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Regulations Amending the Patented Medicines
(Notice of Compliance) Regulations
P.C. 2006-1077 October 5, 2006
Her Excellency the Govemor General in Council, on the rec
ommendation of the Minister of Industry, pursuant to subsec
tion SS.2(4)' of the Patent Act, hereby makes the annexed Regula
tions Amending the Patented Medicines (Notice of Compliance)
Regu/ations.

REGULATIONSsAMENDINGTHE PATENTED
MEDICINES (NOTICE OF COMPLIANCE)
REGULATI ONS
AMENDMENTS
1. (1) The definitions "claim for the medicine itself", "claim
for the use of the medlcine" and "medicine" ln section 2 of the
PaJented Medicines (Notice of Compliance) Regulations1 are
repealed.
(2) The definitions "Minister", "patent list", "register" and
"second person" in section 2 of the Regulations are replaced
by the following:
"Minister" means the Minister ofHealth; (ministre)
!'patent list" means a list rubmitted under subsection 4(1); (liste
de brevE!tr)_ee_
"register" means the register of patents and other information
rnaintained by the Minister in accordance with subsection 3(2);
(registre)

"second persan" means the persan referred to in subsection 5(1)
or (2) who files a submission or supplement referred to in those
subsections; (s econde personne)
(3) Section 2 of the Regulations is amended by adding the
following in alphabetical order:
"claim for the dosage form" means a claim for a delivery system
for administering a medicinal ingredient in a drug or a formula
tion of a drug that includes within its scope that medicinal in
gredient of formulation; (revendication _de la forme poso
logique)
"claim for the formulation" means a claim for a substance that is

a mixture of medicinal and non-medicinal ingredients in a drug
and that is administered to a patient in a particular dosage form;

(revendication de la formulation)
"claim for the medicinal ingredient'' includes a claim in the patent

for the medicinal ingredient, whether chemical or biological in
nature, when prepared or produced by the methods or processes
of manufacture particularly described and claimed in the
patent, or by their obvious chemical equ.ivalents, and also in
cludes a claim for different polymorphs of the medicirial ingre
dient but does not include different chemical form of the me
dicinal ingredient; (revendication de !"ingrédient médicinal)
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"claim for the use of the medicinal ingredient" mcans a claim for
the use of the medicinal ingredient for the diagnosis, treatment,
mitigation or preveotion of a disease, disorder or abnonnal
physical state, or its symptoms; (revendicatùm de l'utilisation de
l'ingrédient médicinal)
2. The heading before section 3 and sections 3 to S of the
Regulations are replaced by the following:
REGISTER AND PATENT LIST
3. (1) The following definitions apply in this section and in sec
tion 4.
"identification number'' means a number, preceded by the lettcrs
"DIN", that is assigned for a drug in accordance with subscc
tion C.01.014.2(1) of the Food and Drug Regulations. (identi
fication numérique)
"new drug submission" means a new drug submission as that
term is used in Division 8 of Part C of the Food and Drug
Regulations, but excludes a new drug submission that is based
solely on the change of name of the manufacturer. (présenta
tion de drogue nouvelle)
"supplement to a new drug submission" means a supplement to
a new drug submission as that term is used in Division 8 of
Part C of the Food and Drug Regulations, but excludes a sup
plement to a new drug submission that is bascd solely on
one or more of the matters mentioned in any of para
graphs C.08.003(2)(b) and (d) to (g) and subpara
graphs C.08.003(2)(h)(iv) and (v) of those Regulations. (sup
plément à une présentation de drogue nouvelle)
(2)-Toe Minister shall maintain a register of patents and other
information submitted under section 4. To maintain the register,
the. Minister may refuse to add or may delete any patent or other
information that does not meet the requirements ofthat section.

(3) If a patent is listed on the rcgister in respect of a new drug
submission or supplement to a new drug submission for a drug for
which the identification number has been cancelled under para
graph C.0 l .014.6( l )(a) of the Food and Drug Regulations, the
Minister shall delete the patent from the register 90 days after the
date of cancellation.
(4) Subsection (3) docs not apply if the identification number is
cancelled under paragraph C.0l.014.6(1Xa) of the Food and
Drug Regulations bccause of a change in manufacturer.
(5) If, after an identification number is cancelled under para
graph C.0l.014.6(1)(a) of the Food and Drug Regulations, an
identification number is assigned for the same drug, the MiniSter
shall add to the register the patent that was deleted under subsec
tion (3) when the Minister receives the document required by
section C.01.014.3 of the Food and Drug Regulations in respect
of the drug.
(6) The register shall be open to public inspection during busi
ness hours.
(7) No patent on a patent list or other information submitted
under section 4 shall be added to the register until after the Minis
ter bas issued a notice of compliance in respect of the new drug
submission or the supplcment to a new drug submission, as the
case may be, to wmch the patent or information relates.

(8) For the purpose of dcciding whether a patent, patent list or
other information will be added to or deleted from the register,
the Minister may consult with officers or employees of the Patent
Office.
4. (1) A first person who files or who has füed a new drug
submission or a supplement to a new drug submission _may sub
mit to the Minister a patent list in relation to the submission or
supplement for addition to the register.
(2) A patent on a patent list in relation to a new drug submission is eligfüle to be added to the register if the patent contains
(a) a claim for the medicinal ingredient and the medicinal in
gredient has been approved tbrough the issuance of a notice of
compliance in respect of the submission;
(b) a claim for the formulation that contains the medicinal in
gredient and the formulation bas been approved through the is
suance of a notice of compliance in respect of the submission;
(c) a claim for the dosage form and the dosage form bas been
approved through the issuance of a notice of compliance in re
spect of the submission; or
(d) a claim for the use of the medicinal ingredient, and the use
has been approved through the issuance of a notice of compli
ance in respect of the submission.
(3) A patent on a patent Iist in relation to a supplement to a new
drug submission is eligible to be added to the register if the sup
plement is for a change in formulation, a change in dosage form
or a change in use of the medicinal ingredient, and
(a) in the case of a change in formulation, the patent contains a
daim for the changed formulation that bas been approved
through the issuance of a notice of compliance in respect of the
supplement;
(b) in the case of a change in dosage fonn, the patent contains a
claim for the changed dosage form that bas been approved
through the issuance of a notice of compliance in respect of the
supplement; or
(c) in the case of a change in use of the medicinal ingredient,
the patent contains a claim for the changed use of the medicinal
ingredient that bas been approved tbrough the issuance of a no
tice of compliance in respect of the supplement
(4) A patent list shall contain the following:
(a) an identification of the new drug submission or the supple
ment to a new drug submission to which the list relates;
(b) the medicinal ingredient, brand name, dosage form,
strength, route of administration and use set out in the new .
drug submission or the supplement to a new drug submission to
wbich the list relates;
(c) for each patent on the list, the patent number, the filing date
of the patent application in Canada, the date of grant of the pat
ent and the date on which the term limited for the duration of
the patent will expire under section 44 or 45 of the Patent Act;
(d) for each patent on the list, a statement that the first persan
who filed the new drug submission or the supplement to a new
drug submission to which the list relates is the owner of the
patent or has an exclusive licence to the patent, or bas obtained
the consent of the owner of the patent to its inclusion on the
list;

