic ramipril.18

22. Sanofi listed six patents relating to ramipril (the “Patents”) on the Patent Register.19 The

various generic companies vying for ramipril NOCs were therefore required by s. 5 of the NOC

Regulations to either await the expiry of the Patents, or deliver NOAs challenging the Patents.

23. PMS, Apotex, Teva and Riva delivered several NOAs and Sanofi commenced prohibition

applications in response. Section 7 of the NOC Regulations imposed an automatic 24-month stay

during the pendency of each application, preventing the issuance of NOCs while the cases were being

determined. Most of the applications were dismissed and these generic companies ultimately

obtained NOCs, permitting them to sell ramipril, which they did, in competition with one another.20

24. Apotex, Teva and Riva each brought separate actions against Sanofi under s. 8 of the NOC

Regulations for sales they would have been made if Sanofi had not commenced the failed prohibition

applications. All three claimed compensation for sales during overlapping periods of time.21

25. A detailed chronology of these proceedings is contained in Appendix A, but the key facts for

the purposes of this appeal are summarized below.

C. The Ramipril Proceedings

i. Apotex

26. Apotex filed an Abbreviated New Drug Submission (“ANDS”) for Apo-ramipril on July 21,

2003. The Minister certified April 26, 2004 as the “patent hold date” pursuant to s. 8(1)(a), i.e., the

date on which the Minister’s regulatory review was complete and an NOC would have issued to

17 Trial Decision, ¶1 and 26, AR, Vol I, Tab 2; Appeal Decision, ¶2 and 25 (and ¶152-154), AR, Vol I, Tab 6.
18 Trial Decision, ¶34, AR, Vol I, Tab 2; Appeal Decision, ¶2 and 25 (and ¶152-154), AR, Vol I, Tab 6.
19 Trial Decision, ¶26-27, AR, Vol I, Tab 2; Appeal Decision, ¶26-27 (and ¶152-154), AR, Vol I, Tab 6.
20 Trial Decision, ¶29, 33-34, 154 and 163, AR, Vol I, Tab 2.
21 Trial Decision, ¶8, AR, Vol I, Tab 2.
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Apotex in the absence of the NOC Regulations. Apotex was ultimately granted its NOC on

December 12, 2006.22

27. Apotex served six NOAs challenging the Patents, and Sanofi commenced prohibition

applications in response. The courts below summarized this litigation as follows:23

Patent No. Notice of Allegation Notice of Application/Court File No. Outcome
'206 Patent June 20, 2003

[postmarked August 5,
2003]

September 23, 2003/T-1742-03 Mactavish J. dismisses on September
20, 2005 (Aventis Pharma Inc v
Apotex Inc, 2005 FC 1283, 278 FTR
1 [Ramipril NOC #1 (FC)])

'457 Patent August 20, 2003 (non-
infringement)

October 8, 2003/T-1851-03 Simpson J. issues Prohibition Order
until expiry of '457 Patent on
October 6, 2005 Ramipril NOC #2
(FC)

'457 Patent November 10, 2003
(invalidity)

December 29, 2003/T-2459-03 Tremblay-Lamer J. dismisses on
November 4, 2005 (Aventis Pharma
Inc v Apotex Inc, 2005 FC 1504, 283
FTR 171 [Ramipril NOC #3 (FC)])

'089 Patent November 17, 2003 January 5, 2004/T-11-04 von Finckenstein J. dismisses on
October 27, 2005 (AventisPharma
Inc v Apotex Inc, 2005 FC 1461, 283
FTR 1 [Ramipril NOC #4 (FC)])

'948 Patent June 28, 2004 August 16, 2004/T-1499-04 Order of Dismissal, on Consent,
dated on June 27, 2006 [Ramipril
NOC #5 (FC)]

'549, '387
Patents
(HOPE
Patents)

November 29, 2005 January 17, 2006/T-87-06 By Order, Aalto P. dismisses as
moot on May 2, 2008 [Ramipril
NOC #6 (FC)]

28. Sanofi was successful in obtaining a prohibition order relating to Apotex’s August 20, 2003

NOA alleging non-infringement of the ‘457 Patent. The prohibition application was commenced on

October 8, 2003, from which time s. 7 of the NOC Regulations prohibited the Minister of Health

from issuing an NOC to Apotex. Simpson J. issued an order on October 6, 2005 converting the s. 7

stay to a judicial prohibition against the Minister issuing a NOC to Apotex until the expiry of the

‘457 Patent.24 This order was never reversed, and Apotex abandoned its appeal on October 13, 2006

after the ‘457 patent expired.25

22 Trial Decision, ¶12 and 40, AR, Vol I, Tab 2; Appeal Decision, ¶3, 34 and 40 (and ¶152-154), AR, Vol I, Tab 6; Sanofi-Aventis
Canada Inc. v. Teva Canada Ltd., 2012 FC 552, ¶146, aff’d, 2014 FCA 67, AA, Vol III, Tab 77 [“Teva Ramipril Trial”].
23 Trial Decision, ¶29, AR, Vol I, Tab 2; Appeal Decision, ¶28 (and ¶152-154), AR, Vol I, Tab 6. See also Teva Ramipril Trial, supra
note 22, ¶146, AA, Vol III, Tab 77.
24 Aventis Pharma Inc. v. Apotex Inc., 2005 FC 1381, AA, Vol I, Tab 17; Trial Decision, ¶33, 41 and 43, AA, Vol I, Tab 2.
25 Trial Decision, ¶33 and 43, AR, Vol I, Tab 2; Appeal Decision, ¶35 (and ¶152-154), AR, Vol I, Tab 6.

http://www.canlii.org/en/ca/fct/doc/2005/2005fc1283/2005fc1283.html
http://www.canlii.org/en/ca/fct/doc/2005/2005fc1504/2005fc1504.html
http://www.canlii.org/en/ca/fct/doc/2005/2005fc1461/2005fc1461.html
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ii. Teva

29. Teva filed an ANDS for a NOC on December 24, 2001, and the Minister certified its patent

hold date as October 14, 2003 (more than six months before Apotex). Teva served two NOAs in

September 2005, and Sanofi’s responding prohibition applications were dismissed in 2006 and

2007.26 Teva received its NOC on May 2, 2007, less than six months after Apotex.

iii. Riva

30. Riva filed an ANDS for a NOC on June 8, 2004, and the Minister certified its patent hold date

as June 18, 2004 (only two months after Apotex).27 It served three NOAs in 2004 and 2006, and

Sanofi’s responding prohibition applications were dismissed in 2007 and 2008.28 Riva received its

NOC on March 14, 2008.

D. The Decisions Below

31. Apotex, Teva and Riva each brought separate s. 8 actions against Sanofi. The trial of Apotex’s

s. 8 action took place immediately after the trial of Teva’s s. 8 action. The Apotex and Teva trial

decisions were released concurrently.29 Both decisions were appealed. In concurrently released

decisions, the majority of the Court of Appeal affirmed both trial decisions.30 Mainville J.A.

dissented in each on the question of the appropriate damages framework under s. 8. The trial of

Riva’s s. 8 action has yet to take place.31

26 Trial Decision, ¶154, AR, Vol I, Tab 2. The two prohibition applications are summarized in the Trial Decision, ¶154. In contrast to
Apotex, Teva did not file an NOA in relation to the ‘457 Patent, but agreed instead to wait until the expiry of the ‘457 Patent on
December 13, 2005 before entering the ramipril market, pursuant to s. 5(1)(a) of the NOC Regulations: Trial Decision, ¶154-155.
However, in the parallel s.8 action by Teva, the Trial Judge found as a fact that “Teva was prepared to wait and to enter the market
when the '457 Patent expired. Alternatively, Teva was waiting for another party to successfully challenge the '457 Patent” (emphasis
added): Teva Ramipril Trial, supra note 22, ¶72, AA, Vol III, Tab 77. Therefore, if another generic company, like Apotex, had been
legally permitted to enter the ramipril market prior to December 13, 2005, Teva would have immediately followed suit regardless of
the ‘457 Patent. Teva’s agreement to wait until the expiry of the ‘457 Patent is thus irrelevant to its entry date in the hypothetical
market.
27 The ANDS which Riva filed cross-referenced the ANDS filed by PMS. As a result, Health Canada took the position on April 24,
2007 that Riva could not be awarded an NOC while PMS’s NOC remained outstanding, though it reversed this position on June 21,
2007: Trial Decision, ¶166-167, AR, Vol I, Tab 2. The only reason why the PMS NOC was delayed during this period was because of
a prohibition application that Sanofi brought against it in relation to an NOA filed by PMS with respect to the Patents: Trial Decision,
¶34, AR, Vol I, Tab 2. As discussed below, Sanofi would not have continued this prohibition application against PMS in the
hypothetical world where Apotex received an NOC. Therefore, there would be no impediment to Riva entering the hypothetical market
on its patent hold date.
28 Trial Decision, ¶163, AR, Vol I, Tab 2. The three prohibition applications are summarized in the Trial Decision, ¶163.
29 Trial Decision, ¶8, AR, Vol I, Tab 2. The decision in the Teva s. 8 action can be found at Teva Ramipril Trial, supra note 22, AA,
Vol III, Tab 77.
30 Appeal Decision, ¶6 (and ¶152-154), AR, Vol I, Tab 6. In fact, in the Apotex appeal decision, the Court of Appeal allowed part of
Apotex’s appeal and ruled that Teva would not have been on the market until more than 2 and a half years after Apotex’s launch.
31 Trial Decision, ¶8, AR, Vol I, Tab 2.
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PART II—QUESTIONS IN ISSUE

32. This appeal raises the following three issues. Did the courts below err in:

(a) interpreting s. 8 of the NOC Regulations as providing a damages framework that
overcompensates claimants and leads to judicial inconsistencies;

(b) selecting April 26, 2004 as the commencement date for the period of loss; and

(c) awarding Apotex compensation for hypothetically losing unapproved HOPE sales.

PART III—STATEMENT OF ARGUMENT

1. The Standard of Review

33. The issues in this appeal concern the proper interpretation of s. 8 of the NOC Regulations.

These issues of are reviewable on a standard of correctness.32 No deference is owed to the courts

below if their damages assessments are found to be based on an error in principle.33

34. In considering these issues, the governing principle is that stated by this Court in AstraZeneca:

It is now trite law that the words of an Act and regulations are to be read in their entire context
and in their grammatical and ordinary sense harmoniously with the scheme of the Act, the
object of the Act and the intention of Parliament. Further, the scope of a regulation such as the
provisions of the NOC Regulations is constrained by its enabling legislation, in this case s.
55.2(4) of Patent Act (Biolyse, at para. 38).34

2. Issue #1 – Section 8 Does not Provide for Overcompensation and Judicial
Inconsistencies

A. A Proper Construction of s. 8 Should Not Overcompensate

35. The text of s. 8 makes it clear that the court is only authorized to “compensate” the generic

company “for any loss suffered” through an award of “damages”:

8. (1) If an application made under subsection 6(1) is withdrawn or discontinued by the first
person or is dismissed by the court hearing the application or if an order preventing the
Minister from issuing a notice of compliance, made pursuant to that subsection, is reversed on
appeal, the first person is liable to the second person for any loss suffered…

(2) A second person may, by action against a first person, apply to the court for an order
requiring the first person to compensate the second person for the loss referred to in subsection

32 Biolyse, supra note 3, ¶36, AA, Vol I, Tab 27; AstraZeneca, supra note 2, ¶25, AA, Vol I, Tab 13; Alendronate, supra note 15, ¶82
and 97, AA, Vol I, Tab 11. See also Canada (Information Commissioner) v. Canada (Minister of National Defence), [2011] 2 S.C.R.
306, ¶23, AR, Vol II, Tab 36 (“Kelen J.’s decision is subject to appellate review in accordance with the principles set out in Housen v.
Nikolaisen, 2002 SCC 33, [2002] 2 S.C.R. 235, at paras. 8-9 and 31-36. His decision on questions of statutory interpretation is
reviewable on a standard of correctness” (emphasis added)).
33 Quebec (Public Curator) v. Syndicat national des employés de l'hôpital St-Ferdinad, [1996] 3 S.C.R. 211, ¶129, AA, Vol III,
Tab 68; Kerr v. Baranow, [2011] 1 S.C.R. 269, ¶158, AA, Vol II, Tab 51.
34 AstraZeneca, supra note 2, ¶26, AA, Vol I, Tab 13. See also Biolyse, supra note 3, ¶38, 43-44, 55 and 59, AA, Vol I, Tab 27.
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(1).
…
(4) If a court orders a first person to compensate a second person under subsection (1), the
court may, in respect of any loss referred to in that subsection, make any order for relief by
way of damages that the circumstances require.

36. The focus on compensation is reinforced by the inclusion of subsection 8(5) which requires

the court to take into account all matters that it considers relevant to assessing the amount of

“compensation”. As the Court of Appeal said in Lovastatin:

In my view, this provision enables the Court to determine in its discretion whether, and to
what extent, a second person's claim for compensation should be reduced, or eliminated.35

37. The Trial Judge recognized the importance of this language in the Teva decision:

… Competition in the generic market is clearly relevant to a second person’s recovery.
…[T]he Court of Appeal has held that s. 8(5) gives the Court a “broad discretion” to consider a
number of factors in assessing the amount of a second person’s compensation… Consideration
of the market share that would have been captured by competitors is relevant to a s. 8 claim,
much as it is to any damages claim. This follows from general damages principles, which seek
to place a successful plaintiff in the position he or she would have occupied but for the
defendant’s wrong.36

38. As to context, the courts have repeatedly emphasized that the focus of s. 8 is compensation. In

Alendronate, the Court of Appeal held that s. 8 does not authorize disgorgement of the innovator’s

profits, but only compensation for the generic company’s own loss:

… A contextual reading of section 8 of the NOC Regulations indicates that “compensation”
for the loss resulting from the operation of the automatic stay is to be computed by reference
to the loss suffered by the second person by reason of the stay or the profits that it would have
made during the period when it was prevented from going to the market. …. The
compensation provided is for prejudice actually suffered by a second person by reason of the
operation of the stay.

In so holding, I reject Apotex's assertion that the disgorgement of Merck's profit is necessary
in order to achieve the balance which underlies section 55.2 of the Patent Act. In my view, a
measure which compels a first person to place the second person in the position in which it
would have been, if the operation of the stay had not been triggered, fits well within the
contemplated balance.37

35 Apotex Inc. v. Merck & Co., 2011 FCA 364, ¶37, leave to appeal refused, [2012] S.C.C.A. No. 101, AA, Vol I, Tab 9, emphasis
added.
36 Teva Ramipril Trial, supra note 22, ¶116, AA, Vol III, Tab 77, emphasis added. See also ¶87 and 142 of the Court of Appeal
decision in Teva, where the entire Court agreed that “[S]ubsection 8(5) of the NOC Regulations specifically provides that in assessing
the amount of compensation, the court must take into account all matters which it considers relevant. Surely this includes potential
third party competition” (emphasis added).
37 Alendronate, supra note 15, ¶89-90, AA, Vol I, Tab 11, underlining in original, bolding and italics added. See also Pantoprazole,
supra note 16, ¶21-22, AA, Vol I, Tab 8 (“Any doubt in this regard was removed by the 2006 amendment which deleted the
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39. Similarly, the Court of Appeal has held that s. 8 cannot be interpreted to authorize awards of

punitive or exemplary damages precisely because the words of s. 8 clearly limit the generic

company’s recovery to compensation for losses actually suffered:

…[P]unitive and exemplary damages cannot be available where the statutory regime
underlying the claim explicitly or implicitly precludes them. This is the case under the NOC
Regulations, which set out a comprehensive scheme with respect to compensation resulting
from the operation of the statutory stay it provides for.

Subsection 8 of the NOC Regulations specifically provides that "the first person [the
innovator drug manufacturer] is liable to the second person [the generic drug manufacturer] for
any loss suffered during the period..."(emphasis added). Our Court has held that this wording
allows compensation for losses actually incurred by a second person by reason of the
operation of the statutory stay contemplated by the NOC Regulations, but it does not allow for
other types of relief, such as disgorgement of profits or punitive damages…

…by its terms, paragraph 8(5) cannot sustain a claim for punitive damages since, by their very
nature, punitive damages are not "compensation": Hill at para. 196; Whitten at paras. 36 and
68.38

40. Moreover, there is nothing in the legislation enabling the NOC Regulations supporting an

interpretation of s. 8 that permits overcompensation. Section 55.2 of the Patent Act authorizes the

Governor-in-Council to “make such regulations as the Governor-in-Council considers necessary for

preventing the infringement of a patent by any person” who takes advantage of the “early working

exception”.39 There is no authorization to create windfalls for generic companies.

41. The Governor-in-Council’s decision to define the s. 8 remedy by the words “compensation”

and “damages” must be understood in light of the common law, which this Court has frequently

relied upon in interpreting legislation.40 As Major J. held in Amos:

Driedger on the Construction of Statutes… states: "[w]hen used in legislation, common law
terms and concepts are presumed to retain their common law meaning, subject to any

reference to the word ‘profits’ in section 8” (emphasis added)); Apotex Inc. v. Abbott Laboratories Ltd., 2013 ONCA 555, ¶3-4, AA,
Vol I, Tab 6; and Regulatory Impact Analysis Statement, (2006) C. Gaz. II, 1510 at 1521, AA, Vol III, Tab 95.
38 Teva Canada Ltd. v. Pfizer Canada Inc., 2014 FCA 138, ¶9-12 [“Sildenafil Section 8”], leave to appeal refused, [2014] S.C.C.A. No.
383, AA, Vol III, Tab 80, underlining in original, bolding and italics added.
39 AstraZeneca, supra note 2, ¶15, AA, Vol I, Tab 13; Patent Act, s. 55.2(4); Alendronate, supra note 15, ¶34-61, Vol I, Tab 11.
40 Backman v. Canada, [2001] 1 S.C.R. 367, ¶17, AA, Vol I, Tab 20; Blank v. Canada (Minister of Justice), [2006] 2 S.C.R. 319, ¶4,
AA, Vol I, Tab 26; A.Y.S.A. Amateur Youth Soccer Association v. Canada (Revenue Agency), [2007] 3 SCR 217, ¶24, AA, Vol I, Tab
3; Canada (Citizenship and Immigration) v. Khosa, [2009] 1 S.C.R. 339, ¶32, 34 and 50, AA, Vol I, Tab 33; British Columbia
(Workers’ Compensation Board) v. Figliola, [2011] 3 S.C.R. 422, ¶25-26, 35-36 and 46-47, AA, Vol I, Tab 31 [“Figliola”]. This Court
has also recognized several related principles: see, e.g., Parry Sound (District) Social Services Administration Board v. O.P.S.E.U.,
Local 324, [2003] 2 S.C.R. 157, ¶39, AA, Vol II, Tab 63 (“[I]n the absence of a clear provision to the contrary, the legislator should
not be assumed to have intended to alter the pre-existing ordinary rules of common law” (emphasis added)); and ATCO Gas and
Pipelines v. Alberta (Energy and Utilities Board), [2006] 1 S.C.R. 140, ¶59, AA, Vol I, Tab 14 (“It is a well-established principle that
the legislature is presumed to have a mastery of existing law, both common law and statute law” (emphasis added)).
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definition supplied by the legislature"… There is no indication that the legislature has
provided an alternative definition for the phrase in question, or has intended to modify the
judicial interpretation given to that phrase in the case law. Consequently, prior jurisprudence
concerning whether an injury arises out of the ownership, use or operation of a vehicle is
useful in interpreting the provisions of s. 79(1). …41

42. Similarly, in Nette, Arbour J. stated:

The law of causation is in large part judicially developed, but is also expressed, directly or
indirectly, in provisions of the Criminal Code. … Where the factual situation does not fall
within one of the statutory rules of causation in the Code, the common law general
principles of criminal law apply to resolve any causation issues that may arise.42

43. At common law, “the general rule [is] that damages are meant to compensate the plaintiff”,43

and “the objective of compensation… is to restore the claimant to the position she would have been

in had the breach not been committed”.44 As this Court has observed: “[t]o award more is to give the

plaintiff a windfall and require the defendant to pay more than is fair”.45

44. Overcompensation is problematic and undermines the integrity of the law. 46 As this Court has

recognized, overcompensation can be just as problematic as undercompensation.47 McLachlin J. (as

she then was) emphasized this in Ratych:

