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This was an appeal and cross-appeal from a Federal Court decision holding that section 8 of the Patented
Medicines (Notice of Compliance) Regulations (PM(NOC) Regulations) was intra vires the Patent Act, within
the Federal Court competence and the constitutional authority of Parliament, and that the remedy pursuant to
section 8 could extend to compensation for future losses. Proceedings were instituted by the appellg o
prohibit the Minister of Health from issuing a notice of compliance (NOC) to the respondent. Following,
dismissal of the prohibition proceedings, the respondent claimed damages pursuant to section 8 for the per
during which the Minister was prevented from issuing the NOC. The Federal Court ruled inter
disgorgement of the appellant’s profits could not be ordered pursuant to section 8, but that it was ap
the respondent to claim damages beyond the liability period defined in section 8.

There were two sets of issues in this case: (1) whether section 8 is intra vires the Patent Act; within the
constitutional authority of Parliament; and within the Federal Court’s jurisdiction, and (2) @ re and extent
of remedies which can be ordered pursuant to section 8, namely the disgorgement of a §gddA4derson’s profits
and compensation for future losses. &

Held, the appeal should be allowed in part; the cross-appeal should be dismisse

Regulations were promulgated, provides for a broad grant of authority for egulations that the Governor
in Council considers necessary to prevent patent infringement. The t seeks to establish a balance
between effective patent enforcement through the PM(NOC) Regul section 55.2(4)) and the timely
market entry of lower-priced generic drugs through the use of <

(1) Subsection 55.2(4) of the Patent Act, the statutory authority E%t to which the PM(NOC)

early working” exception set out in

subsection 55.2(1). The PM(NOC) Regulations should be cons g regard to the Patent Act read as a
whole and the balance which it seeks to create. The Governor i 1 found it necessary both to provide the
first person with the right to initiate prohibition proceedings, and\Rrévent the issuance of the NOC to the second
person for 24 months when that right is exercised. Howeygr<tetion 8 allows compensation to the second

person for loss suffered by reason of delayed market englf o drug. Liability can thus be visited on the first
person when a prohibition application is withdrawn, dis (uued or unsuccessful. The ability of the Court to
order payment of damages resulting from the stayts that a first person no longer has an interest in
delaying a prohibition proceeding or in triggery eay/As a result, a first person must focus on the issue of
infringement and consider the strength of its pOsition)before initiating a prohibition proceeding. This promotes

the use of the PM(NOC) Regulations for t ose for which they were intended: the prevention of
infringement. Therefore, section 8 comewt ¢ general grant of authority set out in subsection 55.2(4) of

the Patent Act.

and civil rights. However, to deter h¢ther the disposition is within the authority of Parliament pursuant to
subsection 91(22) of the Constiju , 1867, the Supreme Court’s three-part test devised in General Motors
of Canada Ltd. v. City Natio jng must be applied. First, the right of action created by section 8 is only
available to a limited groupd¢f ons within a defined industry, its scope of application is confined to patent
controversies arising und arrow conditions of the PM(NOC) Regulations, and it is limited to situations
created by first persow@; they make applications pursuant to subsection 6(1). Thus, the extent of the
intrusion is minor. SggQ PM(NOC) Regulations were validly promulgated pursuant to the Patent Act and
constitute a valid rqgulafgry scheme falling within Parliament’s competence over patents of invention, with

exception. Third, section 8 is sufficiently integrated into the overall scheme of the

section 8 being e N
PM(NOC) u@

Section 8 creates a civil right of % which comes within the province’s broad jurisdiction over property

to become part of it. Consequently, section 8 comes within subsection 91(22) of the
, and is as such valid federal delegated legislation.

Fede, ourt to hear both section 6 prohibition proceedings and section 8 actions. Those sections provide for
&migl rsuant to a regulatory scheme aimed at the prevention of infringement and, as such, come within the

ant of jurisdiction conferred on the Federal Court by virtue of subsection 20(2). Although the Federal
urtorrectly held that it had jurisdiction over the section 8 action brought by the respondent, its reasoning on



this issue was incorrect. Paragraph 55.2(4)(d) of the Patent Act does not empower the Governor in Council to
confer jurisdiction on courts not already possessed with such jurisdiction. Rather, it envisages that the Governor
in Council may, amongst courts which are competent to hear the action, designate the courts of its choice. To
the extent that paragraph 55.2(4)(d) does not authorize the Governor in Council to confer jurisdiction by ()9
regulation, subsections 12(2) and 55.2(5) cannot be construed as validating a grant of jurisdiction ‘W @
pursuant to a regulation. The Federal Court had to look no further than subsection 20(2) of the Federg! Coiis
Act. O

(2) The debate over whether the respondent was entitled to compensation by way of a disgorgdeiit of the
appellant’s profits turned on the words in subsection 8(4), which authorize the court to provi&@&elief by
way of damages or profits”. A contextual reading of section 8 indicates that compensation for the loss resulting
from the automatic stay is to be computed by reference to the loss by the second perso profits that it
would have made during the period when it was prevented from going to the mark@ compensation
provided is for prejudice actually suffered. The disgorgement of the appellant’ Was not necessary to
achieve the balance which underlies section 55.2 of the Patent Act. A measure yj ¢ls a first person to
place the second person in the position in which it would have been if the stay had¢¢been triggered fits within
the contemplated balance. Section 8 of the PM(NOC) Regulations therefore d&not Srvisage the disgorgement

of a first person’s profit.

t tharacterized as “future losses”,
ss suffered during the period of
hich can be compensated to those
t period regardless of when they are
e given effect. The appeal should be
nt’s losses must be shown to have been

Regarding the respondent’s claim for damages for what the Fede
section 8 is clear that the first person is liable to the second person
liability. The Governor in Council chose to limit the measure of the
suffered during the period of liability, and not the losses caused @

e

suffered. The Governor in Council’s clearly expressed inte
allowed on this limited point. In order to be compensated, the 1

incurred during the period of liability. :
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The following are the reasons for judgment rendered in English by

llectively Merck)

[1] NOEL J.A.: Merck Frosst Canada Ltd. and Merck Frosst Canada &

appeal from the decision of Justice Hughes (the Federal Court Judge) (. :/ In® v. Merck & Co.
Inc.] 2008 FC 1185, [2009] 3 F.C.R. 234), wherein he held, inter alia, that\§ggtion 8, as amended by
SOR/98-166 [ss. 7, 8] of the Patented Medicines (Notice of Complian@e) Reghilations, SOR/93-133

S,
b

(PM(NOC) Regulations) is intra vires the Patent Act, R.S.C., 1985, (Patent Act), as amended
by S.C. 1993, c. 2, s. 4 [enacting sections 55.1 and 55.2]; within th etence of the Federal Court
to hear and determine an action brought thereunder; and with nstitutional authority of the

Parliament of Canada.

[2] Also at issue were questions relating to the reme
section 8 of the PM(NOC) Regulations. Merck challe at aspect of the decision which held that
the remedy can extend to compensation for future eSApotex Inc. (Apotex) for its part cross-
appeals the Federal Court Judge’s conclusion thdQy s not entitled to the disgorgement of the
profits earned by Merck, but was limited to a C‘@N amages or its lost profits. Apotex also takes

the Court may order pursuant to

issue with the Federal Court Judge’s decisj ard costs. It contends that since it was for the
most part successful, costs should have bd¢n awanded in its favour.

THE RELEVANT FACTS %

[3] Merck received a notice ofomplrance (NOC) approving for sale in Canada its version of
alendronate, used primarily in t ent of osteoporosis, on February 4, 2002.

[4] Apotex filed an abbret(a ew drug submission (ANDS) for alendronate on February 7, 2003
and sent a notice of allegdtioRYNOA) to Merck on April 14, 2003 alleging that Merck’s Canadian
Patent No. 2294595 (th% atent) was invalid for a number of reasons.

erck & Co. Inc. (a United States company) and Merck Frosst Canada &
dings in the Federal Court (Court File T-884-03) to prohibit the Minister of
from issuing an NOC to Apotex which otherwise would permit Apotex to sell
f alendronate (Apo-alendronate) in Canada.