(e) the address in Canada for service, on the first persan, of a
notice of allegation referred to in paragraph 5(3)(a) or the name
and address in Canada of another person on whom service may
be made with the same effect as if service were made on the
first persan; and
(/) a certification by the first person that the information sub
mitted under this subse<;tion is accurate and that each patent on
the list meets the eligibility requiremenu; of subsection (2)
or (3).
(5) Subject to subsection (6), a first persan who submits a pa
tent list must do so at the time the persan files the new drug sub
mission or the supplement to a new drug submission to which the
patent list relates.
(6) A tint person may, after the date of filing of a new drug
submission or supplement to a new drug submission, and with
in 30 days after the issuance of a patent that was issued on the
basis of an application that has a filing date in Canada that pre
cedes the date of filing of the submission or supplement, submit a
patent list, including the infonnation referred to in subsection (4),
in relation to the submission or supplement
(7) A first person who has submitted a patent list must keep the
information on the list up to date but, in so doing, may not add a
patent to the list.
(8) The Minister shall insert on the patent list the date of filing
and submission number of the new drug submission or the sup
plement to a new drug submission in relation to which the list was
submitted.
4.1 (1) In this section, "supplement to the new drug submis
sion" means a supplement to a new drug submission as that term
is üsed in Division 8 of Pari C ërthe Food and Dnig Rè'gu/ations.
(2) A first persan who submits a patent list in relation to a new
drug submission referred to in subsection 4(2) may, if the list is
added to the register, resubmit the same list in relation to a sup
plement to the new drug submission, but may not submit a new
patent list in relation to a supplement except in accordance with
subsection 4(3).
5. (!) If a second persan files a submission for a notice of com
pliance in respect of a drug and the submission directly or indi
rectly compares the drug with, or makes reference to, another
drug marketed in Canada under a notice of compliance issued to a
first person and in respect of which a patent list bas been submit
ted, the second pcrson shall, in the submission, with respect to
cach patent on the register in respect of the other drug,
(a) state that the person ac'cepts that the notice of compliance
will not issue until the patent expires; or
(b) allege that
(i) the statement made by the first person under para
graph 4(4)(d) is false,
(ii) the patent has expired,
(iii) the patent is not valid, or
(iv) no claim for the medicinal ingredient, no claim for the
formulation, no claim for the dosage form and no claim for
the use of the medicinal ingredient would be infringed by the
second person making, constructing, using or selling the
drug for which the submission is filed.

(2) If a second persan files a supplement ta a submission
referred to in subsesction (1) seeking a notice of compliance for a
change ta the formulation, a change in dosage form or a change in
use of the medicinal ingredient and the supplement directly or
indirectly compares the drug with, or makes referc:nce ta, another
drug that has been marketed in Canada under a notice of compli
ance issued ta a fust persan and in respect of which a patent list
has been submittcd, the second persan shall, in the supplement,
with respect ta each patent on the register in respect of the other
drug,
(a) state that the second persan accepts that the notice of com
pliance will not issue until the patent expires; or
(b) allege that
(i) the statement made by the fust persan under para
graph 4(4)(d) is false,
(ii) the patent bas expired,
(iii) the patent is not valid, or
(iv) no claim for the medicinal ingredient, no claim for the
formulation, no claim for the use of the medicinal ingredient
would be infringed by the second persan making, construct
ing, using or selling the drug for which the supplement is
filed.
(3) A second persan makes an allegation under paragraph (1 )(b)
or (2)(b), shall
(a) serve on the fust persan a notice of allegation relating to ilie
submission or supplement filed under subs�ction ( 1 ) or (2) on
or after its date of filing;
(b) include in the notice of allegation
(i) a description of the medicinal ingredient, dosage form,
strength, route of administration and use of the drug in re
spect of which the submission or supplement bas been filed,
and
(ii) a detailed statement of the Jegal and factual basis for the
allegation;
(c) include in the material served a certification by the Minister
of the date of filing of the submission or supplement; and
(d) serve proof of service of the documents and information
referred ta in paragraphs (a) ta (c) on the Minister.
(4) A second persan is not required ta comply with

(a) subsection (1) in respect of a patent added ta the register in

respect of the other drug on or after the date of filing of the
submission referred ta in that subsection, including a patent
added under subsection 3(5); and
(b) subsection (2) in respect of a patent added ta the register in
respect of the other drug on or after the date of filing of the
supplement referred to in that subscction, including a patent
added under subsection 3(5).
(5) For the purposes of subsections (3) and (4), if subsec
tion (1) or (2) applies ta a submission or supplement referred to in
paragraph C.07.003(b) of the Food and Drug Regulations, if the
drug ta which the comparison or reference is made is an innova
tive drug within the meaning of subsection C.08.004. 1 ( 1 ) of those
Regulations and if the date of filing of the submission or supple
rnent is Jess than six years from the day the fust notice of compli
ance was issued in respect of the innovative drug, the deemed
date of filing of the submission or supplement is six years after
the date of issuance of the notice of compliance.

(6) A second persan who has served a notice of allegation on a
first persan under paragraph (3)(a) shall retract the notice of alle
gation and serve notice of the retraction on the first persan with
in 90 days after either of the following dates:
(a) the date on which the Minister notifies the second persan
under paragraph C.08.004(3)(b) of the Food and Drug Regula
tions of their non-compliance with the requirements of sec
tion C.08.002, C.08.002.1 or C.08.003, as the case may be, or
section C.08.005.1 of those Regulations; or
(b) the date of the cancellation by the second persan of the
submission or supplement to which the allegation relates.
(7) A first persan who has appl:ied for a prohibition ordcr undcr
subsection 6(1) in response to a notice of allegation shall, if the
notice is retracted in accordancc with subsection (6), apply with
out delay for a disconrinuance of the proceedings.

3. (1) Subsectioo 6(1) of the Regulations 1s replaced by
following:

the

6. {I) A first persan may, within 45 days after being served
with a notice of allegation under paragraph 5{3)(a), apply to a
court for an order prohibiting the Minister from issuing a notice
of compliancc until after the expiration of a patent that is the sub
ject notice of allegation.
(2) Subsections 6(5) and (6) of the Regulations are replaced
by the following:

(5) In a proceeding in respect of an application undcr subsec
tion (1), the court may, on the m otion of a second persan, dismiss
the application in whole or in part
(a) in respect of those patents that arc not eligible for inclusion
on the register; or
(b) on the ground that it is redundant, scandalous, frjvolous or
vexatious or is otheiwise an abuse of process in respect of one
or more patents.
(6) For the purposes of an application referred to in subsec
tion (1 ), if a second persan has made an allegation under subpara
graph 5(l )(b)(iv) or 5(2)(b)(iv) in respect of a patent and the pat
ent was granted for the meclicinal ingreclient when prepared or
produced by the methods or processes of manufacture particularly
described and claimed in the patent, or by their obvious chemical
equivalents, it shall be considered that the drug proposed to be
produced by the second persan is, in the absence of proof to the
contrary, prepared or :p roduced by those methods or processes.
(3) Paragrapbs 6(7)(a) and {b) of the Regulations are replaced by the following:
(a) ordcr a second pers on to produce any portion of the submis
sion or supplement filed by the second persan for a notice of
compliance that is relevant to the disposition of the issues in
the proceeding and may order that any change made to the por
tion during the proceecling be produced by the second persan as
it is made; and
(b) order the Ministcr to verify that any portion produced cor
responds fully to the information in the submission or supple
ment
(4) Paragraph 6(10)(c) of the Regulations is replaced by the

foUowing:

(c) the failure of the first person to keep the patent list up to
date in accordance with subsection 4(7).