It is a fundamental principle of tort law that an injured person should be compensated for
the full amount of his loss, but no more. …

…[T]he purpose of awarding damages in tort is to put the injured person in the same position
as he or she would have been in had the tort not been committed, in so far as money can do so.
The plaintiff is to be given damages for the full measure of his loss as best that can be
calculated. But he is not entitled to turn an injury into a windfall. …

41 Amos v. Insurance Corp. of British Columbia, [1995] 3 S.C.R. 405, ¶15, AA, Vol I, Tab 4, emphasis added [“Amos”].
42 R. v. Nette, [2001] 3 S.C.R. 488, ¶48, AA, Vol III, Tab 71, emphasis added [“Nette”].
43 Wallace v. United Grain Growers Ltd., [1997] 3 S.C.R. 701, ¶79, AA, Vol III, Tab 87.
44 Vancouver (City) v. Ward, [2010] 2 S.C.R. 28, ¶48, AA, Vol III, Tab 85 [“Ward”]. See also Athey v. Leonati, [1996] 3 S.C.R. 458,
¶32, AA, Vol I, Tab 15 [“Athey”]; Blackwater v. Plint, [2005] 3 S.C.R. 3, ¶74 and ¶80-81, AA, Vol I, Tab 25 [“Blackwater”]; and
Fidler v. Sun Life Assurance Co. of Canada, [2006] 2 S.C.R. 3, ¶27, 44 and 61, AA, Vol I, Tab 42.
45 Krangle (Guardian ad litem of) v. Brisco, [2002] 1 S.C.R. 205, ¶22, AA, Vol II, Tab 52.
46 Ratych v. Bloomer, [1990] 1 S.C.R. 940 at 974, AA, Vol III, Tab 72 [“Ratych”]. See also J.G. Collins Insurance Agencies Ltd. v.
Elsley Estate, [1978] 2 S.C.R. 916 at 932 and 934-935, AA, Vol II, Tab 50; London Drugs Ltd. v. Kuehne & Nagel International Ltd.,
[1992] 3 S.C.R. 299 at 417-418, 420 and 440, AA, Vol II, Tab 53; Peel (Regional Municipality) v. Canada, [1992] 3 S.C.R. 762 at
797, AA, Vol II, Tab 64; Cunningham v. Wheeler, [1994] 1 S.C.R. 359 at 368-369 and 396, AA, Vol II, Tab 37; Béliveau St-Jacques v.
Fédération des employées et employés de services publics Inc., [1996] 2 S.C.R. 345, ¶121, AA, Vol I, Tab 23; Whiten v. Pilot
Insurance Co., [2002] 1 S.C.R. 595, ¶116, AA, Vol III, Tab 88; M.B. v. British Columbia, [2003] 2 S.C.R. 477, ¶29 and 39, AA, Vol
II, Tab 54; British Columbia v. Canadian Forest Products Ltd., [2004] 2 S.C.R. 74, ¶59 and 117-118, AA, Vol I, Tab 29; Honda
Canada Inc. v. Keays, [2008] 2 S.C.R. 362, ¶60, AA, Vol II, Tab 47; Ward, supra note 44, ¶36, AA, Vol III, Tab 85; and British
Columbia (Forests) v. Teal Cedar Products Ltd., [2013] 3 S.C.R. 301, ¶20, AA, Vol I, Tab 30.
47 Théberge v. Galerie d'Art du Petit Champlain inc., [2002] 2 S.C.R. 336, ¶31, AA, Vol III, Tab 81 (“In crassly economic terms it
would be as inefficient to overcompensate artists and authors for the right of reproduction as it would be self-defeating to
undercompensate them” (emphasis added)).
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…
The trilogy follows the modern trend in the law of damages away from a punitive approach
which emphasizes the wrong the tortfeasor has committed. … In this context, the maxim that
compensation must be fair to both the plaintiff and the defendant seems eminently
reasonable… That fairness is best achieved by avoiding both undercompensation and
overcompensation.
…
The general principles underlying our system of damages suggest that a plaintiff should receive
full and fair compensation, calculated to place him or her in the same position as he or she
would have been had the tort not been committed, in so far as this can be achieved by a
monetary award. This principle suggests that in calculating damages under the pecuniary
heads, the measure of the damages should be the plaintiff's actual loss. It is implicit in this
that the plaintiff should not recover unless he can demonstrate a loss, and then only to the
extent of that loss. Double recovery violates this principle.48

45. As to purpose, this Court has held that “[a] functional approach to damages finds damages to

be appropriate and just to the extent that they serve a useful function or purpose”.49 There can be no

useful function or purpose to overcompensation because the NOC Regulations have no punitive

element.50

46. Moreover, the NOC Regulations strike a delicate balance of which s. 8 is an integral part.51

Section 8 expressly limits the liability to compensation. Interpreting s. 8 to permit overcompensation

undermines that balance and does not serve the purpose of the NOC Regulations.

47. This Court has acknowledged that overcompensation carries with it a “very real and serious

social burden” far beyond the impact on the named defendant.52 In various ways, increased costs are

passed on to the public by the market actors required to pay any overcompensation. Resources that

could have otherwise been used for more socially productive activities – like innovation – will

necessarily be diverted into funding overcompensation to the benefit of private actors at the expense

of the public.53 This result would be directly contrary to the purpose of the NOC Regulations and the

reversal of government policy that they are intended to implement.

48 Ratych, supra note 46 at 962-963 and 981, AA, Vol III, Tab 72, emphasis added. See also Multiple Access Ltd. v. McCutcheon,
[1982] 2 S.C.R. 161 at 191, AA, Vol II, Tab 59 (“No court would permit double recovery” (emphasis added)).
49 Ward, supra note 44, ¶24, AA, Vol III, Tab 85.
50 Sildenafil Section 8, supra note 30, AA, Vol III, Tab 80.
51 Pantoprazole, supra note 16, ¶18-19, AA, Vol I, Tab 8.
52 Arnold v. Teno (Next friend of), [1978] 2 S.C.R. 287, ¶106; ter Neuzen v. Korn, [1995] 3 S.C.R. 674, ¶108, AA, Vol III, Tab 79.
53 Ratych, supra note 46, at 976, AA, Vol III, Tab 72.
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48. For reasons set out by Justice Mainville in dissent, and set out in detail in the paragraphs

below, the interpretation adopted by the trial judge and the majority of the Court of Appeal violates

these principles.

B. An Interpretation of S. 8 that Leads to Judicial Inconsistencies Should be
Avoided

49. This Court has frequently emphasized “the need to prevent internal inconsistency in the law”,54

and has given effect to this organizing principle through numerous legal doctrines like res judicata,

abuse of process and collateral attack.55 As previously recognized, “inconsistency, in and of itself,

will undermine the credibility of the entire judicial process, thereby diminishing its authority, its

credibility and its aim of finality”.56

50. The Court has also applied this principle to cases even where the evidentiary record in two

parallel actions were different and led to contradictory results. In Desbiens, the appellants were

employees of the respondent who filed a labour complaint against it, alleging that the respondent’s

decision to close the store at which they worked was because of the store’s recent unionization. The

tribunal which heard the complaint (the “CRT”) concluded on the record before it that the respondent

lacked a good reason for the store closure. However, in Plourde, a parallel case involving a similar

complaint by an employee at the same store, the CRT received additional evidence which led it to

conclude that the respondent had a good business reason for closing the store. In dismissing a judicial

review application from the CRT’s decision in Desbiens, which was heard concurrently with the

appeal in Plourde, this Court held that even though the CRT in Desbiens was correct on the record,

the Court itself could not uphold Desbiens given the Court’s knowledge of Desbiens’ inconsistency

with Plourde.57

51. As in Desbiens, the courts below should have sought a solution to the inconsistencies between

the Apotex decision and the Teva decision. If the majority’s framework is accepted, similar

inconsistencies will arrive in the Riva action and other future s. 8 cases. The framework proposed by

Justice Mainville in dissent provides a solution to the problem of inconsistencies.

54 Hall v. Hebert, [1993] 2 S.C.R. 159 at 179 (and 176-178), AA, Vol II, Tab 44.
55 Figliola, supra note 40, ¶27, 33-34 and 36, AA, Vol I, Tab 31. See also British Columbia (A.G.) v. Malik, [2011] 1 S.C.R. 657, ¶40
(and ¶52), AA, Vol I, Tab 28 (“In a number of decisions our Court had emphasized a public interest in the avoidance of
‘[d]uplicative litigation, potential inconsistent results, undue costs, and inconclusive proceedings” (emphasis added)).
56 Toronto (City) v. C.U.P.E., Local 79, [2003] 3 SCR 77, ¶51, AA, Vol III, Tab 83.
57 Desbiens v. Wal-Mart Canada Corp., [2009] 3 S.C.R. 540, ¶4 and 6-10, AA, Vol II, Tab 39, emphasis added [“Desbiens”] See also
Plourde v. Wal-Mart Canada Corp., [2009] 3 S.C.R. 465, AA, Vol III, Tab 67 [“Plourde”].
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C. The Courts’ Interpretation of S. 8 Should be Rejected as Impermissibly Leading to
Inconsistencies and Overcompensation

52. In their assessment of damages, both the Trial Judge and the majority of the Court of Appeal

concluded that they were “not required to establish a single ‘but for’ world that will apply to all

possible s. 8 claims”.58 Instead, they adopted a framework whereby the plaintiff in case #1 is deemed

to gain market entry free of the NOC Regulations while its competitors are deemed to be bound by

and therefore delayed as a result of the NOC Regulations.59 Then, the plaintiff in case #2 will be

deemed to gain market entry free of the NOC Regulations while its competitors – including the

plaintiff from case #1 – are deemed to be delayed by the NOC Regulations. This framework allows

two or more generic competitors to each recover damages that cumulatively exceed the total generic

market that could have been available.

53. This framework necessarily leads to windfalls. As Mainville J.A. observed in the Teva

decision:

… [A] construction of a hypothetical market in which Teva enters the market free of the
regulatory constraints of the NOC Regulations, while the market entry of other potential
generic manufacturers is not considered or is impeded by these Regulations, invariably
ensures that there will be a windfall for Teva and the other generic manufacturers prevailing
themselves of section 8 of those Regulations in their respective proceedings.60

54. Mainville J.A. elaborated on this point about inevitable windfalls in the decision below:

… The methodology used by the Trial Judge in this case is one which inherently leads to
windfalls, and has in fact led to this result when considering the combined effect of the Apotex
Liability Decision (FC) in this case and the Teva Liability Judgment (FC).

A simple example illustrates the problem with the Trial Judge's methodology. Two generic
drug manufacturers seek a NOC at the same time for their respective versions of an innovator
drug, each challenges at the same time the relevant patent under notices of allegation, and each
is impeded from entering the market for two years as a result of unwarranted prohibition
proceedings initiated by the innovator drug manufacturer. Under the methodology supported
by Apotex and retained by the Trial Judge, each of the two generic drug manufacturers would
be entitled to 100% of the generic market during the two years at issue for the purposes of
determining compensation under section 8 of the NOC Regulations. In my considered view,
this is a result which could not have been contemplated by the Governor-in-Council when
adopting the NOC Regulations and which the language of the Regulations does not allow in
any event.61

58 Trial Decision, ¶7 (and ¶134), AR, Vol I, Tab 2.
59 Trial Decision, ¶154-160 and 163-168, AR, Vol I, Tab 2; Appeal Decision, ¶52-53, 56-57, 175 and 177-188, AR, Vol I, Tab 6.
60 Sanofi-Aventis Canada Inc. v. Teva Canada Ltd., 2014 FCA 67, ¶92, AA, Vol III, Tab 77, emphasis added.
61 Appeal Decision, ¶108, AR, Vol I, Tab 6, emphasis added.
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55. Indeed, this very problem is precisely what occurred here with the Apotex and Teva decisions:

(a) Apotex and Teva have both been granted damages for hypothetical lost sales,
including in the period from December 13, 2005 - December 12, 2006.

(b) In the Apotex case, Apotex has been granted damages representing 70% of the total
Canadian market for generic ramipril between December 13, 2005 - December 12, 2006
on the basis that it would not have faced competition from Teva.

(c) In the Teva case, Teva has been granted damages representing 33% of the total
Canadian market for generic ramipril between December 13, 2005 - December 12, 2006
on the basis that it would have faced competition from Apotex.

(d) In both cases it was also found as a fact that the authorized generic would have
captured at least 30% of the total Canadian market for generic ramipril between
December 13, 2005 - December 12, 2006.

(e) Accordingly, to date, damages have been awarded during the above period on the
basis that Apotex, Teva, and the authorized generic would have sold at least 133% of
the total sales available to generics in the first place, with the windfall going to Apotex
as a result of the framework adopted by the courts below that (incorrectly) assumes
Apotex would have faced no competition from Teva.

(f) Worse, the Federal Court has yet to hear or decide T-1201-08. In that case Riva
claims damages for its exclusion from the market, including between January and
December 2006 (the virtually identical period of loss), and any award for that period will
necessarily exacerbate the overcompensation Sanofi has already paid out.

56. This absurdity does not result from disparate evidence between the cases; rather, it arises from

the legal framework adopted by the courts below.62 This framework is completely at odds with the

text, context and purpose of s. 8.63 As the Trial Judge herself acknowledged, this framework could

produce results that are “if not ‘absurd’, at least questionable”.64 With respect, it has and they are.

57. The inconsistencies are apparent from the diagram in Appendix B, and were summarized in

part by Mainville J.A. in the following terms:

The Trial Judge came to diametrically contradictory findings with respect to many aspects of
the hypothetical market in the … Apotex Liability Judgment (FC)…as compared to the Teva
Liability Judgment (FC):

a) In the Apotex Liability Judgment (FC), the Trial Judge determined (at paras. 41 to
55) that Apotex's market entry would have been April 26, 2004, the date of its "patent
hold", while in the Teva Liability Judgment (FC), she determined (at paras. 143 to 154)
that Apotex's market entry would rather have been December 13, 2005 based on the

62 Appeal Decision, ¶103, per Mainville J.A. (dissenting), AR, Vol I, Tab 6, underlining in original, bolding and italics added.
63 Biolyse, supra note 3, ¶66, AA, Vol I, Tab 27 “(The broad interpretation [of s. 5(1.1) of the Patent Act] urged by BMS would lead to
an absurd result. … The interpretation put forward by BMS should be rejected…” (emphasis added)).
64 Trial Decision, ¶132 (and ¶129-131), AR, Vol I, Tab 2.
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effects of the Simpson J. prohibition order in Ramipril NOC #2 (FC), a prohibition
order which she however found to be of no effect in the Apotex Liability Judgment
(FC).

b) In the Apotex Liability Judgment (FC), the Trial Judge determined (at paras. 151 to
160) that Teva's market entry would have been on or about August 1st, 2006 even
though its "patent hold" date was October 14, 2003, while in the Teva Liability
Judgment (FC), she determined (at paras. 61 to 76) that Teva's market entry would
rather have been December 13, 2005.

c) In the Apotex Liability Judgment (FC), the Trial Judge determined (at paras. 191 to
202) that an authorized generic drug manufacturer's market entry would have been
July 26, 2004 following a surprise launch by Apotex, while in the Teva Liability
Judgment (FC), she determined (at paras. 196 to 208) that an authorized generic drug
manufacturer's market entry would rather coincide with Teva's market launch on
December 13, 2005.

…
For the most part, the relevant evidence in both cases was the same on the important issues
affecting market entry, in particular the litigation history of each NOC proceedings involving
Sanofi and the concerned generics. The inconsistencies cannot therefore simply be explained
away by differences in evidence. Rather, they largely flow from the methodology used by the
Trial Judge in constructing the hypothetical market, and particularly from her view that the
market entry of the generic drug manufacturer claiming under section 8 is determined with
little or no regard to the NOC Regulations themselves, while the market entry of the other
generic drug manufacturers is largely dependent on their navigation of those Regulations. In
my view this approach is wrong.65

58. The inconsistencies inherent in the Court of Appeal’s decision, with respect, provide an absurd

result that bears no relationship to the real world. In the majority’s framework, Apotex is deemed to

have launched its generic version of ramipril on April 26, 2004 and to sell in the market, free from

Teva’s competition. Apotex was deemed to enjoy a 30 month head start despite the fact that:

(a) Apotex was actually 6 months behind Teva in the race for regulatory approval;66

(b) Even in the real world, Apotex enjoyed only a 6 month head start over Teva.67

59. The majority acknowledged that the Trial Judge’s methodology results in inconsistencies:

One such inconsistency is that Apotex is assumed to have the first entrant advantage in the
hypothetical market in this case, but not in the Teva Liability Judgment (FC). However, that
inconsistency is inherent in the scheme of section 8 of the NOC Regulations. If that is a
problem that requires a remedy, the remedy lies with Parliament or the Governor-in-Council,
not this Court.

65 Appeal Decision, ¶111 and 113, AR, Vol I, Tab 6, emphasis added.
66 Trial Decision, ¶154, AR, Vol I, Tab 2; Appeal Decision, ¶52, AR, Vol I, Tab 6.
67 Appeal Decision, ¶177, AR, Vol I, Tab 6.
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60. With respect, there is nothing whatsoever in the text, context, or purpose of the NOC

Regulations to support this so-called “first entrant advantage” at all. The phrase “first entrant

advantage” is absent from the NOC Regulations, the Patent Act, and the legislative history of s. 8.

There is no basis to read it in.

61. The majority justified the inevitable inconsistencies solely on the assertion that the framework

was more consistent with the language and purpose of the NOC Regulations. Specifically, it relied

on the fact that for one purpose – the start date under 8(1)(a)(i) – the NOC Regulations define a

hypothetical question to be answered “in the absence of the Regulations”, yet for other hypothetical

questions to be answered under s. 8, the NOC Regulations are silent in this regard. 68 This is an

application of the maxim expressio unius est exclusio alterum which cannot be a substitute for a

proper statutory construction. In fact, in Benfield Corporate Risk v. Beaufort International

Insurance69, the approach of combining silence with the maxim was described as “the weakest and

most unreliable canon of interpretation.”

62. In the Interpretation of Legislation in Canada, 3rd ed. (Scarborough: Carswell, 2000) at pp.

337-339, Côté observes at p. 337:

A contrario [reasoning], especially in the form expressio unius est exclusio alterius, is widely
used. But of all the interpretive arguments, it is among those which must be used with the
utmost caution. The courts have often declared it an unreliable tool, and, as we shall see, it is
frequently rejected.

63. Côté, goes on to observe at p. 339:

Since it is only a guide to the legislature's intent, a contrario reasoning should certainly be set
aside if other indications reveal that its consequences go against the statute’s purpose, are
manifestly absurd, or lead to incoherence and injustice. [footnotes omitted]

64. The NOC Regulations are silent on the appropriate damages framework. Overcompensation

and inconsistencies necessarily flow from the framework applied by the courts below and are avoided

by the framework in the dissenting judgment. The principles of statutory construction and common

sense dictate that the latter construction be adopted.

