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The Patented Medicines (Notice of Compliance) Regulations (the "Regulations™) were
enacted under s. 55.2 of tRatent Act in 1993 creating a scheme roughly modeled on
the US Hatch-Waxman amendments of 188Phey were amended in 199&nd again

in 1999?

The Regulations give pharmaceutical patenteesntudther patentees) powerful

remedies in a patent dispute, in addition to thenad remedies under thitatent Act.

! SOR/93-133

2 Drug Price Competition and Patent Term Restoration Act, 1984, Public Law 98-417 [S.1538]; September
24, 1984, known as the Hatch-Waxman Act After fhensors of the bill, Representative Henry Waxman,
and Senator Orrin Hatch.

¥ SOR/98-166. The amendments included the following 30 month stay became 24 months, the
damages section was amended (section 8), thetoglerve a notice of allegation of non-infringemprior

to filing the ANDS was removed, the Minister's aarity to audit the patent register was confirmed, a
early dismissal section was added (6(5)), discsdirelevant potions of second person submissas w
provided for (6(7)), and section 4 was amendedsipbswith the intent of limiting to some extentth
patents that can be listed on the register.

* SOR/DORS/99-379. The effect of these amendmeasstwadd s. 5(1.1), the intent of which seems to
have been to ensure that the regulations applied &the generic submission compared itself to an
existing generic product. Section 5(1.1) has rétgdreen held to bring a non-abbreviated submission
based on clinical trials within the scope of thegy®ations: Bristol-Myersv. Biolyse, T-1898-01,

November 22, 2002.



The procedure under tiiegulations, in short, allows a patentee to keep a generic
competitor out of the market merely asserting that a patent, or several patents, would

be infringed by the generic product.

The Regulations have been described as "dracomahegir effect on generic

manufacturers by the Supreme Court of Canada.

The procedure under the Regulations

The procedure under the Regulations, in briefsitolows:

Theregister: Patentees, referred to as "first persons,” nsyphatents on a patent register
in connection with drug products for which theydeoégulatory approv&l. The health
and safety regulator at Health Canada, TherapPutiducts Directorate (TPD),

maintains the register.

Allegation: If a generic manufacturer, referred to as a "sdquerson,” files a submission
that makes a comparison or reference to the fextqm's drug (i.e. is an Abbreviated
New Drug Submission (ANDS)), the Minister of Hea(th practice, Therapeutic
Products Directorate (TPD), the federal health gafdty regulator) may not issue
regulatory approval under tf@od and Drug Regulations (a notice of compliance or
NOC) to the generic drug until the second persanaalressed all listed patents. The
second person must either accept that it will mdtrggulatory approval until expiry of all
listed patent$,or serve an "allegation" on the first person thatlisted patent or patents
are invalid or are not infringed by its submissfompgether with a detailed statement of

the legal and factual basis of the allegafion.

® Merck Frosst v. Canada (Minister of National Health and Welfare), (1998), 80 C.P.R. (3d) 368 (S.C.C.)
at 384.

Supreme Court of Canada File No. 25419, July 981¢8ra. 32, 33.

® PM(NOC) Regulations, s. 3, 4.

" PM(NOC) Regulations, s. 5(1)(a).

8 PM(NOC) Regulations, s. 5(1)(b).

® PM(NOC) Regulations, s. 5(3)(a).



Judicial review application: The first person, or originator company, on besegved
with such an allegation, may within 45 days comneemgudicial review application for
an order that the NOC not be issued to the gedeuig:°

Automatic stay: If the application is commenced, the NOC maybwissued for 24
months'* or until the court hearing or patent expifyAs the Federal Court of Appeal
stated, "By merely commencing the proceeding, gi@ant obtains what is tantamount
to an interlocutory injunction for up to 30 monflas the time frame then was] without
having satisfied any of the criteria a court wordduire before enjoining issuance of an
NOC."3

Prohibition order: At the hearing of a judicial review applicationder theRegulations

the court must determine whether the generic matwie’s allegation is “justified.” If
the court finds the allegation is not justifiede tourt must issue an “order of
prohibition”, preventing the Minister from issuitige NOC until patent expir¥. If the
court finds the allegation is justified, the apption is dismissed, and health and safety
approval may be granted once the TPD's regulaguigw is complete (assuming no
other prohibition applications have been commemeedspect of the same generic drug
submission, and no other patents are listed.)