4. (1) Paragraph 7(1)(d) of the Regulations is replaced by
the following:
(d) subjcct to subsection (3), the expiration of 45 days after the
receipt of proof of service of a notice of allegation under para
graph 5(3)(a) in respect of any patent on the register,
(2) Paragraph 7(2)(b) of the Regulations is replaced by the
following:
(b) the court has declared that the patent is not valid or that no
claim for the medicinal ingredioent, no claim for the formula
tion, no claim for the dosage form and no claim for the use of
the medicinal ingredient would be infringed.
5. (1) Paragraph 8(1 )(a) of the Regulations is replaced by
the following:
(a) beginning on the date, as certified by the Minister, on which
a notice of compliance would have been issued in the absence
of these Regulations, unless the court concludes tbat
(i) the certified date was, by the operation of An Act to
amend the Patent Act and the Food and Drugs Act (The Jean
Chrétien Pledge to Africa), chapter 23 of the Statutes of
Canada, 2004, earlier than it would otherwise have heen and
therefore a date later than the certified date is more appro
priate, or
(ii) a date other than the certified date is more appropriate;
and
(2) Subsection 8(4) of the Regulatioos is replaced by the fol
lowing:
(4) If a court O!dei:s a fi� persan to compensa�-�- second per
son under subscction (1), the court may, in respect of any Joss
referred to in that subsection, makc any order for relief by way of
damages that the circumstances require.
(3) Section 8 of the Regulatioos is amended by adding the
following after subsection (5):
(6) The Minister is not liable for damages under this section.
TRANSITIONAL PROVISIONS
6. Section 4 of the Patented Medicines (Notice of Compli
ance) Regulations, as enacted by section 2 of these Regula
tions, does not apply to patents on a patent llst submitted
prior to June 17, 2006.
7. (1) Subsection 5(1) of the Patented Medicines (Notice of
Compliance) Regulations, as enacted by section 2 of these
Regulations, applies to a second person who bas füed a sub
mission referred to in subsection 5(1) prlor to the coming into
force of these Regulations and the date of filing of the submis
sion is deemed to be the date of the coming into force of these
Regulations.
(2) Subsection 5(2) of the Patented Medicines (Notice of
Compliance) Regulations, as enacted by section 2 of these
Regulations, applies to a second persan who bas filed a sup
plement to a submission referred to in snbsection 5(2) prior to
the coming into force of these Regulations and the date of
filing of the supplement is deemed to be the date of the com
ing into force of these Regulations.

8. Subsection 8(4) of the Patented Medicines (Notice of
Compliance) Regulations, as enacted by subsection 5(2) of
tbese Regulations, does not apply to an action commenced
under section 8 of the Patented Medicines (Notice of Compü
ance) Regulations prior to the coming into force of these
Regulations.
COMING INTO FORCE
9. These Regulations come into force on the day on which
they are registered.
REGULATORY IMPACT
ANALYSIS ST ATEMENT
(This statement is notpart ofthe Regulations.)
Description

These amendments are intended to restore the balanced policy
underlying the Patented Medicines (Notice of Compliance) Regu
lations ("PM(NOC) Regulations") by reaffirming the rules for
listing patents on the register and clarifying when listed patents
must be addressed.
Background

The Govemment's phannaceutical patent policy seeks to bal
ance effective patent enforcement over new and innovative drugs
with the timely market entry of their lower priced generic com
petitors. The current manner in which that balance is realized was
establisbed in 1993, with the enactment of Bill C-91, the Patent
Act Amendment Act, 1992, S.C. 1 993, c. 2.
On the one end of the balance lies subsection 55.2(1) of the

Patent Act, better known as the "carly-wsorking" exception. In the

pharmaceutical industry, early-working allows second and subse
quent entry drug manufacturers (typically generic drug compa
nies) to use a patented, innovative drug for the purpose of seeking
approval to market a competing version of that drug. Normally,
conduct of this kind would constitute patent infringement but an
exception bas been made so that generic drug companies can
completeHealth Canada's regulatory approval proccss while the
equivalent innovative drug is still under patent, in order to be in a
position to enter the market as soon as possible after patent ex
piry. The generic pharmaceutical industry estimates that early
working can accelerate the market entry of its products in Canada
by some three to five years.
The PM(NOC) Regulations represent the other half of the bal
ance. As explained in the original Regulatory Impact Analysis
Statement (RIAS) which accompanied their passage in 1993, in
creating the early-work:ing exception, Bill C-91 removed an exclu
sive right otherwise available to patentees and the PM(NOC) Regu
lations an: therefore required "... to ensure that tbis new exception
to patent infiingement is not abused by generic drug applicants
seeking to sell tbeir products during the term of the competitor's
patent..". The PM(NOC) Regulations do this by linking Health
Canada's ability to approvc a generic drug to the patent status of
the equivalent innovative product the generic seeks to copy. Under
the current schcme, a generic drug company wlùch compares its
product directly or indirectly with a patented, innovative drug in

order to estabiish the:: former s sa1 ety and efficacy and secure
marketing approval from Healtl, Canada (which cornes in the
form of u "notice of comphanceo" or "N OC") must malœ one of
rwu choices. lt cao e1ther agree to await patent expiry before ob
taining it.s NOC or makc an allegation justifying immediate mar
ket cntry that is eit.ber acccpted by the innovator or upheld by the
court.

Thus , while early-working is intended Lo promotc the timely
market entry of generic.: drugs by allowing t.bcm to undergo the
regulatory approval process in advancc of patent
expiry,
f
the PM(NOC) Regulations arc intendcd to provide efective pat
ent enforcement by ensuring the former does not resu.lt in tht:
actual issuance of a generic NOC until patent expiry or such ea.r
lier rime as the court or innovator considers justified having re
gard to the generic company's allegation. Despite their seemingly
competing policy objectives, it is important that neither instru
ment be consiodered in isolation a.� the iotended policy can only be
achieved when the two opera.te in a bàlanced fashion.

Patent Listing Requirements
Considering the societal imperative of encouraging new and bet
ter medical therapies, and the difficulties associated with protecting
pharmaceutical patent rig.bts by way of conventional infringement
litigation, t.be PM(NOC) Regulations are intended to operate as a
very potent patent enforcement mechanism. The 24-month stay
under the regulations serves that purpose by providing innovator
companies with t.be means to pre-empt the market entry of sus
pected patent infringers. At t.be same rime, it is this very potency
which ca!ls for moderation in the application of the PM(NOC)
Regu.lations, lest their effect dominate that of early-working and
defeat the overall purpose of the policy. As has been observed by
the courts on numerous occasions, the PM(NOC) Regulations are
a special errforcement remedy which exis'ts in addition to, not in
lieu of, the right to pursue an action for patent infringement.