68 Appeal Decision, ¶160-161, AR, Vol I, Tab 6.
69 2013 ABCA 200, ¶47, AA, Vol I, Tab 24, citing Hals. Laws of England 252 (5th ed 2012), ¶383, AA, Vol III, Tab 92; Burrows,
Interpretation of Documents, 79 (2d ed 1946), AA, Vol III, Tab 89; Turgeon v. Dominion Bank, [1930] S.C.R. 67, at 70-71, AA,
Vol III, Tab 83; 65302 British Columbia v. MNR, [1999] 3 S.C.R. 804, ¶62, AA, Vol I, Tab 1; R. v. CKW, 2005 ABCA 446, ¶61-62,
AA, Vol III, Tab 69; Apex Corporation v. Ceco Developments, 2008 ABCA 125, ¶41, leave to appeal denied [2008] S.C.C.A. No. 264,
AA, Vol I, Tab 5.
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D. The Correct Damages Framework

i. NOC Regulations Are Presumed Absent in the Hypothetical Construct

65. Sanofi respectfully submits that when properly construed s. 8 mandates a framework in which

the NOC Regulations are absent not only for the s. 8 claimant, but also for its competitors. As

Mainville J.A. observed:

…[A] methodology which strives to compensate adequately and fairly the generic
manufacturers must be preferred over one that almost unavoidably leads to windfalls. The
methodology used by the Trial Judge in this case is one which inherently leads to windfalls,
and has in fact led to this result when considering the combined effect of the Apotex Liability
Decision (FC) in this case and the Teva Liability Judgment (FC).
…
The proper methodology is to construct a hypothetical market that most resembles a real
market. In the real market, save rare exceptions, once a generic drug manufacturer has received
a NOC for a generic version of an innovator drug, another generic drug manufacturer can
reasonably expect to secure a NOC for its own generic version of that drug.
…
Consequently, in the hypothetical world, once a generic drug manufacturer is deemed to
have been issued a NOC under paragraph 8(1)(a) of the NOC Regulations as if these
Regulations were non-existent ("in the absence of these Regulations"), then other generic drug
manufacturers should be assumed to be in a position to receive a NOC subject only to the
delays and timelines set out in the Food and Drug Regulations.

In other words, for the purposes of constructing the hypothetical market, once a NOC is
deemed to have been issued to the claimant under paragraph 8(1)(a) of the NOC Regulations,
those Regulations should be disregarded not only with respect to the claimant generic drug
manufacturer, but also with respect to any other generic drug manufacturer that is found,
on a balance of probabilities, to also be a market participant. The regulatory hurdles of the
NOC Regulations are therefore disregarded, but the other regulatory and legislative restraints
flowing notably from the Food and Drug Regulations and the Patent Act are considered for
each participating generic drug manufacturer individually.

This approach constructs a hypothetical market reflecting a level regulatory playing field in
that market.70

66. This framework more appropriately compensates generics for losses actually suffered and

innovators would not be liable for damages to multiple generics measured on the same hypothetical

lost sales. Such a framework is consistent with the text, context and purpose of the NOC

Regulations, and avoids inherent overcompensation and inconsistencies within and between s. 8

actions.

70 Appeal Decision, ¶106-107, 114 and 117-119, AR, Vol I, Tab 6, emphasis added.
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67. This approach is also consistent with common law damages principles. There is no doubt that

Apotex’s “original position” was that of a potential competitor in the ramipril market facing the

threat of competition from Teva, among others. Common law damages principles that Apotex be

restored to that position, and not the better position which the courts below awarded to it.

68. In the alternative, even if the framework presumes that the NOC Regulations are present,

competitors should not be artificially delayed by prohibition applications that failed (and are,

therefore, “actionable”) in the real world. Actionable prohibition proceedings against Apotex’s

competitors should be excluded from the damages framework to arrive at proper compensation.

69. The approach of the courts below treats Teva as if it were held up by prohibition applications

that Teva ultimately won. For that delay, Teva is entitled to claim a portion of the very lost sales that

the majority framework also awarded to Apotex. This defect is at the root of the overcompensation

inherent in the Trial Judge’s and majority’s approach. It is avoided by excluding all failed NOC cases

from the hypothetical framework.

70. Where a defendant causes harm to multiple competitors for the same market position, the law

does not give each plaintiff a judgment for the whole opportunity based on a hypothetical in which

all of the plaintiff’s competitors were excluded from that opportunity by the plaintiff’s wrong.

Instead, the law looks at the position of all the plaintiffs as if none of them were wronged, and

awards each plaintiff a portion of the real world opportunity based on the likelihood they would have

obtained it if none of the competing claimants had been wronged.

71. This common sense principle is well recognized in the procurement and bidding context where

a defendant who puts out a call for tenders creates a contract ( “Contract A”) with each party who

submits a bid. Contract A requires the defendant, among other things, not to award the contract for

the actual work (“Contract B”) to a bidder who does not comply with Contract A. A defendant is

liable in damages for breach of Contract A to all compliant bidders if it awards Contract B to a non-

compliant bidder. In such cases, there are multiple wronged parties. The law does not, however,

build a hypothetical framework in which each plaintiff is treated as if it won Contract B because all

of its competitors were (wrongfully) denied Contract B through the breach of Contract A. Instead,

the courts create a hypothetical world in which the defendant is treated as not having wronged any of

the compliant bidders, and in which competition from all bidders is considered when assessing each

plaintiff’s damages.
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72. This is illustrated by the decision of the Newfoundland Court of Appeal in Health Care

Developers, where the Newfoundland government breached the terms of a Contract A that it made

with seven tender bidders by awarding Contract B to a non-compliant bidder. One compliant bidder

(“Health Care”) sued and the court awarded it damages for the breach of Contract A based on the

value of Contract B but discounted the award by 50% to reflect the fact that another compliant

bidder (“10189 Newfoundland Limited”), also harmed by the breach but not a party to the action ,

was in competition with the plaintiff for Contract B.71

73. A similar framework was adopted by the Ontario Court of Appeal in Fullercon where

competition from the plaintiff’s own competitor (“Kiewit”) was not artificially excluded from the

hypothetical framework merely because the competitor also suffered a real-world breach of Contract

A. In Fullercon’s action for breach of Contract A, the Ontario Court of Appeal affirmed a damages

framework that assumed the bids from both of Fullercon and Kiewit were present. This framework is

flatly inconsistent with the approach by the courts in the present case, which would artificially

exclude Keiwit from the plaintiff’s “hypothetical world” because it was wrongfully excluded from

the bidding process in the real world.

74. The Canadian International Trade Tribunal (“CITT”), which awards compensation for the

breach of procurement rules by public bodies under trade agreements, recognizes the same principle

on the basis that it is necessary to avoid windfalls.72 In calculating compensation for lost

opportunity. The CITT assesses damages by considering the other bidders wrongfully excluded from

the bid process, not by ignoring them. The objective in doing so is to reflect the actual loss suffered

as a result of the government’s breach, as opposed to creating a windfall. 73

75. It is respectfully submitted that the correct legal framework must deem Teva and Riva, like

Apotex, to be free from Sanofi’s failed NOC cases, either by omitting the NOC Regulations entirely

or by excluding failed cases against Apotex’s competitors. This framework awards Apotex that

71 Health Care Developers Inc. v. Newfoundland, [1996] N.J. No. 149 (C.A.), ¶31 and 84 (and ¶80-83), AA, Vol II, Tab 46, emphasis
added [“Health Care Developers”]
72 Canadian International Trade Tribunal, Procurement Compensation Guidelines, online:
<http://www.citt.gc.ca/en/Procurement_compensation_guidelines_e>, ¶3.1.4-3.1.5, AA, Vol III, Tab 90.
73 This principal was applied in Radiation Detection Service (see Re Radiation Detection Service, [2005] C.I.T.T. No. 92, ¶23, AA,
Vol III, Tab 75) and C2 Logistics (see Re C2 Logistics Inc., [2006] C.I.T.T. No. 11, ¶63-64, AA, Vol III, Tab 73) and see, in addition
to the cases cited below: Re Wescam Inc., [1999] C.I.T.T. No. 30, ¶50, AA, Vol III, Tab 76; Re Deloitte & Touche LLP, [2006]
C.I.T.T. No. 45, ¶36, AA, Vol III, Tab 74.
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portion of the generic market it would likely have captured during the period of loss and fairly

compensates Apotex for its actual loss.

ii. In Any Event, Damages Should be Assessed in Light of Contingencies

76. In the further alternative, even if the courts below were correct in applying a framework in

which the NOC Regulations (and actionable prohibition applications against Apotex’s competitors)

are assumed to be present in the hypothetical, the question of what would have happened should be

evaluated on the basis of contingencies (and were not). Even in a hypothetical world where the NOC

Regulations are present, the possibility that Sanofi would have decided to either not commence or

discontinue prohibition proceedings against Apotex’s competitors once Apotex is on the market must

be considered in the damages assessment as a contingency.

77. This is because, in reality, Apotex only lost a chance to enter the generic market free from

competition for a period of time. Apotex’s compensation must be reduced to reflect the contingency

inherent in the chance that Sanofi would never have commenced, or would have quickly discontinued

prohibition applications against Teva and Riva (and others) in a world where (counterfactually) it did

not to bring any prohibition applications against Apotex.

78. In this case, the courts below deemed Apotex to have entered the market – on its own – on

April 26, 2004. In assessing the appropriate amount of compensation to Apotex, the court must

consider the contingency that Sanofi might have not have commenced cases against Teva and Riva

rather than assuming – as the courts below did – that Sanofi would have continued to litigate against

Teva and Riva for at least two and a half years after Apotex’s launch, even though the market for

ALTACE® had effectively been destroyed once genericized.74

79. As this Court accepted in Naylor:

Whilst issues of fact relating to liability must be decided on the balance of probability, the law
of damages is concerned with evaluating, in terms of money, future possibilities and chances.
In assessing damages which depend on the court’s view as to what will happen in the future,
or would have happened in the future if something had not happened in the past, the court
must make an estimate as to what are the chances that a particular thing will happen or
would have happened and reflect those chances, whether they are more or less than even, in
the amount of damages which it awards.75

80. Similarly, of hypothetical events, whether past or future, this Court held in Athey:

74 Appeal Decision, ¶174, AR, Vol I, Tab 6.
75 Naylor Group Inc. v. Ellis-Don Construction Ltd., [2001] 2 SCR 943, ¶85, AA, Vol II, Tab 60, emphasis added [“Naylor”].
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Hypothetical events (such as how the plaintiff’s life would have proceeded without the tortious
injury) or future events need not be proven on a balance of probabilities. Instead, they are
simply given weight according to their relative likelihood… For example, if there is a 30
percent chance that the plaintiff’s injuries will worsen, then the damage award may be
increased by 30 percent of the anticipated extra damages to reflect that risk. A future or
hypothetical possibility will be taken into consideration as long as it is a real and substantial
possibility and not mere speculation…76

81. The courts below did not evaluate any of the contingencies as to what would have happened

had Apotex not been delayed based on relative likelihood.77 Simply assuming, as the courts below

did, that the hypothetical world would be exactly the same as the real-world is not realistic and does

not account for contingencies. As Mainville J.A. said:

… In the real market, save rare exceptions, once a generic drug manufacturer has received
a NOC for a generic version of an innovator drug, another generic drug manufacturer can
reasonably expect to secure a NOC for its own generic version of that drug.78

82. Similarly, contingencies arise in relation to Teva’s hypothetical decision to await expiry of

the ‘457 Patent. In the Apotex case, the hypothetical framework assumes that Sanofi does not

enforce its patents against Apotex under the NOC Regulations. In those circumstances, Teva would

be unlikely to stand idly by for 18 months and allow Apotex to enjoy generic exclusivity for a

blockbuster drug like ramipril. There ought to have been some contingency assessed, as Barry

Fishman, CEO of Teva, testified, for the likelihood that Teva would have adopted a more aggressive

market entry strategy if Sanofi had not commenced prohibition proceedings against Apotex and

Apotex received its NOC earlier than it did:

We would have taken the approach to get the product on the market as quickly as possible,
knowing the size of the ramipril product, and we would have pulled out all stops to get
approval and to launch as quickly as possible.79

83. This Court has previously held that the NOC Regulations should be interpreted with a view to

the “commercial reality” of the pharmaceutical industry.80 In failing to consider the contingencies

76 Athey, supra note 44, ¶27 (and ¶29 and 48), AA, Vol I, Tab 15, emphasis added.
77 In the real world, Sanofi demonstrated its willingness not to prevent generic market access by relying on its rights under the NOC
Regulations when it did not have reason to. Sanofi discontinued its NOC cases against generic manufacturers Sandoz Canada Inc.
(Federal Court File Nos. T-435-07, T-436-07; T-438-07) and Cobalt Pharmaceuticals Inc. (Federal Court File No. T-1710-06) between
July-August of 2007 [see Exhibit 85, AR, Vol. VIII, Tab 15A] after Apotex had already received its ramipril NOC and where Sanofi
was not exposed to the risk of s. 8 damages to such generics. Sanofi’s actions allowed Sandoz to receive its NOC on July 5, 2007, and
Cobalt on September 24, 2007 [see Exhibit 133, AR, Vol. VIII, Tab 15], and come to market once Sanofi had exhausted its ability to
quash Apotex’s NOC.
78 Appeal Decision, ¶114-115, AR, Vol I, Tab 6, emphasis added.
79 Confidential Transcript of Fishman examination on March 2, 2012, lines 4-13 (pgs. 2503-2504), AR, Vol 7, Tab 14.
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that others would have entered the market during the relevant period, the courts below ignored the

commercial reality of the pharmaceutical industry and well-established damages principles. The

correct approach, assuming the NOC Regulations are present in the hypothetical world at all, is to

reduce Apotex’s damages to reflect such contingencies. A new trial is necessary to determine the

facts on the correct construct to evaluate the above-discussed contingencies.

E. The AG Would Have Entered the Market at the Same Time as or Before Apotex

84. The approach to the damages framework taken by the courts below is also inconsistent with

their conclusions regarding the date when an authorized generic (“AG”) would have entered the

generic market, as Mainville J.A. recognized in dissent.81 These conclusions cannot stand.

85. An AG is drug that is manufactured by an innovative drug company but sold by a generic

company under the generic’s name. The purpose of introducing an AG is to allow the innovator to

participate in both the brand and generic markets. Ordinarily, an innovator will not introduce an AG

until an un-authorized generic manufacturer comes to market.82 The timing of the hypothetical entry

of the AG is critical to the damages assessment because the sales that it would have made would not

have also been made by any of Apotex, Teva, or Riva.

86. The majority correctly recognized that Sanofi was served with NOAs from Apotex (four times

in 2003),83 thereby providing warning of Apotex’s impending market access. The Trial Judge

excluded these NOAs from the hypothetical world and concluded that if they did not exist there

would be a “surprise launch” by Apotex with the result that it would take three months before the AG

would come to market.84 The majority of the Court of Appeal reversed this finding, but concluded

that three months would have been required on the theory that a more prompt launch was

“improbable”, given Sanofi’s real-world practice of bringing multiple prohibition applications.85

87. This finding of fact by the Court of Appeal, however, was inconsistent with the following

findings of the Trial Judge:

80 Merck Frosst Canada Inc. v. Canada (Minister of National Health and Welfare), [1998] 2 S.C.R. 193, ¶32, AA, Vol II, Tab 57,
emphasis added [“Merck Frosst”].
81 Appeal Decision, ¶120 and 140, AR, Vol I, Tab 6.
82 Trial Decision, ¶170-171, AR, Vol I, Tab 2. See also Appeal Decision, ¶58 (and ¶152-154), AR, Vol I, Tab 6.
83 Appeal Decision, ¶166 and 169-171, AR, Vol I, Tab 6.
84 Trial Decision, ¶202, AR, Vol I, Tab 2.
85 Appeal Decision, ¶172 (and ¶173), AR, Vol I, Tab 6.
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One of the most important factors in determining whether Sanofi would have decided to launch
an AG is the importance of ALTACE to Sanofi. Mr. Gravel testified that, following the
publication of the HOPE study, ALTACE sales “increased significantly year-over-year and
became the leading product in Canada”. He also stated that at one point, ALTACE was
Sanofi’s largest product.
…
The evidence clearly establishes that Sanofi had contemplated the possibility of generic entry
and the launch of an AG for ramipril since at least 1999. …

Although the issuance of the '206 Patent in 2001 averted the threat of generic entry for a time,
Mr. Leprince testified that that threat resurfaced in 2003, when Pharmascience filed a notice
of allegation, followed quickly by Apotex. Sanofi also points out that Dr. Sherman’s patent
application for a ramipril formulation came to its attention on April 16, 2003. This application
would have raised the threat of an attack on ALTACE by Apotex.

Mr. Gravel similarly testified that Sanofi was considering the possibility of generic entry into
the ramipril market when he became involved with ALTACE at the end of 1999 and
beginning of 2000.86

88. Without the “surprise launch” theory, the Trial Judge would have placed the AG in the market

earlier and the Court of Appeal’s “improbability” assessment based on one fact should not have been

made in the face of contrary findings by the Trial Judge. Further, even if there were a real and

substantial possibility that the AG would have not entered the market until after Apotex did, the

courts should still have discounted Apotex’s damages award to reflect the contingency of the AG

entering earlier, for the same reasons discussed at paragraphs 76-83 above. A new trial is necessary

to determine the facts on the correct construct and in any event the contingencies related to the timing

of launch of the AG.

3. Issue #2 – The Relevant Period Commenced no Sooner than November 4, 2005

A. No Retroactive “Unlocking” the Door

89. On August 20, 2003, Apotex served a first NOA relating to the ‘457 Patent, which set out the

allegations to be litigated in a case that was ultimately heard by Madam Justice Simpson on April 19,

2005. During the entire pendency of that case, the Minister of Health was prohibited by s. 7(1)(e) of

the NOC Regulations (the “Statutory Stay”) from issuing a NOC for Apo-ramipril.

90. On October 6, 2005, Simpson J. found Apotex’s allegations to be unjustified and issued an

order (the “Prohibition Order”) prohibiting the Minister of Health from granting a NOC to Apotex

until the expiry of the ‘457 Patent. The Prohibition Order converted the Statutory Stay into a judicial

86 Trial Decision, ¶172, 182, 184-185 and 187-189, AR, Vol I, Tab 2, emphasis added.
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prohibition until the expiry of the ‘457 Patent. The Prohibition Order was never reversed on appeal,

stayed, set aside, or varied in any way.87

91. On November 12, 2003 Apotex served a second NOA relating, again, to the ‘457 Patent. This

case was heard by Madam Justice Tremblay-Lamer on September 20-22, 2005. On November 4,

2005, Tremblay-Lamer J. made an order (the “Tremblay-Lamer J. Order”) dismissing Sanofi’s case

relating to an invalidity allegation against the ‘457 Patent.

92. The parties have proceeded on the basis that, once made, the Tremblay-Lamer J. Order

overtook the Prohibition Order and, on that date, the Prohibition Order effectively ceased to prohibit

the Minister of Health from granting Apotex its NOC. In the courts below, Sanofi argued that since

the Minister was lawfully prevented from granting Apotex a NOC until at least the Tremblay-Lamer

J. Order was made, November 5, 2005 was the first date on which Apotex suffered any loss

compensable under s. 8 and that was the appropriate start date for the damages assessment.

93. The courts below disagreed and found that the Prohibition Order should be treated as if it did

not prevent Apotex from obtaining a NOC in the time before November 4, 2005 because it was

“essentially set aside” by the decision of Tremblay-Lamer J. on November 4, 2005.88

94. This fictional “unlocking” of a “door”, retroactively, was accepted by the Court of Appeal,

which found that the “overall net result of the combined effect of both decisions” was as if the

Prohibition Order had never impeded an Apotex NOC:

… For all practical purposes, and taking into account the entire context of these proceedings,
the prohibition order issued by Simpson J. should be viewed as simply irrelevant for the
purposes of liability determinations under section 8 of the NOC Regulations in light of the
subsequent decision of Tremblay-Lamer J. …89

95. It was an error to erase the Prohibition Order from the facts and take Apotex’s “patent hold

date” of April 26, 2004 as the appropriate commencement date for the Relevant Period because:

(a) S. 8 imports and depends upon traditional causation principles and none of Sanofi’s

unsuccessful cases caused any damage to Apotex as long as the (non-actionable) case

culminating in the Prohibition Order legally prevented the Minister of Health from

issuing Apotex its NOC,

87 Trial Decision, ¶29, 33 and 41, AR, Vol 1, Tab 2.
88 Trial Decision, ¶7 and 55, AR, Vol I, Tab 2; Appeal Decision, ¶71-74, 80 and 152, AR, Vol I, Tab 6.
89 Appeal Decision, ¶78-79 (and ¶152-154), AR, Vol I, Tab 6, emphasis added.
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(b) The “more appropriate date” under s. 8(1)(a)(ii) is November 4, 2005 when the

Tremblay-Lamer J. Order overtook the Prohibition Order, for the first time, putting

Apotex into the position of being able to get a NOC, despite the ‘457 Patent.