Health (the M )
its geney

[6] OnF ary 3, 2004, the Minister sent a letter to Apotex advising it that its application for the
iss of the NOC was approved but would be held in abeyance pending the outcome of the
n proceedings in the Federal Court.



[7T On May 26, 2005, Mosley J. of the Federal Court dismissed Merck’s prohibition application,
finding that Apotex’s allegations as to invalidity, on some but not all grounds, were justified ([Merck
& Co. Inc. v. Apotex Inc.] 2005 FC 755, 41 C.P.R. (4th) 35). The next day, the Minister issu
NOC to Apotex permitting it to sell its Apo-alendronate in Canada.

[8] No appeal was taken from Mosley J.’s decision. o

[9] On July 5, 2005, Apotex instituted an action in the Federal Court pursuant to segti of the
PM(NOC) Regulations claiming damages for the period from February 3, 2004 to aag, 2005.
This is the period during which the Minister was prevented from issuing the to Apotex by
reason of the filing by Merck of the prohibition application eventually dismisse ley J.

quantification of amounts found to be properly recoverable in the actio ¢ left to be determined
at a subsequent trial. The Federal Court Judge later agreed to consi mber of preliminary
issues submitted by the parties. He disposed of these issues by dect rendered on October 21,
2008. This is the decision now under appeal.

[10] By orders of the Federal Court dated January 24, 2006 qu 14, 2008, the
n
ra

THE RELEVANT LEGAL PROVISIONS

[11] Subsections 55.2(1) and 55.2(4) [as am. by S.C. / ¢) 10, s. 2] of the Patent Act read as
follows: o~ S§

55.2 (1) It is not an infringement of a patent for a « pePsyn to make, construct, use or sell the patented
invention solely for uses reasonably related to the "-;ac- Rgnt and submission of information required under

any law of Canada, a province or a country other tha| da that regulates the manufacture, construction, use
or sale of any product.

(4) The Governor in Council may make suc Ations as the Governor in Council considers necessary for
preventing the infringement of a patent y person who makes, constructs, uses or sells a patented invention
in accordance with subsection (1), incluging\yihout limiting the generality of the foregoing, regulations

be fulfilled before a notice, certificate, permit or other document
ent may relate may be issued to a patentee or other person under any
anufacture, construction, use or sale of that product, in addition to any
that Act;

(a) respecting the conditions t
concerning any product to whic
Act of Parliament that regul
conditions provided for by,

(b) respecting the earlt e on which a notice, certificate, permit or other document referred to in
paragraph (a) that i ed)or to be issued to a person other than the patentee may take effect and respecting
the manner in why ate is to be determined;

ysolution of disputes between a patentee or former patentee and any person who applies
fCate, permit or other document referred to in paragraph (a) as to the date on which that
te, permit or other document may be issued or take effect;

ph (c) and respecting the remedies that may be sought in the court, the procedure of the court in the

(d) conferrtg rights of action in any court of competent jurisdiction with respect to any disputes referred to
'@i 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 indirectly in the infringement of a patent.

(5) In the event of any inconsistency or conflict between

(a) this section or any regulations made under 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 inco cy or conflict.

(6) For greater certainty, subsection (1) does not affect any exception to the ex % Crty or privilege
granted by a patent that exists at law in respect of acts done privately and on a cial scale or for a
non-commercial purpose or in respect of any use, manufacture, construction or f the patented invention
solely for the purpose of experiments that relate to the subject-matter of the patent.

[12] Section 8 of the PM(NOC) Regulations in the form in whi section stood at the time
relevant to the action (i.e. on July 5, 2005) reads as follows:

he Minister from issuing a notice of
he first person is liable to the second
person for any loss suffered during the period:

(a) beginning on the date, as certified by the Minis
issued in the absence of these Regulations, unless
more appropriate; and

(b) ending on the date of the withdrawal, ti@inuance, the dismissal or the reversal.

(2) A second person may, by action agXst a first person, apply to the court for an order requiring the first
person to compensate the second perso ss referred to in subsection (1).

hich a notice of compliance would have been
is satisfied on the evidence that another date is

(3) The court may make an er this section without regard to whether the first person has
commenced an action for the infri ept of a patent that is the subject matter of the application.

(4) The court may make
respect of any loss referre

r for relief by way of damages or profits as the circumstances require in

T
W sttbsection (1).

t of compensation the court shall take into account all matters that it considers
f the amount, including any conduct of the first or second person which contributed

relevant to the asses
It he application under subsection 6(1).

to delay the disp.

[13] 1 @.)
8. (1) ThaYrst person is liable to the second person for all damage suffered by the second person where,
bec%he application of paragraph 7(1)(e), the Minister delays issuing a notice of compliance beyond the

g{& f all patents that are the subject of an order pursuant to subsection 6(1).

@@

ul to reproduce section 8 as it read when it was originally introduced in 1993:



(2) The court may make such order for relief by way of damages or profits as the circumstances require in
respect of any damage referred to in subsection (1).

[14] The Regulatory Impact Analysis Statement (RIAS) which accompanied the change to s
8 brought in 1998 explains the purpose of the amendment as follows [C. Gaz. 1998.11.1055, at pa

1056 and 1058]:

<
Specifying circumstances in which damages or costs can be awarded: A clearer indication is'\gy the
court as to circumstances in which damages could be awarded to a generic manufacturer to co for loss

suffered by reason of delayed market entry of its drug, and the factors that may be taken into account in
calculating damages. The court may also award costs to either a generic manufacturer or tee, including
solicitor or client costs, as appropriate, consistent with Federal Courts Rules. &

The amendments reinforce the balance between providing a mechanism fgr the™s¥fective enforcement of
patent rights and ensuring that generic drug products enter the market as soon ossible.

c. 8,s.29] of the Federal Courts Act [R.S.C., 1985, c. F-7,s. 1 idem, s. 14)]:

[15] Finally, reference should also be made to section 20 [a&@C. 1990, c. 37, s. 34; 2002,

20. (1) The Federal Court has exclusive original jurisdicti@ een subject and subject as well as

trade-mark, industrial design or topography within t ng of the Integrated Circuit Topography Act;

and @

(b) in all cases in which it is sought to impfach oxyinul any patent of invention or to have any entry in any
register of copyrights, trade-marks, industN&] designs or topographies referred to in paragraph (a) made,
expunged, varied or rectified.

otherwise, :S
(a) in all cases of conflicting applications for any pat@e tion, or for the registration of any copyright,
e

%ﬁion in all cases, other than those mentioned in subsection (1),
thd¥ity of an Act of Parliament or at law or in equity respecting any
dustrial design or topography referred to in paragraph (1)(a).

(2) The Federal Court has concurre
in which a remedy is sought under th
patent of invention, copyright, trad

THE FEDERAL COURT

[16] The first set of ddressed by the Federal Court Judge was whether section 8 is intra
vires the Patent Act, Rthi
had the jurisdictio {73 af the action. The second set of issues dealt with the nature and extent of the
remedies which ealibe

stat acted subsection 55.2(4) of the Patent Act which in paragraph (d) gives the authority to the

in Council to make regulations “conferring rights of action in any court of competent
g 1on”. The Federal Court Judge further noted that section 2 [as am. by SOR/2008-211, s. 1] of

@@



the PM(NOC) Regulations defines “court” to mean “the Federal Court or any other superior court of
competent jurisdiction”. According to the Federal Court Judge, this has the same effect as a grant of
jurisdiction made under the Patent Act given that subsection 12(2) [as am. by R.S.C., 1985 £3«d
Supp.), c. 33, s. 3] of the Patent Act provides that “[a]ny . . . regulation made by the Gover%
Council has the same force and effect as if it had been enacted herein” (reasons, at paragraphs

and 64). O

[18] Although he also referred to subsection 20(2) of the Federal Courts Act, the % ourt
Judge found that subsection 55.2(4) of the Patent Act and the designation of the Federat~Sdurt as a
court of competent jurisdiction in section 2 of the PM(NOC) Regulations was ource of the
Federal Court’s jurisdiction (reasons, at paragraphs 66 and 67). &@

