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Statement on ARVs access for all

According to Thai prime minister (PM), Dr.Taksin Shinawatr, announcement to the global
community on the opening ceremony of the XV International AIDS Conference on July 11" 2004
that ‘Thailand will provide ARVs to all AIDS patients’ including the command to Government
Pharmaceutical Organization (GPO) to produce cheap ARVs and also requested all nations to follow
the lead. He furthermore secured the policy to treat IDUs as patients not criminals and to provide
safe syringes and needles for prevention of AIDS spreading.

Drug Study Group (DSG) and ally organizations urge Thai PM to urgently implement this policy
extensively and to treat the announcement seriously not as careless speech. Otherwise the PM will
receive condemn globally as a liar. Thailand will thus be still recognized as leader in providing ARVs
to all AIDS patients within the country as well as neighboring country.

Thai government has to ‘do’ and ‘don’t’ the following thing urgently.

1. To promulgate the compuilsory licensing of patented ARVs. This can be done without delay
since Thai patent law allows the government to do so for health problem solving purposes.
Efavirenz is particularly concern in order for Thai GPO to produce cheap new generic ARVs
apart from GPO-vir which is expected to be resisted after using for some years or allergic.
ARVs are all known to be used with all lifespan.

2. To amend current patent law on the section 46 and 51 in order to comply with TRIPs
agreement (paragraph 6 of doha declaration) which was adopted on August 30", 2003 to allow
country to produce all patented drugs in order to solve nation’s health probiems and export.
Canada has already implemented this clause in May 14", 2004.

3. Not to include intellectual property rights protection in health and drugs in the agenda for free
trade agreement (FTA) negotiation with the US or other countries. Details in the bilateral
negotiation on FTA from the US and developed countries namely TRIPs-plus cover beyond
multilateral TRIPS agreement. These create high price with patented essential drugs and are
burden to the poor. The TRIPs-Plus statement in FTA are:

3.1. The extension of patent life from 20 years to 25 years;

3.2. Introduce new market exclusivity via data exclusivity;

3.3. The limitation on compulsory licensing measure and parallel import blocks the right of
generic production

Drug Study Group (DSG)

Thai Network for People Living with HIV/AIDS (TNP*)
Thai NGO Coalition on AIDS (TNCA)

AIDS Access Foundation (ACCESS)

Foundation For Consumer (FFC)

Center for AIDS Rights (CAR)

FTA WATCH-Thai Citizen Sector

July 14™ 2004
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IMPLEMENTATION OF PARAGRAPH 6 OF THE DOHA DECLARATION ON
THE TRIPS AGREEMENT AND PUBLIC HEALTH

Decision of 30 August 2003°

The General Council,

Having regard to paragraphs 1, 3 and 4 of Article IX of the Marrakesh Agreement Establishing the
World Trade Organization ("the WTO Agreement");

Conducting the functions of the Ministerial Conference in the interval between meetings pursuant to
paragraph 2 of Article IV of the WTO Agreement;

Noting the Declaration on the TRIPS Agreement and Public Health (WT/MIN(01)/DEC/2) (the
"Declaration") and, in particular, the instruction of the Ministerial Conference to the Council for TRIPS
contained in paragraph 6 of the Declaration to find an expeditious solution to the problem of the difficulties that
WTO Members with insufficient or no manufacturing capacities in the pharmaceutical sector could face in
making effective use of compulsory licensing under the TRIPS Agreement and to report to the General Council

before the end of 2002;

Recognizing, where eligible importing Members seek to obtain supplies under the system set out in this
Decision, the importance of a rapid response to those needs consistent with the provisions of this Decision;

Noting that, in the light of the foregoing, exceptional circumstances exist justifying waivers from the
obligations set out in paragraphs (f) and (h) of Article 31 of the TRIPS Agreement with respect to
pharmaceutical products;

Decides as follows:
1. For the purposes of this Decision:

(a) "pharmaceutical product” means any patented product, or product manufactured through a
patented process, of the pharmaceutical sector needed to address the public health problems as
recognized in paragraph 1 of the Declaration. It is understood that active ingredients
necessary for its manufacture and diagnostic kits needed for its usc would be included';

(b) "eligible importing Member" means any least-developed country Member, and any other
Member that has made a notification® to the Council for TRIPS of its intention to use the
system as an importer, it being understood that a Member may notify at any time that it will
use the system in whole or in a limited way, for example only in the case of a national
emergency or other circumstances of extreme urgency or in cases of public non-commercial
use. It is noted that some Members will not use the system set out in this Decision as

* This Decision was adopted by the General Council in the light of a statement read out by the
Chairman, which can be found in JOB(03)/177. This statement will be reproduced in the minutes of the General
Council to be issued as WT/GC/M/82.

! This subparagraph is without prejudice to subparagraph 1(b).

2 It is understood that this notification does not need to be approved by a WTO body in order to use the
system set out in this Decision. '
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importing Members® and that some other Members have stated that, if they use the system, it
would be in no more than situations of national emergency or other circumstances of extreme

urgency;

"exporting Member" means a Member using the system set out in this Decision to produce
pharmaceutical products for, and export them to, an eligible importing Member.

2. The obligations of an exporting Member under Article 31(f) of the TRIPS Agreement shall be waived
with respect to the grant by it of a compulsory licence to the extent necessary for the purposes of production of a
pharmaceutical product(s) and its export to an eligible importing Member(s) in accordance with the terms set
out below in this paragraph:

(2)

(b)

the eligible importing Member(s)* has made a notification” to the Council for TRIPS, that:

1)
(i1)

(iii)

specifies the names and expected quantities of the product(s) needed’;

confirms that the eligible importing Member in question, other than a least-developed
country Member, has established that it has insufficient or no manufacturing
capacities in the pharmaceutical sector for the product(s) in question in one of the
ways set out in the Annex to this Decision; and

confirms that, where a pharmaceutical product is patented in its territory, it has
granted or intends to grant a compulsory licence in accordance with Article 31 of the
TRIPS Agreement and the provisions of this Decision®;

the compulsory licence issued by the exporting Member under this Decision shall contain the
following conditions:

®

(1)

(iii)

only the amount necessary to meet the needs of the eligible importing Member(s)
may be manufactured under the licence and the entirety of this production shall be
exported to the Member(s) which has notified its needs to the Council for TRIPS,;

products produced under the licence shall be clearly identified as being produced
under the system set out in this Decision through specific labelling or marking.
Suppliers should distinguish such products through special packaging and/or special
colouring/shaping of the products themselves, provided that such distinction is
feasible and does not have a significant impact on price; and

before shipment begins, the licensee shall post on a website’ the following
information:

the quantities being supplied to each destination as referred to in indent (i)
above; and

the distinguishing features of the product(s) referred to in indent (ii) above;

3 Australia, Austria, Belgium, Canada, Denmark, Finland, France, Germany, Greece, Iceland, Ireland,
Italy, Japan, Luxembourg, the Netherlands, New Zealand, Norway, Portugal, Spain, Sweden, Switzerland, the
United Kingdom and the United States.

* Joint notifications providing the information required under this subparagraph may be made by the
regional organizations referred to in paragraph 6 of this Decision on behalf of eligible 1mp0rtmg Members using
the system that are parties to them, with the agreement of those parties.

3 The notification will be made available publicly by the WTO Secretariat through a page on the WTO
website dedicated to this Decision.

® This subparagraph is without prejudice to Article 66.1 of the TRIPS Agreement.

” The licensee may use for this purpose its own website or, with the assistance of the WTO Secretariat,

the page on the WTO website dedicated to this Decision.
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(c) the exporting Member shall notify® the Council for TRIPS of the grant of the licence,
including the conditions attached to it” The information provided shall include the name and
address of the licensee, the product(s) for which the licence has been granted, the quantity(ies)
for which it has been granted, the country(ies) to which the product(s) is (are) to be supplied
and the duration of the licence. The notification shall also indicate the address of the website

referred to in subparagraph (b)(iii) above.

3. Where a compulsory licence is granted by an exporting Member under the system set out in this
Decision, adequate remuneration pursuant to Article 31(h) of the TRIPS Agreement shall be paid in that
Member taking into account the economic value to the importing Member of the use that has been authorized in
the exporting Member. Where a compulsory licence is granted for the same products in the eligible importing
Member, the obligation of that Member under Article 31(h) shall be waived in respect of those products for
which remuneration in accordance with the first sentence of this paragraph is paid in the exporting Member.

4. In order to ensure that the products imported under the system set out in this Decision are used for the
public health purposes underlying their importation, eligible importing Members shall take reasonable measures
within their means, proportionate to their administrative capacities and to the risk of trade diversion to prevent
re-exportation of the products that have actually been imported into their territories under the system. In the
event that an eligible importing Member that is a developing country Member or a least-developed country
Member experiences difficulty in implementing this provision, developed country Members shall provide, on
request and on mutually agreed terms and conditions, technical and financial cooperation in order to facilitate its

implementation.

5. Members shall ensure the availability of effective legal means to prevent the importation into, and sale
in, their territories of products produced under the system set out in this Decision and diverted to their markets
inconsistently with its provisions, using the means already required to be available under the TRIPS Agreement.
If any Member considers that such measures are proving insufficient for this purpose, the matter may be
reviewed in the Council for TRIPS at the request of that Member.

6. With a view to harnessing economies of scale for the purposes of enhancing purchasing power for, and
facilitating the local production of, pharmaceutical products:

(1) where a developing or least-developed country WTO Member is a party to a regional trade
agreement within the meaning of Article XXIV of the GATT 1994 and the Decision of 28
November 1979 on Differential and More Favourable Treatment Reciprocity and Fuller
Participation of Developing Countries (L/4903), at least half of the current membership of
which is made up of countries presently on the United Nations list of least-developed
countries, the obligation of that Member under Article 31(f) of the TRIPS Agreement shall be
waived to the extent necessary to enable a pharmaceutical product produced or imported under
a compulsory licence in that Member to be exported to the markets of those other developing
or least-developed country parties to the regional trade agreement that share the health
problem in question. It is understood that this will not prejudice the territorial nature of the

patent rights in question;

(i1) it is recognized that the development of systems providing for the grant of regional patents to
be applicable in the above Members should be promoted. To this end, developed country
Members undertake to provide technical cooperation in accordance with Article 67 of the
TRIPS Agreement, including in conjunction with other relevant intergovernmental

organizations.

7. Members recognize the desirability of promoting the transfer of technology and capacity building in
the pharmaceutical sector in order to overcome the problem identified in paragraph 6 of the Declaration. To this
end, eligible importing Members and exporting Members are encouraged to use the system set out in this
Decision in a way which would promote this objective. Members undertake to cooperate in paying special

¥ It is understood that this notification does not need to be approved by a WTO body in order to use the

system set out in this Decision.
° The notification will be made available publicly by the WTO Secretariat through a page on the WTO

website dedicated to this Decision.
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attention to the transfer of technology and capacity building in the pharmaceutical sector in the work to be
undertaken pursuant to Article 66.2 of the TRIPS Agreement, paragraph 7 of the Declaration and any other
relevant work of the Council for TRIPS.

8. The Council for TRIPS shall review annually the functioning of the system set out in this Decision with
a view to ensuring its effective operation and shall annually report on its operation to the General Council. This
review shall be deemed to fulfil the review requirements of Article 1X:4 of the WTO Agreement.