Litigation does not determine patent issue: The litigation started by the first person after
receiving an allegation is not an action for patafitngement, but a judicial review
proceeding? Procedurally, the litigation consists of an exajenf affidavit evidence
and cross-examination, followed usually by a onthtee day hearing. Although such

judicial review proceedings are theoretically "suamyi in nature, they may take years to

1% PM(NOC) Regulations, s. 6(1).

1 PM(NOC) Regulations, s. 7. If litigation was commenced prior to Martih 1998, the automatic stay is
30 months as in Hatch-Waxman.

12 pPM(NOC) Regulations, s. 7.

13 Bayer A.G. v. Canada (Minister of National Health and Welfare) (1993), 163 N.R. 183 at 189-90, 51
C.P.R. (3d) 129 (F.C.A)

14 PM(NOC) Regulations, s. 6(1).

15 Eli Lilly & Co. et al. v. Apotex Inc. et al. (1997), 76 C.P.R. (3d) 1 (F.C.A)) at5 - 6.



get to a hearing. The issue of patent infringenoenalidity cannot be determined in
NOC proceedings; "their object is solely to prohthie issuance of a notice of
compliance under the Food and Drug RegulatidhsTherefore, the remedies under the
Regulations are in addition to the remedies avkalahder théPatent Act; either party

can also commence a patent action on the sametpafenthe Federal Court of Appeal
observed, "patent invalidity, like patent infringemt, cannot be litigated in this type of
proceeding [i.e. an application under Regulations]. | can only think that the
draftsperson had in mind the possibility of theegnly parallel proceeding instituted by
the second person which might give rise to sucbciadation [of invalidity or non-

infringement] and be binding on the partié$."

The odd result is that a second person might les@tohibition proceedings under the
Regulations, i.e. be unable to enter the market due to a pitobm order, yet later
establish at a full trial under thiRatent Act that the patent is both not infringed and

invalid.*®

Damages: If a generic product is delayed by the Regulatjdhe generic may be able to
claim damages from the first pers@rHowever, there is no provision in the Regulations
for damages to payers such as provincial goverrsnerivate benefit plan operators or

the public.

6 Merck Frosst v. Minister of National Health & Welfare (1994), 55 C.P.R. (3d) 302 at 319 (F.C.A.)

Y Pharmacia Inc. v. Canada (Minister of National Health and Welfare)(1994), 58 C.P.R. (3d) 209 (F.C.A.)
at 217

18 Merck, supra. at 320.

19 After being prohibited in several NOC cases witsprect to naproxen SR, Apotex obtained a declaratio
that the patent was not infringed and invalid ia tApotex v. Hoffmann La Roche, F.C.T.D. Court File no.
T-2870-96, Reasons, April 23, 1999. The prohibittwder granted years earlier was set asidéman La
Roche Limited v. Apotex Inc. File no. T-1898-93, April 30, 1999, but only aftee generic NOC had been
delayed for years.

2 The damages section, section 8, was amended B TB®ere are now several cases on-going seeking
damages.



Questions about the Regulations by policy makers

As the Regulations impose additional remedies atjaim alleged infringer beyond those
normally available under tHeatent Act, but available only to patent-holders in one
segment of the economy, some policy makers havetigned why the Regulations are

needed.

For example, in its Observations on Bill S-17 (thest recent amendment to thatent
Act), released April 5, 2001, the Senate Banking Cdiemicalled for a full
parliamentary review of the Regulations on the gdsuthey "may not be working in the

manner that Parliament originally anticipated."

The Committee was concerned the Regulations hadtedsn "higher prices" for
pharmaceuticals, and commented that "the coud'ully capable of determining
appropriate procedures [in patent disputes], whlabuld not differ substantially from
one industry to another."