[19] The Federal Court Judge also rejected Merck’s contention that @ f the PM(NOC)
Regulations is ultra vires the Patent Act. Drawing an analogy, he emphastx®that section 8 provides
a disincentive for seeking what is in effect an interlocutory injunctgen. The liability created by
section 8 acts like an undertaking for damages provided by the pers&eking such an injunction.
He held that paragraph 55.2(4)(d) specifically provides for reg s’respecting remedies and
procedures in respect of disputes under paragraph (c) as to wh C may issue. According to
the Federal Court Judge: “[t]his includes the 24-month stay olén uance of the NOC. . .and

disincentives for seeking such a stay” (reasons, at paragrap@
me

[20] Finally, the Federal Court Judge rejected Merc% nt that the right of action provided
pursuant to section 8 is in its pith and substance a € pecting property and civil rights under
the exclusive jurisdiction of the provinces under sulysgc 92(13) of the Constitution Act, 1867 [30
& 31 Vict., ¢. 3 (U.K.) (as am. by Canada Act 1 2,c¢. 11 (U.K.), Schedule to the Constitution
Act, 1982, Item 1) [R.S.C., 1985, Appendi (reasons, at paragraph 76). The Federal Court
Judge held that section 8 is an integral of fhe scheme set out in the PM(NOC) Regulations as
enabled by the Patent Act. The scheme 153 d to the enforcement of rights in certain types of
medicinal patents including a balRwged procedure respecting such enforcement (reasons, at

paragraphs 76 and 77).

[21] Turning to the issue o , the Federal Court rejected Apotex’ contention that the
disgorgement of Merck’s proff\MZo)d be ordered pursuant to section 8. The Federal Court Judge
noted that a section 8 ord provide for “relief by way of damages or profits” as set out in

subsection 8(4). He furthl@d™¢ed that there is no mention anywhere of any remedy aimed at the
profit made by the firs . The entire context of section 8 is focused on compensation for loss
suffered by the gener@x\(rejpons, at paragraph 88).

[22] The Fed Judge observed that the word “profits” appears nowhere in the Patent Act
and that ther considerable debate as to whether the provision for an “account” in an

HETIR meant that a court could order disgorgement of an infringer’s profits. He noted
{@ as laid to rest by the Federal Court of Appeal in Beloit Canada Ltd. v. Valmet-
Dominion ¢/, [1997] 3 F.C. 497, at paragraphs 89-93, where it was held that the remedy of
dis@ent of an infringer’s profits is authorized by paragraph 57(1)(b) of the Patent Act, when

% ection 20 [as am. by S.C. 1990, c. 37, s. 34] of the Federal Court Act [R.S.C., 1985, c. F-

ns, at paragraph 92).




[23] However, the Federal Court Judge noted that a generic making a claim pursuant to subsection
8(4) of the PM(NOC) Regulations is not in the position of a patentee whose patent has been
infringed. The reasonable interpretation of the words “damages or profits” is that the generig-gan
seek, as a measure of its damages, in the alternative, the profits that it would have made if %
been able to market its product at an earlier time (reasons, at paragraph 97).

<
[24] Lastly, the Federal Court Judge considered Apotex’ contention that during the p\ om
February 3, 2004 to May 26, 2005, the marketplace for its alendronate produgt \\e—Apo-
alendronate) became distorted because two other generics entered the marketplace in tha? period.

been first in the marketplace or it would have at least entered the marketplace at e same time
that the other generics did and that its market share would, thereby, have ¢rthan it is now.
Apotex argued that a lesser market share is a matter that permanently e amPthat it should be
entitled to damages for lost sales and lost permanent market share beyon 26, 2005 (reasons, at

More specifically, Apotex claimed that, were it not for Merck’s prohibition applic@i]t could have

paragraph 120). &
[25] The Federal Court Judge concluded that it is appropriate @0 ex to make the claim for
y

losses beyond May 26, 2005 provided that the marketplace did itself or Apotex could not
have remedied the marketplace disadvantage before that date ALheNE@deral Court Judge also left the
matter of quantification to the later trial (reasons, at paragr

ALLEGED ERRORS ~ Sg

[26] In support of its appeal, Merck reiterates eao@ arguments made before the Federal Court
Judge and submits that he committed a variety 0@ ors in rejecting these arguments.

[27] With respect to both the vires issu¢(and constitutional issue, Merck submits that section 8
is not necessary or integral to the overall of the PM(NOC) Regulations. The scheme created
by the PM(NOC) Regulations seeks revent patent infringement. Section 8 is not directed towards

that end. Indeed, it undermines the s objective.
[28] Furthermore, Merck takegH ith the analogy drawn by the Federal Court Judge between
the automatic stay which the OC) Regulations provide, and an undertaking given in the

context of an infringement g¢Tie Win order to obtain an interlocutory injunction. According to Merck,
the Governor in Council gftih\have adopted the patent litigation model, but did not. Merck submits
that the Federal Cou

the Patent Act when read with the definition of “court” in section 2 of the
PM(NOC { @ ns confers jurisdiction on the Federal Court. The Patent Act does not authorize

ouncil to confer jurisdiction by delegated legislation. Merck submits that the
Judge misinterpreted subsection 12(2) of the Patent Act when he held that the

<
Eim With respect to the issue of remedy, Merck submits that the Federal Court Judge erred in

@@

juri which has the same force and effect as if it was found in a statute.



concluding that Apotex is entitled to claim damages for lost sales and loss of permanent market
share occurring outside of the period of liability defined in paragraph 8(1)(b) of the PM(NOC)

Regulations. The language of section 8 refers to “any loss suffered during the period” in the past

tense. Merck submits that this precludes recovery for losses suffered outside the period.
[31] By its cross-appeal, Apotex contends that the Federal Court Judge erred in ﬁnding
8 of the PM(NOC) Regulations does not allow for an award of disgorgement of profits. T
and grammatical meaning of subsection 8(4) is that two forms of relief are available i.¢
profits”. Apotex submits that given that the second person’s own lost profits are its da

be the first person’s profits that are referred to as profits. Otherwise, the wor proﬁts” are
surplusage.

[32] Apotex submits that the construction which it proposes is consis e balance which
the Patent Act seeks to achieve between generics and inventors. A first on has an incentive to
commence a proceeding regardless of whether there is any real poss1b yo fringement. Only the
risk of being compelled to disgorge its own profits can remove the inc®yve which a first person has
to commence a prohibition proceeding for the sole purpose of exte \t monopoly rights.

ANALYSIS AND DECISION

[33] The first question which needs to be addressed i 1)jo dispose of this appeal is whether
section 8 of the PM(NOC) Regulations is ultra vires, thd\Parent Act. The analysis which must be
conducted in order to address this issue will assi ling with the constitutional challenge
directed at section 8 and the attack on the jurisdicti@e Court.

0
The vires issue @

[34] True questions of vires such as t ere in issue are to be reviewed on a standard of
correctness (Dunsmuir v. New BrunsRuegk, 2008 SCC 9, [2008] 1 S.C.R. 190, at paragraph 59). The
question before this Court is the hether the Federal Court Judge came to the correct
conclusion when he held that se
promulgated. In my respectful vigsy

%,

[35] The background statutory authority for the PM(NOC) Regulations are
comprehensively set out, A» \anie J. in Bristol-Myers Squibb Co. v. Canada (Attorney General),
2005 SCC 26, [2005]
Canada Inc. v. Cana®

paragraphs 12 to 2"

of Biolyse:

' anada has developed a major sector of “generic drug” manufacturers described as
dnerally manufacture and distribute “drugs which were researched, developed and first brought

to rnarketovator companies” (dpotex Inc. v. Canada (Attorney General), [1994] 1 F.C. 742 (C.A.), at p.
751, aff’d [ “ 3 S.C.R. 1100). They produce what is sometimes known in the trade as “copy-cat” drugs.

Q cess of the generic drug manufacturers has been a source of grievance to owners of patents for
& eutical medicines, who view monopoly profits conferred by patents as essential to recoup the cost of

@@

ufﬁcient for present purposes to set out paragraphs 6 to 12, 45, 46 and 50




their research program as well as to earn a profit on their investment. Generic drug manufacturers, who
generally do not have significant research costs in relation to a drug first brought to market by an innovator
company, need only turn a profit on their manufacturing and distribution facilities. Generic drugs can therefore
be sold at a discount to “brand name” products in the market place, at considerable savings to the pub '@- d
at considerable cost to the profits of the innovator drug companies.