9. This Decision is without prejudice to the rights, obligations and flexibilities that Members have under
the provisions of the TRIPS Agreement other than paragraphs (f) and (h) of Article 31, including those
reaffirmed by the Declaration, and to their interpretation. It is also without prejudice to the extent to which
pharmaceutical products produced under a compulsory licence can be exported under the present provisions of
Article 31(f) of the TRIPS Agreement.

10. Members shall not challenge any measures taken in conformity with the provisions of the waivers
contained in this Decision under subparagraphs 1(b) and 1(c) of Article XXIII of GATT 1994.

11. This Decision, including the waivers granted in it, shall terminate for each Member on the date on
which an amendment to the TRIPS Agreement replacing its provisions takes effect for that Member. The
TRIPS Council shall initiate by the end of 2003 work on the preparation of such an amendment with a view to
its adoption within six months, on the understanding that the amendment will be based, where appropriate, on
this Decision and on the further understanding that it will not be part of the negotiations referred to in paragraph
45 of the Doha Ministerial Declaration (WT/MIN(01)/DEC/1).

ANNEX

Assessment of Manufacturing Capacities in the Pharmaceutical Sector

Least-developed country Members are deemed to have insufficient or no manufacturing capacities in
the pharmaceutical sector.

For other eligible importing Members insufficient or no manufacturing capacities for the product(s) in
question may be established in either of the following ways:

(1) the Member in question has established that it has no manufacturing capacity in the
pharmaceutical sector;

OR

(11) where the Member has some manufacturing capacity in this sector, it has examined this
capacity and found that, excluding any capacity owned or controlled by the patent owner, it is
currently insufficient for the purposes of meeting its needs. When it is established that such
capacity has become sufficient to meet the Member's needs, the system shall no longer apply.
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RECOMMENDATION

Her Excellency the Govemnor General recommends to the House of
Commons the appropriation of public revenue under the circumstances, in
the manner and for the purposes set out in a measure entitled “An Act to amend
the Patent Act and the Food and Drugs Act".

SUMMARY

This enactment amends the Patent Act and the Food and Drugs Act to
facilitate access to pharmaceutical products to address public health problems
afflicting many developing and least-developed countries, especially those
resulting from HIV/AIDS, tuberculosis, malaria and other epidemics.

All parliamentary publications are available on the
Parliamentary Internet Parlementaire
at the following address:
http://www.parl.gc.ca

RECOMMANDATION

Son Excellence la gouverneure générale recommande & la Chambre des
communes ["affectation de deniers publics dans les circonstances, de la maniére
et aux fins prévues dans une mesure intitulée « Loi modifiant la Loi sur les
brevets et la Loi sur les aliments et drogues ».

SOMMAIRE

Le texte modifie la Loi sur les brevets et la Loi sur les aliments et drogues
afin de faciliter I’accés aux produits pharmaceutiques nécessaires pour remédier
aux problémes de santé publique touchant de nombreux pays en voic de
développement et pays les moins avancés, en particulier ceux résultant du
VIH/SIDA, de la tuberculose, du paludisme et d'autres épidémies.

Toutes les publications parlementaires sont disponibles sur le
réseau électronique « Parliamentary Interaet Parlementaire »
a |'adresse suivante :
http:/'www.parl.gc.ca
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HOUSE OF COMMONS OF CANADA

BILL C-9

An Act 1o amend the Patent Act and the Food
and Drugs Act (The Jean Coréuen Pledge
to Africa)

Her Majestv. by and wtth the advice and
consent of the Senate and House of Commons
of Cznada, enacts as follows:

PATENT ACT

1. The Patent Acr is amended by adding the
following after section 21:

USE OF PATENTS FOR INTERNATIONAL
HUMANITARIAN PURPOSES TO ADDRESS
PUBLIC HEALTH PROBLEMS

21.01 The purpose of sections 21.02 to 21.2
is to give effect to Canada’s and Jean Chrétien’s
pledge to Africa by facilitating access to
pharmaceutical products to address public

39 sesston. 37° Iegislature,

32-33 Ehzabeth 11 2004

CHAMBRE DES COMMUNES DU CANADA

PROJET DE LOI C-9

Loi modifiant la Loi sur les brevets et la Loi sur
les aliments et drogues (engagement de
Jean Chrétien envers I'Afrique)

Sa Majesté. sur I’avis et avec le consentement
du Seénat et de la Chambre des communeas du
Canada, édicte :

LOI SUR LES BREVETS

1. La Loi sur les brevers est modifiée par

5 adjonction, apreés I'article 21, de ce qui suit :

USAGE DE BREVETS A DES FINS
HUMANITAIRES INTERNATIONALES EN \'UE DE
REMEDIER AUX PROBLEMES DE SANTE
PUBLIQUE

21.01 Les articles 21.02 a 21.2 ont pour objet
de donner effet a 'engagement du Canada et de
Jean Chrétien envers 1'Afrique en facilitant
’acceés aux produits pharmaceutiques nécessai-

health problems afflicting many developing 10 res pour remédier aux problémes de santé

and least-developed countries, especially those
resulting from HIV/AIDS, tuberculosis, malaria
and other epidemics.

21.02 The definitions in this section apply in
this section and in sections 21.03 to 21.19.
“authorization™ means an authorization granted

under subsection 21.04(1), and includes an

authorization renewed under subsection

21.12(1).

publique touchant de nombreux pays en voie
de développement et pays les moins avancés, en
particulier ceux résultant du VIH/SIDA, de la
tuberculose, du paludisme et d’autres épidé-
mies.

21.02 Les définitions qui suivent s’appliquent

15 au présent article et aux articles 21.03 & 21.19.

« Accord sur les ADPIC» L'Accord sur les
aspects des droits de propriété intellectuelle

15

L.R..ch.P4

Objet

Définitions

« Accord sur les

ADPIC »
“TRIPS

qui touchent au commerce, figurant & 20 Agreemen

I’annexe 1C de I’'Accord instituant 1’Organi-
sation mondiale du commerce signé 2
Marrakech le 15 avril 1994.
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“General “General Council” means the General Council  « autorisation » Autorisation accordée en vertu « autorisation »
E"c",f’,f::,, of the WTO established by paragraph 2 of du paragraphe 21.04(1) ou renouvelée en  “horization
général » Atrticle IV of the Agreement Establishing the vertu du paragraphe 21.12(1).

World Trade Organization, signed at Marra- Conseil des ADPIC » Le conseil visé dans  «Conseil des

kesh on April 15, 1994. 5 I’Accord sur les ADPIC. S e
;Go:::?l G:;l ::l gou:;u I():occxs:;ln ;n:ans thc;(i)ec;s(;g; «Conseil général» Le Conseil général de  «Consei
Decision” ¢ Gen mngl. Of AMEUst 20, I’'OMC créé par le paragraphe 2 de l'article ~ 2nél»

‘(‘::éf"{"o" du ‘respecting Article 31 of the TRIPS Agree-

nseil . . 3 .

général » ment, including the interpretation of that
decision in the General Council Chairper-10

son’s statement of that date.
“patented “patented product” means a product the making,

prodee constructing, using or selling of which in

prod ;

breveté » Canada would infringe a patent in the
absence of the consent of the patentee. 15

‘hh;nniceutical “pharmaceutical product” means any patented

ﬁ';,:;,:,-, product listed in Schedule 1 in, if applicable,

Z":::aceu- the dosage form, the strength and the route of

’ administration specified in that Schedule in
relation to the product. 2

“TRIPS “TRIPS Agreement” means the Agreement on

e s Trade-Related Aspects of Intellectual Prop-

ADPIC » erty Rights, being Annex 1C of the Agree-
ment Establishing the World Trade
Organization, signed at Marrakesh on April 25
15, 1994.

“TRIPS “TRIPS Council” means the council referred to

o s in the TRIPS Agreement.

ADPIC »

“WTO" “WTO” means the World Trade Organization

«OMC» established by Article I of the Agreement 30
Establishing the World Trade Organization,
signed at Marrakesh on April 15, 1994.

Amending 21.03 (1) The Governor in Council may, by

Schedules

order,

(a) on the recommendation of the Minister 35
and the Minister of Health, amend Schedule 1

(i) by adding the name of any patented
product that may be used to address public
health problems afflicting many develop-
ing and least-developed countries, espe-40
cially those resulting from HIV/AIDS,
tuberculosis, malaria and other epidemics
and, if the Governor in Council considers it
appropriate to do so, by adding one or
more of the following in respect of the 45
patented product, namely, a dosage form, a
strength and a route of administration, and

IV de I’Accord instituant I’'Organisation  Council®

mondiale du commerce, signé a Marrakech

le 15 avril 1994. 10
«décision du Conseil général » La décision  «décision du
rendue le 30 2ot 2003 par le Conseil général %,

a I’égard de I'article 31 de I’Accord sur les  “General

Council

ADPIC, y compris ’interprétation donnée de  pecision”

celle-ci dans la déclaration de son président 15

faite le méme ionr.

« OMC » L'Organisation mondiale du com-

merce constituée par I’article I de I’Accord
instituant 1’Organisation mondiale du com-
merce, signé a Marrakech le 15 avril 1994. 20

« produit breveté » Produit dont la fabrication,

la construction, I’exploitation ou la vente au

«OMC »
“wTO"

« produit
breveté »
“patented

Canada sans le consentement du breveté  product

constituerait une contrefagon.

figurant a I’annexe 1, dans la forme posolo-
gique et selon la concentration et la voie
d’administration indiquées, le cas échéant.