Consistent with this understanding of the PM(NOC) Regula
tions is the fact that not every p atent pertaining to an approved
drug qualifies for enforcement under the scheme. Only those pat
ents which meet t.be current timing, subject matter and relevance
requirements set out in section 4 of the regulations are entitled to
be added to Health Canada's patent register and to the concurrent
protection of the 24-month stay. Embodied in each of these re
quirements are certain fundamental principles which must be
respected if the PM(NOC) Regulations are ta operate in bal ance
with early-working. While the operation of some of these re
quirements is described in more detail below, a brief discussion of
the principles they represent is warraoted.
By stipulating that the application filing date of the patent pre
cede the date of t.be correspoonding drug submission, the timing
requirement promotes a temporal coonection between the inven
tion soug.bt to be protected and the product sought to be approved.
This ensures that patents for inventions discovered after the exis
tence of a proàuct do not pre-empt generic compoetition on that

product S imilarly, the relevance requirement limits the protection
of the PM(NOC) Regulations to that which the innovator has
invested rime and money ta test and have approved for sale. This
prevents hypothetical innovation from impeding generic market
entry and encourages innovators ta bring their latest inventions to
market. Finally, in only allowing patents ta be listed which con
tain claims for the medicine or its use, the subject matter require
ment makes it clear that innovations without direct therapeutic
application, such as processes or intermesdiates, do not merit the
special enforcement protection of the PM(NOC) Regulations.

It is recognized that there may be instances where a patent
which does not qualify for the protection of the PM(NOC) Regu
lations is ultimately infringed by the fact of generic market entry.
However, the Govemment's view is that where the patent fails to
meet the listing requircments described above, policy considera
tions tip the balance in favour of immediate approval of the ge
neric drug, and the matter is bctter left to the alternative judicial
recourse of an infringement action. It follows that the continued
viability of the regime greatly depends upon the fair and proper
application of these listing requirements.
lt has came to the Govemment's attention that an increasing
number of court decisions interpreting the PM(NOC) Regulations
have given rise to the need to clarify the patent listing require
ments. These decisions, which tum on timing and relevance is
sues, are not the product ofjudicial error but rather of deficiency
in the language of the PM(NOC) Regulations themselves. Of
particular concen\ _is the failure of the language to fully acco1.µ1!
for the range of submission types possible under the Food and
Drug Regulations, _the various pharmaceutical patent claims
available under the Patent Act and, most importantly, the breadth
of scensarios which can arise from the linkage between the two
established by the PM(NOC) Regulations.
Timing_ and Relevance

As mentioned, in order for a patent to be added to the register
and be protected under the PM(NOC) Regulations, its application
must have been filed prior to the date of the corressponding drug
submission. Under the Food and Drog Regulations, there are two
principal types of drug submission an innovator company may
file in order to obtain a NOC in respect of a new drug: a New
Drug Submission (NDS) and a Supplement to a New Drug Sub
mission (SNDS ). A NDS is filed when approval is first sought for
a new drug and contains ail of the information necessary to prove
that the drug is safe and effective. A SNDS is filed whenever a
subsequent change is made to the drug which departs from the
information in the NDS in a way that can impact on safety and
efficacy.

Tue PM(NOC) Regulations speak only to the requirement that
the patent filing date precede the date of the "submission for a
notice of compliance" and do not specify whether this applies to
the date of the NDS, the SNDS or both. Until relatively recently
however, the timing requirement was treated as applying ta the
NDS only. This understanding of the provisions changed in 1 999,
when the Federal Court ruled that patents which were out of time
in relation to the NDS could nevertheless be added to the register
provided they met the timing requirement in relation to a subse
quently filed SNDS 1 •
Allowing patents ta be Iisted in this manner is inherently prob
lematic because a SNDS can be filed virtually any time for any
number of reasons, ranging from the mundane, such as a change
in drug name, to the substantive, such as a change in its indica
tions or formulation. Accordingly, ta.ken to the extreme, this prac
tice has the potential to deprive the timing requirements of any
meaningful effect
In addition to ruling on this timing question, the same Federal
Court decision also expressly sanctioned the listing of new formu
lation patents that do not claim the specific product the innovator
is approved to sell. The latter finding was predicated on the
court's view that the sole purpose of the PM(NOC) Regulations is
the prevention of patent infringement.
Significantly, the ruling in question interpreted the PM(NOC)
Regulations as they were prior to their substantial amendment
in 19982 • That year, the Govemroent introduced a number of
changes to the PM(NOC) Regulations designed to irnprove their
operation and reduce and streamline litigation. As further confir
mation that the PM(NOC) Regulations were intended to effect a
balanced policy objective, the RIAS to the 1998 amendments
reiterated the point in the following passage:
The amendments reinforce the balance between providing a
mechanism for the effective enforcement of patent rights and
ensuring that generic drugs enter the market as soon as possi
ble.
Consistent with maintaining this balance, certain changes will
further facilistate the market entry of generic drugs [ ...]
Among the changes introduced by the 1998 amendments to
"facilitate the market entry of generic drugs" were provisions
designed to reinforce the patent listing requirements. In particular,
the amended PM(NOC) Regulations reaffirm the application of
strict time limitations for adding a patent to the register and con
tain an additional requirement that patents be relevant to the
strength, dosage form and route of administration of the approved
drug.
Since 1 998, the Minister of Health ("Minister") has sought to
apply the amendments on timing and relevance in order to place
reasonable limits on the ability of innovator drug companies to
list néw patents on the basis of SNDS filings. Tue Minister has
invoked the timing amendment in opposing attempts by certain
innovator companies to add new patents to the register on the
basis of a SNDS for a change in drug or company name. Simi
larly, the Minister has applied the relevance requirement in an
effort to prevent innovators from adding formulation patents to
1
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the register which are not product-specific. The Minister a!so
sought more general guidance on these questions through the
filing of a reference with the Federal Court, but the matter was
dismissed on procedural grounds following vigorous resistance
from parties opposed to its terms3•