More recently, the Romanow Report recommendedtfieaRegulations be reviewed:

Recommendation 41;

The Federal government should immediately review the
pharmaceutical industry practicesrelated to patent protection,
specifically, the practices of evergreening and the notice of compliance
regulations. Thereview should ensurethat thereisan appropriate
balance between the protection of intellectual property and the need
to contain costs and provide Canadian with improved access to non-
patented prescription drugs. (Italics in originalf*

The reference to "evergreening” in the recommeandas elaborated as follows:

A particular concern with current pharmaceuticalustry practice is the
process of "evergreening,” where manufacturergaridoname drugs
make variations to existing drugs in order to edttdreir patent coverage.
This delays the ability of generic manufacturerdewelop cheaper

2L Romanow Commission: "Building on Values; the Fataf Health Care in Canada," p. 208.



products for the marketplace and is a questionaltieome of Canada's
patent law.

The Report comments specifically on the Regulatas follows:

Furthermore, regulations under the patent law reqyeneric drug
manufacturers to demonstrate that their produsbisnfringing on a
patent held by another drug manufacturer rather phating the onus of
the patent drug manufacturer to show that theemdtas been infringed -
what is referred to as the notice of compliancell@gpns. Suggestions
have been made that this leads to "pre-emptorySu#s/ from patented
drug manufacturers was a way of delaying the agrofvgeneric drugs.
Clearly, if this is the case, the practice is mothie public interest. The
federal government should review this issue, datexwhat constitutes a
legitimate extension of patent protection, and atsusider ways of
streamlining approval of generic drugé?..

As the Report said that the review should takegpfaomediately,” it appears that
Parliament's Standing Committee on Industry velliew the Regulations in the
spring of 2003, although the date and format ofréveew have not yet finalized

as of the date of writing.

Why not usethe ordinary patent litigation system for drugs?

The arguments usually put forward as to why add@isemedies are required for
pharmaceuticals are (a) patent litigation is lepgémd interlocutory injunctions are
difficult to get in such litigation, and (b) pharoeuticals spend many years in the
regulatory process before they can get on the maskaucing their period of effective
exclusivity, so quick remedies are required, andyémeric companies have the benefit of

the "early working" exception in section 55.2(1}lo¢ Patent Act.

Are the remedies available in ordinary patent litigation sufficient for pharmaceutical
patentees? A patentee who establishes that its patent id wald infringed is entitled to

relief under section 57 of theatent Act, which "gives the trial judge in an action for

22 Romanow Report, p. 208 - 209.



infringement of a patent a wide discretion to msiteh order as the judge seesit."
Such an order will typically grant the plaintiff mi@ages, or an accounting of the
defendant's profits, as the patentee may elegvedglup of any infringing goods, a
permanent injunction until patent expiry, and caasts. Punitive damages may be

available in an appropriate caée.

These remedies have existed for many decades imd@and elsewhere and it is difficult
to see why they are inadequate in the pharmacéutohastry alone.

Are the Regulations necessary because interlocutory injunctions are too hard to get? The
Regulations effectively eliminate the discretiortlod court over the granting of
interlocutory relief in patent disputes about dru@$iey impose an automatic injunction
until the hearing, analogous to an interim injumctiand then provide for an order of
prohibition at trial, analogous to an interlocutamyunction, but without regard to the

normal test.

The three part test that must normally be satidfiefdre an interim or interlocutory
injunction is granted is well-known: the moving tyamust establish (1) jprima facie
case on the merits, (2) that it will suffer irreglale harm if the injunction is not granted,
and (3) that the balance of convenience favourgtaeting of the interlocutory

injunction. The moving party must give an undeirigkas to damages.

Interlocutory injunctions are rarely granted ingydtcases (nor in other intellectual
property cases, nor in civil litigation of any kipdecause the courts have long regarded

it as unfair to enjoin the defendant before texiception in extraordinary circumstances.