21.03 (1) Le gouverneur en conseil peut, par

décret : 30

a) sur recommandation du ministre et du
ministre de la Santé, modifier ’annexe 1 :

(i) par adjonction du nom d’un produit
breveté pouvant étre utilisé pour remédier a
des prcblémes de santé publique touchant 35
de nombreux pays en voie de développe-
ment et pays les moins avancés, en
particulier ceux résultant du VIH/SIDA,
de la tuberculose, du paludisme et d’autres
épidémies, et de la mention de la forme 40
posologique, d¢ la concentration ou de la
voie d’administration du produit, s'il le
juge indiqué,

« produit pharmaceutique » Produit breveté 25 «produit

pbamaceuti-
que »
“pharmaceutical
product”

Modification des
annexes
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(i) by removing any entry listed in it:

(b) on the recommendation of the Minister o7
Foreign Affairs, the Minister for Intenationa!
Trade and the Minister for International
Cooperation, amend Schedule 2 by adding 3
the name of any country reccgnized by the
United Nations as being a least-developed
country that has,

(1) if it 1s a WTO Member. provided the
TRIPS Council with a notice in writing 10
stating that the country intends to impo:t.
in accordance with the General Counci!
Decision, pharmaceutical products, as de-
fined in paragraph 1(a) of that decision.
and I
(@i1) if 1t 1s not a WTO Member, provided
the Government of Canada with a notice i
writing through diplomatic channels stat-
ing that the country intends to impon
pharmaceutical products, as defined in 20
paragraph 1(a) of the General Councii
Decision, that it agrees that those products
will not be used for commercial purposss
and that it undertakes to adopt the
measures referred to in Artcle 4 of tha: 25
decision;
(c) on the recommendation of the Minister of
Foreign Affairs, the Minister for Internationa!
Trade and the Minister for International
Cooperation, amend Schedule 3 by adding 30
the name of any WTO Member not listed in
Schedule 2 that bas provided the TRIPS
Council with a notice in writing stating that
the WTO Member intends to import, in
accordance with the General Council Deci- 35
sion, pharmaceutical products, as defined in
paragraph 1(a) of that decision; and

(d) on the recommendation of the Minister of
Foreign Affairs, the Minister for International
Trade and the Minister for International 40
Cooperation, amend Schedule 4 by adding
the name of

(i) any WTO Member not listed in
Schedule 2 or 3 that has provided the
TRIPS Council with a notice in writing 45
stating that the WTO Member intends to
import, in accordance with the General

¥

(it par suppression du nom d'un produit
bravaiz ou d'unz mention v Digurant:
b) sur recommandation du ministre des
Afiaires étrangeres. du ministre du Com-
merce internation2l et du munistre de la
Coopsrartion internztionale, moditter I'annexe
2, par adjonction Gt nom de tout pays qui,
étant un pays moins avancé selor: les Nations
Unies. 2 transmis :
(1) £'11 est membrs de ’OMC. au Conseil
es ADPIC un avis écrit de sor intention
d’importer, conformément & a2 décision du
Consaii général. 25 produits pharmaceuti-
quas au sens 2 l'alinéa la) de. cette
decision. 15

w

—

0

() s'1l n’est pas membre dz 'OMC, au
gouvernement Ju Canada. par la voie
dipiomatique, ur: avis écrit d2 son intention
d'importer des produits pharmaceutiques
au s2ns de I'alinz la) de Iz décision du 20
Conszil général. cans leque! i sengage a
ne pas utiliser lzs produits & des fins
corumarciales e: 2 prendre las mesures
viséas & Iarticle = de ceite dicision;

1o
W

c) sur recommandcation du ministre des
Affaires étrangéres. du ministrz du Com-
merce international et du ministre de la
Coopzration internationale, modiiier I'annexe
3, par adjonction du nom de toui membre de
I’OMC ne figuran: pas a I'annexe 2 qui a 30
transmis au Consei! des ADPIC un avis écrit
de son intention d importer, conformément a
la décision du Conseil général. des produits
pharmaceutiques au sens de I’alinéa la) de
cette décision; 35
d) sur recommandation du ministre des
Affaires éwangéres, du minisre du Com-
merce international et du ministre de la
Coopération internationale, modifier I’annexe
4, par adjonction : 40
(i) du nom de tout membre de I'OMC ne
figurant pas & l'annexe 2 ou 3 qui a
transmis au Conseil des ADPIC un avis
écrit de son intention d’importer, confor-
mément a la décision du Conseil général, 45
des produits pharmaceutiques au sens de
I’alinéa la) de cene décision,

')
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Council Decision, pharmaceutical prod- (ii) du nom de tout pays non-membre de
ucts, as defined in paragraph 1(a) of that I'OMC qui figure sur la liste des pays
decision, or admissibles a 1’aide publique au dévelop-
(ii) any country that is not a WTO Member pement 'établie par I'Organisation de
and that is named on the Organization for 5 coopération et de développement écono- 5
Economic Co-operation and Develop- miques, 4 la condition qu'il ait transmis a
ment’s list of countries that are eligible gouvernement du Canada, par la voie
for official development assistance and that diplomatique, un avis écrit dans lequel il :
has provided the Government of Canada (A) confirme qu’il fait face a une
with a notice in writing through diplomatic 10 situation d’urgence nationale ou & d’au- 10
channels tres circonstances d’extréme urgence,

(A) stating that it is.faced with a national (B) précise le nom et la quantit¢ du

emergency or other circumstances of produit pharmaceutique, au sens de

extreme urgency, I’alinéa 1a) de la décision du Conseil

(B) specifying the name of the pharma- 15 général, dont il a besoin pour y faire 15

ceutical product, as defined in paragraph face,

1(a) of the General Councii Decision, (C) confirme qu’il n’a pas la capacité de

and the quantity of that product, needed fabrication du produit pharmaceutique

by the country to deal with the emer- ou que cette capacité est insuffisante,

gency or other urgency, 20 (D) s’engage a ne pas utiliser le produit 20

(C) stating that it has no, or insufficient, a des fins commerciales et a prendre les

pharmaceutical capacity to manufacture mesures visées a l'article 4 de cette

that product, and décision.

(D) stating that it agrees that that product

will not be used for commercial pur-25

poses and that it undertakes to adopt the

measures referred to in Article 4 of the

General Council Decision.
Restriction — (2) The Govemnor in Council may not add to (2) Le gouvemneur en conseil ne peut ajouter @ Réserve —
Rl 8 Schedule 3 the name of any WTO Member that 30 1’annexe 3 le nom d’un membre de I'OMC qui a 25 ¢ 3

avisé le Conseil des ADPIC de son intention de
n’importcr, conformément a la décision du

has notified the TRIPS Council that it will
import, in accordance with the General Council
Decision, pharmaceutical products, as defined  Conseil général, des produits pharmaceutiques,
in paragraph 1(a) of that decision, only if faced  au sens de I’alinéa 1a) de cette décision, que s’il
with a national emergency or other circum- 35 fait face a une situation d’urgence nationale ou a 30

stances of extreme urgency. d’autres circonstances d’extréme urgence.

Suppression —

(3) Sur recommandation du ministre des
annexes 2, 3 et 4

(3) The Governor in Council may, by order,
on the recommendation of the Minister of  Affaires étrangéres, du ministre du Commerce
Foreign Affairs, the Minister for International  international et du ministre de la Coopération
Trade and the Minister for International Co- 40 internationale, le gouverneur en conseil peut, 35
operation, amend any of Schedules 2 to 4 to  par décret, supprimer de I’annexe 2, 3 ou 4 le
remove the name of any country or WTO nom d’un pays ou d’'un membre de ’'OMC si :
Member if a) dans le cas de I’annexe 2, le pays ou le

(a) in the case of a country or WTO Member membre de ’'OMC n’est plus, selon les

listed in Schedule 2, the country or WTO45 Nations Unies, un pays moins avancé ou, 40

Member has ceased to be recognized by the s’il n’est pas membre de I'OMC, le pays a

United Nations as being a least-developed permis que tout produit importé au titre d'une

country or, in the case of a country that is not

Removal from
Schedules 2 to 4



2004

Brevers et Aliments er drogues

a WTO Member, the country has permitted
any product imported into that country under
an authorization to be used for commercial
purposes or has failed to adopt the measures
referred to in Article 4 of the General Council
Decision;

(b) in the case of a WTO Member hstad in

Schedule 3, the WTO; Member has notified
the TRIPS Council that it will import. in .

h

accordance with the General Council Dzci- 10

sion, pharmaceutical products, as definad in
paragraph 1(a) of that decision, only if faced
with a national emergency or other circum-
stances of extreme urgency;

(c) in the case of a2 WTO Member listad in 15

Schedule 4, the WTO Member has revoked
any notification it has given to the TRIPS
Council that it will import pharmaceutical
products, as defined in paragraph 1(a} of the

General Council Decision, only if faced with 20

a national emergency or other circumstances
of extreme urgency;

(d) in the case of a country listed in Schedule
4 that is not a WTO Member,

(i) the name of the country is no longsr on 25

the Organization for Economic Co-opara-
tion and Development’s list of countmes
that are eligible for official development
assistance,

(i1) the country no longer faces a national 30

emergency or other circumstances of ex-
treme urgency,

(iii) the country has permitted any product
imported into that country under an

authorization to be used for commercial 35

purposes, or
(iv) the country has failed to adopt the
measures referred to in Article 4 of the
General Council Decision;

(e) in the case of any country or WTO 40

Member listed in Schedule 3 or 4, the country
or WTO Member has become recognized by
the United Nations as a least-developed
country; and

() in the case of any country or WTO45

Member listed in any of Schedules 2 to 4, the
country has notified the Govemnment of
Canada, or the WTO Member has notified

autorisation soit utilisé a dzs fins commercia-
les ou n'a pas pris les mesures visées a
I"article 4 de la décision du Conseil général;

b) dans le cas de I'annexe 3, le membre de
I'OMC a avisé le Conseil des ADPIC de son
intention de n’importer des produits pharma-
ceutiques. au sens de l'alinéa la) de la
décision du Conseil général et conformément
a celle-ci. que s’il fait face a une situation
d’urgence nationale ou & d’autres circons- 10
tances d’extréme urgence;

¢) dans le cas de I’annexe 4, le membre de
I'OMC a révoqué I’avis donné au Conseil des
ADPIC, selon lequel il a D’intention de
n’importer des produits pharmaceutiques au 15
sens de I'alinéa 1a) de la décision du Conseil
général que s’il fait face a une situation
d’urgence nationale ou a d’autres circons-
1ances d’extréme urgence;

9]

d) dans le cas de I’annexe 4, le pays non-
membre de I’OMC, selon le cas :

(1) ne figure plus sur la liste des pays
admissibles a I’aide publique au dévelop-
pement établie par 1'Organisation de
coopération et de développement écono- 25
miques,
(ii) ne fait plus face a une situation
d’urgence nationale ou a d’autres circon-
stances d’extréme urgence,
(iif) a permis que tout produit importé au 30
tire d’une autorisation soit utilisé a des
fins commerciales,
(iv) n’a pas pris les mesures visées a
I'article 4 de la décision du Conseil
général; 35
e) dans le cas de I’annexe 3 ou 4, le pays ou
le membre de I’'OMC est devenu un pays
moins avancé selon les Nations Unies;

/) dans le cas de I’annexe 2, 3 ou 4, le pays a
avisé le gouvermnement du Canada, ou le 40
membre de ’'OMC a avisé le Conseil des
ADPIC, de son intention de ne pas importer
de produits pharmaceutiques au sens de
I’alinéa 1a) de la décision du Conseil général. -
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Patent and

the TRIPS Council, that it will not import
pharmaceutical products, as defined in para-
graph 1(a) of the General Council Decision.
(4) An order under this section shall be made
in a timely manner. )
21.04 (1) Subject to subsection (3), the
Commissioner shall, on the application of any

person and on the payment of the prescribed fee,
authorize the person to make, construct and use

Food and Drugs 52-53 ELIz.

(4) Tout décret visé au présent article doit étre  Cétérié
5 pris au moment opportun.
21.04 (1) Sous réserve du paragraphe (3) et Autorisation

du paiement des taxes réglementaires, le
commissaire autorise quiconque en fait la 5
demande a utiliser, fabriquer et construire

a patented invention solely for purposes directly 10 I'invention brevetée, pourvu que ce soit dans
related to the manufacture of the pharmaceutical ~ un but directement lié 4 la fabrication du produit
product named in the application and to sell it  pharmaceutique mentionné dans la demande, et

for export to a country or WTO Member that is
listed i~ any of Schedules 2 to 4 and that is
named in the application.