Until 1993 the Minister of Health was not directly concerned with patent issues. Indeed, Parlia 1Ry
since 1923 had been to favour health cost savings over the protection of intellectual propert ing
available to generic manufacturers a scheme of compulsory licencing of an “invention intended ogia le of
being used for medicine or for the preparation or production of medicine” under s. 39(4) of the ct. The

compulsory licence could invariably be obtained from the Commissioner of Patents, and a of compliance
(“NOC”) from the Minister of Health, providing the generic manufacturer could e pharmaceutical
equivalence of its product with the innovator drug (“the Canadian reference produ termining the terms
of the licence and amount of royalty payable, the Commissioner of Patents was d toVhave regard to the
desirability of making the medicine available to the public at the lowest possible consistent with giving to
the patentee due reward for the research leading to the invention and for,such er factors as may be
prescribed” (s. 39(5)). The royalty payable to the patent owner was generall ed at 4 percent to 5 percent of
the net selling price of the drug in posological form, or 15 percent of the n price of the drug in bulk (T.
Orlhac, “The New Canadian Pharmaceutical Compulsory Licensing on How to Jump Out of the
Frying Pan and Into the Fire” (1990), 6 C.LP.R. 276; G. F. Takach, <A Canadian compendium of law
and practice (1993), at p. 119; and see Imperial Chemical IndustriesQUC ™Novopharm Ltd. (1991), 35 C.P.R.
(3d) 137 (F.C.A.), at pp. 139-40). Linking licence fees to the COS@Q esearch leading to the invention” did

compulsory licencing scheme gathered momentum after 1969 when it was extended to _jmported drugs. A
TS

not cover the cost of massive research programs required by the, i rs to produce the few “winners” from
the many false starts and failed research projects that never camggo ket.

Section 39(14) of the Patent Act simply required the {fomnissioner of Patents to notify the Department of
National Health and Welfare of all compulsory licence }

In a reversal of policy, Parliament in 1993 le compulsory licence provisions of the Patent Act by
what became known as Bill C-91 (S.C. 1993,(&. 2) al\d extinguished all compulsory licences issued on or after
December 20, 1991. In part, these changes flo international obligations accepted by Canada under the
Agreement on Trade-Related Aspects ofNtellectual Property Rights, 1869 UN.T.S. 299 (“TRIPS”). More
immediately, perhaps, it was thought anada’s compulsory licensing system would be declared

incompatible with Canada’s obligation e North American Free Trade Agreement, Can. T.S. 1994 No.
2, in particular art. 1709(10), signed at Xsend of 1992.

20-year monopoly granted by patents, Parliament wished to facilitate

However, having agreed to 1
the entry of competition im
more after expiry of a pate
did so by introducing an
work the patented invertl
obtain a NOC at the R atent(s) expired (s. 55.2(1)) and to “stockpile” generic product towards the end of

yJt lawful market entry (s. 55.2(2)). In order to prevent abuse of the “early working”




This Court has accepted the view that 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” (4dpotex v. Canada (Attorney General), per Robertson J.A., at p. 752 (emphasis
added), whose reasons were substantially adopted by this Court at [1994] 3 S.C.R. 1100).

patentees by preventing generic manufacturers from marketing their products until the expiry o \ I
patents (Merck & Co. v. Canada (Attorney General) (1999), 176 F.T.R. 21, at para. 51). The relévaatyjortion of

the Regulatory Impact Analysis Statement reads:
... As a general rule, judicial remedies are sufficient to address patent infringen%@ever, with the
),

t
enactment of Bill C-91 the government has created an exception to patent infeHyendqt allowing generic
competitors to undertake any activities necessary to work up a submission to & a@ egulatory approval of a
product. This removes a patent right that may have otherwise been available to’g@gntees to prevent generic

competitors from obtaining such regulatory approval of their products. %

nt is not abused by generic

eir competitor’s patent while

These Regulations are needed to ensure this new exception to patent i
drug applicants seeking to sell their product in Canada during th

nonetheless allowing generic competitors to undertake the regulato val work necessary to ensure they
are in a position to market their products immediately after the iry of any relevant patents. [Emphasis

(Regulatory Impact Analysis Statement, SOR/93-133, Cana ette, Part 11, vol. 127, No. 6, at p. 1388)

added.] @

o@; ' exceptions could be abused, Parliament balanced
y procedure designed to strengthen the hand of patent
atent period. This carrot and stick combination is found
A Emphasis in the original throughout the above quote.]

Recognizing that the “early working” and
creation of these exceptions with creation of
owners against generic competitors within the
in s. 55.2 of the Patent Act [quote of s. 55.2 om1

[36] It is also useful to briefly ¢
later in AstraZeneca. The issue in
did not rely (i.e. piggyback)
Regulations. Binnie J., writi
5(1.1) [as am. by SOR/99
paragraph 43). However;
Act read as a whole an
patent rights throu

¥Srvhat was decided by the Supreme Court in Biolyse and
s¥ was whether a “submission” for an NOC by a person who
st person’s drug came within the ambit of the PM(NOC)
majority, recognized that the word “submission” in subsection
2] was on the face of it unambiguous and all inclusive (Biolyse, at
(NOC) Regulations had to be construed having regard to the Patent
SWalance which it seeks to create between the effective enforcement of
e of the PM(NOC) Regulations (subsection 55.2(4)) and the timely entry

situatiomsMWhgie a manufacturer in fact copies from an innovator company (Biolyse, above, at
paragraphs 8% and 69). Giving the word “submission” a wider ambit would overshoot the limited
u r which regulations may be made and upset the balance which the Patent Act seeks to

N\

@

@



[38] Soon after Biolyse was released, the Supreme Court was again called upon to apply the
rationale developed in that case. In AstraZeneca, the issue was whether the PM(NOC) Regulations

applied in respect of listed patents from which the second person had not derived any advantage~Nn
making use of the “early working” exception.

[39] Binnie J., writing for a unanimous Court this time, noted that subsection 4(1)
SOR/2006-242, s. 2] of the PM(NOC) Regulations allows the Minister to identify the pre
relevant to the “early working” of a copy-cat drug (4straZeneca, above, at paragraph 22).\x order to
limit the application of the PM(NOC) Regulations to the stated statutory objective, su
[as am. by SOR/99-379, s. 2] must be construed as requiring a patent-specific a {§ restricted to
the patents relevant to the comparator drug (4straZeneca, above, at paragraph s, the “other
drug” referred to in subsection 5(1) can only refer to the drug to whic réfce is made by
second persons “for the purpose of demonstrating bioequivalence”. Aga congtrue these words
more broadly would allow the PM(NOC) Regulations to apply when the ention of infringement
is not in issue and would upset the balance which the Patent Act Kks to’create (AstraZeneca,

above, at paragraphs 15, 38 and 39).
[40] Against this background, I now turn to the specific lap® f subsection 55.2(4) of the
Patent Act. 1t provides for a broad grant of authority for nr" g of such regulations as the
Governor in Council “considers necessary for preventing the i‘ Qgement of a patent” by any person
who makes use of the “early working” exception. The spg % y hority outlined in paragraphs (@) to

S

(e) is said not to limit the generality of the initial grasy\ The only limitation lies in the limited
purpose for which regulations may be made.

[41] Paragraph (a), although drafted in much erms, authorizes the Governor in Council to
impose conditions for the issuance of NO addition to those usually imposed pursuant to
the Food and Drugs Act, R.S.C., 1985, c({F-27 the Food and Drug Regulations, C.R.C., c. 870,
are aimed at the prevention of infringem agraph (D) specifies that this authority to impose

further conditions extends to setting tgfgt; on which NOCs can be issued.