Against the above background, in January 2003, the Fcdcral
Court of Appeal rcndered a precedent-setting dccision bascd on
the amended PM(NOC) Regulations which rcaffümed the right of
innovator companies to list formulation patents that do not claim
the formulation approved for sale4• Toc court came to this view
on the basis of what if felt to be the plain wording of the rele
vance provision and notwithstanding the explanatory language on
product specificity in the 1998 RIAS. In so doing, the court ap
pcars to have reinvigorated the single purpose approach to inter
preting patent listing requiremcnts, as epitomized by the 1999
dccision on SNDS filings discussed abovc. lt has also acccntu
ated a split in the jurisprudence as to the policy underlying
the PM(NOC) Rcgulations.
The Govemment is concemed that the combined effect of the
above described jurisprudence is a weakening of the listing re
quirements, potentially to the point of rcdundancy. Such was the
reasoning of the Federal Court of Appeal in a more recent case
involving a patent !ist submitted on the basis of a SNDS for a
change in drug name5 • In refusing to allow a patent to be listed in
this manner, the court recognized that the change in name in that
case was part of a stratcgy designed to overcomc the time limita
tion for filing a patent Iist under section 4, which, if sanctioned,
would rcnder the rime requirements embodied in that section
meaningless; The Court of Appeal subsequently expa:nded on this
Iinc of reasoning to refuse- a new patent listed on the basis of
a SNDS for a change in manufacturing sitc6• The court recognized
that both such changes (i.e. in namc or manufacturing site) could
not possibly be relevant to any potcntial claim for infringement of
a patent for a medicinc and wcre therefore outsidc the scope of
section 4.
Although a change in drug or company name or a change in
manufacturing site now appear to have been ruled out as an op-
portunity to add ncw patents to the register, the ambit of remain
ing changes in respect of which a SNDS can be filed is consider
able, and the possible combinations of submission type and patent
claims all the more so. Requiring the courts to rulc on each of
thesc piecemeal without adequate direction in the language of
the PM(NOC) Regulations can only result in confusion, uncer
tainty and further unintended consesquences.
To date, thcsc unintcnded conscquenccs include the possibility
that an innovator company may delay gencric market entry by
listing new and somctimes irrelevant patents on the basis of minor
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product revisions. The result is a blurring of the lines between the
original product, as approved via the NDS, and the "changed"
version, as approved via the SNDS, such that generic manufactur
ers may be prevented from entering the market with a competing
version of the original innovator product even when the original
patents have long since expired or been addressed.
In fact, the Govemment has observed instances of SNDS fil
ings being used to list multiple new patents over time in a manner
that results in repeat 24-month stays against the same generic
competitor. While the possibility of repeat stays due to later listed
patents is expressly contemplated under the PM(NOC) Regula
tions, their recurrence near and after expiry of the original product
patents can only operate ta delay generic competition in a manner
that is inconsistent with the balanced policy objectives early
working and the PM(NOC) Regulations were intended to serve.
Althougb as matters stand, these instances are exceptional, they
do involve drugs of significant commercial value. They also have
the potential to serve as a mode! other innovator companies may
be tempted to emulate. In this regard, the Minister bas reported a
significant increase in new patents being listed on the basis
of SNDS filings recently7• In many of these cases, the SNDS does
not materially change the original drug or is not directly relevant
to the patent being submitted for listing.
Purpose ofAmendments

The primary pmpose of these amendments is to pre-empt fur
ther sücli bèhavfoür by restoring the original policy intent of
the PM(NOC) Regulations. This enta.ils reaffirming the require
ments innovators must meet to list patents on the register and
clarifying when these patents must be addressed by their generic
competitors. In addition, a number of ancillary amendments are
being made with a view to reducing unnecessary litigation and
improving the overall effectiveness of the regime. These were
developed in response to specific concems expressed by stake
holders following pre-publication of an earlier round of proposed
arnendments in the Canada Gazette, Part I, on December 1 1,
2004.
Changes to patent listing requirements
A$ mentioned, in order for a patent to qualify for protection
under the PM(NOC) Regulations, it must be relevant to the drug
product the innovator is approved to sell. This requirement serves
certrun policy objectives, outlined above, but also recognizes
the practical limits of the Minister's raie as adrninistrator of
the PM(NOC) Regulations.

To the extent that the efficient functioning of the regime de
pends upon a threshold determination of what patents can be
1 Tocrapc:uric Products Directorate Staristical Report 2005, Patented Medicines
(Notice of Compliance) Regulations: http://www.hc-sc.gc.ca/dhp-mps/alt_formats/
hpfb-dgpsa/pdf/prodpharma/patmrep_mb�vrap_2005_e.pdf

listed, in making that determinsation the Minister can only be
called upon to assess the relationship between the patent and the
drug described in the innovator's submission for a NOC. A
broader inquiry into the relationship between the patent and any
potentially equivalent generic drug is not relevant to the listing
question.
The amendments reflect this by further entrenching the concept
of product specificity as the key consideration required of the
Minister in applying the listing requirements under section 4 of
the PM(NOC) Regulations. They do so through more precise
language respecting the intended link between the subject matter
of a patent on a patent list and the content of the underlying sub
mission for a NOC in relation to which it is submitted. In addi
tion, under the amendments, only certain clearly defined submis
sion types will provide an opportunity to submit a new patent list.
In tcrms of what may be listed in relation to the NDS, the
amendments stipulate that only patents filed prior to the NDS and
which claim certain subject matter described therein may be
added to the register in relation to the original· forrn of the drug.
This will facilitate the market entry of generic versions of the
original innovator product as soon as possible after expiry of the
original patents. To meet these criteria, a patent with a filing date
anterior to that of the NDS must contain at least one of the ful
lowing four claims: (1) a claim for the approved medicinal ingre
dient, (2) a claim for the approved formulation containing that
medicinal ingredient, (3) a claim for the approved dosage form,
or (4) a claim for an approved use of the medicinal ingredient
It will be noted that amended section 4 no longer contains an
explicit requirement that a patent contain a "claim for the medi
cine itself'. However, in keeping with well settled law on the
scope of protection afforded by that phrase, the PM(NOC) Regu
lations will continue to allow the listing of patents containing
cither a clairn for the approved formulation or a claim for the
approved medicinal ingredient
For the purposes of amended section 4, the tcrms "formulation"
and "mcdicinal ingredient" are intended to bear their cstablishcd
meaning under the extensive body of case law intcrpreting a
"clairn for the mcdicine itself'. The term "formulation" thus re
fers to the physical mixture of medicinal and non-mcdicinal in
gredients administcred to the patient by mcans of the approved
drug. The term "medicinal ingredient", in tum, refers to the sub
stance in the formulation wbich, once administcred, is responsible
for the drug's desired effect in the body.
In Iight of the grcatcr specificity bcing brought to these con
cepts, these amendments repeal the existing definitions in section 2
of the PM(NOC) Regulations relating to the "medicine", and re
place thesc with definitions for "claim for the medicinal ingredi
ent'', "claim for the use of the medicinal ingredient" and "claim
for the formulation".
A definition for the first of these phrases is necessary to cnsure
that product-by-process patents continue to qualify for protection
under the regulations, and to confum that the same is true of pat
ents for biologie drugs. It also serves to clarify, in so far as small
molecule drugs are concerned, that patents claiming different
crystalline, amorphous, hydrated and solvated forms of the ap
proved medicinal ingrcdient (i.e. "polymorphs") arc cligible for
listing when submitted in relation to the NDS, but that different

chemical forms, such as salts and esters, are not. This accords
with Health Canada policy on what constitutes an "identical me
dicinal ingredient'' for the purposes of establishing pharmaceuti
cal equivalence under section C08.001. l of the Food and Drug
Regulations. None of these changes is intended to disturb prior
jurisprudence to the effect that patents claiming intermediates or
metabolites of the medicinal ingredient are ineligièle for listing.