(2) The application must be in the prescribed
form and set out

(a) the name of the pharmaceutical product to
be manufactured and sold for export under
the authorization;

(b) prescribed information in respect of the
version of the pharmaceutical product to be
manufactured and sold for export under the
authorization;

(c) the maximum quantity of the pharmaceu-
tical product to be manufactured and sold for
export under the authorization;

(d) for each patented invention to which the
application relates, the name of the patentee
of the invention and the number, as recorded
in the Patent Office, of the patent issued in
respect of that invention;

(e) the name of the country or WTO Member
to which the pharmaceutical product is to be
exported;

(f) the name of the governmental person or
entity, or the person or entity permitted by the
government of the importing country, to
which the product is to be sold, and
prescribed information, if any, conceming
that person or entity; and

(g) any other information that may be
prescribed.

(3) The Commissioner shall authorize the use
of the patented invention only if

a vendre celui-ci aux fins d’exportation vers le 10
pays ou le membre de 'OMC mentionné dans

15 celleci dont le nom figure a I’'une des annexes
2,3 0u4.

(2) La demande doit étre en la forme
réglementaire et contenir les renseignements 15
suivants :

a) le nom du produit pharmaceutique qui sera

20 fabriqué et vendu aux fins d’exportation au
titre de 1’autorisation;

Demande

b) les renseignements réglementaires concer- 20
nant la version du produit pharmaceutique en
cause;
25 c¢) la quantité maximale prévue;
d) en ce qui touche toute invention brevetée
visée par la demande, le nom du breveté et le 25
numéro d’enregistrement du brevet au Bureau
des brevets;

30 e) le nom du pays ou du membre de ’'OMC

vers lequel le produit sera exporté;

/) le nom du représentant du gouvernement 30
ou de l'entitt gouvernementale, ou de la
personne ou de [’entité permise par le
gouvernement du pays importateur, & qui le
produit sera vendu et tout autre renseigne-
ment éventuellement prévu par réglement a 35
son egard;

35

g) tout autre renseignement éventuellement

40 prévu par réglement.

(3) L'usage de I'invention brevetée ne peut  Conditions
45 étre autorisé par le commissaire que si les 40 f.:u;m"“-”ifon

conditicns suivantes sont remplies :
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(a) the applicant has complied with the
prescribed requirements, if anv:

(b) the Minister of Health has notified the
Commissioner that the version of the phar-
maceutical product that is named in the
application meets the requirements of the
Food and Drugs A4ct and its regulations.

including the requirements under those reg-

ulations relating to the marking. embossing,

labelling and packaging that identifv that 10

version of the product as having been
manufactured
(i) in Canada as permitted by the General
Council Decision, and

(i1) in a manner that distinguishes it from 13

the version of the pharmacezutical product
sold in Canada by, or with the consent of,
the patentee or patentees, as the case may
be;

(c) the applicant provides ths Commissioner 20

with a solemn or statutory daclaration in the
prescribed form stating that the applicant had,
at least thirty days before filing the applica-
tion,

(i) sought from the patentzz or, if there is 25

more than one, from each of the patentees,
by certified or registered mail, a licence to
manufacture and sell the pharmaceutical
product for export to the country or WTO

Member named in the application on30

reasonable terms and conditions and that
such efforts have not been successful, and
(ii) provided the patentee, or each of the
patentees, as the case may be, by certified

or registered mail, in the written request for 35

a licence, with the information that is in all
material respects identical to the informa-
tion referred to in paragraphs (2)(a) to (g);
and

(d) the applicant also provides the Commis- 40

sioner with

(i) if the application relates to a WTO
Member listed in Schedule 2, a cenified
copy of the notice in writing that the WTO

Member has provided to the TRIPS45

Council specifying the name of the phar-
maceutical product, as defined in para-

a) le demandeur s’est conformé aux even-
elles exigences réglementaires;

b) le ministre de la Santé a nourné au
commissaire le fait que la version du produit
pharmaceutique mentionnée dans la demande
sat'sfait aux exigences de la Loi sur les
aliments et drogues et de ses réglements,
notamment aux exigences réglementaires en
matiére de marquage, d’estampage, d etique-
tage et d'emballage qui indiquent qus certe
version du produit :

(1) est fabriquée au Canada au tire de la

décision du Conseil général,

(i1) est différente de la version du produit

pharmaceutique vendue au Canada par tout

breveté ou avec son accord;

¢) le demandeur a fourni au commissaire une
déclaration solennelle, en la forme régizmen-
taire, selon laquelle, au moins trente jours
avant le dépot de la demande, il a :

(i) tenté d’obtenir une licence du breveté
— ou de chacun des brevetés — par
courrier certifié ou recommandé en vus: de
fabriquer et de vendre aux fins d’exporta-
tion le produit au pays ou au membrz de
I’OMC mentionré dans la demande. =i ce 4
des conditions raisonnables et sans succés,
(ii) fourni au breveté — ou a chacun des
brevetés — par courrier certifié ou recom-
mandé. dans cette demande de licence, des
renseignements qui sont, a tous égards
importants, identiques a ceux énumérés
aux alinéas (2)a) a g);

d) le demandeur a également fourni au

commissaire :
(i) dans le cas d’'une demande concemnant
un membre de I'OMC visé a I'annexe 2,
d’une part, une copie certifiée de 1'avis
écrit transmis au Conseil des ADPIC dans

W

W

25

30

35

lequel le membre précise le nom et la 40

quantité du produit pharmaceutique, au
sens de l'alinéa 1a) de la décision du
Conseil général, dont il a besoin et, d’autre
part :

(A) soit une déclaration solennelle, en la 45

forme réglementaire, dans laquelle lui-
méme affirme que le produit mentionné

~
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graph 1(a) of the General Council Deci-
sion, and the quantity of that product,
needed by the WTO Member, and

(A) a solemn or statutory declaration in
the prescribed form by the person filing 5
the application stating that the product to
which the application relates is the
product specified in the notice and that
the product is not patented in that WTO
Member, or 10

(B) a solemn or statutory declaration in
the prescribed form by the person filing
the application stating that the product to
which the application relates is the
product specified in the notice and a5
certified copy of the notice in writing
that the WTO Member has provided to
the TRIPS Council confirming that the
WTO Member has, in accordance with
Article 31 of the TRIPS Agreement and 20
the provisions of the General Council
Decision, granted or intends to grant a
compulsory licence to use the invention
pertaining to the product,
(ii) if the application relates to a country 25
listed in Schedule 2 that is not a WTO
Member, a certified copy of the notice in
writing that the country has provided to the
Government of Canada through diplomatic
channels specifying the name of the 30
pharmaceutical product, as defined in
paragraph 1(a) of the General Council
Decision, and the quantity of that product,
needed by the country, and

(A) a solemn or statutory declaration in 35
the prescribed form by the person filing
the application stating that the product to
which the application relates is the
product specified in the notice and that
the product is not patented in that40
country, or

(B) a solemn or statutory declaration in
the prescribed form by the person filing
the application stating that the product to
which the application relates is the45
product specified in the notice and a
certified copy of the notice in writing
that the country has provided to the
Government of Canada through diplo-

dans sa demande est le produit précisé
dans I'avis et n’est pas un produit
breveté sur le territoire du membre,
(B) soit, d’une part, une déclaration
solennelle, en la forme réglementaire, 5
dans laquelle lui-méme affirme que le
produit mentionné dans sa demande est
le produit précisé dans I’avis et, d’autre
part, une copie certifiée de I'avis écrit
transmis au Conseil des ADPIC dans 10
lequel le membre confirme qu’il a
accordé ou accordera, conformément a
I"article 31 de I'Accord sur les ADPIC et
aux dispositions de la décision du
Conseil général, la licence obligatoire 15
nécessaire a 'utilisation de I'invention
relative au produit,
(i1) dans le cas d’une demande concernant
un pays visé a I’annexe 2 qui n’est pas
membre de ’'OMC, d’une part, une copie 20
certifiée de I’avis écrit transmis au gou-
vernement du Canada, par la voie diplo-
matique, dans lequel le pays précise le nom
et la quantité du produit pharmaceutique,
au sens de I'alinéa la) de la décision du 25
Conseil général, dont il a besoin, et, d’autre
part:
(A) soit une déclaration: solennelle, en la
forme réglementaire, dans laquelle lui-
méme affirme que le produit mentionné 30
dans sa demande est le produi: précisé
dans l'avis et n'est pas un produit
breveté sur le territoire du pavs,

(B) soit, d’une part, une déclaration
solennelle, en la forme régiementaire, 35
dans laquelle lui-méme affirme que le
produit mentionné dans sa demande est
le produit précisé dans I'avis et. d’autre
part, une copie certifiée de I'avis écrit
transmis au gouvernement du Canada, 40
par la voie diplomatique, dans lequel le
pays confirme qu’il a accordé ou
accordera la licence obligatoire néces-
saire a I'utilisation de I'invention rela-
tive au produit, 45
(iii) dans le cas d’'une demande concernant

.un membre de 'OMC visé & 1'annexe 3,

d’une part, une copie certifiée de i’avis
écrit transmis au Conseil des ADPIC dans

52-53 ELIZ. I
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matic channels confirming that the
country has granted or intends to grant
a compulsory licence to use the inven-
tion pertaining to the product,

(iii) if the application relates to a WTO 5
Member listed in Schedule 3, a centified
copy of the notice in writing that the WTO
Member has provided to the TRIPS
Council specifying the name of the phar-
maceutical product, as defined in para- 10
graph 1(a) of the General Council
Decision, and the quantity of that product,
needed by the WTO Member, and stating
that the WTO Member has insufficient or
no pharmaceutical manufacturing capacity 15
for the production of the product to which
the application relates, and

(A) a solemn or statutory declaration in
the prescribed form by the person filing
the application stating that the product to 20
which the application relates is not
patented in that WTO Member, or

(B) a certified copy of the notice in
writing that the WTO Member has
provided to the TRIPS Council confirm- 25
ing that the WTO Member has, in
accordance with Article 31 of the TRIPS
Agreement and the provisions of the
General Council Decision, granted or
intends to grant a compulsory licence to 30
use the invention pertaining to the
product,

(iv) if the application relates to a WTO
Member listed in Schedule 4, a certified
copy of the notice in writing that the WTO 35
Member has provided to the TRIPS
Council specifying the name of the phar-
maceutical product, as defined in para-
graph 1(a) of the General Council
Decision, and the quantity of that product, 40
needed by the WTO Member, and stating
that the WTO Member is faced with a
national emergency or other circumstances
of extreme urgency and that it has
insufficient or no pharmaceutical manufac- 45
turing capacity for the production of the
product to. which the application relates,
and

lequel le membre précise le nom et la
quantité¢ du produit pharmaceutique, au
sens de I'alinéa 1a) de la décision du
Conseil général. dont il a besoin et
confirme qu'il n'a pas la capacité de 5
fabrication du produit visé par la demande
ou que cette capacité est insuffisante, et,
d’autre part :
(A) soit une déclaration solennzlle, en la
forme réglementaire, dans laguelle lui- 10
méme affirme que le produit mentionné
dans sa demande n’est pas un produit
breveté sur le territoire du membre,
(B) soit une copie certifiée de 1avis écrit
transmis au Conseil des ADPIC dans 15
lequel le membre confirme qu’il a
accordé ou accordera, conformément a
I"article 31 de I’ Accord sur les ADPIC et
aux dispositions de la décision du
Conseil général, la licence obligatoire 20
nécessaire a |'utilisation de 1'invention
relative au produit,