[42] Paragraph (c¢) provides authg{ityNipr resolving disputes as to when NOCs may be issued. For
that purpose, paragraph (d) auihagps® the Governor in Council to “confer rights of action in any
court of competent jurisdiction¥zangl to provide for the “remedies” that may be sought and the

“orders” that may be made,
[43] Paragraph (e) the Governor in Council with the authority to provide for other

measures in the ev&% the issuance of an NOC might result directly or indirectly in the
infringement of a

[44] T also uma. bsection 55.2(5) which provides that section 55.2 and any regulations made
thereundérpRN\a#Over any Act of Parliament in the event of any inconsistency or conflict, and
subsec {w 6) which confirms that the common law exemption for non-commercial use of

patentedcts for the purpose of experimentation is not affected by the “early working”

excepeq.
<
S%%ubsection 55.2(4) is the statutory authority pursuant to which the PM(NOC) Regulations

@@



were promulgated, including section 8. In its original form section 8 did not clearly set out the
circumstances entitling a second person to a remedy. In Merck & Frosst Canada Inc. v. Canada

(Minister of National Health and Welfare) (1994), 55 C.P.R. (3d) 302 this Court stated (at parah

that the Minister should comply with the 30 month prohibition in circumstances where sub 7(2)
specifically provides that that prohibition shall have ceased to apply. Fortunately, we are nof\xoyu#éd to
interpret it on this appeal.

Section 8 is particularly obscure in its meaning. It appears to create a liability in the first personv@t
¢

[46] Counsel advised during the hearing that there are pending actions in the @? Court where
the original section 8§ is in play. I will therefore say no more about this provisih\ds#¥read when it

was initially promulgated.

[47] Section 8 was amended in 1998 by SOR/98-166. In the RIAS 2 bich accompanied the
amendment, it is explained that the amendment was brought in orde%rovide [at page 1056] “a

clearer indication . . . as to the circumstances in which damag be awarded to a generic
manufacturer to compensate for loss suffered by reason of d ket entry of its drug”. The
amendment makes it clear that liability can be visited o person when a prohibition

application is withdrawn, discontinued or turns out to be unsudsgssful.

[48] The liability so created extends to “any loss” suffdrsd a second person during the period
when an NOC could have been issued but was not b N of the operation of the automatic stay
(paragraphs 8(1)(a) and (b)). A right of action is d in favour of second persons in order to
obtain compensation for the loss in question (subi } (2)) and the court is authorized to provide

Ay

relief by way of “damages or profits as the circ s require” (subsection 8(4)).

[49] Subsection 8(3) makes it clear that\the aufhjority of the court to make an order is unaffected by
a patent infringement action relating % in play in the failed prohibition application.

[50] Finally, in assessing the amo mpensation, the court is required by virtue of subsection
8(5) to take into account all matte at’it considers relevant, including any conduct of the first or
second person which contribute@ delay in the disposition of the prohibition proceedings.

[51] T now turn to Mer cOxention that section 8 is ultra vires the Patent Act. The essence of
the argument made by KNdefore the Federal Court Judge and before this Court boils down to

infringement by a person who makes use of the “early working” exception. I also accept
thig/s the only purpose for which regulations may be made (Biolyse, above, at paragraphs 38, 53
; AstraZeneca, above, at paragraphs 15 and 16). However, the authority to devise remedies in

word%iz of ¥bsection 55.2(4) of the Patent Act according to which regulations may be made for



order to prevent infringement necessarily brings with it the power to ensure that those remedies are
used by first persons for that purpose and not for some other purpose such as perpetuating their
monopolies beyond the statutory period. This is particularly so when regard is had to the aforgsaid
balance which the Patent Act seeks to establish between effective patent enforcement throu%
use of the PM(NOC) Regulations and the timely market entry of lower-priced generic drugs thro

the use of the “early working” exception. O

[53] The general scheme set out in the PM(NOC) Regulations in order to prevent ingngement
provides for the filing of a patent list by a first person (section 4 [as am. by SOR/2 2, 8. 2;
erratum C. Gaz. 2006.11.1874(E)]); the right of action (application) created in favo a first person
when a second person seeks an NOC and refers to a patented drug in @demonsﬁate
bioequivalence (sections 5 [as am. by SOR/2006-242, s. 2; erratum C. Gg, % 874(E)] and 6
[as am. by SOR/2006-242, s. 2; erratum C. Gaz. 2006.11.1874(E)]) a relting stay which
prevents the Minister from issuing the requested NOC to the secondYQerson for 24 months
[paragraph 7(1)(e) (as am. by SOR/98-166, s. 6)] (formerly 30 monthsyyNo oxe takes issue with the
fact that these provisions are designed to achieve the statutory purpoSedQf preventing infringement.
In particular, it is clear that the Governor in Council formed the vi t'in order to prevent patent
infringement in the circumstances described in subsection 55.2(¢Ko ‘Patent Act, it was necessary
both to provide first persons with the right to initiate prohibi ceedings in the circumstances
described and prevent the issuance of the NOC to the seco for 24 months when that right is

exercised.

[54] At the same time, it was readily apparent t %tomatic 24-month stay was capable of
being used in a manner which does not advance ntprotection. In Merck Frosst Canada Inc. v.
Canada (Minister of National Health and Welfc 8] 2 S.C.R. 193, Iacobucci J. writing for the
Court observed (at paragraph 32):

The Regulations provide for what is, in effect, statyfgry prohibition on, or injunction against, the granting of a
NOC, commencing immediately upon tkg, filingby a “first person” of an application for a court-imposed
prohibition order and concluding only u%% earlier of the judicial determination of the application or the
passage of 30 months. This prohibition

application; not even the ordinary reqf
these conditions, and absent some
producer to predict that either the
prolong their as-yet exclusive
Regulations.

SHct automatically, without any consideration of the merits of the
mexts for an interlocutory injunction must be complied with. Under
\Mication to the contrary, I think it would be permissible for a generic
, the holder of a prior NOC, or both, is likely to attempt to protect or
T as long as possible by taking advantage of the procedure set out in the

[55] One of the v@bvious concerns flowing from the automatic stay was identified by
Mahoney J.A. in e v. Canada (Minister of National Health & Welfare) (1993), 51 C.P.R.
(3d) 329 (F.C.A. @), where he noted (at paragraph 14) that given the scheme, it is the patentee
who has both iriage of the proceeding and the interest in its dilatory prosecution.

[56] neca, Binnie J. identified a broader concern (at paragraph 39):

By aqgposing the 24-month delay called for by the NOC Regulations, the decision of the Federal Court of
PHE rmines achievement of the balance struck by Parliament between the objectives of the FDA [Food
Act] and regulations thereunder (making safe and effective drugs available to the public) and the

! ct and its regulations (preventing abuse of the “early working” exception to patent infringement). Given
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the evident (and entirelv understandable) commercial strategy of the innovative drug companies to_evergreen
their products by adding bells and whistles to a pioneering product even after the original patent for that
pioneering product has expired. the decision of the Federal Court of Appeal would reward evergreening even if

[57]1 Attempts by first persons to list patents on the basis of a change in a drug name or ¢Sh
a manufacturing site, neither of which can remotely have anything to do with patent in ent,
have also been noted judicially (Ferring Inc. v. Canada (Attorney General), 2003 274, 26
C.P.R. (4th) 155 (Ferring); Hoffimann-La Roche Ltd. v. Canada (Minister of Health), 2005 FCA 140,
[2006] 1 F.C.R. 141 (Hoffmann-La Roche)). (This last concern was directly addre i 2006 by the
addition of subsection 4(3) and the definition of “supplement to a new mission” in
subsection 3(1) which exclude the possibility of listing a patent on the } an administrative

submission (SOR/2006-242, section 2).)

[58] Section 8, by imposing on first persons a liability for the losse,
as a result of the operation of the automatic stay, when a prohibit
discontinued or is ultimately unsuccessful, alleviates these conger!
Canada (Minister of National Health and Welfare) (2000), 7
(per Stone J.A., at paragraph 27), the ability of the court to or
the operation of the automatic stay suggests that a first pery

delaying the progress of a section 6 prohibition proceeding;

ffered by a second person,
pplication is withdrawn,
was noted in 4B Hassle v.
) 272 (F.C.A.) (4B Hassle)
ent of damages resulting from
onger has an exclusive interest in

[59] By the same logic, a first person no longer h xclusive interest in triggering the operation
of the automatic stay by reference to patents ich™are not properly listed (Ferring, above;
Hoffmann-La Roche, above; see also Apotex ~ Canada (Minister of National Health and
Welfare) (2000), 181 D.L.R. (4th) 403 (€. paragraphs 27 and 28) or to “evergreen” a
patented drug in order to perpetuate \the bdpefit which the PM(NOC) Regulations provide
(AstraZeneca, above, at paragraphs 23 a / Biolyse, above, at paragraph 66). As a result of

section 8, a first person must focus% issue of infringement and consider the strength of its
position before initiating a prohibiti eding.