Althougb the definition for "clairn for the use of the medicinal
ingredient" in these amendments is unchanged from the current
dcfinition for "claim for the use of the medicine", a point of clari
fication rcgarding the intention underlying this aspect of
the PM(NOC) Regulations is in order. It is aclmowledged that the
regulatory language ernployed in the health and safety context to
describc the use for which a medicinal ingredient in a drug is
sometimes at odds with the manner in which claims are drafted in
the many different kinds of so-called "use patents" which exist in
the pharmaceutical realm. Examples of the latter includc kit
claims, "Swiss-type" claims and daims for dosing regimcns.
However, the combined effect of the definition under this part and
the requirement that the claimed use be one described in the un
derlying NDS should be to limit the eligibility of use patents to
those which contain a clairn to an approved method of using the
medicinal ingredient, for an approved indication. This Iink should
be apparent from a comparison of the claims in the patent with
the relevant portions of the product monograph and labelling for
the approved drug.

Whereas the above descnbed amendments to section 4 are in
tended to clarify existing policy by reinforcing the link between
the subject matter of a patent and the content of the NDS, other
changes mark an expansion in that policy. In particular, the scope
of eligible subject matter is being broadened to include patents for
approved dosage forms.
When seized of the question, courts have consistently held that
the current language "claim for the medicine itself' in section 4 is
insufficient to support the listing of dosage form patents. How
ever, in light of representations from the innovative industry re
garding the significant therapeutic advantages afforded by nove!
dosage forms, the Government bas corne to the view that inven
tions in this area merit the speci� protection of the PM(NOC)
Regulations. This is particularly true where biologie drugs are
concerned, as effective administration of the medicinal ingredient
is often dependent on the development of new and innovative
delivery mechanisms. Amended section 4 thus contains new lan
guage necessary to implement this change, and a new definition
for the phrase "claim for the dosage fonn" has been added to sec
tion 2 in order to clarify the scope of protection this change is
intended to effect.
Although amended section 2 defines the phrase "daim for the
dosage form" in very general terms, in order to accommodate fu
ture advancements in this field, the intent is to provide protection
for the nove! delivery system by which the approved medicinal

mgredient, or a formulation containing that ingredient, is adminis
tered to the patient. Examples include controlled-release tablets
and capsules, implants and transdermal patches. As with other
eligfole subject rnatter, a dosage form patent must include a claim
to the specific dosage form described in the NDS (typically as
identified in the notification issued by the Minister pursuant to
paragraph C08.004(1s)(a)). In addition, it must contain a claim
that includes within its scope the approved medicinal ingrcdient
Tbis latter requirement is meant to ensure that a patent directed
solely to a device, such as an intravenous stand or a syringe, does
not meet the definition of "dosage form" and remains ineligible
for listing.

The amendments to section 4 also formally confinn the right to
list new patents on the basis of SNDS filings and introduce listing
requirements governing that right. Under these requirements, a
patent which had been applied for prior to the filing of an SNDS
may be submitted in relation to that SNDS provided the purpose
of the latter is to obtain approval for a change in use of the me
dicinal ingredient (i.e. a new method of use or new indication), a
change in formulation or a change in dosage forrn and the patent
contains a claim to the formulation, dosage form or use so
changed. This will protect and encourage legitimate and substan
tive incremental innovation of direct thcrapcutic application. New
patents claiming nove) physical forms of the approved mcdicinal
ingredient will not be eligible for listing in this manner.

In keeping with existing practice, the amendments to section 4
include a provision expressly allowing innovators to carry for
ward patent lists submitted in relation to a NDS by resubmitting
them in relation to a supplement to that NDS. A finding of ineli
gibility in respect of one patent on a patent list should not prevent
the carrying forward of the remaining patents on that list.
The amendments also eliminatc the unnecessary and somewhat
ambiguous distinction in current section 4 between an "existing"
patent list and an "amendment'' to such a list Under the amend
ments, each rime an innovator submits new patents to the Minister
these shall be considered as comprising a unique and stand alone
patent list. This will be the case regardless of which of subsec
tions 4(5) or 4(6) is relied upon in submitting the list and notwith
standing the presence of any preexissting patents on the register
for the same form of the drug described in the submission to
which the list relates.
Lastly, in order to minimize any market disruption and invest
ment uncertainty resulting from the above described changes to
section 4, the arnendments include a grandfathering provision
which provides that patents submitted for listing prior to June 17,
2006, the date of pre-publication in the Canada Gazette, Part I,
remain subject to the listing requirements as they were interpreted
and applied prior to that date.

Changes to the requirements governing when listedpatents must
be addressed

Under the amendments to section 5, a generic manufacturer
that files a submission or supplement for a NOC in respect of a
generic version of an innovative drug is only required to address
the patents on the register in respect of the innovative drug as of
that filing date. Patents added to the register thereafter will not
give rise to any such requirement The register will thus be "fro
zen" in respect of that generic manufacturer's regulatory submis
sion. Subsequent submissions originating from additional generic
manufacturers would each benefit from the sarne freezing mecha
nism, as of their respective dates of filing with the Minister. As a
corollary to this frozen register concept, generic manufacturers
will no longer be permitted to initiate the process for challenging
a patent under the PM(NOC) Regulations (i.e. through the service
of a notice of allegation - "NOA") until that same filing bas oc
curred. The combined effect of these two new raies will signifi
cantly curtail the incidence of repcat cases, whether due to multi
ple NOAs on the part of generic manufacturers or multiple patent
listings on the part of innovators.
Although freezing the register and eliminating early NOAs is
thought to be the most expedient solution to the problem of mul
tiple stays under the PM(NOC) Regulations, considerable confu
sion could result from the irnmediate application of these changes
to preexisting facts. The transitional rules accompanying the
amendments thus provide that, for those generic manufacturers
that have already filed a submission or supplement for a NOC in
respect of a generic version of an innovative drug with patents on
the register, the filing date for the purposes of amended section 5
is deemed to be the date the amendments corne into force.
While not a transitional matter, a similar deeming function will
apply to generic drug submissions filed under C.07.003. of the
Food and Drug Regulations, wbich escape the 6-year prohibition
on filing under concurrent amendments to the data protection
provisions in the Food and Drug Regulations. Wherc such a sub
mission is for a generic version of an innovative drug and that
innovative drug would otherwise beoefit from the new data pro
tection term, the filing date of the submission for the purposes of
section 5, if it is less than six years from the day on which the
first NOC was issucd in respect of the innovative drug, will be
deemed to be six years from that day.