(iv) dans le cas d'une demande concernant

un membre de I'OMC visé a |'annexe 4,

d’une part, une copie certifiée de 1’avis 25
écrit transmis au Conseil des ADPIC dans
lequel le membre précise le nom et la
quantité¢ du produit pharmaceutique, au
sens de l'alinéa la) de la décision du
Conseil général, dont il a besoin et 30
confirme qu’il fait face a une situation
d’urgence nationale ou a d’autres circons-
tances d’extréme urgence et qu’il n’a pas la
capacité de fabrication du produit visé par

la demande ou que cette capacité est35
insuffisante, et, d’autre part:

(A) soit une déclaration solennelle, en la
forme réglementaire, dans laquelle lui-
méme affirme que le produit mentionné
dans sa demande n’est pas un produit 40
breveté sur le territoire du membre,

(B) soit une copie certifiée de 1'avis écrit
transmis au Conseil des ADPIC dans
lequel le membre confirme qu’il a
accordé ou accordera, conformément a 45
I’article 31 de I’Accord sur les ADPIC et
aux dispositions de la décision du

<
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(A) a solemn or statutory declaration in
the prescribed form by the person filing
the application stating that the product to
which the application relates is not
patented in that WTO Member, or 5

(B) a certified copy of the notice in
writing that the WTO Member has
provided to the TRIPS Council confirm-
ing that the WTO Member has, in
accordance with Article 31 of the TRIPS 10
Agreement and the provisions of the
General Council Decision, granted or
intends to grant a compulsory licence to
use the invention pertaining to the
product, or 15

(v) if the application relates to a country
listed in Schedule 4 that is not a WTO
Member, a certified copy of the notice in
writing that the country has provided to the
Government of Canada through diplomatic 20
channels specifying the name of the
pharmaceutical product, as defined in
paragraph 1(a) of the General Courcil
Decision, and the quantity of that product,
needed by the country, and stating that it is 25
faced with a national emergency or other
circumstances of extreme urgency, that it
has insufficient or no pharmaceutical
manufacturing capacity for the production
of the product to which the application 30
relates, that it agrees that product will not
be used for commercial purposes and that
it undertakes to adopt the measures
referred to in Article 4 of the General

-

Council Decision, and 35

(A) a solemn or statutory declaration in
the prescribed form by the person filing
the application stating that the product to
which the application relates is not
patented in that country, or 40

(B) a certified copy of the notice in
writing that the country has provided to
the Government of Canada through
diplomatic channels confirming that the
country has granted or intends to grant a 45
compulsory licence to use the invention
pertaining to the product.

Conseil général, la licence obligatoire
nécessaire a I'utilisation de I’invention
relative au produit,
(v) dans le cas d'une demande concernant
un pays visé a I’annexe 4 qui n’est pas 5
membre de I’'OMC, d’une part, une copie
certifiée de I'avis écrit transmis au gou-
vemement du Canada, par la voie diplo-
matique, dans lequel le pays précise le nom
et la quantité du produit pharmaceutique,
au sens de I'alinéa 1a) de la décision du
Conseil général, dont il a besoin, confirme
qu’il fait face a une situation d’urgence
nationale ou & d’autres circonstances d’ex-
tréme urgence et qu’il n’a pas la capacité 15
de fabrication du produit visé par la
demande ou que ceiie capaciic esi insufli-
sante et s’engage a ne pas utiliser le produit
a des fins commerciales et & prendre les
mesures visées a Il’article 4 de cette 20
décision et, d’autre part :
(A) soit une déclaration solennelle, en la
forme réglementaire, dans laquelle lui-
méme affirme que le produit mentionné
dans sa demande n’est pas un produit 25
breveté sur le territoire du pays,

p—

0

(B) soit une copie certifiée de 1’avis écrit -
transmis au gouvernement du Canada,
par la voie diplomatique, dans lequel le
pays confirme qu’il a accordé ou 30
accordera la licence obligatoire néces-
saire a |'utilisation de I'invention rela-
tive au produit.
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information on
website

Obligation 1o
maintain

Links to other
websites

Posting on the
website

Export notice

3
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Brevers er Aliments et drogues 11

21.95 (1) The authorization must be in the 21.05 (1) L'autonisatior: doit étre en la forme  Forme et
prescribed form and, subject to subsection (2).  réglementaire et, sous réserve du paragraphe (2), ,”;ﬁ::';“sa‘:fon
contain the prescribed information. contenir les renseignements prévus par régle- | -

ment.

(2) The quantity of the product authorized to (2) La quantité de produit dont la fabrication 3 Quantité
be manufactured by an authorization may not be 5 est autonsée ne peut étre supéricure a la plus
more than the lesser of petite des quantités suivantes :

(a) the maximum :juantity set out in the a) la quantité maximale mentionnée dans la

application for the authorization, and demande d’autorisation:

(b) the quantity set out in the notice referred b) la quantité mentionnée dans 1'avis prévu a 10

to in any of subparagraphs 21.04(3)(d)(i) 10 10 I'un des sous-alinéas 21.04(3)N) a (v),

(v). whichever is applicable. selon le cas.

21.06 (1) Before exporting a produc: manu- 21.06 (1) Avant d’exporter le produit fabriqué  ariichage sur

stz Internet

factured under an authorization. the holder of au titre de I"autorisation, le titulaire doit créer un
the authorization must establish a website on  site Intemnet et y afficher les renssignements 13
which is disclosed the prescribed information 15 réglementaires concernant le nom du produit, le
respecting the name of the product. the name of nom du pays ou du membre de 1'OMC vers
the country or WTO Member to whichitis tobe  lequel le produit sera exporté, la quantté qu’il
exported, the quantity that is authorized to be  est autorisé a fabriquer et a vendre aux fins
manufactured and sold for export and the d’exportation ainsi que les caractéres distinctifs 20
distinguishing features of the product. and of 20 du produit et de son énquetage et emballage,
its label and packaging, as rzquired by regula-  exigés par les réglements pris en verru de la Loi
tions made under the Food and Drugs Act, as  sur les aliments et drogues, de méme que le
well as information identifving every known nom de tous les intervenants connus qui
party that will be handling the product while it  manutentionneront le produit dans le cadre de 25
1s in transit from Canada to the country or WTO 25 son transit entre le Canada et le pays ou le
Member to which it is to be exported. membre en question.

(2) The holder must maintain the website (2) Le titulaire est tenu de conserver le site  Obligation
during the entire period during which the pendant toute la durée de I’autorisation.
authorization is valid.

(3) The Commissioner shall post and main- 30  (3) Le commissaire affiche et conserve sur le 30 Lieas Intemet
tain on the website of the Canadian Intellecrual  site Internet de 1’Office de la propriété intel-
Property Office a link to each website required  lectuelle du Canada un lien vers chaque site
to be maintained by the holder of an authoriza- Internet devant étre conservé par le titulaire
tion under subsection (1). d’une autorisation en vertu du paragraphe (1).

(4) The Commissioner shall, within seven35 (4) Dans les sept jours de la réception de la 35 Affichage sur le
days of receipt, post on the website of the demande déposée au titre du paragraphe ** s
Canadian Intellectual Property Office each  21.04(1), le commissaire affiche copie de
application for authorization filed under sub- celle-ci sur le site Internet de I’Office de la
section 21.04(1). propriété intellectuelle du Canada.

21.07 Before each shipment of any quantity40 21.07 Avant chaque expédition d’une quan- 40 Avis
of a product manufactured under an authoriza- tité du produit fabriqué au titre de ’autorisation, ~ & c*periation
tion, the holder of the authorization must, within  le titulaire donne par courrier certifié ou
fifteen days before the product is exported, recommandé, dans les quinze jours précédant
provide to each of the following a notice, by  I’exportation, avis de la quantité en cause et du
certified or registered mail, specifying the45 nom de tous les intervenants comnus qui45
quantity to be exported, as well as every known
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party that will be handling the product while it  manutentionneront le produit dans le cadre de
is in transit from Canada to the country or WTO  son transit entre le Canada et le pays ou membre

Member to which it is to be exported: vers lequel il sera exporté :
(a) the patentee or each of the patentees, as a) au breveté ou a chacun des brevetés, selon
the case may be; 5 lecas; 5
(b) the country or WTO Member named in b) au pays ou au membre de 1’OMC
the authorization; and mentionné dans I’autorisation;
(c) the person or entity that purchased the ¢) & la personne ou a I’entité qui a acheté le
product to which the authorization relates. produit visé par celle-ci.

Royaity 21.08 (1) Subject to subsections (3) and (4), 10  21.08 (1) Sous réserve des paragraphes (3) et 10 Redevances

on the occurrence of a prescribed event, the (4), le titulaire de I'autorisation est tenu de
holder of an authorization is required to pay to  verser, 4 la survenance de tout événement visé
the patentee or each patentee, as the case may  par réglement, au brevet¢ — ou a chacun des

be, a royalty determined in the prescribed brevetés — la redevance déterminée de la

manner. 15 maniére réglementaire. 15
Factors to (2) In making reguiations for the purposes of (2) Pour ia prise de tout régiement au titre gu = Critére —
ﬁ:,:f: when  cubsection (1), the Governor in Council must  paragraphe (1), le gouvemneur en conseil prend ~ ™Ele™e™
regulations consider the humanitarian and non-commercial  en considération le fait que I’octroi d’autorisa-

reasons underlving the issuance of authoriza- tions au titre du paragraphe 21.04(1) est fondé

tions under subsection 21.04(1). 20 sur des motifs humanitaires et non commer- 20

ciaux.

Time for (3) The royelties payable under this section (3) Le titulaire est tenu de verser les  Modalités de
i must be paid within the prescribed time. redevances dans le délai réglementaire. remps
Federal Court (4) The Federal Court may, in relation to any (4) La Cour fédérale peut, par ordonnance,  Fixation de la

may oetem™in®  authorization, make an order providing for the  prévoir le versement d’une redevance dont le 25 Focvancee par

royall
T payment of a royalty that is greater than the 25 montant dépasse celui établi au titre du
royalty that would otherwise be required to be  paragraphe (1).
paid under subsection (1). .
Application and (5) An order may be made only on the (5) L'ordonnance ne peut étre rendue que Sur  Demande et avis
notice application of the patentee, or one of the demande présentée par le breveté, ou I'un des
patentees, as tne case may be, and on notice 30 brevetés, et qu’aprés signification de celle-ci au 30
of the application being given by the applicant titulaire de I’autorisation.
to the holder of the authorization.