96. As discussed above, s. 8 only allows Apotex to recover for damages causally connected to the

delay resulting from a failed prohibition application. Indeed, s. 8(1)(a)(ii) of the NOC Regulations

expressly permits a court to select a date other than the patent hold date as the commencement of the

period of loss. This is a reflection of the fact that matters other than the innovator’s failed

prohibition application may have delayed a generic’s market entry after its patent hold date, in the

real world.90

97. It is well-established that where some other pre-existing condition causes the claimed loss it is

not compensable in law.91 Thus, where a generic is prevented from selling by a cause other than the

failed prohibition application (e.g., its inability to obtain supply) the “appropriate” start date for s. 8

is the date on which that other real-world cause ceased to be active in preventing the generic from

selling its product.92

98. Because the Prohibition Order was never withdrawn, discontinued, dismissed or reversed, but

remained in effect until it was rendered moot by the Tremblay-Lamer J. Order, the courts should

have selected November 4, 2005 as the earliest possible commencement of the compensable period

of loss. In reaching the contrary conclusion, and treating the Prohibition Order as though it did not

exist, or dismissing it as irrelevant, the courts below erred in law.

99. The Statutory Stay and Prohibition Order bound the Minister of Health. It would have been a

violation of the NOC Regulations and contempt of the Prohibition Order for the Minister of Health to

issue a NOC prior to the Tremblay-Lamer J. Order. It is “well established that a contempt

application is not answered by the assertion that the injunction was erroneously granted or even that

90 NOC Regulations, s. 8(1)(a)(ii) (“a date other than the certified date is more appropriate” (emphasis added)).
91 Athey, supra note 44, ¶27, 29 and 48, AA, Vol I, Tab 15; Blackwater, supra note 44, ¶79, AA, Vol I, Tab 25.
92 For example in Apotex Inc. v. Merck Frosst Canada & Co., 2010 FC 287, aff’d 2011 FCA 329, AA, Vol I, Tab 10, Apotex’s NOC
was ready to issue and on patent hold in June of 1993 but the Court took into account Apotex’s problems with supply from its two
potential suppliers (Delmar and Novopharm) and concluded that Apotex would not have been able to get on the market until one full
year after it would have received its NOC in the absence of Merck’s litigation. The Court of Appeal affirmed the trial decision which is
based on the principle that damages are not recoverable during the existence of other causes of delay and that the start date under s. 8 is
the day on which causes distinct from the failed litigation cease to operate.
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it was void”.93 A “contempt will have been committed in the event of disobedience even in

circumstances where the injunction is subsequently set aside on appeal”.94 In Canadian Liberty Net,

this Court considered a circumstance in which contempt was alleged based on an order later found to

have been unconstitutional. This Court stated:

… As I have found above that the Federal Court had jurisdiction to issue the order, at its
highest, the appellants can only suggest that that jurisdiction was exercised wrongly. Such
an order is neither void nor nugatory, and violation of its terms constitutes contempt of
court. The words of McLachlin J. in Taylor… are both definitive and eloquent on this point:

. . . For the purposes of the contempt proceedings, [the order] must be considered to be
valid until set aside by legal process. Thus, the ultimate invalidity of the order is no
defence to the contempt citation.95

100. The Tremblay-Lamer J. Order of November 4, 2005 only prospectively ended the lawful and

non-actionable cause of Apotex’s delay. This is apparent from the Taylor case cited in Canadian

Liberty Net, where McLachlin J. (as she then was) held that if an order is quashed as invalid, the

effective date of the quashing is the date when the order is set aside, not the date when the original

order was granted and that the original order stands effective until the later date.96

101. Indeed, prior to the unprecedented decision below, this basic principle was reflected in several

existing Court of Appeal decisions regarding s. 8. As Evans J.A. said in Eli Lilly:

This Court has unequivocally held on several occasions that a finding that a patent is invalid
does not enable the Court to reach back and retroactively dismiss an application for an order
of prohibition granted earlier on the ground that an allegation of non-infringement or
invalidity in a Notice of Allegation was not justified…

The practical significance of this issue is that a generic pharmaceutical manufacturer may
claim damages under section 8 of the Regulations if an application for an order of prohibition
under subsection 6(1) is withdrawn or discontinued, dismissed, or reversed on appeal. Since a
subsequent declaration that a patent listed on the register is invalid is none of these, it does

93 Hon. R.J. Sharpe, Injunctions and Specific Performance, 2nd ed., looseleaf (Toronto: Carswell, 1992+), ¶6.210, AA, Vol III, Tab 93.
See also Canada (Human Rights Commission) v. Taylor, [1990] 3 S.C.R. 892 at 973, per McLachlin J. (dissenting on other grounds),
AA, Vol II, Tab 35 [“Taylor”].
94 D. Eady & A.T.H. Smith, Arlidge, Eady & Smith on Contempt, 3rd ed. (London: Sweet & Maxwell, 2005), ¶12-140, AA, Vol III,
Tab 91. See also R. v. Clark, 2001 BCCA 706, ¶74 (and ¶15-18 and 57-66), AA, Vol III, Tab 70.
95 Canada (Human Rights Commission) v. Canadian Liberty Net, [1998] 1 S.C.R. 626, ¶51, AA, Vol I, Tab 34, emphasis added. See
also United Nurses of Alberta v. Alberta (A.G.), [1992] 1 S.C.R. 901 at 935, AA, Vol III, Tab 84.
96 Taylor, supra note 93, at 974-975, AA, Vol II, Tab 35. While McLachlin J. dissented in Taylor, the majority did not take issue with
these comments, and at 942-943 of their reasons, endorsed the rule that the validity of an order may not be challenged in a subsequent
contempt proceeding alleging its breach.
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not give rise to a claim by the generic manufacturer for damages for loss of profits sustained
during the time that the prohibition order kept its product off the market.97

102. Thus, in Aventis, the innovator obtained two judicial prohibition orders against the generic

manufacturer under the NOC Regulations. Subsequently, in the context of an infringement trial

under the Patent Act, the Court declared all of the patent claims on which the prohibition orders were

based invalid. As a result, the generic obtained an order from Zinn J. dismissing the prohibition

orders. In affirming Zinn J.’s decision to set the prohibition orders aside, the Court of Appeal noted

that it only rendered the prohibition orders ineffective as of the date of the decision itself, even

though the generic also sought to set aside the underlying prohibition applications for the purposes of

its s. 8 damages claim.98

103. The Court of Appeal reached a similar conclusion in Syntex. There, a prohibition order was

issued by a court under the NOC Regulations, in response to an NOA where the generic company

made allegations other than invalidity. In a subsequent action under the Patent Act, the generic

obtained a declaration of both non-infringement and invalidity with respect to the same patent. The

Federal Court thus issued a further order setting the previous prohibition order aside. The generic

then brought a s. 8 damages action arguing, as here, that the commencement date for the liability

period was the patent hold date, not the later date when the prohibition order was set aside. In

rejecting this argument, the Court of Appeal held:

…[S]ection 8 of the Regulations was intended to provide redress to the generic where the
innovator failed to establish that the generic's allegations of invalidity or non-infringement
were not justified. In my view, section 8 was not intended to provide redress where the
innovator prevailed in the prohibition proceeding, even if the generic was later successful in
patent litigation. It follows that I agree with the Judge that Apotex can not "reach back and
apply the finding of invalidity in the action so as to argue that the '671 patent had 'expired'
within the meaning of section 8" of the 1993 version of the Regulations.99

104. The Court of Appeal distinguished this case on the basis that it involved the dismissal of

prohibition proceedings under the NOC Regulations rather than subsequent findings of invalidity

under the Patent Act.100 This is not a principled distinction because the Tremblay-Lamer J. Order,

97 Eli Lilly Canada Inc. v. Apotex Inc., 2013 FCA 282, ¶6-7, leave to appeal refused, [2014] S.C.C.A. No. 43, AA, Vol II, Tab 41,
emphasis added [“Olanzapine”].
98 Aventis Pharma Inc. v. Pharmascience Inc., 2010 FCA 153, ¶3-4, leave to appeal refused, [2010] S.C.C.A. No. 310, AA, Vol I,
Tab 19, emphasis added [“Aventis”]
99 Apotex Inc. v. Syntex Pharmaceuticals International Ltd., 2010 FCA 155, ¶36, leave to appeal refused, [2010] S.C.C.A. No. 312,
AA, Vol I, Tab 12, emphasis added. See also Pfizer Canada Inc. v. Canada (Minister of Health), 2011 FCA 215, ¶18-19, leave to
appeal refused, [2011] S.C.C.A. No. 430, AA, Vol III, Tab 66.
100 Appeal Decision, ¶90, AR, Vol I, Tab 6.
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made in a summary way in the context of the NOC Regulations (without discovery or trial) presents a

stronger reason for avoiding retroactive invalidation of the Prohibition Order. A declaration of

invalidity under the Patent Act is a final in rem decision. The Tremblay-Lamer J. Order was not a

declaration or finding of invalidity “because no such declaration may be made in a prohibition

proceeding”.101 Instead, it was a summary decision that Apotex’s allegation of invalidity was not

proven to be unjustified on a summary basis. This Court recognized and explained the important

difference between these two types of orders in Eli Lilly.102 In fact, this Court recently modified one

of its own judgments because it appeared to treat the dismissal of a NOC case as if it invalidated a

patent, underscoring that an order like the Tremblay-Lamer J. Order is very different from a finding

of invalidity.103

105. The Court of Appeal was also incorrect to rely upon the fact that Unilin, an English Court of

Appeal decision which held that declarations of patent invalidity do not have retroactive effect upon

prior judicial orders, was overturned by the U.K. Supreme Court in Virgin.104 In Eli Lilly, the Court

of Appeal rejected this very argument.105

106. Moreover, the Virgin decision is distinguishable on several important grounds. It arose in the

context of a damages inquiry by a patentee who had obtained a judgment from the English Court of

Appeal finding its patent was valid and infringed by the appellant, after which the European Patent

Office (“EPO”) retroactively amended the patent to remove the relevant claims on the ground of

invalidity.106 Importantly:

(a) The issue in Virgin was whether the patentee could obtain infringement damages for a

subsequently amended or revoked patent. Here, the issue is very different; i.e., can a

generic company be hypothetically presumed for s. 8 purposes to have entered the

market in the face of a statutory stay and a prohibition order later rendered moot?

101 Apotex Inc. v. Syntex Pharmaceuticals International Ltd., 2010 FCA 155, ¶35, leave to appeal refused, [2010] S.C.C.A. No. 312,
AR, Vol I, Tab 12. See also Pfizer Canada Inc. v. Canada (Minister of Health), 2011 FCA 215, ¶14-17, leave to appeal refused, [2011]
S.C.C.A. No. 430, AR, Vol III, Tab 66.
102 Eli Lilly, supra note 5, ¶95-97, AA, Vol II, Tab 40, underlining in original, bolding and italics added.
103 Teva Canada Ltd. v. Pfizer Canada Inc., [2012] 3 S.C.R. 625.
104 Appeal Decision, ¶81-89, AR, Vol I, Tab 6.
105 Olanzapine, supra note 97, ¶10-11, AA, Vol II, Tab 41, emphasis added.
106 The Court refers to the patent as having been “retrospectively” amended but it is clear the Court means “retroactively” as that term
is understood in Canadian jurisprudence: see Virgin Atlantic Airways Limited v. Zodiac Seats UK Limited, [2013] UKSC 46, ¶27, AA,
Vol III, Tab 86 (and ¶49) (“[T]he unamended patent has been retrospectively amended. It no longer exists, and is deemed never to
have existed, in the form on which these issues were adjudicated by the Court of Appeal”).
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(b) The revocation order in Virgin was an in rem order that determined the status of the

patent against the world, and was expressly made retroactive pursuant to legislation

authorizing the EPO to issue retroactive patent amendments.107 By contrast, the

Tremblay-Lamer J. Order was a summary inter partes ruling that did not reach a final

determination of invalidity with respect to the ‘457 Patent, much less retroactively, nor

did it purport to undo the Statutory Stay or set the Prohibition Order aside.

(c) The Virgin decision arose on an appeal from the Court of Appeal’s own validity and

infringement ruling, in which the appellant asked that the Supreme Court to allow it to

argue in the damages inquiry that the retrospective patent amendments meant the

respondent did not suffer any damage. In this case, the issue arose where a different

court than the one that had granted the Prohibition Order was asked to undo the Statutory

Stay and effectively collaterally attack the Prohibition Order in the context of a later s. 8

damages claim. The NOC Regulations do not permit a lawful statutory stay to be undone

retroactively, and no application was ever made to Simpson J. to vary or set aside the

Prohibition Order, and no appeal from it was ever heard.

107. Accordingly, the courts below erred in identifying April 26, 2004 as the commencement date

for the Relevant Period and this Court should direct that November 4, 2005 be treated as the

commencement date.

B. The Second NOA Was an Abuse of Process and Should Not Create Liability For
Sanofi

108. In the alternative and in any event, the courts below erred in giving any effect to the Tremblay-

Lamer J. Order, let alone a retroactive effect, because it was procured by Apotex through an abuse of

process. Even if there were a legal basis for the Tremblay-Lamer J. Order to “trump” the Statutory

Stay and Prohibition Order, and to do so retroactively, in this case it was an error to construct a

hypothetical on that basis because of the circumstances in which Apotex procured the Tremblay-

Lamer J. Order and the circumstances in which the Court of Appeal found Sanofi’s appeal form the

Tremblay-Lamer J. Order to be moot.

109. Tremblay-Lamer J. held that it was not an abuse for Apotex to split its case on the ‘457 Patent

into two NOAs because they were “separate and distinct allegations” which Apotex was allowed to

107 Ibid, ¶33, 35, AA, Vol III, Tab 86.
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make in two separate proceedings. The Court of Appeal in AB Hassle108 would later make clear that

Justice Tremblay-Lamer’s conclusion was legally wrongand Justice Mainville, speaking for all three

members of the Court of Appeal on this issue, confirmed that AB Hassle does indeed disapprove of

Apotex’s conduct in giving the NOA leading to the Tremblay-Lamer J. Order as an abuse of

process.109 There can be no doubt that the NOA giving rise to the Tremblay-Lamer J. Order should

never have been served by Apotex.110 Sanofi appealed Justice Tremblay-Lamer’s decision, including

the incorrect refusal to declare the second NOA an abuse of process.

110. Prior to the hearing of Sanofi’s appeal, the ‘457 Patent expired and Apotex moved to dismiss

Sanofi’s appeal as moot. Sanofi argued that its potential s. 8 exposure to Apotex was a sufficient

reason for the Court of Appeal to hear the appeal which might be otherwise moot. The Court of

Appeal described Apotex’s argument for mootness in the following terms:

In support of its motion, Apotex argues that, as a result of the expiry of the ‘457 patent, and
given its undertaking to abandon its appeal from the decision of Simpson J. in the event
that the present application succeeds, there is no longer a statutory obstacle preventing the
issuance of an NOC and therefore nothing left to decide. It adds that a decision on appeal
cannot change the result. (emphasis added)

111. It is significant that Apotex procured the dismissal of Sanofi’s appeal of the Tremblay-

Lamer J. Order by undertaking to allow the Prohibition Order to stand. It is also significant that the

Court of Appeal dismissed Sanofi’s appeal despite Sanofi’s concerns of the implications it could

have on a subsequent s. 8 claim on the following basis:

…Apotex chose to first proceed with its conditional allegation before Simpson J. It did not
seek to accelerate its appeal from that decision with the result that, insofar as this decision is
concerned, none of the events mentioned in section 8 have taken place. Simpson J.’s
prohibition order has remained in effect until the expiration of the ‘457 patent. Based on
the limited record that we have, and without pre-judging the issue, if it should arise in the
context of a section 8 application, the section 8 exposure is in our view speculative
(emphasis added).

108 The exception to applying abuse of process to the second NoA do not apply here because it is clear that “Apotex could have raised
its invalidity allegations in the previous proceedings.” Indeed, on the face of the Tremblay-Lamer J. NoA, it is clear that the detailed
invalidity grounds were drafted on a date predating the service of the Simpson NoA. Additionally, Apotex gained the possibility of
significant tactical benefits by splitting its case, including the possibility of maintaining inconsistent positions in the two cases.
109 Appeal Decision, ¶76, AR, Vol 1, Tab 6.
110 The service of two separate NoA’s, for whatever tactical benefits it provided to Apotex was nothing but entirely advertent. The
second NoA was prepared before the first NoA was even served. Apotex’s decision to delay service of the second NoA until after
Sanofi commenced the prohibition case on the first NoA necessitated two separate cases.
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112. If the Court of Appeal had heard Sanofi’s appeal of the Tremblay-Lamer J. Order it would

have applied the law which by then was very clearly stated in AB Hassle: that filing multiple NOAs

against the same patent is an abuse of process.111

113. Apotex procured the Tremblay-Lamer J. Order by an abuse of process and a dismissal of

Sanofi’s appeal of the Tremblay-Lamer J. Order by undertaking to abandon its efforts to set aside

the Prohibition Order. The Court of Appeal mooted Sanofi’s appeal from the Tremblay-Lamer J.

Order because s. 8 liability appeared “speculative”. In these circumstances, it is not just or

equitable for the courts below to have constructed a hypothetical world in which Apotex was

awarded damages in a lengthened period (by at least 17 months) only because the Tremblay-Lamer

J. Order “unlocked the door” to such an award. A cause of action premised on tortious conduct, as

in the case of Apotex’s s. 8 claim (for those 17 months), is not tenable in Canada and should not be

permitted under s. 8. Apotex should not be permitted to benefit from its abuse of process in

allowing it to legally “unlock the door” to an additional 17 months of damages.112

114. The Court of Appeal affirmed the Trial Judge’s decision to ignore the Statutory Stay and

Prohibition Order as “irrelevant” for reasons including that:

(a) the Court of Appeal decision to moot Sanofi’s appeal based in part on the apparent
absence of any s. 8 exposure in the face of the Prohibition Order was not a final
determination of the existence of s. 8 liability;

(b) the Tremblay-Lamer J. Order and the Prohibition Order were rendered within a
month of each other. If the Tremblay-Lamer J. Order had come before the
Prohibition Order, the Prohibition Order would never have issued and it should
not matter which of the two orders came first in time;113

(c) that Justice Tremblay-Lamer “could have” exercised a discretion to decide the
abusive case even if she had not erred by concluded that it was not an abuse of
process.114

111 It is no answer for Apotex to suggest, as it did in the Court of Appeal, that Apotex’s abuse of process cannot now be considered
because Sanofi lost this issue point before Justice Tremblay-Lamer and the existence of Apotex’s abuse of process is res judicata
against Sanofi. The doctrine of res judicata is not applied where it would be contrary to the interests of justice. For the reasons set out
in paragraph 8(a), above, it would be contrary to the interest of justice to apply res judicata here, and that is presumably why the Court
of Appeal did not accept Apotex’s invitation to apply it to Sanofi on this issue.
112 In law, a party cannot take advantage of or benefit from its own wrong: see, e.g., Barclays Bank PLC v. Devonshire Trust (Trustee
of), 2013 ONCA 494 at paras. 149-151, leave to appeal refused, [2013] S.C.C.A. No. 374, and Mason v. Freedman, [1958] S.C.R. 483
at 484-487. This principle is also reflected in the maxim ex turpi causa non oritur actio: see, e.g., Blackwater, supra note 44, ¶83, AA,
Vol I, Tab 25.
113 Appeal Decision, ¶79, AR, Vol 1, Tab 6.
114 Appeal Decision, ¶76, AR, Vol 1, Tab 6.
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115. With respect, there is artificiality, error, and unfairness in each of these three aspects of the

Court of Appeal’s reasoning, including:

(a) Sanofi was denied access to the Court of Appeal to rectify what the Court of
Appeal now recognises to have been an error about abuse of process in part
because the Court of Appeal saw the risk of s. 8 liability in the face of the
Prohibition Order as “speculative”. Now, that abuse of process is overlooked as a
basis to impose exactly that liability upon Sanofi.