23 Bayer AG et al. v. Apotex Inc. (2002), 16 C.P.R. {3 417 (Ont. C.A.) at paragraph 11.

2 Iﬁubrizol Corp. v. Imperial Qil Ltd. (1996) 67 C.P.R. (3d) 1 (FCA)potex v. Merck (2002), 19 C.P.R.
(4™ 460.

% RIR-Macdonald Inc. v. Canada, [1994] 1 S.C. R. 311.



However, patentees and litigants in all industalessubject to the same constraints in
attempting to get interlocutory relief, and aregfdevith the same challenges in getting

cases to trial expeditiously.

Are the Regulations necessary because of long regulatory delays for drug approvals?

Many patentees outside the pharmaceutical induséike a large investment in research
and may have a short window of opportunity in whiclsell a new product, due to
technological advances by competitors (eg. the coenpndustry) for example. Thus it
is unclear why the pharmaceutical industry shoe@dreated differently from the others.
The remedy to regulatory delays would appear ttlzecelerate the drug approval

process.

Are the Regulations needed because of the "early working" exception? The "early
working"” provision creates an exception availablany patentee, in any industry. The
exception provides:

55.2 (1) Exception - It is not an infringement of a patent for anygus to
make, construct, use or sell the patented inverstnbely for uses
reasonably related to the development and submisgimformation
required under any law of Canada, a province aumicy other than
Canada that regulates the manufacture, constryctganor sale of any
product.

The subsection of theatent Act that authorizes the PM (NOC) Regulations makes

reference to the early working provision:

(4) Regulations - The Governor in Council may make such regulatias
the Governor in Council considers necessary fovgméng the
infringement of a patent by any person who makesstructs, uses or
sells a patented invention in accordance with sttluse(1)...

The PM (NOC) Regulations are not necessary to uhiberwhether the exception applies
in any particular case, nor to impose remediestf ihe usual remedies for infringement
can be pursued against a defendant in any pateon azho raises the early working
exception as a defence, and the court can detemhini@l if the defence applies.



The "early working" exception has been upheld lbyspute panel of the World Trade
Organization as a reasonable "limited exceptiordenrticle 20 of the TRIPS
agreement on its own merits, and not becausBMhE@NOC) Regulations exist?® The
"early working" exception existed at common lawddrefore the passing of s. 55.2(1) or
(4).27

All of this must be weighed against the cost of Regulations to society. The automatic
injunctions have an obvious downside: non-infrimgproducts are inevitably kept off the

market.

This raises drugs costs. It also creates an edordisincentive to the challenging of
potentially invalid patents, although such challemfave the potential to benefit the

public at large, and are indeed essential if thergasystem is to function as intended.

Conversely, the Regulations create an obvious iheeto litigate weak patent claims,
and engage in practices designed to re-start dlyeastd extend the monopoly

indefinitely.

As well, the issue between the parties (is therpatalid and infringed?) is not, and
cannot be, determined under the PM (NOC) Regulatidefeating the normal purpose of

the courts: to resolve civil disputes.

Finally, anecdotal evidence suggests the sheemmhf pharmaceutical judicial review

applications have led to long delays in gettingl tiiates for non-pharmaceutical cases.

% Canada - Patent Protection of Pharmaceutical Products, WT/DS/114 (March 17, 2000)
2" Micro Chemicals Ltd. v. Smith Kline & French Inter-m. Corp. [1972] S.C.R. 506, 520.
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Multiple patents - restarting the stay

An outcome of the Regulations that is attractingipalar attention is what the Romanow
Report referred to as "evergreening.” This terseesally refers to the practice of re-
starting the automatic stay, through listing atidditing additional patents after the main
patent on the active molecule has expired, in ai@erolong the patentee's period of

exclusivity

If the second person is already in litigation unitierRegulations on one patent in
connection with a particular drug product, and baopatent appears on the register in
connection with the drug, the second person muiread the new pateft. If it does so
by serving a notice of allegation, the second pecsm commence another application
and the 24 months starts again. This may happenadimes. There may be several
applications between the first person and the sepenson relating to a single drug

product.