Contents of (6) An order may provide for a royalty of a (6) L'ordonnance peut soit préciser le mon-  Contenu de
order fixed amount or for a royalty to be determined  tant de la redevance, soit en prévoir les °rdonnaace
as specified i the order, and the order may be 35 modalités de détermination, et étre assortie des

subject to anv terms that the Federal Court conditions que le tribunal juge indiquées. 35
considers appropriate.
Conditions for (7) The Federal Court may make an order (7) Le tribunal ne peut rendre I'ordonnance  Conditions

making of order o}y if it is satisfied that the royalty otherwise que s'il est convaincu que la redevance en
required to be paid is not adequate remuneration 40 question n’est pas une rémunération adéquate
for the use of the invention or inventions to  pour l'usage de toute invention visée par
which the authorization relates, taking into I’autorisation, compte tenu des éléments 40
account suivants :

(a) the humanitarian and non-commercial a) les motifs — humanitaires et non com-
reasons underlying the issuance of the45 merciaux — pour lesquels I’autorisation a été
authorization; and octroyée;
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Duration

Use is non-
exclusive

Authorization is
non-transferable

Renewal

One renewal

When
appiication must
be made

Duration

Prescribed form

Termination

Brevers o dlimenis e Jrogues

(A the economic value of the use of the
invention or inventions fo the county or
WTO Member.

21.09 An authorization granted under sub-
section 21.04(1) is valid for a period of wo
vears beginning on the day on which the
authorization is granted.

21.1 The usz of a patented invention undzr an
authorization is non-exclusive.

21.11 An authorization is non-transferabiz.

other than where the authorization is an ass2: of

a corporation or enterprise and the part o7 he
corporation or enterprise that enjovs the vsz of
the authorization is sold. assigned or otherwise
transferred.

21.12 (1) The Commissioner shall. or the
application of the person to whom an authoriza-
tion was granted and on the pavment of :he
prescribed fee. renew the authorization if the
person cemifies under oath in the renzwal
application that the quantities of the pharma-
ceutical produc: authorized to be exported wre
not exported before the authorization ceasas to
be valid and that the person has complied with

the terms of the authorization and the requira- 2

ments of sections 21.06 to 21.08.

(2) An authorization may be renewed oniv
once.

(3) The application for renewal must be made

M la valeur économique de i'usage de
Iinvention pour Ie pays ou i@ micimbre de
1"OMC.

21.09 L autorisanion
5 pénode de deun ans. &
son cctroi au titre dv paragraphe 21.04(1).

est vahde pour une
compter dz la date de

21.1 L'usage de I'invention breveide au tire
d’une autorisation ne pzut étre exciusif.

21.11 Lautonisatior. est incessidle. sauf si la
partie de la personne morale ou gz !'entrennise |
qui a la jouissance d= cet élé d actis est
vendue. cédée ou transidree.

10

~ -
Preo0es

1

wn

21.12 (i) Sur demande et paiermeant des 2x2s
reciementaires, le commissaire renouvelle "au-
tonsation si le demandaur ceitifie sous sermant
dans la demande gque la quanmz de proguit

20 pharmaceutique visée par |'autoris2tion n'z pas
été exportée en totaiité au mement ds la
cessarion de validité de celle-ci 22 qu'il 2n a
respecte les conditions et s'est conformé aux

articies 21.06 a 21.08.

(O]

(2) L'autorisation nz peut €mws renouvzlee
qu’une seule fois.

(3) La demande d= renouvellemant doii 3tre

(FP)

Durez de

= l'attonisation
J

Usage non
exciusif

Autorisation
0 incessible

Renouvellement
az !"autorisation

Ur seul
renouvellement

Déiai

within the 30 days immediately before the 30 faite au cours des trente jours précédan: la 25

authorization ceases to be valid.

(4) An authorization that is renewed is valid
for a period of two years beginning on the day
immediately following the day of the expirv of
the period referred to in section 21.09 in respect
of the authorization.

(5) Applications for renewal and renewed
authorizations issued under subsection (1) must
be in the prescribed form.

21.13 Subject to section 21.14, an authoriza-
tion ceases to be valid on the earliest of

(a) the expiry of the period referred 1o in
section 21.09 in respect of the authorization,
or the expiry of the period referred to in
subsection 21.12(4) if the authorization has
been renewed, as the case may be,

cessation de validité de I'autorisanon.

(4) L autorisation renouvelée est valide pour
une période de deux ans, a compter du jour
suivant celui ou expire la péniode prévues a

35 I'article 21.09. 3

(3) La demande de renouvellement et 1'auto-
risation renouvelée doivent étre en la forme
réglementaire.

40 21.13 Sous réserve de ’article 21.14, 1'auto-

Duree

0

Forme
réglementaire

Expiration de

o= > ] . Frpiration
risation cesse d’étre valide le premier en date 35 *"'°"s*o"

des jours suivants :
a) le jour de I'expiration de la période prévue
a I'article 21.09 ou, en cas de renouvellement
de I'autorisation, de la période prévue au
paragraphe 21.12(4);

45

40
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(b) the day on which the Commissioner
sends, by registered mail, to the holder of the
authorization a copy of a notice sent by the
Minister of Health notifying the Commis-
sioner that the Minister of Health is of the
opinion that the pharmaceutical product
referred to in paragraph 21.04(3)(b) has
ceased to meet the requirements of the Food
and Drugs Act and its regulations,

(c) the day on which the last of thel0

pharmaceutical product authorized by the
authorization to be exported is actually
exported,

(d) thirty days after the day on which

(i) the name of the pharmaceutical product 15

authorized to be exported by the authoriza-
tion is removed from Schedule 1, or

(ii) the name of the country or WTO
Member to which the pharmaceutical

product was, or is to be, exported is20

removed from Schedule 2, 3 or 4, as the
case may be, and not added to any other of
those Schedules, and

(€) on any other day that is prescribed.

b) le jour ou le commissaire envoie par

courrier recommandé au titulaire de 1’autori-

sation copie de I'avis transmis par le ministre

Je la Santé selon lequel celui-ci est d’avis que

le produit pharmaceutique visé a l'alinéa 5

21.04(3)b) ne satisfait plus aux exigences de

la Loi sur les aliments et drogues et de ses

reglements;

c) le jour ou la totalit¢ des produits

pharmaceutiques visés par l’autorisation a 10

€té exportée;

d) le trentiéme jour suivant le jour de la

suppression :
(i) @ 'annexe 1, du nom du produit
pharmaceutique visé par I’autorisation, 15
(i) 4 'une des annexes 2, 3 on 4, du nom
du pays ou du membre de ’'OMC visé par
I’autorisation, si son nom n’est pas ajouté a
une autre annexe;

e) le jour établi selon les réglements. 20

52-53 ELIZ. 1T

Cour fédérale

21.14 Sur demande du breveté et aprés avis
donné par celui-ci au titulaire de 1'autorisation,
la Cour fédérale peut rendre une ordonnance
assortie des conditions qu’elle estime indiquées
et metntant fin & |"2utorisation si le breveté établit 25

21.14 On the application of a patentee, and on 25
notice given by the patentee to the person to
whom an authorization was granted, the Federal
Court may make an order, on any terms that it

Termination by
Federal Court

considers appropriate, terminating the author-
ization if the patentee establishes that

(a) the application for the authorization or
any of the documents provided to the
Commissioner in relation to the application
contained any material information that is
inaccurate; 35

(b) the holder of the authorization has failed
to establish a website as required by section
21.06, has failed to disclose on that website
the information required to be disclosed by
that section or has failed to maintain the 40
website as required by that section;

(c) the holder of the authorization has failed
to provide a notice required to be given under
section 21.07;

30 que, selon le cas:

a) la demandz ¢ autorisation ou tout docu-
ment fourni 2@ commissaire a cet égard
contenait des renseignements inexacts sur
des points imporants; 30
b) le titulaire n'a pas établi le site Internet
exigé par |article 21.06, n'y a pas affiché les
renseignements prescrits ou ne l'a pas
conservé tel que 'exige cet article;

¢) celui-ci n'a pas donné les avis exigés par 35
I'azticle 21.07:

d) celui-ci n'a pas acquitté les redevances
dans le délai prescrit;

e) celui-ci ne s'est pas conformé au para-
graphe 21.16(2): 40
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(d) the holder of the authorization has failed
to pay. within the required time. any royalty
required to be paid as a result of the
authorization;

(e) the holder of the authorization has failed
to comply with subsection 21.16{2}:

N

() the product exported to the country or
WTO Member. as the case may be. under the
authorization has been, with the knowledge
of the holder of the authorization. re-exported 10
in a manner that is contrary 1o the General
Council Decision:

(g) the product was exported. other tharn in
the normal course of transit. to a country or
WTO Member other than the country orl13
WTO Member named in the authorization:

(h) the product was exported in a quantiyy
greater than the quantity authorized to be
manufactured; or

(i) if the product was exportad to a counmy 20
that 1s not a WTO Member. the country has
permitted the product to be usadé for com-
mercial purposes or has failec 10 adopt the
measures referred to in Arucle 4 of the
General Council Decision.

25

21.15 The Commissioner shail, without

N le produit exporté au tire de 1'ausorisation
vers le pays ou le membre de I'OMC a été
réexporté. en contravention de la décision du
Conseil général et au su du titulaire:

g) sauf le cas du transit, le produit a été
exporté vers un pavs ou un membre de
1"'OMC autre que celui mentionné dans la
demande;

h) la quantté exportée du produit est
supérieure a celle dont la fabncaton est
autorisée:

i) dans le cas ou le produit a été exporté vers
un pays non-membre de I’'OMC. iz pays a
permis que le produit soit utilisé & des fins
commerciales ou n’a pas pris les mesures
visées a l'article 4 de la décision du Conseil
général.

21.15 Le commisszire avise sans déiai et par
écrit le breveté, ou chacun des brevetés. de toute

—
n

delay, notify the patentee, or each of the
patentees, as the case may be, in writing of
any authorization granted in rsspect of the
patentee’s invention.

21.16 (1) Within fifteen days after the laier of
the day on which the authorization was granted
and the day on which the agreement for the sale
of the product to which the authorization relatss

30

autorisation accordée a I’égard de son invention. 2

21.16 (1) Dans les quinze jours suivant le

jour de l'octroi de I'autorisation ou de la
conclusion de I’accord concernant la vente du
produit visé par I’autorisation, le dernier délai a

was entered into, the holder of an authorization 35 expirer étant a retenir, le titulaire de 1'autorisa- 25

must provide by certified or registered mail, the
Commissioner and the patentee, or each paten-
tee, as the case may be, with

(a) a copy of the agreement it has reached

with the person or entity referred to in40

paragraph 21.04(2)(f) for the supply of the
product authorized to be manufactured and
sold, which agreement must incorporate
information that is in all matenal respects

identical to the information referred to in 45

paragraphs 21.04(2)a), (b), (e) and (f); and
(b) a solemn or statutory declaration in the
prescribed form setting out

tion envoie par courrier certifié ou recommandé
au commissaire et au breveté — ou a chacun des
brevetés :

a) une copie de I'accord qu’il a conclu avec la
personne ou I’entité visée a I’alinéa 21.04(2)/) 30
pour fournir le produit dont la fabrication et la
vente sont autorisées, lequel accord inclut des
renseignements qui sont, a tous égards
importants, identiques a ceux énumérés aux
alinéas 21.04(2)a), b), e) et f);

b) une déclaration solennelle, en la forme
réglementaire, précisant :

35

—
'

Avis

Obligation de
fournir une copie
ds I'accord
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(i) the total monetary value of the-agree-
ment as it relates to the product authorized
to be manufactured and sold, expressed in
Canadian currency, and

(i1) the number of units of the product to be 5
sold under the terms of the agreewment.

(2) The holder of an authorization may not
export any product to which the authorization
relates until after the holder has complied with
subsection (1).