(b) The Prohibition Order is erased from the s. 8 analysis because Justice Tremblay-
Lamer “could have” exercised a discretion to make the order she did, despite an
abuse of process, when Justice Tremblay-Lamer did not do that in the real world
and without regard to the reality that no Judge of the Federal Court has ever
elected to decide a NOC in favour of a generic after having concluded that the
generic’s allegation was an abuse of process.

(c) Reliance is placed on the fact that that the Tremblay-Lamer J. Order could have
come before (rather than after) the Prohibition Order. This misses the legally
relevant point that the Minister could not issue a NOC to Apotex during the entire
pendency of the case giving rise to the Prohibition Order. The legal impediment
started out as the Statutory Stay115 and was replaced by the Prohibition Order on
November 4, 2005. Regardless of which order came first, either the Statutory Stay
or the Prohibition Order would always have been a lawful and proper bar to any
NOC until the Tremblay-Lamer Order issued on November 5, 2005.

116. The Tremblay-Lamer J. Order results from and is predicated on Apotex’s tortious conduct

of abusing the process of the court by delivering two NOAs on the same patent separated in time

such that they could not have been part of the same prohibition application.116 Such conduct cannot

and should not be the foundation for erasing the lawful Statutory Stay and Prohibition Order in

selecting the appropriate start date under s. 8 and none of the reasons given by the Court of Appeal

support doing so.

4. Issue #3 – Damages Cannot Be Awarded for Lost HOPE Sales

117. The release of Sanofi’s HOPE study in the year 2000 dramatically increased ALTACE® sales

(on the order of 400%) and caused it to eclipse other ACE inhibitors, owing this new medical use for

115 NOC Regulations, s. 7.
116 Although Apotex served the NOA leading to the Tremblay-Lamer J. Order more than 45 days after it served the NOA leading to the
Prohibition Order, it was actually prepared much earlier. On its face, the NOA that led to the Tremblay-Lamer J. Order actually
predates the service of the NOA that led to the Prohibition Order. Apotex chose to separate out the infringement and validity issues
into two separate NOAs in respect of the same ‘457 Patent, then elected to delay service of the validity NOA until after Sanofi
commenced the prohibition application that led to the lawful Statutory Stay and Prohibition Order. For whatever strategic reason it may
have had, there can be no dispute that Apotex elected to commit its abuse of process: Letter from Apotex Inc. to Aventis Pharma Inc.
re: Notice of Allegation, ‘457 Patent, dated November 10, 2003, AR, Vol 8, Tab 15A, Ex1 (Tab 9).
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the drug.117 Sanofi was granted two patents for the HOPE indications and listed those patents on the

Patent Register.118

118. The Trial Judge concluded, and it is not disputed, that “as of April 26, 2004, Apotex would

likely have launched Apo-ramipril with no reference to… the HOPE indications” in its Product

Monograph.119 Accordingly, in the damages framework, Apotex’s NOC would have approved sales

of Apo-ramipril as an ACE inhibitor; but not for the HOPE use/indication.120 The delay in the

issuance of the NOC was not a delay in any approval to advertise or sell for HOPE.

119. Nevertheless, the Trial Judge concluded that “[i]n assessing Apotex's damages, no adjustment

should be made for… sales made in respect of an unapproved indication”, despite the “logical

appeal” of Sanofi’s position to the contrary.121 The Court of Appeal found no reviewable error in the

Trial Judge’s findings and conclusions in this regard.122 The courts below were of the view that

because Sanofi did not and could not prevent such HOPE sales in the real-world those sales should

be “deemed” present in the damages construct.123

120. With respect, this was an error of law and does not address Sanofi’s argument. Even though

Apotex would not be liable as a direct or indirect infringer (because it chose to remove HOPE from

its product monograph), such HOPE sales would nevertheless result in the violation of Sanofi’s

HOPE patents and interfere with its patent rights.124 The issue is whether the Governor-in-Council

intended generics to be compensated under s. 8 for being prevented from making sales that would

have resulted in infringement of presumptively valid patents.125 In Sanofi’s submission, the answer

must be “no” for the following three reasons.

117 Statement of Dr. Iain M. Cockburn, dated September 24, 2011, ¶82, AR, Vol VIII, Tab 15, Ex127, citing Hemels, M.E. et al.
(2003), “HOPE Study Impact on ACE Inhibitors Use,” The Annals of Pharmacotherapy, 37(5): 640-5, and Tu, K. et al. (2003), “The
Striking Effect of the Heart Outcomes Prevention Evaluation (HOPE) on Ramipril Prescribing in Ontario,” Canadian Medical
Association Journal, 168(5): 553-557.
118 Trial Decision, ¶28, Vol I, Tab 2.
119 Trial Decision, ¶280, AR, Vol I, Tab 2; Appeal Decision, ¶67, AR, Vol I, Tab 6.
120 Food and Drug Regulations, C.R.C., c. 870, as amended, ss. C.08002.1(2), C.08.003, C.08.004(1).
121 Trial Decision, ¶7 and 283, AR, Vol I, Tab 2; Appeal Decision, ¶131-135 and 152-154, AR, Vol I, Tab 6.
122 Appeal Decision, ¶135, and Majority agreeing ¶152(b), AR, Vol I, Tab 6.
123 Trial Decision, ¶291-293, AR, Vol I, Tab 2; Appeal Decision, ¶133-34, AR, Vol I, Tab 6.
124 Monsanto Canada Inc. v. Schmeiser, [2004] 1 S.C.R. 902, ¶34, 140-141, 158.
125 No court has ever made any finding that calls into question the validity of the HOPE patents.
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121. First, it is well-understood that the overall purpose of the NOC Regulations is to prevent patent

infringement.126 All of the disputed HOPE sales that Apotex claims it would have made were sales

to patients who infringed by using ramipril for the HOPE indication. Section 8 should not be read to

extend to compensation for lost sales that would necessarily result in infringement.

122. Second, Apotex chose not to include HOPE in its product monograph and, as a result, would

not have been approved to advertise or sell Apo-ramipril for HOPE. Having chosen not to seek

approval for any HOPE sales, Apotex cannot claim compensation for being delayed from making

those sales. In other words, when Apotex removed the HOPE uses from its product monograph, it

voluntarily elected to remove the HOPE uses from the scope of eligible s. 8 damages.127

123. Third, throughout the NOC litigation between Sanofi and Apotex, Apotex’s approval

included the HOPE indication. If Apotex launched Apo-ramipril on the basis of that approval,

Apotex would have been liable to Sanofi for inducing infringement of the HOPE patents.128 Under

s. 8(5) of the NOC Regulations, a generic is not entitled to claim damages for lost sales that would

have been infringing.129 Accordingly, at all times during the NOC litigation, Apotex had no claim, in

law, for damages in respect of the HOPE sales. On December 12, 2006, Apotex’s NOC issued,

mooting the NOC litigation involving the HOPE patents and crystallizing Sanofi’s liability.130 Two

days later, Apotex removed the HOPE indication from its product monograph.131 That unilateral act

cannot change Sanofi’s exposure to damages, after-the-fact. Apotex cannot obtain damages under s.

8 for lost HOPE sales

PART IV—SUBMISSIONS CONCERNING COSTS

124. Sanofi submits that it is entitled to costs at all levels of court pursuant to s. 47 of the Supreme

Court Act.

PART V—ORDER SOUGHT

125. Sanofi respectfully requests that the appeal be allowed with costs throughout, and a new trial

126 Biolyse, supra note 3, ¶45-46, 50, AA, Vol I, Tab 27; Merck Frosst, supra note 80, ¶30, AA, Vol II, Tab 57; Parke-Davis Division
v. Canada (Minister of Health), 2002 FCA 454, ¶33, AA, Vol II, Tab 62; Alendronate, supra note 15, ¶53, 60, AA, Vol I, Tab 11.
127 Courts have expressed concerns with parties taking inconsistent positions in litigation, as is reflected in doctrines like election and
abuse of process: see, e.g., Charter Building Co., a Division of Ladson Properties Ltd. v. 1540957 Ontario Inc. (c.o.b. Mademoiselle
Women's Fitness & Day Spa), 2011 ONCA 487, ¶15-32; First Majestic Silver Corp. v. Santos, 2012 BCCA 5, ¶24-25.
128 Novopharm Limited v. Abbott Laboratories Limited, 2007 FCA 251, ¶23, 26-27.
129 Apotex Inc. v. Merck & Co., Inc., 2011 FCA 364, ¶38, AA, Vol I, Tab 9.
130 Trial Decision, ¶82, AR, Vol I, Tab 2; Appeal Decision, ¶93, 97, AR, Vol I, Tab 6.
131 Trial Decision, ¶280, AR, Vol I, Tab 2.
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be ordered under s. 46 of the Supreme Court Act, in which the trial judge is directed that:

(a) the commencement date for the period of loss is November 4, 2005, and the end date is

December 12, 2006;

(b) the presence and timing of entry of Teva, Riva and any other relevant generic

competitors should be determined on the basis of the framework proposed herein;

(c) the AG enters no later than the commencement date for the period of loss; and

(d) Apotex should not be awarded damages for any lost HOPE sales.

ALL OF WHICH IS RESPECTFULLY SUBMITTED this 30th day of January, 2015.

_________________________
McCarthy Tétrault LLP

Counsel for the Appellants
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APPENDIX A

Chronology of Relevant Dates

mmm/dd/yy Apotex Teva Riva PMS
Sep/04/01 ANDS filed
Dec/24/01 ANDS filed
Jul/31/03 ANDS filed
Feb/07/03 NOA#1 re: ‘087, ‘457,

‘206
Mar/28/03 T-482-03 re: NOA#1

(Snider J. grants
prohibition order
March 11, 2005 in
2005 FC 40; affirmed
2006 FCA 229)

Aug/5/03 NOA re: ‘206 patent
served (dated
Jun/20/03)

Aug/20/03 NOA re: ‘457 patent
(non-infringement)

Aug/27/03 Patent hold (for 2.5, 5,
and 10 mg capsules)

Sep/23/03 T-1742-03 re: ‘206
patent

Oct 8/03 T-1851-03 re: ‘457
patent (non-
infringement)

Oct/14/03 Patent hold
Nov/10/03 NOA re: ‘457 patent

(invalidity)
Nov/17/03 NOA re: ‘089 patent
Dec 29/03 T-2459-03 re: ‘457

patent (invalidity)
Jan/5/04 T-11-04 re: ‘089 patent
Mar/11/04 NOA#2 re: ‘089
Apr/26/04 Patent hold; Apotex

entry date in Apotex s.
8 case

Apr/29/04 T-836-04 re: NOA#2
(dismissed July 10,
2006 in 2006 FC 861)

Jun 10/04 NOA re: ‘206, ‘457,
and ‘089 patents

Jun/18/04 Patent hold (10 days
after submission)

Jun/28/04 NOA re: ‘948 patent
Jul/12/04 NOA#3 re: ‘948
Jul/23/04 T-1384-04 re: ‘206,

‘457, and ‘089 patents
(dismissed May 17,
2007 in 2007 FC 532)

Jul/26/04 AG entry in Apotex s.
8 case



- 39 -

mmm/dd/yy Apotex Teva Riva PMS
Aug/16/04 T-1499-04 re: ‘948

patent
Sep/01/04 T-1602-04 re: NOA#3

(dismissed July 18,
2006 in 2006 FC 898)

Sep/8/04 NOA re: ‘948 patent
Oct/22/04 T-1888-04 re: ‘948

patent (dismissed May
17, 2007 in 2007 FC
532)

Mar/11/05 Snider J. prohibition
in T-482-03 re:
NOA#1 (2005 FC 40
affirmed 2006 FCA
229)

Sep/12/05 NOA re: ‘206 patent
Sep/14/05 NOA re: ‘089, ‘948,

‘549 and ‘387 patents
(the “use patents”)

Sep/20/05 Mactavish J. dismissal
re: ‘206 patent in T-
1742-03

Oct/6/05 Simpson J. prohibition
order re: ‘457 patent in
T-1851-03‘

Oct/27/05 Von Finckenstein J.
dismissal re: ‘089
patent in T-11-04

Oct/31/05 T-1965-05 re: ‘206
patent (dismissed as
abuse Sept 25, 2006
in 2006 FC 1135)

Nov/2/05 T-1979-05 re: use
patents (dismissed as
abuse Apr 27, 2007 in
2007 FCA 167)

Nov/4/05 Tremblay-Lamer J.
dismissal re: ‘457
patent in T-2459-03

Nov/29/05 NOA re: ‘549 and ‘387
patents (the “HOPE
patents”)

Dec/13/05 ‘457 patent expires; ‘457 patent expires;
Teva, Apotex and AG
entry date in Teva s. 8
case

‘457 patent expires ‘457 patent expires

Jan/17/06 T-87-06 re: HOPE
patents

Jun/27/06 Consent dismissal re:
‘948 patent in T-1499-
04

Aug/1/06 Teva entry in Apotex
s. 8 case

Oct 11/06 FCA dismisses as
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mmm/dd/yy Apotex Teva Riva PMS
moot Sanofi’s appeal
of Tremblay-Lamer J.
dismissal re: ‘457
validity (2006 FCA
328)

Oct/13/06 Discontinue appeal of
Simpson J. prohibition
(A-494-05)

Nov/15/06 NOA#4 re: ‘206
patent

Dec/5/06 NOA re: HOPE
patents

Dec/8/06 Minister informs
Apotex it need not
address HOPE patents

Minister informs Teva
it need not address
HOPE patents but
must address ‘089 and
‘948 patents

Dec/12/06 NOC issued
Dec/13/06 T-2169-06 re: quash

Apotex NOC
Dec/14/06 Removal of HOPE

indications from
monograph

Dec/15/06 Withdrawal of NOA
portions re: HOPE
patents

Dec/29/06 von Finckenstein J.
interlocutory stay of
NOC in T-2169-06

T-2300-06 re: ‘206
(PMS estopped from
relying on 2nd NOA on
October 17, 2007 in
2007 FC 1057)

Jan/8/07 FCA stay of von
Finckenstein stay in T-
2169-06 in 2007 FCA
7

Jan/19/07 T-127-07 re: HOPE
patents

Apr/17/07 Minister informs PMS
have to address HOPE
(re: 1.25 mg SANDS)

Apr/24/07 Minister informs Riva
ANDS cannot be
approved until PMS is
approved

May/2/07 NOC issued
PMS seeks JR of
Minister’s Decision in
T-837-07 (Application
allowed on July 29,
2008 by 2008 FC 922,
affirmed 2009 FCA
183)

May/17/07 Dismissal in T-1888-
04 and T-1384-04 re:

Patent Hold (1.25 mg
SANDS)
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mmm/dd/yy Apotex Teva Riva PMS
‘948, ‘206, ‘457, and
‘089 patents (2007 FC
532)

May/24/07 Riva seeks JR of
Minister’s decision

Jun/21/07 Minister reverses
decision; JR
discontinued

Mar/4/08 Dismissal in T-127-07
re: HOPE patents
(2008 FC 291)

Mar/14/08 NOC issued
May/2/2008 Aalto P. dismissal as

moot re: HOPE patents
in T-87-06

Jun/29/09 Snider J. declaration that ‘206 invalid in T-161-
07

Sep/15/09 Zinn J. sets aside
Orders from T-482-
03, and T-2300-06 re:
‘206 Patent in 2009
FC 915

Sep/25/09 PMS receives NOC
for 1.25, 2.5, 5, and 10
mg

Nov/2/11 FCA upholds Snider J. decl’n that ‘206 patent
invalid in 2011 FCA 300

Jul/12/12 SCC leave app dismissed in [2012] S.C.C.A.
No. 19

Aug/03/12 Riva s. 8 trial
adjourned on consent
pending disposition of
ramipril appeals (T-
1201-08)

Dec/29/14 Riva s.8 trial stay
continued pending
disposition of
Supreme Court appeal
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APPENDIX B

Comparison of Apotex’s and Teva’s Hypothetical Worlds

Apotex

Appeal

(A-193-

12/A-191-

12)

Teva

Appeal

(A-147-12)

Teva's

"but for"

world

14-Oct-03

Teva enters

market

Teva's patent hold

date

14-Oct-03 26-Apr-04 12-Dec-06

Teva has 33% share, Apotex has 33% share,

AG has 33% share

Real World

Apotex start date

AG enters

market

Apotex end

date

Sanofi's NOC litigation vs. Apotex prevents market access

Appeal

26-Apr-04 26-Jul-04

Teva

end date

12-Dec-06

Period 1

Appeal

27-Apr-07

Period 3

Apotex has 100% share Apotex has 70% share

AG has 30% share

Apotex has 70% share

AG has 30% share

Period 2

Apotex's

"but for"

world

Teva enters

market with

AG and

Apotex

13-Dec-05

Teva enters

market

02-May-07 14-Mar-08

Riva

enters

market

Apotex patent hold

date

20-Aug-03

Sanofi's first

NOC case vs.

Apotex

Apotex

enters

market

with AG

one day

later



- 43 -

PART VI—TABLE OF AUTHORITIES

Tab Cases Paragraph(s)
Referenced in

Memorandum of
Argument

1. 65302 British Columbia v. MNR, [1999] 3 S.C.R. 804, 248 NR 216 61

2. AB Hassle v. Apotex Inc., 2006 FCA 51. 109, 112

3. A.Y.S.A. Amateur Youth Soccer Association v. Canada (Revenue Agency),
[2007] 3 S.C.R. 217

41

4. Amos v. Insurance Corp. of British Columbia, [1995] 3 S.C.R. 405 41

5. Apex Corporation v. Ceco Developments, 2008 ABCA 125, 429 AR 110,
leave denied 2008 CarswellAlta 1514 (SCC)

61

6. Apotex Inc. v. Abbott Laboratories Ltd., 2013 ONCA 555 38

7. Apotex Inc. v. Canada (Minister of National Health and Welfare), [1999]
FCJ No. 1978 (C.A.)

18

8. Apotex Inc. v. Eli Lilly Canada Inc., 2011 FCA 358, leave to appeal
refused, [2012] S.C.C.A. Nos. 77-78

19

9. Apotex Inc. v. Merck & Co., 2011 FCA 364, leave to appeal refused
[2012] S.C.C.A No. 101

36, 123

10. Apotex Inc. v. Merck Frosst Canada & Co., 2010 FC 287, aff’d 2011
FCA 329

97

11. Apotex Inc. v. Merck & Co., 2009 FCA 187, leave to appeal refused,
[2009] S.C.C.A. No. 347

18

12. Apotex Inc. v. Syntex Pharmaceuticals International Ltd., 2010 FCA 155,
leave to appeal refused, [2010] S.C.C.A. No. 312

103, 104



- 44 -

Tab Cases Paragraph(s)
Referenced in

Memorandum of
Argument

13. AstraZeneca Canada Inc. v. Canada (Minister of Health), [2006] 2
S.C.R. 560

12, 15, 16, 17, 33,
34, 40

14. ATCO Gas and Pipelines v. Alberta (Energy and Utilities Board), [2006]
1 S.C.R. 140

41

15. Athey v. Leonati, [1996] 3 S.C.R. 458 43, 80, 97

16. Aventis Pharma Inc. v. Apotex Inc., 2005 FC 1461 27

17. Aventis Pharma Inc. v. Apotex Inc., 2005 FC 1381 28

18. Aventis Pharma Inc. v. Apotex Inc., 2005 FC 1504, appeal dismissed as
moot 2006 FCA 328

27

19. Aventis Pharma Inc. v. Pharmascience Inc., 2010 FCA 153, leave to
appeal refused, [2010] S.C.C.A. No. 310

102

20. Backman v. Canada, [2001] 1 S.C.R. 367 41

21. Barclays Bank PLC v. Devonshire Trust (Trustee of), 2013 ONCA 494,
leave to appeal refused, [2013] S.C.C.A. No. 374

113

22. Bayer AG v. Canada (Minister of National Health and Welfare), 1993
CarswellNat 322, [1993] F.C.J. No. 1106 (C.A.)

18

23. Béliveau St-Jacques v. Fédération des employées et employés de services
publics Inc., [1996] 2 S.C.R. 345

44

24. Benfield Corporate Risk v. Beaufort International Insurance, 2013
ABCA 200

61

25. Blackwater v. Plint, [2005] 3 S.C.R. 3 43, 97, 113

26. Blank v. Canada (Minister of Justice), [2006] 2 S.C.R. 319 41



- 45 -

Tab Cases Paragraph(s)
Referenced in

Memorandum of
Argument

27. Bristol-Myers Squibb Co. v. Canada (Attorney General), [2005] 1 S.C.R.
533

13, 15, 16, 34

28. British Columbia (A.G.) v. Malik, [2011] 1 S.C.R. 657 49

29. British Columbia v. Canadian Forest Products Ltd., [2004] 2 S.C.R. 74 44

30. British Columbia (Forests) v. Teal Cedar Products Ltd., [2013] 3 S.C.R.
301

44

31. British Columbia (Workers' Compensation Board) v. British Columbia
(Human Rights Tribunal), [2011] 3 S.C.R. 422

44

32. Canada (Citizenship and Immigration) v. Khosa, [2009] 1 S.C.R. 339 41

33. Canada (Human Rights Commission) v. Canadian Liberty Net, [1998] 1
S.C.R. 626

98

34. Canada (Human Rights Commission) v. Taylor, [1990] 3 S.C.R. 892 99

35. Canada (Information Commissioner) v. Canada (Minister of National
Defence), [2011] 2 S.C.R. 306

33

36. Cunningham v. Wheeler, [1994] 1 S.C.R. 359 44

37. Desbiens v. Wal-Mart Canada Corp., [2009] 3 S.C.R. 540 50, 51

38. Eli Lilly & Co. v. Novopharm Ltd., [1998] 2 S.C.R. 129 14

39. Eli Lilly Canada Inc. v. Apotex Inc., 2013 FCA 282, leave to appeal
refused, [2014] S.C.C.A. No. 43

101

40. Fidler v. Sun Life Assurance Co. of Canada, [2006] 2 S.C.R. 3 43

41. Fullercon Ltd. v. Ottawa (City), 2002 CarswellOnt 5620, (S.C.J.), aff’d
2003 CarswellOnt 4560, (CA), leave to appeal refused, [2004] S.C.C.A.