The amendments also repeal subsection 5(1.1). Toat provision
was introsduced in 1999, when it became apparent that a generic
compaoy could avoid compliance with the PM( NOC) Regulations
by making an indirect comparison to an innovator's drug with
patents on the register. However, a subsequent ruling from the
Federal Court of Appeal established that the pre-existing trigger
ing provision, subsection 5(1), was sufficiently broad to capture
avoidance strategics founded on indirect rcliance8. Repeal of sub
section 5(1.l) is also consistent with the Supreme Court of
Canada's recent decision in the "Biolyse case"9, which confirmed
that the PM(NOC) Regulations do not apply to second and subse
quent entry drug submissions where the sponsor of the subrnission
1 Merck if Co. v. Nu-Pham, Inc. (2000), 5 C.P.R. (4th) 138
9 Bristol-Myen Squibb Co. v. Canada (Attorney General), 2005 SCC 26

is required by the Minister to conduct independent clinical studies
to establish the safety and efficacy of its product.
Notwithstanding the repeal of subsection 5(1.1), amended sec
tion 5 will continue to feature two triggering provisions, in order
to better mirror the structure of section 4. Subsection 5(1) will
apply to a generic manufacturer that files an initial submission for
a NOC for a generic version of an innovative drug. Subsec
tion 5(2) will apply whenever the manufacturer files a supplement
to that submission for a change in formulation, change in dosage
form or a change in use of the medicinal ingredient. Distinguish
ing between the two types of submissions in this manner should
also serve to accelerate the drug review process as the Minister
will no longer be required to verify each and every supplement
for compliance with the PM(NOC) Regulations.
lt should be noted that while amended subsection 5(1) is geared
towards abbreviated new drug submissions (ANDS), the provi
sion speaks only of a "submission for a notice of compliance".
The Jack of precision on this point is purposeful in order that
the PM(NOC) Regulations may catch "hybrid" or "paper" NDS
type submissions when approved on the basis of a direct or indi
rect comparison or reference to an innovative drug in substan
tially the same fashion as an ANDS. Similarly, despite the Su
preme Court's ruling in the Biolyse case, there is no mention of
"bioequivalence" in either of the new triggering provisions, as
the PM(NOC) Regulations are intended to apply equally to bio
logie drags which, unlike small molecule pharmaceuticals, some
times do not work through the bloodstream.
Amendments have. also been made to section 5 to clarify the
Government's intention with regard to the scope of protection
afforded by the PM(NOC) Regulations to "use patents". The re
vised language in subparagraphs S( l )(b)(iv) and (2)(b)(iv) makes
it clear that in determining whether an allegation of non
infringernent of a use patent is j ustified, the court should limit its
inquiry to whether acts of infrinsgement will occur by or at the
behest of the generic manufacturer. This will resolve conflicting
jurisprudence on this question 10 and facilitate the market entry of
generic drugs wbere the facts as assumed or proven indicate that
the manufacturer does not intend to market its product for the
patented use.
Finally, in striving to keep litigation to a minimum, amended
section 5 also imposes an obligation on the generic manufacturer
to retract an NOA in the event that the submission or supplement
to which it relates is either withdrawn by the Minister for non
compliance with the Food and Drug Regulations or cancelled by
the manufacturer. However, that obligation is subj ect to a grace
period of 90 days, in order to afford the sponsor of a submission
found to be non-compliant a reasonable opportunity to have that
finding overturned. Wbere a retracted NOA has already given rise
to prohibition proceedings, the innovator, upon being informed of
the retraction, is required to apply for a discontinuance of those
proceedings in a timely fashion.
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Sections 4 and 5 aside, tht: arnendments also include a provi
sion targetcd al innovatoi,; whu would seek to forestall generic
competirion by withdrawing the original form of the product from
the market in order to deprive generic manufacturers of an imme
diate Canadian Rcference Producl The provision in question
would require the Minister to delete any patents on the register in
respect of a drug which no longer has an active Drug Identifica
tion Number (DIN), thus resulting in the loss of protection under
the PM(NOC) Regularions for that drug. However, this provision
will not apply where the withdrawal of the DIN is duc to a change
in the manufacturer of the drug. As the reason for DIN with
drawal 1s not always immediately apparent, the Minister 's duty to
delete the patents is subject to a 90-day grace period. Reassiogn
ment of the DIN and resumption in the marketing of the drug by
the manufacturer will resull in the Minister re-listing earli er
deleted patents.
Last arnong the substantive changes proposed by these
amendments are refinements to the section 8 damages provision.
The first sucb change is to further specify the matters the court
may take into account when calculating the period of delay for
which an innovator may be beld liable under that section. The
second is to confinn that the Minister cannot be held hable for
any delay under that section. The tbird is to remove the word
"profits" from the provision prescribing the remedies available to
a generic manufacturer seeking compensation for any loss arising
from that delay.
On this last point, the Government is aware of a number of on
going section 8 cases in which it is argued that in order for tbis
provision to operate as a d.isincentive to improper use of
the PM(NOC) Regulations by innovative comparues, the term
"profits" in this context must be understood to mean an account
ing of the innovator's profits. Wbile reserving comment on the
proper interpretatioon of the term in these cases, whicb bave been
shielded from this change by transitional provisions, in ligbt of
the proposed tightening of the listing requirements under
amended section 4, and of the introduction of the frozen register
mechanism under amended section 5, the Government believes
that this line of argument should no longer be open to generic
companies that invoke section 8.
Finally, these amendments include a number of consequential
changes in wording or numbering to reflect the substantive modi
fications discussed above.

Alternatives
As previously noted, the Govemment proposed an alternative
set of amendments to those described above, whicb was pre
published in the Canada Gazette, Part I, on December 1 1 , 2004.
As will be explained below, the present proposais were conceived
in response to the extensive representations received from inter
ested parties following that ear!ier pre-publication.

Maintaining the status quo was not considered a viable option
given the current irnbalance in the PM(NOC) Regulations, as
explained above.
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As mentioned, these amendments are being promulgated
jointly with amendments to the data protection provisions in the
Food and Drug Regulations and, together, are designed to bring a
greater degree of stability and predictability to the pharmaceutical
marlcetplace by establishing a fumer upper and lower boundary to
the period during which innovative drugs enjoy market exclusiv
ity.
The amendments t o data protection will set the Iower bound
ary by prohibiting generic companies from seeking an NOC
until 6 years after the issuance of the NOC for the innovative drug
and will prohibit actual issuance of the NOC until 8 years after
that same date. Eligible innovative drugs (i.e. which contain a
new chemical entity - "NCE") will thus receive an intemationally
competitive, guaranteed minimum period of market exclusivity.
This is expected to have a minimal impact on the timing of ge
neric market since in the majority of cases data protection runs
concurrently and is eclipsed by the much longer term of protec
tion available under a patent (i.e. 20 years). The amendments to
the PM(NOC) Regulations will set the uppcr boundary by facili
tating the market entry of generic versions of innovative drugs
immediately following expiry of the relevant patents, as was
originally intended.