21.17 (1) If the average price of the product
to be manufactured under an authorization is
equal to or greater than 25 per cent of the
average price in Canada of the equivalent
product sold by or with the consent of the 1S
patentee, the patentee may, on notice given by
the patentee to the person to whom an
authorization was granted, apply to the Federal
Court for an order under subsection (3) on the
grounds that the essence of the agreement under 20
which the product is to be sold is commercial in
nature.

10

(2) In determining whether the agreement is
commercial in nature, the Federal Court must
take into account

(a) the need for the holder of the authoriza-
tion to make a reasonable return sufficient to
sustain a continued participation in humani-
tarian initiatives;

(b) the ordinary levels of profitability, in30
Canada, of commercial agreements involving
pharmaceutical products, as defined in para-
graph 1(a) of the General Council Decision;
and

25

(c) international trends in prices as reported 35
by the United Nations for the supply of such
products for humanitarian purposes.

(3) If the Federal Court determines that the
agreement is commercial in nature, it may make
an order, on any terms that it considers 40
appropriate,

(a) terminating the authorization; or

(b) requiring the holder to pay, in addition to

the royalty otherwise required to be paid, an

amount that the Federal Court considers45
adequate to compensate the patentee for the
commercial use of the patent.

(i) la valeur pécuniaire de I’accord, relati-
vement au produit dont la fabrication et la
vente sont autorisées, exprimée en mon-
naie canadicnne,

(ii) le nombre d’unités du produit a vendre 5
aux termes de I’accord.

(2) Le titulaire ne peut exporter le produit interdiction
visé par |’autorisation tant qu’il ne s’est pas
conformé au paragraphe (1).

21.17 (1) Dans le cas ou le prix moyen du 10 Demande —

produit a fabriquer au titre de I’autorisation est
égal ou supérieur a vingt-cing pour cent du prix
moyen au Canada du produit équivalent vendu
par le breveté ou avec son consentement, celui-
ci peut, aprés avis donné au titnlaire de
’autorisation, demander a la Cour fédérale de
rendre une ordonnance au titre du paragraphe
(3) au motif que I’accord aux termes duquel le
produit sera vendu est par essence de nature
commerciale.

commerciale

20

(2) Pour décider de la nature commerciale  Nawre

d’un accord, le tribunal tient compte : P'accond —

a) du fait que le titulaire de I'autorisation doit 2™
obtenir un juste rendement pour pouvoir
contnuer a participer aux initiatives humani- 25

taires;

b) des niveaux de rentabilité au Canada des
accords commerciaux relatifs aux produits
pharmaceutiques, au sens de I'alinéa 1a) de la
décision du Conseil général; 30
¢) des tendances internationales concernant
les prx, selon les Nations Unies, de tels

produits fournis & des fins humanitaires.

(3) S’il conclut que I’accord est de nature
commerciale, le tribunal peut rendre une 35
ordonnance, assortie des conditions qu’il estime
indiquéss :

Ordoanance

a) mettant fin a 1"autorisation;

b) exigeant du titulaire qu'il verse au breveté,
outrs les redevances, une indemnité appro- 40
priée pour I'utilisation commerciale du bre-
vet

52-53 ELIZ. 1T
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(4) If the Federal Court makes an order (3 S7ii met fin & 'autonsation. le tribunal
terminating the authofization. the Federal Court  peut rendre une ordonnance. assor:ie des
may also. if it considers it appropnate to do so.  conditions qu'il esume indiqueas :

make an order. on any terms that it considers a) exigeant du tirulaire qu'il livre au breveté

approprate. 3 es produits visés par |'autorisation qui sont
(a) requiring the holder to deliver to the en sa posSession. comme §°1i avait et stame
patentee any of the product to whick the qu’il avait contrerait un brevet:
authorization relates remaining in the holdar’s A% exiceant du titulaire. si le breveté v
possession as though the helder had been consen;. qu’il exporte, vers le pays ou l'e
determined to have been infringing a patent: 10 embre de 1'OMC mentionné dans la
or demande. les produits visés par | autorisation
(b) with the consent of the patentee. requiring qui sont en sa possession.

the holder 1o export any of the product to
which the authorization relates remaining 1n
the holder’s possession to the country orl3
WTO Member named in the authorization.

—

(5) The Federal Court may not make an order (3) Il ne peut étrz rendu d’ordonnance au titre
under subsection (3) if, under the protection of a  du paragraphe (3 si le titulaire de I"autorisation
confidentiality order made by the Court. the se soumet a une vérification ordonnée par le
holder of the authorization submits to a Couri- 20 tnbunal sous le scezu de la confidentialits &: que
supervised audit and that audit establishes that  la vénfication érabiii que le prix moyan du
the average price of the product manufactured  produit pharmaceutique a fabriquer au titre de
under the authorization doss not exceed an  l'autorisation n’excade pas ls coit dirsct de
amount equal to the direct supply cost of the  fourniture du produit. plus quinze pour cnt de
product plus 13 per cent of that direct supply 25 ce cout.

cost.
(6) The following definitions apply in this (6) Les définitions qui suiven: s'appliqusnt au

section. présent article.

“‘average price” means «coit direct de fourniture » S’agissant du

(a) in relation to a product to be manu- 30
factured under an authorization, the total
monetary value of the agreement under
which the product is to be sold, expressed
in Canadian currency, divided by the
number of units of the product to be sold 35 « prix moyen »

les colts des matériaux et de la main
d’oeuvre, et les autres couts de fabrication,
directement liés & la production de la quantité
du produit.

under the terms of the agreement; and a) S’agissant du produit a fabriquer au titre
(b) in relation to an equivalent product sold de I'autorisation, le nombre obtenu par
by or with the consent of the patentee, the division de la valeur pécuniaire de 1’accord
average of the prices in Canada of that — exprimée en monnaie canadienne — par
product as those prices are reported in40 le nombre d’unités du produit a vendre aux
prescribed publications on the day on termes de celui-ci;
which the application for the authorization b) s’agissant du produit équivalent vendu
was filed. par le breveté ou avec son consentement, le
“direct supply cost”, in relation to a product to nombre correspondant a la moyenne des
be manufactured under an authorization, 45 prix au Canada du produit qui figurent, le
means the cost of the matenials and of the jour du dépét de la demande d’autorisation,

labour, and any other manufacturing costs, dans les publications visées par réglement.

produit a fabriquer au titre de I'autorisation, 2

17

Ordonnance
additionnelle

Riserve

—
th

Définitions

« coit direct de
~ 5 fourniture »
<= “direct supply
cosl”

1 M
30« prix moyen »
“average price”

35

40
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directly related to the production of the
quantity of the product that is to be
manufactured under the authorization.

“unit”, in relation to any product, means a single
tablet, capsule or other individual dosage
form of the product, and if applicable, in a
particular strength.

21.18 (1) The Minister and the Minister of
Health shall establish, within three years after

« unité » Plus petite quantité individuelle d’un
produit dans telle forme posologique —
comprimé, gélule ou autre — et, le cas
échéant, dans telle concentration.

21.18 (1) Le ministre et le ministre de la 5
Santé constituent, dans les trois ans suivant

the day this section comes into force, an 10 I’entrée en vigueur du présent article, un comité

advisory committee to advise them on the
recommendations that they may make to the
Govemor in Council respecting the amendment
of Schedule 1.

consultatif chargé de les conseiller relativement
aux recommandations a faire au gouverneur en
conseil concernant toute modification de 10
I’annexe 1.

(2) The standing committee of the House of I5 (2) Le comité permanent de la Chambre des

Commons that normally considers matters
related to industry shall assess all candidates
for appointment to the advisory committee and
make recommendations to the Minister on the

communes habituellement chargé des questions
concernant I’'industrie évalue les candidats en
vue de leur nomination & un poste au comité 15
consultatif et présente au ministre des recom-

eligibility and qualifications of those candidates. 20 mandations quant a leur admissibilité et leur

21.19 The person designated by the Governor
in Council for the purpose of this section must
maintain a website on which is set out a copy of
every notice referred to in subparagraphs

qualification.

21.19 La personne désignée par le gouver-
neur en conseil pour i’application du présent 20
article doit créer un site Internet et y afficher
copie de tout avis écrit mentionné aux sous-

21.04(3)(d)(ii) and (v) that is provided to the 25 alinéas 21.04(3)d)(ii) et (v) qui a été transmis,

Government of Canada through diplomatic
channels by a country that ic not a WTO
Member. The copy must be added to the website
as soon as possible after the notice has besn
provided to the Government of Canada.

21.2 (1) A review of sections 21.01 to 21.19
and their application must be completed by the
Minister two years after this section comes into
force.

(2) The Minister must cause a report of ine
results of the review to be laid before each
House of Parliament on any of the first fifteen
days on which that House is siming after the
report has been completed.

FOOD AND DRUGS ACT

par la voie diplomatique, au gouvernement du
Canada par tout pays non-membre de I'OMC. 25
Elle affiche la copie dans les meilleurs délais
apres lz réception de I’avis par le gouvernement

36 du Canada.

21.2 (1) Le ministre effectue 1’examen des
articles 21.01 a 21.19 et de leur application dans 30
les deux ans suivant I’entrée en vigueur du
présent article.

(2) Le ministre fait déposer le rapport devant
chaque chambre du Parlement dans les quinze
jours de séance de celle-ci suivant I’établisse- 35
ment du rapport.

LOL SUR LES ALIMENTS ET DROGUES

2. Section 30 of the Food und Drugs Acris40 2. L'article 30 la Loi sur les aliments et

amended by adding the following after
subsection (4):

(5) Without limiting or restricting the author-
ity conferred by any other provisions of this Act

drogues est modifié par adjonction, aprés le
paragraphe (4), de ce qui suit :

52-53 ELIz. I
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(5) Sans que soit limité le pouvoir conféré par 40 Réglements

toute autre disposition de la présente loi de

or any of its Parts for carrying into effect the 45 prendre des réglements d’application de tout ou

relatifs i Iz
décision du
Conseil général
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purposes and provisions of this Act or any o its
Parts, the Govemnor in Council may make any
regulations that the Governor in Council con-
siders necessary for the purpose of implemzni-
ing the General Council Decision.

(6) The definitions in this subszction apply ir

this subsection and in subsection (3).

“General Council” means the General Counci!
of the WTO established by paragraph 2 of
Article IV of the Agreement Establishing taz
World Trade Organization, signad at Marra-
kesh on April 15, 1994,

*General Council Decision” means the decision
of the General Council of August 30, 2003
respecting Article 31 of the TRIPS Agrze-
ment, including the interpre:ation of tzar
decision in the General Council Chairpar-
son’s statement of that date.

“TRIPS Agreement” means the Agreement on
Trade-Related Aspects of Intzllectual Prop-
erty Rights, being Annex 1C of the Agrza-
ment Establishing the World Trads
Organization, signed at Marrakssh on Apsil
15, 1994.

“WTO” means the World Trade Organization
established by Armicle I of the Agreemsnt
Establishing the World Trade Organization.
signed at Marrakesh on April 15. 1994.