73



- 46 -

Tab Cases Paragraph(s)
Referenced in

Memorandum of
Argument

No. 13

42. Hall v. Hebert, [1993] 2 S.C.R. 159 49

43. Harris v. GlaxoSmithKline Inc., 2010 ONCA 872, leave to appeal
refused, [2011] S.C.C.A. No. 85

18

44. Health Care Developers Inc. v. Newfoundland, 1996 CarswellNfld 352, (C.A.) 72

45. Honda Canada Inc. v. Keays, [2008] 2 S.C.R. 362 44

46. Housen v. Nikolaisen, 2002 SCC 33, [2002] 2 S.C.R. 235 33

47. J.G. Collins Insurance Agencies Ltd. v. Elsley Estate, [1978] 2 S.C.R.
916

44

48. Kerr v. Baranow, [2011] 1 S.C.R. 269 33

49. Krangle (Guardian ad litem of) v. Brisco, [2002] 1 S.C.R. 205 43

50. London Drugs Ltd. v. Kuehne & Nagel International Ltd., [1992] 3
S.C.R. 299

44

51. M.B. v. British Columbia, [2003] 2 S.C.R. 477 41

52. Mason v. Freedman, [1958] S.C.R. 483 113

53. Merck Frosst Canada & Co. v. Apotex Inc., 2011 FCA 329, leave to
appeal refused, [2012] S.C.C.A. No. 29

18, 97

54. Merck Frosst Canada Inc. v. Canada (Minister of National Health and
Welfare), [1998] 2 S.C.R. 193

83

55. Monsanto Canada Inc. v. Schmeiser, [2004] 1 S.C.R. 902 120



- 47 -

Tab Cases Paragraph(s)
Referenced in

Memorandum of
Argument

56. Multiple Access Ltd. v. McCutcheon, [1982] 2 S.C.R. 161 44

57. Naylor Group Inc. v. Ellis-Don Construction Ltd., [2001] 2 S.C.R. 943 79

58. Parke-Davis Division v. Canada (Minister of Health), 2002 FCA 454 121

59. Parry Sound (District) Social Services Administration Board v.
O.P.S.E.U., Local 324, [2003] 2 S.C.R. 157

41

60. Peel (Regional Municipality) v. Canada, [1992] 3 S.C.R. 762 44

61. Pfizer Canada Inc. v. Apotex Inc., 2014 FCA 250 18

62. Pfizer Canada Inc. v. Canada (Minister of Health), 2011 FCA 215, leave
to appeal refused, [2011] S.C.C.A. No. 436.

103

63. Plourde v. Wal-Mart Canada Corp., [2009] 3 S.C.R. 465 104

64. Quebec (Public Curator) v. Syndicat national des employés de l'hôpital
St-Ferdinad, [1996] 3 S.C.R. 211

50

65. R. v. CKW, 2005 ABCA 446 33

66. R. v. Clark, 2001 BCCA 706 61

67. R. v. Nette, [2001] 3 S.C.R. 488 99

68. Ratych v. Bloomer, [1990] 1 S.C.R. 940 42

69. Re C2 Logistics Inc., [2006] C.I.T.T. No. 11 44, 47

70. Re Deloitte & Touche LLP, [2006] C.I.T.T. No. 45 74

71. Re Radiation Detection Service, [2005] C.I.T.T. No. 92 74



- 48 -

Tab Cases Paragraph(s)
Referenced in

Memorandum of
Argument

72. Re Wescam Inc., [1999] C.I.T.T. No. 30 74

73. Sanofi-Aventis Canada Inc. v. Teva Canada Ltd., 2012 FC 552, aff’d
2014 FCA 67

26

74. Sanofi-Synthelabo Canada Inc. v. Apotex Inc., [2008] 3 S.C.R. 265 17

75. Ter Neuzen v. Korn, [1995] 3 S.C.R. 674 47

76. Teva Canada Ltd. v. Pfizer Canada Inc., 2014 FCA 138, leave to appeal
refused, [2014] S.C.C.A. No. 383

39

77. Théberge v. Galerie d'Art du Petit Champlain inc., [2002] 2 S.C.R. 336 44

78. Toronto (City) v. C.U.P.E., Local 79, [2003] 3 S.C.R. 77 49

79. Turgeon v. Dominion Bank, [1930] S.C.R. 67 61

80. United Nurses of Alberta v. Alberta (A.G.), [1992] 1 S.C.R. 901 99

81. Vancouver (City) v. Ward, [2010] 2 S.C.R. 28 43

82. Virgin Atlantic Airways Limited v. Zodia Seats UK Limited, [2013]
UKSC 46

105, 106

83. Wallace v. United Grain Growers Ltd., [1997] 3 S.C.R. 701 43

84. Whiten v. Pilot Insurance Co., [2002] 1 S.C.R. 595 44

Secondary Sources

85. Burrows, Interpretation of Documents, 79 (2d ed 1946) 61

86. Canadian International Trade Tribunal, Procurement Compensation
Guidelines, online:
<http://www.citt.gc.ca/en/Procurement_compensation_guidelines_e>,

74

http://www.citt.gc.ca/en/Procurement_compensation_guidelines_e


- 49 -

Tab Cases Paragraph(s)
Referenced in

Memorandum of
Argument

¶3.1.4-3.1.5

87. D. Eady & A.T.H. Smith, Arlidge, Eady & Smith on Contempt, 3rd ed.
(London: Sweet & Maxwell, 2005)

99

88. Hals. Laws of England, 252 (5th ed 2012) 61

89. Hon. R.J. Sharpe, Injunctions and Specific Performan, 2nd ed., looseleaf
(Toronto: Carswell, 1992+)

99

90. Regulatory Impact Analysis Statement, (1998) C. Gaz. II, 1055 37

91. Regulatory Impact Analysis Statement, (2006) C. Gaz. II, 1510 38



- 50 -

PART VII—LEGISLATION AT ISSUE

Legislation Paragraph(s)
Referenced in

Memorandum of
Argument

92.
Food and Drug Regulations, C.R.C., c. 870, as amended, ss.
C.08002.1(2), C.08.003, C.08.004(1)

11, 65

93.
Patent Act, R.S.C. 1985, c.P-4, ss. 55 15, 16, 34, 38, 40

94.
Patented Medicines (Notice of Compliance) Regulations, SOR/93-133,
ss. 5(1)(a), 7, 8

89, 96, 94, 123



Current to December 15, 2014

Last amended on November 7, 2014

À jour au 15 décembre 2014

Dernière modification le 7 novembre 2014

Published by the Minister of Justice at the following address:
http://laws-lois.justice.gc.ca

Publié par le ministre de la Justice à l’adresse suivante :
http://lois-laws.justice.gc.ca

CANADA

CONSOLIDATION

Food and Drug
Regulations

CODIFICATION

Règlement sur les
aliments et drogues

C.R.C., c. 870 C.R.C., ch. 870



C.R.C., ch. 870 — 15 décembre 2014

1061

(m) evidence that all test batches of the new drug
used in any studies conducted in connection with the
submission were manufactured and controlled in a
manner that is representative of market production;
and

(n) for a drug intended for administration to food-pro-
ducing animals, the withdrawal period of the new
drug.

(iv) des contre-indications et les effets secondaires
de la drogue nouvelle;

l) la description de la forme posologique proposée
pour la vente de la drogue nouvelle;

m) les éléments de preuve établissant que les lots
d’essai de la drogue nouvelle ayant servi aux études
menées dans le cadre de la présentation ont été fabri-
qués et contrôlés d’une manière représentative de la
production destinée au commerce;

n) dans le cas d’une drogue nouvelle destinée à être
administrée à des animaux producteurs de denrées ali-
mentaires, le délai d’attente applicable.

(3) The manufacturer of a new drug shall, at the re-
quest of the Minister, provide the Minister, where for the
purposes of a new drug submission the Minister consid-
ers it necessary to assess the safety and effectiveness of
the new drug, with the following information and mate-
rial:

(a) the names and addresses of the manufacturers of
each of the ingredients of the new drug and the names
and addresses of the manufacturers of the new drug in
the dosage form in which it is proposed that the new
drug be sold;

(b) samples of the ingredients of the new drug;

(c) samples of the new drug in the dosage form in
which it is proposed that the new drug be sold; and

(d) any additional information or material respecting
the safety and effectiveness of the new drug.

SOR/85-143, s. 1; SOR/93-202, s. 24; SOR/95-411, s. 4; SOR/2011-88, s. 10.

(3) Le fabricant de la drogue nouvelle doit, à la de-
mande du ministre, lui fournir, selon ce que celui-ci es-
time nécessaire pour évaluer l’innocuité et l’efficacité de
la drogue dans le cadre de la présentation de drogue nou-
velle, les renseignements et le matériel suivants :

a) les nom et adresse des fabricants de chaque ingré-
dient de la drogue nouvelle et les nom et adresse des
fabricants de la drogue nouvelle sous sa forme posolo-
gique proposée pour la vente;

b) des échantillons des ingrédients de la drogue nou-
velle;

c) des échantillons de la drogue nouvelle sous sa
forme posologique proposée pour la vente;

d) tout renseignement ou matériel supplémentaire se
rapportant à l’innocuité et à l’efficacité de la drogue
nouvelle.

DORS/85-143, art. 1; DORS/93-202, art. 24; DORS/95-411, art. 4; DORS/
2011-88, art. 10.

C.08.002.01 (1) A manufacturer of a new drug may
file an extraordinary use new drug submission for the
new drug if

(a) the new drug is intended for

(i) emergency use in situations where persons have
been exposed to a chemical, biological, radiological
or nuclear substance and action is required to treat,
mitigate or prevent a life-threatening or other seri-
ous disease, disorder or abnormal physical state, or

C.08.002.01 (1) Le fabricant d’une drogue nouvelle
peut déposer à l’égard de celle-ci une présentation de
drogue nouvelle pour usage exceptionnel si les condi-
tions ci-après sont réunies :

a) la drogue nouvelle est destinée à être utilisée :

(i) en cas d’urgence, lorsqu’une personne a été ex-
posée à une substance chimique, biologique, radio-
logique ou nucléaire et qu’il y a lieu d’agir pour
traiter, atténuer ou prévenir une maladie, un
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its symptoms, that results, or is likely to result, from
that exposure, or

(ii) preventative use in persons who are at risk of
exposure to a chemical, biological, radiological or
nuclear substance that is potentially lethal or perma-
nently disabling; and

(b) the requirements set out in paragraphs C.
08.002(2)(g) and (h) cannot be met because

(i) exposing human volunteers to the substance re-
ferred to in paragraph (a) would be potentially
lethal or permanently disabling, and

(ii) the circumstances in which exposure to the
substance occurs are sporadic and infrequent.

désordre ou un état physique anormal graves —
mettant notamment la vie en danger —, ou leurs
symptômes, qui résultent — ou résulteraient vrai-
semblablement — d’une telle exposition,

(ii) en tant que mesure préventive chez toute per-
sonne qui pourrait être exposée à une substance chi-
mique, biologique, radiologique ou nucléaire qui
risque d’entraîner une incapacité permanente ou la
mort;

b) il est impossible de remplir les exigences prévues
aux alinéas C.08.002(2)g) et h) pour les raisons sui-
vantes :

(i) l’exposition de volontaires humains à la sub-
stance visée à l’alinéa a) risque d’entraîner une in-
capacité permanente ou la mort,

(ii) les circonstances de l’exposition à la substance
ne se produisent que de façon sporadique et à inter-
valles peu fréquents.

(2) Subject to subsections (3) and (5), an extraordi-
nary use new drug submission shall contain

(a) an attestation, signed and dated by the senior ex-
ecutive officer in Canada of the manufacturer filing
the submission and by the manufacturer’s senior med-
ical or scientific officer, certifying that the conditions
referred to in paragraphs (1)(a) and (b) are met, to-
gether with sufficient supporting information to en-
able the Minister to determine that those conditions
are met; and

(b) sufficient information and material to enable the
Minister to assess the safety and effectiveness of the
new drug, including the following:

(i) the information and material described in para-
graphs C.08.002(2)(a) to (f) and (i) to (m),

(ii) information respecting the pathophysiological
mechanism for the toxicity of the chemical, biologi-
cal, radiological or nuclear substance and describ-
ing the new drug’s ability to treat, mitigate or pre-
vent that mechanism,

(2) Sous réserve des paragraphes (3) et (5), la présen-
tation de drogue nouvelle pour usage exceptionnel doit
contenir  :

a) une attestation, signée et datée par le premier diri-
geant au Canada du fabricant qui dépose la présenta-
tion et par son directeur médical ou scientifique, por-
tant que les conditions prévues aux alinéas (1)a) et b)
sont remplies, accompagnée de suffisamment de ren-
seignements à l’appui pour permettre au ministre de
conclure que ces conditions sont remplies;

b) suffisamment de renseignements et de matériel
pour permettre au ministre d’évaluer l’innocuité et
l’efficacité de cette drogue nouvelle, notamment :

(i) les renseignements et le matériel visés aux ali-
néas C.08.002(2)a) à f) et i) à m),

(ii) des renseignements concernant le processus pa-
thophysiologique de la toxicité de la substance chi-
mique, biologique, radiologique ou nucléaire et dé-
crivant la capacité de la drogue nouvelle de traiter,
d’atténuer ou de prévenir ce processus,
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(iii) detailed reports of in vitro studies respecting
the toxicity and activity of the new drug in relation
to the recommended purpose,

(iv) detailed reports of studies, in an animal species
that is expected to react with a response that is pre-
dictive for humans, establishing the safety of the
new drug, and providing substantial evidence of its
effect, when used for the purpose and under the
conditions of use recommended,

(v) information confirming that the end point of
animal studies is clearly related to the desired bene-
fit in humans,

(vi) information demonstrating that there is a suffi-
cient understanding of the pharmacokinetics and
pharmacodynamics of the new drug in animals and
in humans to enable inferences to be drawn in re-
spect of humans so as to allow for the selection of
an effective dose in humans,

(vii) information respecting the safety of the new
drug in humans, including detailed reports of clini-
cal trials, if any, establishing the safety of the new
drug,

(viii) information, if any, respecting the effective-
ness of the new drug in humans for the purpose or
under the conditions of use recommended,

(ix) a plan for monitoring and establishing the safe-
ty and effectiveness of the new drug under the con-
ditions of use recommended that includes proce-
dures for gathering and analyzing data, and

(x) any available assessment reports regarding the
new drug prepared by regulatory authorities in
countries other than Canada.

(iii) des rapports détaillés d’études in vitro effec-
tuées relativement à la toxicité et à l’activité de la
drogue nouvelle, aux fins recommandées,

(iv) des rapports détaillés d’études, effectuées sur
une espèce animale dont les réactions devraient per-
mettre de prédire celles chez l’être humain, établis-
sant l’innocuité de la drogue nouvelle et fournissant
des preuves substantielles de ses effets lorsqu’elle
est utilisée aux fins et selon le mode d’emploi re-
commandés,

(v) des renseignements confirmant que le résultat
d’études sur les animaux est clairement relié aux
avantages recherchés chez l’être humain,

(vi) des renseignements indiquant une connais-
sance suffisante de la pharmacocinétique et de la
pharmacodynamie de la drogue nouvelle chez l’ani-
mal et l’être humain pour en tirer des conclusions
permettant de déterminer une dose thérapeutique
chez l’être humain,

(vii) des renseignements concernant l’innocuité de
la drogue nouvelle chez l’être humain, notamment
des rapports détaillés de tout essai clinique établis-
sant l’innocuité de la drogue nouvelle,

(viii) tout renseignement concernant l’efficacité de
la drogue nouvelle chez l’être humain aux fins et
selon le mode d’emploi recommandés,

(ix) un plan visant à surveiller et à établir l’inno-
cuité et l’efficacité de la drogue nouvelle aux fins et
selon le mode d’emploi recommandés, qui contient
les procédures de collecte et d’analyse des données,

(x) tout rapport d’évaluation disponible concernant
la drogue nouvelle, préparé par toute autorité régle-
mentaire dans tout pays autre que le Canada.

(3) Reports referred to in subparagraph (2)(b)(iii) or
information referred to in subparagraph (2)(b)(vi) may
be omitted if the extraordinary use new drug submission
includes a detailed scientific explanation as to why the
reports are or the information is not available.

(3) Il n’est pas nécessaire de fournir les rapports visés
au sous-alinéa (2)b)(iii) ou les renseignements visés au
sous-alinéa (2)b)(vi) si la présentation de drogue nou-
velle pour usage exceptionnel contient une explication
scientifique détaillée de la raison pour laquelle ils ne
sont pas disponibles.
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C.08.002.1. (1) A manufacturer of a new drug may
file an abbreviated new drug submission or an abbreviat-
ed extraordinary use new drug submission for the new
drug where, in comparison with a Canadian reference
product,

(a) the new drug is the pharmaceutical equivalent of
the Canadian reference product;

(b) the new drug is bioequivalent with the Canadian
reference product, based on the pharmaceutical and,
where the Minister considers it necessary, bioavail-
ability characteristics;

(c) the route of administration of the new drug is the
same as that of the Canadian reference product; and

(d) the conditions of use for the new drug fall within
the conditions of use for the Canadian reference prod-
uct.

C.08.002.1. (1) Le fabricant d’une drogue nouvelle
peut déposer à l’égard de celle-ci une présentation abré-
gée de drogue nouvelle ou une présentation abrégée de
drogue nouvelle pour usage exceptionnel si, par compa-
raison à un produit de référence canadien :

a) la drogue nouvelle est un équivalent pharmaceu-
tique du produit de référence canadien;

b) elle est bioéquivalente au produit de référence ca-
nadien d’après les caractéristiques pharmaceutiques
et, si le ministre l’estime nécessaire, d’après les carac-
téristiques en matière de biodisponibilité;

c) la voie d’administration de la drogue nouvelle est
identique à celle du produit de référence canadien;

d) les conditions thérapeutiques relatives à la drogue
nouvelle figurent parmi celles qui s’appliquent au pro-
duit de référence canadien.