The delay in the approval of generic caused byRibgulations can be very considerable,
particularly due to the effect of multiple paterds,can be shown from the following

chronology in respect of paroxetine, an anti-degagt

» Apotex filed an abbreviated submission for Apo-p&toe on August 29, 1997, and
served Notices of Allegation to the four patenggeldl on the patent register at the
time, asserting no valid claim of those patentsldide infringed by Apotex making
constructing, using or selling its product.

* SmithKline Beecham commenced two applications spoase to the allegations (T-
2660-96 and T-2230-97), triggering the stay.

* While those cases were before the court, SmithKigted a further patent (the '637
patent), on February 17, 1998.

2 PM(NOC) Regulations, s. 5(2).
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« SmithKline's two earlier applications were dismisgeril 20, 1998 i.e. the court
found Apotex's allegations were justified, but Agotvas unable to obtain its NOC
because the '637 patent had meanwhile been listed.

» Apotex’'s submission entered "patent hold" statu®ciober 9, 1999 (i.e. TPD's
health and safety approval process was complete.)

* Apotex served an allegation saying the '637 patastinvalid. SmithKline
commenced a new application (T-677-99), re-trigggethe stay. This application
was again dismissed on July 6, 289the Court found Apotex's allegation of
invalidity was justified.

* However, while the litigation on the '637 patensvipending, SmithKline added four
further patents to the register, relating to various tafolenulations, preventing the
issuance of an NOC to Apotex.

Note that the delay in market entry for this drimna has been more than two and a half
years after the health and safety approval prosasscomplete, yet Apotex’s "allegation”
of invalidity or infringement has been found tojbstified the three applications that

have come to a hearing so far. Yet the automadicr&mains in place.

Eligibility: what patents can be listed?

Given the dramatic benefit to the first personigting as many patents as possible over
time, the rules governing the eligibility of paterior listing are of critical importance. A

summary of the rules as they stand follows:

Section 4 of the Regulations governs the filingpafent lists:

Patent List
4. (1) A person who files or has filed a subnuasior or has been issued, a notice of
compliance in respect of a drug that contains aicheeimay submit to the Minister a
patent list certified in accordance with subsectionin respect of the drug.

(2) A patent list submitted in respect of agimust

29 gmithKline Beecham v. Apotex (1999) 1 C.P.R. (3 99, affirmed (2001) 10 C.P.R."¢338 (F.C.A).
%0 gmithKline Beecham v. Apotex (2001) 14 C.P.R. {3 76, affirmed (2002) 21 C.P.R."¢129 (F.C.A))
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(a) indicate the dosage form, strength and rofitglministration of the drug;

(b) set out any Canadian patent that is ownetthéyperson, or in respect of which the
person has an exclusive license or has obtainecbtigent of the owner of the patent for
the inclusion of the patent on the patent listt tieantains a claim for the medicine itself
or a claim for the use of the medicine and thatpiieson wishes to have included on the
register;

(c) contain a statement that, in respect of gatént, the person applying for a notice of
compliance is the owner, has an exclusive licemdee obtained the consent of the
owner of the patent for the inclusion of the patamthe patent list;

(d) set out the date on which the term limited far dluration of each patent will expire
pursuant to section 44 or 45 of thatent Act; and

(e)set out the address in Canada for service on ttsp®f any notice of an allegation

referred to in paragraph 5(3) (b) or,(c) the name and address in Canada of another
person on whom service may be made, with the séieet @s if service had been made
on the person.

(3)  Subject to subsection (4), a person wharstsha patent list must do so at the
time the person files a submission for a noticearfipliance.

(4)  Afirst person may, after the date ahfil a submission for a notice of
compliance and within 30 days after the issuance mdtent that was issued on the basis
of an application that has a filing date that pdesethe date of filing of the submission,
submit a patent list, or an amendment to an exgjgiatent list, that includes the
information referred to in subsection (2).

(5)  When a first person submits a patenblisin amendment to an existing patent
list in accordance with subsection (4), the firstgon must identify the submission to
which the patent list or the amendment relatesudiog the date on which the
submission was filed.