[60] This promotes the use o”} M(NOC) Regulations for the purpose for which they are
intended: the prevention of jn h:;) ent. Significantly, it does so in a manner which is consistent
with maintaining the balare ed to in Biolyse and in AstraZeneca. It is useful to repeat that both
these cases were decid e basis that the PM(NOC) Regulations should be construed in a
manner which goes no QY than is necessary in order to prevent infringement since overshooting
e other part of the balance which section 55.2 of the Patent Act seeks to

t y entry of cheaper generic drugs on the market. The statutory authority of
the Governor ' aell to make regulations pursuant to subsection 55.2(4) of the Patent Act must

Q dingly.

ye find that section 8 of the PM(NOC) Regulations comes within the general grant of
authority setNdut in subsection 55.2(4) of the Patent Act and that the Federal Court Judge came to the
co clusion when he held that section 8 was validly promulgated.

Q&
gge%nstitutional issue

@



[62] Merck further contends that the Federal Court Judge erred in holding that the right of action
created by section 8 of the PM(NOC) Regulations is within the authority of Parliament pursuant to
subsection 91(22) of the Constitution Act, 1867. According to Merck, section 8 provides foran
independent cause of action unconnected to the PM(NOC) Regulations, which falls within prov%
legislative competence over property and civil rights. The standard applicable to the review of
decision of the Federal Court Judge on this point is again correctness. O

[63] It is common ground that, looked upon in isolation, section 8 creates a civil %action
which comes within the province’s broad jurisdiction over property and civil rights. eneral
Motors of Canada Ltd. v. City National Leasing, [1989] 1 S.C.R. 641 (General Mntors), at pages
671 and 672, the Supreme Court devised a three-part test for determining the c onal validity
of federal laws which encroach on provincial heads of power: firstly, the eey®RMquUST determine the

’

extent of the encroachment; secondly, the court must establish whether th§ or wseverable part of
it) is valid as forming part of a valid regulatory scheme falling under fed Qrisdiction; and thirdly,
the court must determine whether the impugned provision is suf] ient integrated into that
regulatory scheme that it can be upheld by virtue of that relationship. K

[64] Dealing with the extent of the encroachment, the right u\ reated by section 8 is only
available to a limited group of persons operating within a defiged mdustry. Its scope of application is
confined to patent controversies relating to drug products apsingN\mnder the narrow conditions set out

in the PM(NOC) Regulations. It is further limited to si @ created by first persons when they
E?e&

2

make applications pursuant to subsection 6(1). Thus, ent of the intrusion is minor (compare
General Motors, above, at page 673). It is notewo despite having been duly notified, the
Attorney General of the provinces or the tenitories@t seen fit to intervene.

[65] As to the second part of the test, k des that the PM(NOC) Regulations, including
section 6 which entitles first persons to (faunci{Yprohibition applications and trigger the automatic
stay, were validly promulgated pursuant atent Act and constitute a valid regulatory scheme
falling within Parliament’s competeifsg over patents of invention pursuant to subsection 91(22) of
the Constitution Act, 1867. The o ption is section 8. The question therefore is whether,
according to the third part of thecdfgs™Npt out in General Motors, above, section 8§ is sufficiently

integrated into the overall sche ome part of it. In my view, the above reasons for concluding
that section 8 is intra vires the Act are dispositive of this issue.

[66] I would simply urther highlight the extent of the connection, that an award of
damages under sectiofQR Ygically flows from the section 6 prohibition proceedings and would
normally be adjudic .'i' the judge who hears the prohibition application. I refer in particular to
subsection 8(5) of e LM(NOC) Regulations which provides that in assessing the amount of the
compensation, regadrust be had to the conduct of the parties during the prohibition proceedings

which contrib the delay. It is apparent that the only reason section 8 damages are adjudicated




[68] The question to be answered with respect to jurisdiction is whether the Federal Court Judge
erred in holding that he had jurisdiction to hear the section 8 action brought by Apotex. This

question must again be assessed on a standard of correctness.
HSC@

[69] The Federal Court derives its jurisdiction from statute. In order to support a findi

jurisdiction, the following elements must exist (/TO—International Terminal Operat Ed. &
Miida Electronics Inc. et al., [1986] 1 S.C.R. 752, at page 766): S

1. There must be a statutory grant of jurisdiction by the federal Parliament.

2. There must be an existing body of federal law which is essential to the disposition 0 = se and which
nourishes the statutory grant of jurisdiction. &

3. The law on which the case is based must be a “law of Canada” as the s used in s. 101 of the
Constitution Act, 1867.

%f a federal body of law

st condition is not fulfilled.
provides the Federal Court

[70] Parliament’s competence in respect of patents and the exi
relating to patents are not in issue. However, Merck maintains
In my respectful view, subsection 20(2) of the Federal Courts

with concurrent jurisdiction “in all cases . . ., in which a s sought under the authority of
an Act of Parliament . . . respecting any patent of i is an express statutory grant of
jurisdiction which authorizes the Federal Courtto he section 6 prohibition proceedings

and section 8 actions.

[71] Proceedings instituted under section 6 an@n 8 of the PM(NOC) Regulations come
within this express grant since both provide for Sy in respect of patents. Section 6 does so by
preventing the issuance of an NOC whil e nts referred to by a second person in order to
demonstrate bioequivalence remain in ef@ section § does so by allowing a second person to
recover losses arising from the automatic ggered by a first person when the attempt to assert

its patent rights fail.

[72] The various cases cited by Nfgrck’in support of its view that subsection 20(2) stops short of
conferring jurisdiction on the F ourt with respect to actions undertaken pursuant to section 8
are of no assistance (R.W. ip Ltd. v. Artec Equipment Co. (1991), 39 C.P.R. (3d) 432
(F.C.T.D.), at page 439; Inc. v. Avery Holdings Inc., 2005 FC 490, 272 F.T.R. 131, at
paragraph 24; Aktiebol ssle v. Apotex Inc., [1988] 1 F.C. 360 (F.C.T.D.) (4ktiebolagert
Innotech Pty Ltd. v. Phoenix Rotary Spike Harrows Ltd. (1997), 74
pages 276 and 277). The remedies sought in all those cases arose under

to that desctWed in Composers, Authors & Publishers Assoc. of Canada Ltd. v. Sandholm Holdings
Lidfreyd,, [1955]1 Ex. C.R. 244 (Sandholm Holdings Ltd.), where the Court held that it had

{ n over a dispute concerning the payment of royalties because the Copyright Act [R.S.C.

. 32] provided a statutory remedy to collect unpaid royalties. Significantly, in Aktiebolagert



Hassle, above, a case on which Merck relies, the Federal Court Trial Division, declined jurisdiction
on the basis that claims relating to the payment of licence fees to a patentee were matters of contract.
However, the Court explicitly distinguished at page 365 the earlier decision of the Exchequer

in Sandholm Holdings Ltd. on the ground that the Patent Act [R.S.C. 1970, c. P-4] unli\%
Copyright Act did not provide for a statutory remedy to collect unpaid royalties.

<
[74] In my respectful view, both sections 6 and 8 of the PM(NOC) Regulations provi ies
pursuant to a regulatory scheme aimed at the prevention of infringement, and as such_cone within
the express grant of jurisdiction conferred on the Federal Court by virtue of subsection ) of the
Federal Courts Act. @
[75] Merck made the argument that the jurisdiction of the Federal ar prohibition

proceedings rests on paragraph 18(1)(b) [as am. by S.C. 1990, c. 8, s. 2, 8, s. 26] of the
Federal Courts Act rather than subsection 20(2) (Merck’s memorandum aragraph 90). In this
respect, Merck relies on Bayer, above, where this Court held, in adjydicatin® a procedural matter,
that a prohibition application pursuant to section 6 comes within jurisdiction conferred by
paragraph 18(1)() of the Federal Courts Act since it contempla 10T against a federal board.
Merck makes the point that the jurisdiction so conferred must H&X¢ ed to section 6 applications
since section 8§ actions do not involve a federal board.