(2) An abbreviated new drug submission or an abbre-
viated extraordinary use new drug submission shall con-
tain sufficient information and material to enable the
Minister to assess the safety and effectiveness of the new
drug, including the following:

(a) the information and material described in

(i) paragraphs C.08.002(2)(a) to (f) and (j) to (l), in
the case of an abbreviated new drug submission,
and

(ii) paragraphs C.08.002(2)(a) to (f) and (j) to (l)
and subparagraphs C.08.002.01(2)(b)(ix) and (x), in
the case of an abbreviated extraordinary use new
drug submission;

(b) information identifying the Canadian reference
product used in any comparative studies conducted in
connection with the submission;

(c) evidence from the comparative studies conducted
in connection with the submission that the new drug is

(i) the pharmaceutical equivalent of the Canadian
reference product, and

(ii) where the Minister considers it necessary on
the basis of the pharmaceutical and, where applica-

(2) La présentation abrégée de drogue nouvelle ou la
présentation abrégée de drogue nouvelle pour usage ex-
ceptionnel doit contenir suffisamment de renseignements
et de matériel pour permettre au ministre d’évaluer l’in-
nocuité et l’efficacité de la drogue nouvelle, notamment :

a) les renseignements et le matériel visés :

(i) aux alinéas C.08.002(2)a) à f) et j) à l), dans le
cas d’une présentation abrégée de drogue nouvelle,

(ii) aux alinéas C.08.002(2)a) à f) et j) à l) et aux
sous-alinéas C.08.002.01(2)b)(ix) et (x), dans le cas
d’une présentation abrégée de drogue nouvelle pour
usage exceptionnel;

b) les renseignements permettant d’identifier le pro-
duit de référence canadien utilisé pour les études com-
paratives menées dans le cadre de la présentation;

c) les éléments de preuve, provenant des études com-
paratives menées dans le cadre de la présentation, éta-
blissant que la drogue nouvelle :

(i) d’une part, est un équivalent pharmaceutique du
produit de référence canadien,

(ii) d’autre part, si le ministre l’estime nécessaire
d’après les caractéristiques pharmaceutiques et, le
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ble, bioavailability characteristics of the new drug,
bioequivalent with the Canadian reference product
as demonstrated using bioavailability studies, phar-
macodynamic studies or clinical studies;

(d) evidence that all test batches of the new drug used
in any studies conducted in connection with the sub-
mission were manufactured and controlled in a man-
ner that is representative of market production; and

(e) for a drug intended for administration to food-pro-
ducing animals, sufficient information to confirm that
the withdrawal period is identical to that of the Cana-
dian reference product.

cas échéant, d’après les caractéristiques en matière
de biodisponibilité de celle-ci, est bioéquivalente au
produit de référence canadien selon les résultats des
études en matière de biodisponibilité, des études
pharmacodynamiques ou des études cliniques;

d) les éléments de preuve établissant que les lots d’es-
sai de la drogue nouvelle ayant servi aux études me-
nées dans le cadre de la présentation ont été fabriqués
et contrôlés d’une manière représentative de la pro-
duction destinée au commerce;

e) dans le cas d’une drogue destinée à être adminis-
trée à des animaux producteurs de denrées alimen-
taires, les renseignements permettant de confirmer que
le délai d’attente est identique à celui du produit de ré-
férence canadien.

(3) The manufacturer of a new drug shall, at the re-
quest of the Minister, provide the Minister, where for the
purposes of an abbreviated new drug submission or an
abbreviated extraordinary use new drug submission the
Minister considers it necessary to assess the safety and
effectiveness of the new drug, with the following infor-
mation and material:

(a) the names and addresses of the manufacturers of
each of the ingredients of the new drug and the names
and addresses of the manufacturers of the new drug in
the dosage form in which it is proposed that the new
drug be sold;

(b) samples of the ingredients of the new drug;

(c) samples of the new drug in the dosage form in
which it is proposed that the new drug be sold; and

(d) any additional information or material respecting
the safety and effectiveness of the new drug.

(3) Le fabricant de la drogue nouvelle doit, à la de-
mande du ministre, lui fournir, selon ce que celui-ci es-
time nécessaire pour évaluer l’innocuité et l’efficacité de
la drogue dans le cadre de la présentation abrégée de
drogue nouvelle ou de la présentation abrégée de drogue
nouvelle pour usage exceptionnel, les renseignements et
le matériel suivants :

a) les nom et adresse des fabricants de chaque ingré-
dient de la drogue nouvelle et les nom et adresse des
fabricants de la drogue nouvelle sous sa forme posolo-
gique proposée pour la vente;

b) des échantillons des ingrédients de la drogue nou-
velle;

c) des échantillons de la drogue nouvelle sous sa
forme posologique proposée pour la vente;

d) tout renseignement ou matériel supplémentaire se
rapportant à l’innocuité et à l’efficacité de la drogue
nouvelle.

(4) For the purposes of this section, in the case of an
abbreviated new drug submission, a new drug for ex-
traordinary use in respect of which a notice of compli-
ance has been issued under section C.08.004.01 is not a
Canadian reference product.
SOR/95-411, s. 5; SOR/2011-88, s. 12.

(4) Pour l’application du présent article, dans le cas
d’une présentation abrégée de drogue nouvelle, la
drogue nouvelle pour usage exceptionnel à l’égard de la-
quelle un avis de conformité a été délivré en application
de l’article C.08.004.01 n’est pas un produit de référence
canadien.
DORS/95-411, art. 5; DORS/2011-88, art. 12.
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C.08.003. (1) Despite section C.08.002, no person
shall sell a new drug in respect of which a notice of com-
pliance has been issued to the manufacturer of that new
drug and has not been suspended under section C.
08.006, if any of the matters specified in subsection (2)
are significantly different from the information or mate-
rial contained in the new drug submission, extraordinary
use new drug submission, abbreviated new drug submis-
sion or abbreviated extraordinary use new drug submis-
sion, unless

(a) the manufacturer of the new drug has filed with
the Minister a supplement to that submission;

(b) the Minister has issued a notice of compliance to
the manufacturer of the new drug in respect of the
supplement;

(c) the notice of compliance in respect of the supple-
ment has not been suspended pursuant to section C.
08.006; and

(d) the manufacturer of the new drug has submitted to
the Minister specimens of the final version of any la-
bel, including any package insert, product brochure
and file card, intended for use in connection with the
new drug, where a change with respect to any of the
matters specified in subsection (2) is made that would
require a change to the label.

C.08.003. (1) Malgré l’article C.08.002, il est interdit
de vendre une drogue nouvelle à l’égard de laquelle un
avis de conformité a été délivré à son fabricant et n’a pas
été suspendu aux termes de l’article C.08.006, lorsqu’un
des éléments visés au paragraphe (2) diffère sensible-
ment des renseignements ou du matériel contenus dans
la présentation de drogue nouvelle, la présentation de
drogue nouvelle pour usage exceptionnel, la présentation
abrégée de drogue nouvelle ou la présentation abrégée
de drogue nouvelle pour usage exceptionnel, à moins
que les conditions ci-après ne soient réunies :

a) le fabricant de la drogue nouvelle a déposé auprès
du ministre un supplément à la présentation;

b) le ministre a délivré au fabricant un avis de confor-
mité relativement au supplément;

c) l’avis de conformité relatif au supplément n’a pas
été suspendu aux termes de l’article C.08.006;

d) le fabricant de la drogue nouvelle a présenté au mi-
nistre, sous leur forme définitive, des échantillons de
toute étiquette — y compris une notice jointe à l’em-
ballage, un dépliant et une fiche sur le produit — des-
tinée à être utilisée pour la drogue nouvelle, dans le
cas où la modification d’un des éléments visés au pa-
ragraphe (2) nécessite un changement dans l’étiquette.

(2) The matters specified for the purposes of subsec-
tion (1), in relation to the new drug, are the following:

(a) the description of the new drug;

(b) the brand name of the new drug or the identifying
name or code proposed for the new drug;

(c) the specifications of the ingredients of the new
drug;

(d) the plant and equipment used in manufacturing,
preparation and packaging the new drug;

(e) the method of manufacture and the controls used
in manufacturing, preparation and packaging the new
drug;

(2) Pour l’application du paragraphe (1), les éléments
ayant trait à la drogue nouvelle sont les suivants :

a) sa description;

b) sa marque nominative ou le nom ou code sous le-
quel il est proposé de l’identifier;

c) les spécifications de ses ingrédients;

d) les installations et l’équipement à utiliser pour sa
fabrication, sa préparation et son emballage;

e) la méthode de fabrication et les mécanismes de
contrôle à appliquer pour sa fabrication, sa préparation
et son emballage;

f) les analyses effectuées pour contrôler son activité,
sa pureté, sa stabilité et son innocuité;



C.R.C., c. 870 — December 15, 2014

1068

(f) the tests applied to control the potency, purity, sta-
bility and safety of the new drug;

(g) the labels used in connection with the new drug;

(h) the representations made with regard to the new
drug respecting

(i) the recommended route of administration of the
new drug,

(ii) the dosage of the new drug,

(iii) the claims made for the new drug,

(iv) the contra-indications and side effects of the
new drug, and

(v) the withdrawal period of the new drug; and

(i) the dosage form in which it is proposed that the
new drug be sold.

g) les étiquettes à utiliser pour la drogue nouvelle;

h) les observations faites relativement :

(i) à la voie d’administration recommandée pour la
drogue nouvelle,

(ii) à sa posologie,

(iii) aux propriétés qui lui sont attribuées,

(iv) à ses contre-indications et à ses effets secon-
daires,

(v) au délai d’attente applicable à celle-ci;

i) sa forme posologique proposée pour la vente.

(3) A supplement to a submission referred to in sub-
section (1), with respect to the matters that are signifi-
cantly different from those contained in the submission,
shall contain sufficient information and material to en-
able the Minister to assess the safety and effectiveness of
the new drug in relation to those matters.

(3) Le supplément à toute présentation visée au para-
graphe (1) contient, à l’égard des éléments qui diffèrent
sensiblement de ce qui figure dans la présentation, suffi-
samment de renseignements et de matériel pour per-
mettre au ministre d’évaluer l’innocuité et l’efficacité de
la drogue nouvelle relativement à ces éléments.

(4) If a supplement to an extraordinary use new drug
submission or an abbreviated extraordinary use new
drug submission concerns a matter specified in subpara-
graph (2)(h)(iii), the supplement shall contain the attesta-
tion and supporting information referred to in paragraph
C.08.002.01(2)(a).
SOR/85-143, s. 2; SOR/93-202, s. 25; SOR/95-411, s. 6; SOR/2011-88, s. 13.

(4) S’il porte sur un élément visé au sous-alinéa (2)h)
(iii), le supplément à une présentation de drogue nou-
velle pour usage exceptionnel ou à une présentation
abrégée de drogue nouvelle pour usage exceptionnel
contient l’attestation et les renseignements à l’appui pré-
vus à l’alinéa C.08.002.01(2)a).
DORS/85-143, art. 2; DORS/93-202, art. 25; DORS/95-411, art. 6; DORS/
2011-88, art. 13.

C.08.003.1 In examining a new drug submission, an
extraordinary use new drug submission, an abbreviated
new drug submission, an abbreviated extraordinary use
new drug submission or a supplement to any of those
submissions, the Minister may examine any information
or material filed with the Minister by any person pur-
suant to Division 5 or section C.08.002, C.08.002.01, C.
08.002.1, C.08.003, C.08.005 or C.08.005.1 to establish
the safety and effectiveness of the new drug for which
the submission or supplement has been filed.
SOR/95-411, s. 6; SOR/2001-203, s. 5; SOR/2011-88, s. 14.

C.08.003.1 Le ministre peut, dans le cadre de son
examen d’une présentation de drogue nouvelle, d’une
présentation de drogue nouvelle pour usage exception-
nel, d’une présentation abrégée de drogue nouvelle,
d’une présentation abrégée de drogue nouvelle pour
usage exceptionnel ou d’un supplément à l’une de ces
présentations, examiner les renseignements ou le maté-
riel que lui présente toute personne, en vertu du titre 5 ou
des articles C.08.002, C.08.002.01, C.08.002.1, C.
08.003, C.08.005 ou C.08.005.1, pour déterminer l’inno-



C.R.C., ch. 870 — 15 décembre 2014

1069

cuité et l’efficacité de la drogue nouvelle visée par la
présentation ou le supplément.
DORS/95-411, art. 6; DORS/2001-203, art. 5; DORS/2011-88, art. 14.

C.08.004. (1) Subject to section C.08.004.1, the Min-
ister shall, after completing an examination of a new
drug submission or abbreviated new drug submission or
a supplement to either submission,

(a) if that submission or supplement complies with
section C.08.002, C.08.002.1 or C.08.003, as the case
may be, and section C.08.005.1, issue a notice of com-
pliance; or

(b) if that submission or supplement does not comply
with section C.08.002, C.08.002.1 or C.08.003, as the
case may be, or section C.08.005.1, notify the manu-
facturer that the submission or supplement does not so
comply.

C.08.004. (1) Sous réserve de l’article C.08.004.1,
après avoir terminé l’examen d’une présentation de
drogue nouvelle, d’une présentation abrégée de drogue
nouvelle ou d’un supplément à l’une de ces présenta-
tions, le ministre :

a) si la présentation ou le supplément est conforme
aux articles C.08.002, C.08.002.1 ou C.08.003, selon
le cas, et à l’article C.08.005.1, délivre un avis de
conformité;

b) si la présentation ou le supplément n’est pas
conforme aux articles C.08.002, C.08.002.1 ou C.
08.003, selon le cas, ou à l’article C.08.005.1, en in-
forme le fabricant.

(2) Where a new drug submission or abbreviated new
drug submission or a supplement to either submission
does not comply with section C.08.002, C.08.002.1 or C.
08.003, as the case may be, or section C.08.005.1, the
manufacturer who filed the submission or supplement
may amend the submission or supplement by filing addi-
tional information or material.

(2) Lorsqu’une présentation de drogue nouvelle, une
présentation abrégée de drogue nouvelle ou un supplé-
ment à l’une de ces présentations n’est pas conforme aux
articles C.08.002, C.08.002.1 ou C.08.003, selon le cas,
ou à l’article C.08.005.1, le fabricant qui l’a déposé peut
le modifier en déposant des renseignements ou du maté-
riel supplémentaires.

(3) Subject to section C.08.004.1, the Minister shall,
after completing an examination of any additional infor-
mation or material filed in respect of a new drug submis-
sion or an abbreviated new drug submission or a supple-
ment to either submission,

(a) if that submission or supplement complies with
section C.08.002, C.08.002.1 or C.08.003, as the case
may be, and section C.08.005.1, issue a notice of com-
pliance; or

(b) if that submission or supplement does not comply
with the requirements of section C.08.002, C.08.002.1
or C.08.003, as the case may be, or section C.
08.005.1, notify the manufacturer that the submission
or supplement does not so comply.

(3) Sous réserve de l’article C.08.004.1, après avoir
terminé l’examen des renseignements et du matériel sup-
plémentaires déposés relativement à une présentation de
drogue nouvelle, à une présentation abrégée de drogue
nouvelle ou à un supplément à l’une de ces présenta-
tions, le ministre :

a) si la présentation ou le supplément est conforme
aux articles C.08.002, C.08.002.1 ou C.08.003, selon
le cas, et à l’article C.08.005.1, délivre un avis de
conformité;

b) si la présentation ou le supplément n’est pas
conforme aux articles C.08.002, C.08.002.1 ou C.
08.003, selon le cas, ou à l’article C.08.005.1, en in-
forme le fabricant.

(4) A notice of compliance issued in respect of a new
drug on the basis of information and material contained
in a submission filed pursuant to section C.08.002.1

(4) L’avis de conformité délivré à l’égard d’une
drogue nouvelle d’après les renseignements et le maté-
riel contenus dans la présentation déposée conformément
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is said to have occurred, has jurisdiction, pecu-
niarily, to the amount of the damages claimed
and that, with relation to the other courts of the
province, holds its sittings nearest to the place
of residence or of business of the defendant,
and that court shall decide the case and deter-
mine the costs, and assumption of jurisdiction
by the court is of itself sufficient proof of juris-
diction.

façon s’est produite, a juridiction, pécuniaire-
ment, jusqu’à concurrence du montant des
dommages-intérêts réclamés et qui, par rapport
aux autres tribunaux de la province, tient ses
audiences dans l’endroit le plus rapproché du
lieu de résidence ou d’affaires du défendeur. Ce
tribunal juge la cause et statue sur les frais, et
l’appropriation de juridiction par le tribunal est
en soi une preuve suffisante de juridiction.

Jurisdiction of
Federal Court

(2) Nothing in this section impairs the juris-
diction of the Federal Court under section 20 of
the Federal Courts Act or otherwise.
R.S., 1985, c. P-4, s. 54; 2002, c. 8, s. 182.

(2) Le présent article n’a pas pour effet de
restreindre la juridiction attribuée à la Cour fé-
dérale par l’article 20 de la Loi sur les Cours
fédérales ou autrement.
L.R. (1985), ch. P-4, art. 54; 2002, ch. 8, art. 182.

Juridiction de la
Cour fédérale

Liability for
patent
infringement

55. (1) A person who infringes a patent is
liable to the patentee and to all persons claim-
ing 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 infringe-
ment.

55. (1) Quiconque contrefait un brevet est
responsable envers le breveté et toute personne
se réclamant de celui-ci du dommage que cette
contrefaçon leur a fait subir après l’octroi du
brevet.

Contrefaçon et
recours

Liability damage
before patent is
granted

(2) 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 be-
came 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 inspec-
tion under that section.

(2) Est responsable envers le breveté et toute
personne se réclamant de celui-ci, à concur-
rence d’une indemnité raisonnable, quiconque
accomplit un acte leur faisant subir un dom-
mage entre la date à laquelle la demande de
brevet est devenue accessible au public sous le
régime de l’article 10 et l’octroi du brevet, dans
le cas où cet acte aurait constitué une contrefa-
çon si le brevet avait été octroyé à la date où
cette demande est ainsi devenue accessible.

Indemnité
raisonnable

Patentee to be a
party

(3) Unless otherwise expressly provided, the
patentee shall be or be made a party to any pro-
ceeding under subsection (1) or (2).

(3) Sauf disposition expresse contraire, le
breveté est, ou est constitué, partie à tout re-
cours fondé sur les paragraphes (1) ou (2).

Partie à l’action

Deemed action
for infringement

(4) For the purposes of this section and sec-
tions 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.
R.S., 1985, c. P-4, s. 55; R.S., 1985, c. 33 (3rd Supp.), s.
21; 1993, c. 15, s. 48.

(4) Pour l’application des autres dispositions
du présent article et des articles 54 et 55.01 à
59, le recours visé au paragraphe (2) est réputé
être une action en contrefaçon et l’acte sur le-
quel il se fonde est réputé être un acte de
contrefaçon.
L.R. (1985), ch. P-4, art. 55; L.R. (1985), ch. 33 (3e suppl.),
art. 21; 1993, ch. 15, art. 48.

Assimilation à
une action en
contrefaçon

Limitation 55.01 No remedy may be awarded for an act
of infringement committed more than six years
before the commencement of the action for in-
fringement.
1993, c. 15, s. 48.

55.01 Tout recours visant un acte de contre-
façon se prescrit à compter de six ans de la
commission de celui-ci.
1993, ch. 15, art. 48.

Prescription
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Burden of proof
for patented
process

55.1 In an action for infringement of a
patent granted for a process for obtaining a new
product, any product that is the same as the
new product shall, in the absence of proof to
the contrary, be considered to have been pro-
duced by the patented process.
1993, c. 2, s. 4, c. 44, s. 193.

55.1 Dans une action en contrefaçon d’un
brevet accordé pour un procédé relatif à un
nouveau produit, tout produit qui est identique
au nouveau produit est, en l’absence de preuve
contraire, réputé avoir été produit par le procé-
dé breveté.
1993, ch. 2, art. 4, ch. 44, art. 193.

Nouveau produit

Exception 55.2 (1) It is not an infringement of a patent
for any person to make, construct, use or sell
the patented invention solely for uses reason-
ably related to the development and submission
of information required under any law of
Canada, a province or a country other than
Canada that regulates the manufacture, con-
struction, use or sale of any product.