In the course of conceiving the amendments, the Govemment
conducted a retrospecti�e assessment of the regulatory proposais
for the period 1998 to 2002, and found that, with a data protection
terrn of 8 years, the impact of the amendments on health care
costs would have been very close to cost neutral. While it is not
possible to definitively forecast future costs versus savings under
the amended regimes, present trends suggest that the amendments
could result in a significant net savings to the health care system
in the ycars to corne. This is due to the declining trend in drugs
containing NCEs entering the market in the Iast few years and the
corrcsponding increase in emphasis by some innovative compa
nies on extending exclusivity over known best sellers through
strategic patenting bebaviour.
Consu/Jation

Pre-publication of the earlier proposed arnendments was fol
lowed by a 75-day period during which interestcd persons could
submit written reprcsentations to the sponsoring depa.rtments.
Industry Canada received representations on its proposed amend
ments from approximately 20 separate sources, including innova
tive and generic pharrnaceutical companies, their respective trade
associations, BIOTECanada, provincial govemments, members of
Parliament and consumer groups. Health Canada received a like
nurnber of subrnissions on its proposed arnendments to data pro
tection, from substantially the sarne sources. In addition, repre
sentatives from various quarters of bath the innovative and ge
neric pharmaceutical industries met witb officials from the two
departments on several occasions during the pre-publication pe
riod to elaborate orally on their written submissions.

vv nue me V!ews ot mctJ.vidual stakeholders reflected their own
unique perspective on the proposed amendments, some common
ground did emerge during the pre-publication period. Most sig
nificant in this regard was a shared inclination that the Govern
ment should consider an alternative mode! of amendments which
would sec the Canadian system aligned more closely with that of
the United States-(US). Although there appeared to be agreement
in principle on this point, stakeholders held varying views as to
the particular features of the US system thought to be worthy of
import. This can be attributed to an underlying divergence in
opinion between the innovative and generic pharmaceutical in
dustries as to the nature and scope of the multiple stay phenome
non the amendments should seek to redress.
From the generic industry's standpoint, multiple stays are a
concem only in so far as they arise from multiple patents being
listed sequentially over tirne by innovators, a practicc they con
sider ipso facto "abusive". Because the amendments would con
tinue to require a generic manufacturer to address patents listed
after the date of its drug submission, the industry contends that
abusive multiple stays will continue unabat.ed. In advocating con
vergence with the US system, the generic industry is primarily
scelang the adoption of the frozen register concept recently intro
duced in that country in response to similarly observed patent
listin� behaviour on the part of innovative drug companies
there .
While sources on the innovative side of the industry recognize
that the stated purpose of the amendments is to curb the occur
rence of multiple stays, they observe that many such stays are due
to the ability of generic manufacturers to serve multiple NOAs in
respect of the same patents, and not to the listing behaviour of
innovators. In their view, the former is the converse of the latter,
and no less abusive in nature. Accordingly, the inrtovative indus
try asserts that any consideration of a frozen register option must
also have regard for measures which would restrièt the circum
stances in which NOAs can be served upon them by generic
manufacturers. To this end, they call for the introduction of a US
style "no-filing" tmn of data protection which would proillbit a
generic manufacturer from seeking regulatory approval for an
equivalent version of an innovative drug until a certain number of
years after the latter's approval, during wbich time no NOAs
could be advanced by the generic.

Despite stakeholderss' competing emphasis on different aspects
of US law, there appeared· to be some degree of rapprochement
between the two sides of the industry on the merits of moving
toward a more US-style regime. In light of this and of the intense
resistance manifested by stakeholders toward the amendments
proposed on December 1 1 , 2004, Industry Canada and Health
Canada developed the framework for a US-style altemate set of
amcndmcnts to the PM(NOC) Regulations and to the Food and
Drug Regulations.
11
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A document describing the above framework was circulated to
industry stakeho lders for another round of informa! consultations
between July and September 2005. Further written representa
tions were received and further meetings were held between offi
ciais from bath departments and representatives from the innova
tive, generic and biotech sectors of the pharmaceutical industry.
Based on the outcorne of iliese informai consultations, the
Govemment is proceeding with the present set of amendments to
implement the no-filing data protection term sought by innovative
companies, coupled with the frozen register mechanism sought by
their generic counterpartse. Other, lesser measures are also pro
posed, mainly with view ta increased convergence with US law.
As before, these amendments are expected to bring a greater de
gree of stability and predictability to the intellectual property en
vironment for_ p)larmaceuticals.
Pre-publication of the present amendrnents in the Canada
Gazette, Part I, took place on June 17, 2006, and was followed by
a 30-day consultation period during which Industry Canada and
Health Canada received approxirnately thirty submissions, pre
dorninantly from the same industry stakeholders mentioned
above, but also from a number of Provincial govemmeent authori
ties responsible for either health care or economic development
portfolios. Whereas economic development authorities expressed
strong support for the amendments, and urged the Gove=ent ta
proceed swiftly ta final publication, bealth authorities requested
an extension in the consultation period in order ta allow for fed
eral-provincial dialogue and ta gain a better understandin& of the
impact of the amendrnents. ln response to that request, on Sep
tember 18, 2006, Health Canada and lndustry Canada officiais
hosted an information session on the amendrnents attended by
representatives of the Provincial and Territorial rninistries of
health.

In terrns of stakeholder reaction to the June 1 7 pre-publication,
the generic pharmaceutical industry endorsed the proposed
"freezing" of the patent register but maintained its view that the
amendments as a whole are weighted in favour of the innovative
industry. The generic industry' s key concems were with the pro
posed increase in the data protection from 5 to 8 years, the pro
posed de!etion of the term "profits" from the remedies provision
in section 8 and the proposai to expand the eligibility require
ments to allow for the listing of dosage form patents.

Reaction from the innovative industry was more equivocal,
with the majority of companies supportive of the proposed in
crease in data protection but a minority strongly opposed to the
proposed tightening of the patent eligibility requirements. As
regards the "profits" issue, innovators were pleased with its
proposed deletion, noting that there is no equivalent remedy un
der US law for a generic that has been delayed due to the opera
tion of the automatic stay. For its part, BIOTECanada urged the
Government to increase the proposed term of data protection
to 1 0 yean; for biologies, in light of the longer development rime
required to bring these products to market.

In addition to the above, each side of the industry expressed
concem with competing aspects of the transitional provisions and
bath expressed a desire for greatcr clarity around the meaning of
certain key terms sucb as "medicinal ingredient", "formulation"
and "dosage form'', although with diametrically opposed views as
ta how tbose terms should be defined A number of technical
adjustments to the amendments were made as a result of these
submissions but no substantive revisions. Stakeholders also
sought clarification on a number of lesser issues which have been
addressed through changes in wording ta the present impact·
analysis statement in order to better reflect the intent behind the
amendments.
As a final note, certain generic drug companies also argued
very forcefully that the Govemment should incorporate measures
in these amendments to address what tbey perceive as diminish
ing market incentives in their industry. More specifically, they
contend that innovators are increasingly entcring into licencing
arrangements witb willing generic companies (so-called "author
ized generics") in order to pre-empt genuine generic competitors
and retain market share past patent expiry. This practice, which is
aise said to be prevalent in the US, is currently being studied by
the US Federal Trade Commission. While the Government is of
the view that there is insufficient information on the impact of
this practice on market dynamics in the industry to support regu
latory action at this time, it will be examining this practice more
closely in response to these concerns.

Compliance and Enforcemoent

The courts and the Ministcr will continue to exercise jurisdic- .
tian over issues related to the administration of the PM(NOC)
Regulations.
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