[76] No doubt that is so. However, the fact that jurisdi i@lear prohibition proceedings can be
found in paragraph 18(1)(b) of the Federal Courts % se it contemplates relief against the
Minister, as was held in Bayer, above, does not iminish the grant of jurisdiction made

pursuant to subsection 20(2) with respect to paten: ention. Nothing in that decision suggests
that paragraph 18(1)(b) operates to exclude the | Yon conferred by subsection 20(2).

[77] Nevertheless, Merck’s interpretatifn of €he Bayer decision seems to have led the Federal
Court Judge to look for an express gran jisdiction elsewhere than in subsection 20(2) of the
Federal Courts Act. He found that tigsguthority given to the Governor in Council under paragraph
55.2(4)(d) of the Patent Act to ulations “conferring rights of action in any court of
competent jurisdiction” (his empha$(s) ws the Governor in Council to confer jurisdiction on “any
court” by way of regulations a ction 2 of the PM(NOC) Regulations which defines “court”
to mean the Federal Court of @ or superior courts of competent jurisdiction constitutes such a
64)

grant (reasons, at paragraph .
[78] In my respectful QagWywhile paragraph 55.2(4)(d) gives the Governor in Council the power to

confer jurisdictio

envisages is t ernor in Council may, amongst the courts which are competent to hear such
actions, desig court(s) of its choice. That is what the definition of the word “court” in section
2 of t SC) Regulations achieves by identifying the Federal Court (which has statutory
jurisdi uant to subsection 20(2) of the Federal Courts Act) and the superior courts of
provinces h have inherent jurisdiction) as courts of competent jurisdiction to hear matters

arisig@yader the PM(NOC) Regulations.
S 2&'
The

EE%}% Federal Court Judge further held that even if the Governor in Council is not empowered

@@



to grant jurisdiction on courts by way of regulations, the designation of the Federal Court in section
2 of the PM(NOC) Regulations amounts to a statutory grant of jurisdiction. In this respect, he relied
on subsection 12(2) of the Patent Act, which provides that regulations made under the provisiopsQf
the Patent Act have the same effect as if they were made under the Patent Act itself and subs%
55.2(5) of the Patent Act which provides that in the case of a conflict between the PM(N

Regulations and the Patent Act, the Regulations shall prevail (reasons, at paragraphs 63 a &
[80] In my respectful view, this reasoning is incorrect. To the extent that paragraph 5 d) of
the Patent Act does not authorize the Governor in Council to confer jurisdiction ay of

regulation, subsections 12(2) and 55.2(5) of the Patent Act cannot possiblyAmxconstrued as
validating a grant of jurisdiction made pursuant to a regulation (compare Mini. a@r ealth v. The
King, Ex p. Yaffe, [1931] A.C. 494 (H.L.) (Yaffe), at pages 501 and 502, per M4 t Dunedin; Trans-
Canada Pipe Lines Ltd. v. Provincial Treasurer of Saskatchewan (1968 LR (2d) 694 (Sask.
Q.B.) (Trans-Canada), at pages 700 to 703; Biolyse, above, at paragraph

[81] That said, for the reasons given, the Federal Court Judge hé% look no further than to
subsection 20(2) of the Federal Courts Act to hold that the Federal as jurisdiction to hear and
dispose of both the section 6 prohibition proceedings and the 1 ctions. I therefore conclude
that the Federal Court Judge correctly held that he had grisdiction over the action brought
by Apotex pursuant to section 8 of the PM(NOC) Regulatio,

Remed é S§

[82] Two issues arise with respect to remedy. Th@signiﬁcant is the one raised by Apotex by
way of cross-appeal as to whether the Federal dge properly rejected the contention that it
was entitled to compensation by way of a disg ent of Merck’s profits. In this regard, Apotex
relies on the plain and grammatical meafi{ng oKYhe words of section 8 and argues that the Federal
Court Judge failed to recognize that the di ent of profits wrongly made during the stay period
is consistent with the scheme and objes of the Patent Act and the PM(NOC) Regulations. This issue
is one of pure statutory construction ands to be reviewed on a standard of correctness.

[83] The words of section 8 read in their entire context and in their grammatical and
ordinary sense, harmoniously @Ae scheme of the PM(NOC) Regulations, their object, and the
intention of Parliament (Be essVu Limited Partnership v. Rex, 2002 SCC 42, [2002] 2 S.C.R.
559, at paragraphs 29 a s applied in Biolyse, above, at paragraph 43). Where regulations are
enabling statute must also be considered (Biolyse, above, at paragraph

@on the words in subsection 8(4) which authorize the court to provide “for
ymages or profits”. The Federal Court Judge identified the issue as follows
aph 89):

of£ the words “or profits” appearing in subsection 8(4)? Apotex argues that they cannot be
redu t with “damages”; thus they must mean something else and that something else is Merck’s profits. This
xamination as to how the word “profits” has been used in a patent context.



[85] After reviewing the Patent Act and considering the authorities, the Federal Court Judge noted
that a patentee whose patent has been infringed is entitled to an election which can call into play two
different measures of profit (reasons, at paragraph 96):

Thus, where a patent has been infringed, a patentee is entitled to seek, by way of remedy an acco@
(meaning disgorgement of an infringer’s' profit) as an equitable remedy, or damages as a lega@.&f
damages are selected, one way of measuring damages, if the patentee makes or sells the patented s to

determine the patentee’s lost profit. [Emphasis in the original.]

[86] However, he went on to note that a second person claiming compensation pursuant to

subsection 8(4) of the PM(NOC) Regulations is not in the position of a pa (reasons, at
paragraph 97): %

Turning to section 8(4) of the PMNOC Regulations it is immediately app at the generic is not a
patentee; in fact it escaped charges of infringement of somebody else’s patent by nstrating that the patent

was invalid (as in the present case) or not infringed. The generic cannot claim @s
for infringement. What the generic can claim is “compensation” for “loss” ha
period of time. That “compensation” takes the form of “damages or pro
those words “damages or profits” is that the generic can seek, as a meg
profits that it would have made if it had been able to market its pr

magedor an account of profits

g been kept off the market for a
2 reasonable interpretation of

§/damages in the alternative, the
an earlier time. [Emphasis in the
original.]

[87] Apotex argues that this construction requires th rd “lost” be read in the contested
phrase as in “damages or lost profits”. According to the Federal Court Judge had to take the
language of the provision as it is, and the words €S or profits” do not warrant the narrow
scope which he gave to these words. @

[88] The Federal Court Judge confron h@ument (reasons, at paragraphs 98 to 101). In
particular, he referred to Professor Ruth\Rullivih’s 5th edition of Sullivan on the Construction of
Statutes, Markham, Ont.: LexisNexis Can: 08, and endorsed the view that “reading down” as
opposed to “reading in” is a legiti%chnique of statutory interpretation to the extent that a
contextual interpretation indicates rrow scope was intended. In this case adding the word
“lost” narrows the scope of the @on “damages or profits” and therefore “reads down” the
provision in a manner that is 00@1 'with the intent of Parliament.

[89] T can detect no err reasoning. A contextual reading of section 8 of the PM(NOC)
Regulations indicates th: ensation” for the loss resulting from the operation of the automatic
stay is to be computed ence to the loss suffered by the second person by reason of the stay or
the profits that it
market. The clain{(by {Apotex that it should be entitled to all the remedies available to a patentee
whose patent @Y n infringed ignores the plain fact that it is not in that position. The
compensatioq (@ ded is for prejudice actually suffered by a second person by reason of the

s ay.
[90] In so

Olding, I reject Apotex’ assertion that the disgorgement of Merck’s profit is necessary
in achieve the balance which underlies section 55.2 of the Patent Act. In my view, a
%% hich compels a first person to place the second person in the position in which it would
%V een, if the operation of the stay had not been triggered, fits well within the contemplated

:.
w




balance.