(6) A person who submits a patent list mustpkthe list up to date but may not add
a patent to an existing patent list except in ataoce with subsection (4).

(7) A person who submits a patent list or aeadment to an existing patent list
under subsection (1) or (4) must certify that

(a) the information submitted is accurate; and

(b) the patents set out on the patent list ohénamendment are eligible for inclusion on
the register and are relevant to the dosage fdaremgth and route of administration of
the drug in respect of which the submission footice of compliance has been filed.

[ Transition:] Subsection 4 (4) does not apply to an allegation if, before the coming into
force of these Regulations [ March 12, 1998], it was served on the first person, if proof of
that service was served on the Minister and if the first person has commenced a
proceeding under subsection 6 (1).

Section 4 has been vigorously litigated. Broaglgaking the restrictions, such as they

are, can be divided into two categories: subjedtenaestrictions and timing restrictions.
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Subject matter restrictions

* Under section 4(2)(b), the patent list must setotaitns containing a claim for the

medicine itself or a claim for the use of the metic

* Process claims are not claims for the medicindf,tser are claims to intermediates

i.e. substances used in the manufacturing process.

« Claims to metabolites are not claims for the medidtself>?

* Claims to compositions, i.e. where the inventioalisged to be the formulation of
an old active ingredient with specified excipiertaye been held to be claims to the
medicine itself?

« Claims to medical devices are not claims to theioneel>*

* Under amendments made in 1998, the patentee mu$y teat the patent is
“relevant” to the dosage form, strength and ro@iedministration of the first
person's drud® The Minister interpreted this to mean that anpaclaiming non-
approved formulations could not be list8dyut the Federal Court of Appeal in the
recentEli Lilly case, in a split 2 to 1 decision, overturned tiveelr court and held
the Minister should have listed the patent on #gster’’

31 Deprenyl v. Apotex (1995), 60 C.P.R. (3d) 501(F.C.ABli Lilly v. Apotex (1996) 68 C.P.R. (3d) 126
(F.C.A)

32 Merck v. Minister of Health (2001), 12 C.P.R. {3 383.

33 Hoffman-La Roche Ltd. v. Canada (Minister of National Health and Welfare)(1995), 62 C.P.R. (3d) 58 at
72, aff'd (1995), 67 C.P.R. (3d) 25, leave to appe&CC dismissed, [1996] 3 S.C.R. xi

34 Glaxo Group Ltd. v. Novopharm Ltd. (1999), 87 C.P.R. (3d) 525 (F.C.ANovartisv. Minister of Health
(T-193-01), October 7, 2002.

s, 4(7)(b).

3 Warner Lambert v. M. of H. [2001] F.C.J. No. 80Eli Lilly v. M. of H., T-1212-00, January 10, 2002.
37Eli Lilly v. Minister of Health, 2003 FCA 24
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As there is no real limit to the number of patdotsnon-approved formulations of any
given drug that may be obtained, t#HeLilly case may open the door to many
imaginative evergreening strategies, particuldrtize timing restrictions are not strictly
enforced.

Timing restrictions

Section 4(3) provides a patent list must be sulechidit the time the first person files

its initial new drug submission (NDS).

* There is an exception under s. 4(4) where a pafgpiication has been filed prior to
the first person’s filing of a submission for aicetof compliance, but the patent
issues after the submission is filed. In that ¢vea first person may submit a

patent list containing the patent within 30 dayerathe patent issues.

« A supplemental submission (SND8has been held to be a "submission"” for the
purposes of the predecessor of section #(B)t the Federal Court of Appeal has
not followed that interpretation in applying thespd 998 Regulation® More
recently, it has been held that an SNDS is notpodunity to list a paterit.

* At present, the practice of the Minister appeaisedhat patents can be listed with a
supplemental submission except for SNDS for a mesduct name chanifeor
company name chang@.

* Inlate February 2002, the Minister of Health comoexl a "Reference by Federal
Tribunal” under Rule 18.3(1), as to whether sudiemta are properly listed.