55.2 (1) Il n’y a pas contrefaçon de brevet
lorsque l’utilisation, la fabrication, la construc-
tion ou la vente d’une invention brevetée se
justifie dans la seule mesure nécessaire à la pré-
paration et à la production du dossier d’infor-
mation qu’oblige à fournir une loi fédérale,
provinciale ou étrangère réglementant la fabri-
cation, la construction, l’utilisation ou la vente
d’un produit.

Exception

(2) and (3) [Repealed, 2001, c. 10, s. 2] (2) et (3) [Abrogés, 2001, ch. 10, art. 2]

Regulations (4) The Governor in Council may make
such regulations as the Governor in Council
considers necessary for preventing the infringe-
ment of a patent by any person who makes,
constructs, uses or sells a patented invention in
accordance with subsection (1), including,
without limiting the generality of the foregoing,
regulations

(a) respecting the conditions that must be
fulfilled before a notice, certificate, permit or
other document concerning any product to
which a patent may relate may be issued to a
patentee or other person under any Act of
Parliament that regulates the manufacture,
construction, use or sale of that product, in
addition to any conditions provided for by or
under that Act;

(b) respecting the earliest date on which a
notice, certificate, permit or other document
referred to in paragraph (a) that is issued or
to be issued to a person other than the paten-
tee may take effect and respecting the man-
ner in which that date is to be determined;

(c) governing the resolution of disputes be-
tween a patentee or former patentee and any
person who applies for a notice, certificate,
permit or other document referred to in para-
graph (a) as to the date on which that notice,
certificate, permit or other document may be
issued or take effect;

(d) conferring rights of action in any court
of competent jurisdiction with respect to any
disputes referred to in paragraph (c) and re-

(4) Afin d’empêcher la contrefaçon d’un
brevet d’invention par l’utilisateur, le fabricant,
le constructeur ou le vendeur d’une invention
brevetée au sens du paragraphe (1), le gouver-
neur en conseil peut prendre des règlements,
notamment :

a) fixant des conditions complémentaires
nécessaires à la délivrance, en vertu de lois
fédérales régissant l’exploitation, la fabrica-
tion, la construction ou la vente de produits
sur lesquels porte un brevet, d’avis, de certi-
ficats, de permis ou de tout autre titre à qui-
conque n’est pas le breveté;

b) concernant la première date, et la manière
de la fixer, à laquelle un titre visé à l’alinéa
a) peut être délivré à quelqu’un qui n’est pas
le breveté et à laquelle elle peut prendre ef-
fet;

c) concernant le règlement des litiges entre
le breveté, ou l’ancien titulaire du brevet, et
le demandeur d’un titre visé à l’alinéa a),
quant à la date à laquelle le titre en question
peut être délivré ou prendre effet;

d) conférant des droits d’action devant tout
tribunal compétent concernant les litiges vi-
sés à l’alinéa c), les conclusions qui peuvent
être recherchées, la procédure devant ce tri-
bunal et les décisions qui peuvent être ren-
dues;

e) sur toute autre mesure concernant la déli-
vrance d’un titre visé à l’alinéa a) lorsque

Règlements
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specting the remedies that may be sought in
the court, the procedure of the court in the
matter and the decisions and orders it may
make; and

(e) generally governing the issue of a notice,
certificate, permit or other document referred
to in paragraph (a) in circumstances where
the issue of that notice, certificate, permit or
other document might result directly or indi-
rectly in the infringement of a patent.

celle-ci peut avoir pour effet la contrefaçon
de brevet.

Inconsistency or
conflict

(5) In the event of any inconsistency or con-
flict between

(a) this section or any regulations made un-
der this section, and

(b) any Act of Parliament or any regulations
made thereunder,

this section or the regulations made under this
section shall prevail to the extent of the incon-
sistency or conflict.

(5) Une disposition réglementaire prise sous
le régime du présent article prévaut sur toute
disposition législative ou réglementaire fédé-
rale divergente.

Divergences

For greater
certainty

(6) For greater certainty, subsection (1) does
not affect any exception to the exclusive prop-
erty or privilege granted by a patent that exists
at law in respect of acts done privately and on a
non-commercial scale or for a non-commercial
purpose or in respect of any use, manufacture,
construction or sale of the patented invention
solely for the purpose of experiments that relate
to the subject-matter of the patent.
1993, c. 2, s. 4; 2001, c. 10, s. 2.

(6) Le paragraphe (1) n’a pas pour effet de
porter atteinte au régime légal des exceptions
au droit de propriété ou au privilège exclusif
que confère un brevet en ce qui touche soit l’u-
sage privé et sur une échelle ou dans un but non
commercial, soit l’utilisation, la fabrication, la
construction ou la vente d’une invention breve-
tée dans un but d’expérimentation.
1993, ch. 2, art. 4; 2001, ch. 10, art. 2.

Interprétation

Patent not to
affect previous
purchaser

56. (1) Every person who, before the claim
date of a claim in a patent has purchased, con-
structed or acquired the subject matter defined
by the claim, has the right to use and sell to
others the specific article, machine, manufac-
ture or composition of matter patented and so
purchased, constructed or acquired without be-
ing liable to the patentee or the legal represen-
tatives of the patentee for so doing.

56. (1) Quiconque, avant la date de revendi-
cation d’une demande de brevet, achète, exé-
cute ou acquiert l’objet que définit la revendi-
cation peut utiliser et vendre l’article, la
machine, l’objet manufacturé ou la composition
de matières brevetés ainsi achetés, exécutés ou
acquis avant cette date sans encourir de respon-
sabilité envers le breveté ou ses représentants
légaux.

Droit de
l’acquéreur
antérieur

Non-application (2) Subsection (1) does not apply in respect
of a purchase, construction or acquisition re-
ferred to in subsection (3) or (4).

(2) Le paragraphe (1) ne s’applique pas aux
achats, exécutions ou acquisitions visés aux pa-
ragraphes (3) et (4).

Non-application

Special case (3) Section 56 of the Patent Act, as it read
immediately before the day on which subsec-
tion (1) came into force, applies in respect of a
purchase, construction or acquisition made be-
fore that day of an invention for which a patent
is issued on the basis of an application filed af-
ter October 1, 1989 and before the day on
which subsection (1) came into force.

(3) L’article 56 de la Loi sur les brevets,
dans sa version antérieure à la date d’entrée en
vigueur du paragraphe (1), s’applique à l’achat,
l’exécution ou l’acquisition, antérieurs à cette
date, d’une invention pour laquelle un brevet
est délivré relativement à une demande déposée
après le 1er octobre 1989 mais avant l’entrée en
vigueur du paragraphe (1).

Cas spéciaux
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(8) The Minister shall insert on the patent list the date
of filing and submission number of the new drug sub-
mission or the supplement to a new drug submission in
relation to which the list was submitted.
SOR/98-166, s. 3; SOR/2006-242, s. 2; err. (E), Vol. 140, No. 23.

(8) Le ministre inscrit sur la liste de brevets la date de
dépôt et le numéro de la présentation de drogue nouvelle
ou du supplément à une présentation de drogue nouvelle
qui se rattache à la liste présentée.
DORS/98-166, art. 3; DORS/2006-242, art. 2; err. (A), Vol. 140, No. 23.

4.1 (1) In this section, “supplement to the new drug
submission” means a supplement to a new drug submis-
sion or a supplement to an extraordinary use new drug
submission as those terms are used in Division 8 of
Part C of the Food and Drug Regulations.

4.1 (1) Au présent article, « supplément à une présen-
tation de drogue nouvelle » s’entend au sens de supplé-
ment à une présentation de drogue nouvelle ou supplé-
ment à une présentation de drogue nouvelle pour usage
exceptionnel au titre 8 de la partie C du Règlement sur
les aliments et drogues.

(2) A first person who submits a patent list in relation
to a new drug submission referred to in subsection 4(2)
may, if the list is added to the register, resubmit the same
list in relation to a supplement to the new drug submis-
sion, but may not submit a new patent list in relation to a
supplement except in accordance with subsection 4(3).
SOR/2006-242, s. 2; SOR/2011-89, s. 3.

(2) La première personne qui présente une liste de
brevets se rattachant à la présentation de drogue nouvelle
visée au paragraphe 4(2) peut, si cette liste est ajoutée au
registre, la présenter de nouveau à l’égard de tout sup-
plément à cette présentation de drogue nouvelle; elle ne
peut toutefois présenter de nouvelle liste se rattachant à
un supplément donné qu’en conformité avec le para-
graphe 4(3).
DORS/2006-242, art. 2; DORS/2011-89, art. 3.

5. (1) If a second person files a submission for a no-
tice of compliance in respect of a drug and the submis-
sion directly or indirectly compares the drug with, or
makes reference to, another drug marketed in Canada
under a notice of compliance issued to a first person and
in respect of which a patent list has been submitted, the
second person shall, in the submission, with respect to
each patent on the register in respect of the other drug,

(a) state that the second person accepts that the notice
of compliance will not issue until the patent expires;
or

(b) allege that

(i) the statement made by the first person under
paragraph 4(4)(d) is false,

(ii) the patent has expired,

(iii) the patent is not valid, or

(iv) no claim for the medicinal ingredient, no claim
for the formulation, no claim for the dosage form
and no claim for the use of the medicinal ingredient

5. (1) Dans le cas où la seconde personne dépose une
présentation pour un avis de conformité à l’égard d’une
drogue, laquelle présentation, directement ou indirecte-
ment, compare celle-ci à une autre drogue commerciali-
sée sur le marché canadien aux termes d’un avis de
conformité délivré à la première personne et à l’égard de
laquelle une liste de brevets a été présentée — ou y fait
renvoi —, cette seconde personne doit, à l’égard de
chaque brevet ajouté au registre pour cette autre drogue,
inclure dans sa présentation :

a) soit une déclaration portant qu’elle accepte que
l’avis de conformité ne sera pas délivré avant l’expira-
tion du brevet;

b) soit une allégation portant que, selon le cas :
(i) la déclaration présentée par la première per-
sonne aux termes de l’alinéa 4(4)d) est fausse,

(ii) le brevet est expiré,

(iii) le brevet n’est pas valide,
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(9) In a proceeding in respect of an application under
subsection (1), a court may make any order in respect of
costs, including on a solicitor-and-client basis, in accor-
dance with the rules of the court.

(9) Le tribunal peut, au cours de l’instance relative à
la demande visée au paragraphe (1), rendre toute ordon-
nance relative aux dépens, notamment sur une base avo-
cat-client, conformément à ses règles.

(10) In addition to any other matter that the court may
take into account in making an order as to costs, it may
consider the following factors:

(a) the diligence with which the parties have pursued
the application;

(b) the inclusion on the certified patent list of a patent
that should not have been included under section 4;
and

(c) the failure of the first person to keep the patent list
up to date in accordance with subsection 4(7).

SOR/98-166, ss. 5, 9; SOR/99-379, s. 3; SOR/2006-242, s. 3; err. (E), Vol.
140, No. 23; SOR/2008-211, s. 3.

(10) Lorsque le tribunal rend une ordonnance relative
aux dépens, il peut tenir compte notamment des facteurs
suivants :

a) la diligence des parties à poursuivre la demande;

b) l’inscription, sur la liste de brevets qui fait l’objet
d’une attestation, de tout brevet qui n’aurait pas dû y
être inclus aux termes de l’article 4;

c) le fait que la première personne n’a pas tenu à jour
la liste de brevets conformément au paragraphe 4(7).

DORS/98-166, art. 5 et 9; DORS/99-379, art. 3; DORS/2006-242, art. 3; err.
(A), Vol. 140, No. 23; DORS/2008-211, art. 3.

NOTICE OF COMPLIANCE AVIS DE CONFORMITÉ

7. (1) The Minister shall not issue a notice of compli-
ance to a second person before the latest of

(a) [Repealed, SOR/98-166, s. 6]

(b) the day on which the second person complies with
section 5,

(c) subject to subsection (3), the expiration of any
patent on the register that is not the subject of an alle-
gation,

(d) subject to subsection (3), the expiration of 45 days
after the receipt of proof of service of a notice of alle-
gation under paragraph 5(3)(a) in respect of any
patent on the register,

(e) subject to subsections (2), (3) and (4), the expira-
tion of 24 months after the receipt of proof of the
making of any application under subsection 6(1), and

(f) the expiration of any patent that is the subject of
an order pursuant to subsection 6(1).

7. (1) Le ministre ne peut délivrer un avis de confor-
mité à la seconde personne avant la plus tardive des
dates suivantes :

a) [Abrogé, DORS/98-166, art. 6]

b) la date à laquelle la seconde personne se conforme
à l’article 5;

c) sous réserve du paragraphe (3), la date d’expiration
de tout brevet inscrit au registre qui ne fait pas l’objet
d’une allégation;

d) sous réserve du paragraphe (3), la date qui suit de
quarante-cinq jours la date de réception de la preuve
de signification de l’avis d’allégation visé à l’alinéa
5(3)a) à l’égard de tout brevet ajouté au registre;

e) sous réserve des paragraphes (2), (3) et (4), la date
qui suit de 24 mois la date de réception de la preuve
de présentation de la demande visée au paragraphe
6(1);

f) la date d’expiration de tout brevet faisant l’objet
d’une ordonnance rendue aux termes du paragraphe
6(1).
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(2) Paragraph (1)(e) does not apply if at any time, in
respect of each patent that is the subject of an application
pursuant to subsection 6(1),

(a) the patent has expired; or

(b) the court has declared that the patent is not valid
or that no claim for the medicinal ingredient, no claim
for the formulation, no claim for the dosage form and
no claim for the use of the medicinal ingredient would
be infringed.

(2) L’alinéa (1)e) ne s’applique pas si, à l’égard de
chaque brevet visé par une demande au tribunal aux
termes du paragraphe 6(1) :

a) soit le brevet est expiré;

b) soit le tribunal a déclaré que le brevet n’est pas va-
lide ou qu’aucune revendication de l’ingrédient médi-
cinal, revendication de la formulation, revendication
de la forme posologique ni revendication de l’utilisa-
tion de l’ingrédient médicinal ne seraient contrefaites.

(3) Paragraphs (1)(c), (d) and (e) do not apply in re-
spect of a patent if the owner of the patent has consented
to the making, constructing, using or selling of the drug
in Canada by the second person.

(3) Les alinéas (1)c), d) et e) ne s’appliquent pas à
l’égard d’un brevet si le propriétaire de celui-ci a
consenti à ce que la seconde personne utilise, fabrique,
construise ou vende la drogue au Canada.

(4) Paragraph (1)(e) ceases to apply in respect of an
application under subsection 6(1) if the application is
withdrawn or discontinued by the first person or is dis-
missed by the court hearing the application.

(4) L’alinéa (1)e) cesse de s’appliquer à l’égard de la
demande visée au paragraphe 6(1) si celle-ci est retirée
ou fait l’objet d’un désistement par la première personne
ou est rejetée par le tribunal qui en est saisi.

(5) If the court has not yet made an order under sub-
section 6(1) in respect of an application, the court may

(a) shorten the time limit referred to in paragraph
(1)(e) if the first and second persons consent to it or if
the court finds that the first person has failed, at any
time during the proceeding, to reasonably cooperate in
expediting the application; or

(b) extend the time limit referred to in paragraph
(1)(e) if the first and second persons consent to it or if
the court finds that the second person has failed, at
any time during the proceeding, to reasonably cooper-
ate in expediting the application.

SOR/98-166, ss. 6, 9; SOR/2006-242, s. 4; SOR/2010-212, s. 1.

(5) Lorsque le tribunal n’a pas encore rendu d’ordon-
nance aux termes du paragraphe 6(1) à l’égard d’une de-
mande, il peut :

a) abréger le délai visé à l’alinéa (1)e) si la première
personne et la seconde personne y consentent ou s’il
conclut que la première personne n’a pas, au cours de
l’instance relative à la demande, collaboré de façon
raisonnable au règlement expéditif de celle-ci;

b) proroger le délai visé à l’alinéa (1)e) si la première
personne et la seconde personne y consentent ou s’il
conclut que la seconde personne n’a pas, au cours de
l’instance relative à la demande, collaboré de façon
raisonnable au règlement expéditif de celle-ci.

DORS/98-166, art. 6 et 9; DORS/2006-242, art. 4; DORS/2010-212, art. 1.

8. (1) If an application made under subsection 6(1) is
withdrawn or discontinued by the first person or is dis-
missed by the court hearing the application or if an order
preventing the Minister from issuing a notice of compli-
ance, made pursuant to that subsection, is reversed on
appeal, the first person is liable to the second person for
any loss suffered during the period

8. (1) Si la demande présentée aux termes du para-
graphe 6(1) est retirée ou fait l’objet d’un désistement
par la première personne ou est rejetée par le tribunal qui
en est saisi, ou si l’ordonnance interdisant au ministre de
délivrer un avis de conformité, rendue aux termes de ce
paragraphe, est annulée lors d’un appel, la première per-
sonne est responsable envers la seconde personne de
toute perte subie au cours de la période :
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(a) beginning on the date, as certified by the Minister,
on which a notice of compliance would have been is-
sued in the absence of these Regulations, unless the
court concludes that

(i) the certified date was, by the operation of An
Act to amend the Patent Act and the Food and
Drugs Act (The Jean Chrétien Pledge to Africa),
chapter 23 of the Statutes of Canada, 2004, earlier
than it would otherwise have been and therefore a
date later than the certified date is more appropriate,
or

(ii) a date other than the certified date is more ap-
propriate; and

(b) ending on the date of the withdrawal, the discon-
tinuance, the dismissal or the reversal.

a) débutant à la date, attestée par le ministre, à la-
quelle un avis de conformité aurait été délivré en l’ab-
sence du présent règlement, sauf si le tribunal conclut :

(i) soit que la date attestée est devancée en raison
de l’application de la Loi modifiant la Loi sur les
brevets et la Loi sur les aliments et drogues (enga-
gement de Jean Chrétien envers l’Afrique), chapitre
23 des Lois du Canada (2004), et qu’en consé-
quence une date postérieure à celle-ci est plus ap-
propriée,

(ii) soit qu’une date autre que la date attestée est
plus appropriée;

b) se terminant à la date du retrait, du désistement ou
du rejet de la demande ou de l’annulation de l’ordon-
nance.

(2) A second person may, by action against a first
person, apply to the court for an order requiring the first
person to compensate the second person for the loss re-
ferred to in subsection (1).

(2) La seconde personne peut, par voie d’action
contre la première personne, demander au tribunal de
rendre une ordonnance enjoignant à cette dernière de lui
verser une indemnité pour la perte visée au paragraphe
(1).

(3) The court may make an order under this section
without regard to whether the first person has com-
menced an action for the infringement of a patent that is
the subject matter of the application.

(3) Le tribunal peut rendre une ordonnance aux
termes du présent article sans tenir compte du fait que la
première personne a institué ou non une action en
contrefaçon du brevet visé par la demande.

(4) If a court orders a first person to compensate a
second person under subsection (1), the court may, in re-
spect of any loss referred to in that subsection, make any
order for relief by way of damages that the circum-
stances require.

(4) Lorsque le tribunal enjoint à la première personne
de verser à la seconde personne une indemnité pour la
perte visée au paragraphe (1), il peut rendre l’ordon-
nance qu’il juge indiquée pour accorder réparation par
recouvrement de dommages-intérêts à l’égard de cette
perte.

(5) In assessing the amount of compensation the court
shall take into account all matters that it considers rele-
vant to the assessment of the amount, including any con-
duct of the first or second person which contributed to
delay the disposition of the application under subsection
6(1).

(5) Pour déterminer le montant de l’indemnité à ac-
corder, le tribunal tient compte des facteurs qu’il juge
pertinents à cette fin, y compris, le cas échéant, la
conduite de la première personne ou de la seconde per-
sonne qui a contribué à retarder le règlement de la de-
mande visée au paragraphe 6(1).

(6) The Minister is not liable for damages under this
section.
SOR/98-166, ss. 8, 9; SOR/2006-242, s. 5; SOR/2010-212, s. 2(F).

(6) Le ministre ne peut être tenu pour responsable des
dommages-intérêts au titre du présent article.
DORS/98-166, art. 8 et 9; DORS/2006-242, art. 5; DORS/2010-212, art. 2(F).
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