[91] I therefore conclude that the Federal Court Judge came to the correct conclusion when he reld
that section 8 of the PM(NOC) Regulations does not envisage the disgorgement of a first pe
profit.

[92] The other issue relating to remedy pertains to the claim for damages set out in s (@
1(a)(ii) of the respondent’s further amended statement of claim (reasons, at paragraph 118

v' ph

proceeding by the Defendants pursuant to the Patented Medicines (Notice of Compliai a ygulations (the

(a) damages suffered by Apotex in respect of the drug alendronate by reason of the ncement of a
“Patent Regulations”), in respect of: 0

(ii) lost sales and permanent market share due to the fact that launch by §gotex of its alendronate product

was unjustly delayed with the result that two other generic urers, Novopharm Limited
(“Novopharm”) and Cobalt Pharmaceuticals Inc. (“Cobalt”), I their alendronate products
essentially simultaneously, thus denying Apotex the opportuni ish a permanent market share

advantage in advance of any generic competitor.

[93] The Federal Court Judge, while recognizing tha@hwords are not entirely accurate,
characterized the claim as being for “future losses” (re ‘ —at paragraph 119). He described the
precise purport of the claim as follows (reasons, at parfzrap 120):

As T understand Apotex’s claim, it is saying that dpsn@Nb¢ period from February 3, 2004 to May 26, 2005,
the marketplace for this particular product became d1 because two other generics entered the marketplace
in that period. Apotex claims that, were it not ers OC application against Apotex, Apotex could have
been first in the marketplace or at least entergd, the rketplace at about the same time that the other generics
did and that Apotex’s market share would, the ve been larger [than] it now is. Apotex argues that such
lesser market share is a matter that pe ently endures and is a matter of permanent loss. The loss, says
Apotex, may be quantified by experts at t trial.

drew an analogy with the situ here a person suffers an injury by the tortious act of another

[94] In assessing whether th@ ame within the ambit of section 8, the Federal Court Judge
(reasons, at paragraph 121):

jured in the leg so that, for the rest of that person’s life, that person suffers a leg

For instance, a person
disability. The leg may h e person perhaps ought to have sought, but did not, medical attention or
remedial therapy. Th tters of quantification and not a matter of injury itself.

[95] Relyin analogy, the Federal Court Judge held that the claim for lost sales and lost
are beyond May 26, 2005 (i.e. beyond the period contemplated by section 8)
advanced, subject to Apotex showing that such losses were not rectified and could not
have beex yried within the period. The exact wording of the judgment is as follows (paragraph
2c¢.):

c. is entitled to claim damages for lost sales and lost permanent market share as claimed in

&%graphs 1 (a)(ii) of its further amended statement of claim dated October 6, 2008 for a period bevond

@

@



May 26. 2005 provided it is shown in evidence that such loss was not rectified and could not have been rectified
before that date. [My emphasis.]

[96] Merck submits that in so concluding the Federal Court Judge gave to section 8 an effect {{(adis
clearly not intended. In particular, Merck insists that subsection 8(1) only makes a first person ha

for any loss “suffered” during the period. The decision of the Federal Court Judge ¢ ?u tge
remedy to damages suffered outside the period. @

[97] No one takes issue with the Federal Court Judge’s characterization of the ¢ ade by
Apotex in its further amended statement of claim. The issue is therefore whegheg the claim as

construed by the Federal Court Judge comes within the words of subsection 8 l again gives
rise to a pure question of statutory interpretation which stands to be reviewkd &4 standard of

paragraph 45 above). The RIAS which accompanied the 1998 amend®Q8qt to section 8§ indicates that
the change was brought in order to provide a clearer indication
damages can be awarded. In this respect, the amended version u&

correctness. !‘
[98] As has already been noted, section 8 in its original form gas spnewhat obscure (see

circumstances in which
makes it clear that:

8.. . . the first person is liable to the second person for any lo

issued in the absence of these Regulations, unless the ¢ M\ xatisfied on the evidence that another date is

(a) beginning on the date, as certified by the Minister, on u‘w’ notice of compliance would have been
more appropriate; and

(b) ending on the date of the withdrawal, the disc , the dismissal or the reversal. [My emphasis.]

[99] According to the analysis of the f{eders{\Court Judge, the losses claimed by Apotex were

caused during the period since that is wh ex was prevented from occupying the market and
obtaining the market share which, d on its claim, it would otherwise have had. No one takes
issue with this reasoning. The questj ether the decrease in sales which occurs in future years
as a result of this decreased marlt Skdre comes within section 8. The Federal Court Judge, by
allowing the claim for losses 7 May 26, 2005 to proceed, answered this question in the
affirmative.

[100] When regard is @e broad grant of authority conferred by subsection 55.2(4) of the

Patent Act, it seems ¢ t the measure of the compensation which can be awarded under the
PM(NOC) Regulatiofs\is atter within the discretion of the Governor in Council. It is also clear
that in keeping withtheyptrpose of the PM(NOC) Regulations and the balance which the Patent Act
seeks to achievg sgge of compensation was open to the Governor in Council in the exercise of

[101] N ase, we have the advantage of knowing that in 1998 the Governor in Council
focused very issue, and chose to limit the measure of the losses which can be compensated by
way, amages to those suffered during the period. No issue of principle flows from this. The

L)) n Council could have extended the measure of the losses to include those caused during
Se 0d, regardless of when they are suffered. However, it did not do that.

@@




[102] The Governor in Council’s clearly expressed intent must be given effect to. This excludes
compensation for losses occurring in future years since such losses cannot be said to have been
suffered during the period. It follows, for instance, that Apotex’ entitlement to damages for lost s
resulting from the alleged decrease in its market share must be confined to sales that can be sho%
have been lost within the period. In order to be compensated, the losses must be shown to have b
incurred during the period. I therefore conclude that the appeal should be allowed on itbd

point.

Costs %
[103] Finally, Apotex also challenges by way of its cross-appeal the Fe‘,urt Judge’s
decision not to award costs in its favour. The Federal Court Judge held ‘ parties should

assume their respective costs. The reason given is that both had “large ed™ succeed on the
issues asserted by them (reasons, at paragraph 123).

[104] Decisions pertaining to costs are discretionary in nature and W] only be overturned when
the trial Judge failed to give sufficient weight to all relevant ederations, erred in law, or
misapprehended the facts (Schmeiser v. Monsanto Canada Inc.; A 449, 22 C.P.R. (4th) 455,
at paragraph 2).

[105] Apotex argues that the Federal Court Judge mj @ended the facts when he held that
success in the action before him was divided. The su%f? appears to be that success should be
assessed by counting the issues on which it was su nd as it succeeded on most issue, costs
should have been awarded in its favour. @

[106] The Federal Court Judge obviou @evaluate the degree of success that way. He
viewed the issue of remedy, and in pffticulf) Apotex’ contention that it was entitled to the

disgorgement of Merck’s profits as a sig part of the debate before him. While there may be
different ways to evaluate success, i not been shown that the Federal Court Judge committed a
reviewable error in assessing succes id.

[107] Apotex also contends t ederal Court Judge erred by failing to give it an opportunity
to be heard on the issue of coyg However, there is no suggestion that Apotex did not have the

opportunity to make repres Q1S on the issue of costs at the close of the hearing. When a party
fails to avail itself of tha{(OpRQrtunity, there is no positive obligation to invite submissions on the

issue of costs. I see no for interfering with the Federal Court Judge’s decision on the issue of
costs.

[108] For the easons, I would dismiss Apotex’ cross-appeal with costs computed at the
mid-level of IIT of Tariff B [as am. by SOR/2004-283, ss. 30, 31, 32 of the Federal Courts
Rules, S 3 7 1. 1 (as am. idem, s. 2)]. I would allow the appeal in part, set aside paragraph
2c. of ent rendered by the Federal Court Judge, and giving the judgment which he ought to
have gi ould hold that Apotex’ claim for damages for lost sales and lost permanent market

shag st be confined to such losses which can be shown to have been incurred during the section 8
) ould grant the costs of the appeal in favour of Merck but given the limited success, I
§ irect that the costs be computed at the mid-level of Column I of Tariff B.
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