However, the Reference was struck out on the gretimelfacts put to the court by

38 Food and Drug Regulations. C.08.003.

%9 Apotex v. Minister of Health (1999), 87 C.P.R. (3d) 271, affirmed (2001) 11.8.R4") 538.
“0 Bristol Myers Squibb v. Canada (A.G.) 2002 FCA 32.

*! Toba Pharma v. Canada (A.G.) (2002) 21 C.P.R. (4th) 232

“2 Bristol Myersv. Canada, (2001) 10 C.P.R. (3 318, affirmed (2002) 16 C.P.R."4425.

3 Toba Pharma Inc. v. A.G. Canada, see above
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the Minister were in dispufé.The Minister of Health then sent out question for
comment on November 9, 2002, and held a "meetingiformal hearing on the
issue on December 2. At time of writing, there baen no decision or other action

from the Minister in response.

* What is does "filing date" in s. 4(4) mean? Hostsons argue that the words "filing
date" in section 4(4) include a priority date, whigould mean many more patents
could be listed, since most Canadian pharmaceygatehts claim priority to a
previously regularly filed application filed in ety country approximately a year
before the filing date in Canada. The courts rdgdmald that “filing date" does not

include a priority daté®

These ever-changing rules have proved virtuallyassgble to administer, and have done
nothing to prevent evergreening strategies, antiragat litigation.

Changesin the US

As noted above, the Canadian PM (NOC) Regulatiom$o@sely modeled on the
equivalent US legislative scheme known as the Waxhhatch Act.

The US Federal Trade Commission recently releasegat® dealing with, among
others things, the possible anti-competitive eftédisting more than one patent for a
single drug in the Orange Book (equivalent to thtept register in Canada). The FTC's

primary recommendation was:

Recommendation 1: Permit only one automatic 30-metdy per drug
product per ANDA to resolve infringement disputegiopatent listed in
the Orange Book prior to the filing date of the gen applicant's
ANDA.*

“4 patented Medicines (Notice of Compliance) Regulations (Reference), (2003), 22 C.P.R. (3 62.
“5 Pfizer, Schering v. Canada 2002 FCT 706, appeal currently under reserve.
“6 Generic Drug Entry Prior to Patent Expiration: An FTC Sudy, Federal Trade Commission, July, 2002.
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On October 21, 2002, in response to FTC Reportyandus bills in the Senate and
House of Representatives, President George W. Busbunced that he is taking action
to close loopholes in U.S. drug patent laws (thechl¥Vaxman Act), which grant an
automatic stay similar to that under fRegulationsin Canada.

In his October 21 statement Bush said that:

When a drug patent is about to expire, one methotescompanies use is
to file a brand new patent based on a minor featweh as the color of
the pill bottle or a specific combination of ingrexits unrelated to the
drug's effectiveness. In this way, the brand naamepany buys time
through repeated delays, called automatic stags fitheze the status quo
as the legal complexities are sorted out. In thamtime, the lower-cost
generic drug is shut out of the market.

The President’s proposed to amend the regulatinderniHatch-Waxman to provide that
there can only be one automatic stay per genebimssion.

Arethe Regulations" working" ?

A system for resolving civil disputes can be saidé¢ working if it is (a) fair, (b) gets
disputes resolved fairly quickly, and (c) at readua cost. The Regulations fail on all
three; they are unfair in that they impose autoor&medies on one side of a civil
dispute regardless of the merits, they do not vestble civil dispute, and they impose
enormous costs on the parties and on society hyirkgéw-cost drug products which

may be non-infringing off the market.

The Regulations can be said to be "working" onlthim sense that they undeniably
prevent patent infringement. If no competing prcdds allowed on the market, then of

course no patent will be infringed.

*"FTC Report p. ii.
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The normal litigation process should be used tolvespatent disputes in the
pharmaceutical industry, as in all other industri€se courts can then determine what

interlocutory relief or other procedural measunesappropriate in any given case, and
determine the patent issues at trial.