3. Section 37 of the Act is amended by
adding the following after subsection (1):

(2) Despite subsection (1), this Act applies in
respect of any drug or device to be manufac-
tured for the purpose of being exported in
accordance with the General Council Decision.
as defined in subsection 30(6), and the require-
ments of the Act and the regulations apply to the
drug or device as though it were a drug or
device to be manufactured and sold for
consumption in Canada, unless the regulations
provide otherwise.

COMING INTO FORCE

4. This Act comes into force on a day to be
fixed by order of the Governor in Council.

partic & celle-ci. Iz gouverneur en conseil peut
prendre ies réglements qu'il estime nécessaires
pour la mise en ocuvre de lu décision du Conseil
gencral.

5

(6) Las définitions qui suivent s'appliquent au 3 Desinitions

préssnt paragraphe 2t au paragraphe (5).

« Accord sur les ADPIC » L'Accord sur les
aspacts des droits ae proprigté intellecruelle
qui touchent au commerce. figurant a
I'annaxe 1C de I'Accord instituant 1'Organi-
saticn mondiale du commerce signé a
Marrakech le 135 avnl 1994,

Conszil géneral » Le Conscil général de

Agreement”

10

10

« Conseii

«

15 I’OMC creé par le paragraphe 2 de l"article
IV d2 I'Accord instimuant ['Organisation

mondiale du commerce, signs 2
le 15 avril 1994.

décision du Consail général » La décision
renduz le 30 aoidt 2003 par le Conseil général

a I'¢gard de l'amicle 31 de "Accord sur les 20 ;., -e(;-I
Juncl

Marrakech

¢

=

20

ADPIC. vy compns 'interprétation donnée de 5. -00"
celle-c: dans la déclaraticn de son président
faite 1= méme jour.
25 « OMC » L’Organisation mondiale du com- .oMC»
HTo"

merce constituée par I'article I de I'Accord 25 ™
institiant 1’Organisaton mondiale du com-
merce. signé a Marrakech le 15 avril 1994.

3. L'article 37 de la méme loi est modifié
30 par adjonction, aprés le paragraphe (1), de ce
qui suit :

(2) Malgré le paragraphe (1), la présente loi
s’applique aux drogues et instruments a fabri-
quer en vue de leur exportation conformément a
la décision du Conseil général, au sens du

35 paragraphe 30(6). Les exigences prévues par la 35
présente loi et par ses réglements s’appliquent
aux drogues et instruments comme s’ils étaient
destinés a étre fabriqués et vendus pour
consommation au Canada, sauf disposition

40 contraire des réglements.

30
Exception —

decision du
Cozseil général

40

ENTREE EN VIGUEUR

Enzée en
vngucur

4. La présente loi entre en vigueur a la date
fixée par décret.

K
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SCHEDULE 1

(Definition “pharmaceutical product” in section 21.02 and paragraph 21.03(1)(a))

labacavir (ABC) tablet, 300 mg (as sulfate); oral solution, 100 mg (as sulfate)/5 mL

abacavir + lamivudine +~ zidovudine tablet, 300 mg (as sulfate) + 150 mg + 300 mg

aciclovir tablet, 200 mg; powder for injection, 250 mg (as sodium salt) in vial

amphotericin B powder for injection, 50 mg in vial

amprenavir v tablet, 150 mg; capsule, 50 mg or 150 mg; oral solution, 15 mg/mL

azithromycin capsule, 250 mg or 500 mg; suspension, 200 mg/S mL

beclometasone inhalation (acrosol), 50 micrograms per dose (dipropionate) or 250 micrograms (dipropionate) per dose

ceftazidime |powder for injection, 250 mg (as pentahydrate) in vial

ceftriaxone injection, 500 mg (as sodium), powder for injection, 250 mg (as sodium salt) in vial

ciclosporin capsule, 25 mg; concentrate for injection, S0 mg/mL in 1-mL ampoule (for orzan transplantation)

ciprofloxacin tablet, 250 mg (as hydrochloride)

ciprofloxacin tablet, 250 mg or 500 mg

daunorubicin powder for injection, 50 mg (as hydrochloride) in vial

delavirdine capsule or tablet, 100 mg (as mesylate)

did ine (ddI) buffered chewable, dispersible tablet, 25 mg, 50 mg, 100 mg, 150 mg, 200 mg; buffered powder for oral
solution, 100 mg, 167 mg, 250 mg, packets; unbuffered enteric coated capsule, 125 mg, 200 mg, 250 mg,
400 mg

diphtheria antitoxin injection, 10 000 TU or 20 000 IU in vial

diphtheria vaccine .

doxorubicin powder for injection, 10 mg or 50 mg (hydrochloride) in vial

cfavirenz (EFV or EFZ) capsule, 50 mg. 100 mg or 200 mg; oral solution, 150 mg/5 mL

cflornithine injection, 200 mg (hydrochlorideYmL in 100-mL bottles

enalapril tablet, 2.5 mg

erythromycin capsule or tablet, 250 mg (as stearate or ethyl succinate); powder for oral suspension, 125 mg (as stearate
jor ethyl succinate); powder for injection, 500 mg (as lactobionate) in vial

etoposide capsule, 100 mg; injection, 20 mg/mL in S-mL ampoule

factor IX (complex coagulation factors II. V11, IX, X)|dried

concentrate

hepatitis B vaccine

ibuprofen tablet, 200 mg or 400 mg

indinavir (IDV) |capsule, 200 mg, 333 mg or 400 mg (as sulfate)

insulin injection (soluble) injection, 40 TU/mL in 10-mL vial or 100 IU/mL in 10-mL vial

intermediate-acting insulin Iinjection. 40 JU/mL in 10-mL vial; 100 IU/mL in 10-mL vial (as compound insulin zinc suspension or

Jisophane insulin)

isoniazid + pyrazinamide + rifampin |(ablct, 50 mg + 300 mg + 120 mg
ivermectin Isconed tablet, 3 mg or 6 mg
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ANNEXE |

déninition de « produit pharmaceutique » ¢ 'arncic 12.02 er a.mea 21.03¢0 24)
4 P P q

iabacavir (ABC)

compritid. 300 mg (sous forme de s:lfate): solution buvable, 100 mg (sous Zomme de sulfzie)’s ml

f - _ ; :
iabacavir — lamivudine - zidovudine

comprimé. 300 mg (sous forme d¢ sulfaie) = 150 mg ~ 300 mg

T
laciclovir

icomprimé. 200 mg: poudre pour préparations injectables, 250 mg :sous forms &= sel de sodizm) en flacon’

|amphoténicine B

poudre pour préparations injectables. S0 mg en fiacon

|amprenavir

comprimé, 150 mg: gélule, 50 mg ou 130 mg: soiztion buvable. ©5 mgml

;amiloxinc diphtérique

isolution injectable. 10 000 Ul ou 2¢ 000 Ul en zcon

azithromycine

igélules, 250 mg ou 500 mg: suspension, 200 mg ¥ mi

béclométasone

solution pour irhalation (aérosol). 30 microgrammes par dos: Jipropionziz ou 250 m:crogrammes

(dipropionate) par dose

carbonate de lithium

gélule ou comprimé. 300 mg

ceftazidime

| " . .. - - . , ~
|poudre pour préparations injectables. 230 mg (sous jorme de pexizhvdrated 27 {lacon

ceftnaxone

..... a

isolution injectable. 300 mg (sous forme de sod :njectables. 230 mg (sous

forme de scl de sodium) en flacon

ium:: poudre po parations

chlorure de potassium

poudre pour solutien

ciclosporine

gélule, 25 mg; concentré pour solutior injectable. 3¢ mgrml en amroaule de 1 m ipour les transplantations

id’organes)

ciprofloxacine

lcomprimé,

250 mg (sous forme de chlorhydrate)

ciprofloxacine

comprimé, 250 mg ou 500 mg

complexe de facteur IX (concenwé des facteurs de
coagulation I. VII. IX, X)

desséché

daunorubicine poudre pour préparations injectables. 30 mg (sous forme dc chicz2vdrate) er. Zacon

dclavirdine igélulc ou comprimé. 100 mg (sous forme de mésilate)

didanosine (ddl) ';compn'mé a croquer. dispersible tamponné, 25 mg. 30 mg, 100 =z. 150 mg. )< mg; pouc:: tamponnée
lpour soluiion buvable. 100 mg, 167 mg. 250 mg er. sachets; géiziz gastro-résiszaate non tamponnée, 125
mg. 200 mg, 250 mg. 400 mg v

doxorubicine poudre pour préparations injectables. 10 mg ou 30 mg (chlorhyima:2) en flacoz ,

efavirenz (EFV ou EFZ) gélule. 50 mg, 100 mg ou 200 mg: solution buvadic. 150 mg's m. ;

éflomithine solution injectable. 200 mg (chlorhydrate)/ml en flacon de 107 .

énalapril comprimé, 2.5 mg

érythromycine gélule ou comprimé, 250 mg (sous forme de stéarate ou d’ét-yisuccinate): poudre. pour suspensioni
buvable, 125 mg (sous forme de stéarate ou d’éthvisuccinate): pozdre pour przparations injsctables, 500!
mg (sous forme de lactobionate) en flacon !

étoposide gélule, 100 mg; solution injectable, 20 mg/ml en ampoule de 5 =

ibuproféne comprimé, 200 mg ou 400 mg

indinavir (IDV) gélule, 200 mg. 333 mg ou 400 mg (sous forme de sulfate)

insuline d’action intermédiaire

solution injectable, 40 Ul/ml en flacon de 10 ml ou 100 Ul/m] 2n flacon dz 10 ml (sous forme d’un
complexe d’insuline zinc en suspension ou d’insuline isophane)

insuline injectable (soluble)

solution injectable. 40 Ul/ml en flacon de 10 ml ou 100 UlV/ml e {lacon de 10 ml
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lamivudine (3TC) capsule or tablet, 150 mg; ora! sotution 50 mg/5 mL

lamivudine + zidovudine tablet, 150 mg + 300 mg

levodopa + carbidopa tablet, 100 mg + 10 mg or 250 mg + 25 mg

{levofloxacin tablet, 250 mg or 500 mg

lithium carbonate capsule or tablet. 300 mg

lopinavir + ritonavir (LPV/r) |capsule, 1333 mg + 33.3 mg; oral solution. 400 mg + 100 mg/S mL

metoclopramide tablet, 10 mg (hvdrochloride); injection, 5 mg (hydrochloride)/mL in 2-mL ampoule

metronidazole tablet, 250 mg or 500 mg; injection, 500 mg ir. 100-mL vial; suppository, 500 mg or 1 g; oral suspension,
200 mg (as benzoate)S mL

'morphinc injection, 10 mg in 1-mL ampoule (sulfate or hydrochloride); oral solution, 10 mg (hydrochloride or

! sulfate)/5 mL; tablet, 10 mg (sulfate)

En:lﬁnavir (NFV) tablet, 250 mg (as mesilate); oral powder, 50 mg/g

;ncvirapinc (NVP) tablet, 200 mg; oral suspension, 50 mg/S mL

Inifedipine sustained release formulations, tablet, 10 mg

nittofurantoin tabict, 100 mg

ofloxacin tablet, 200 mg or 400 mg

potassium chloride powder for solution

;ranilidinc tablet, 150 mg (as hydrochlorids): oral solution, 75 mg/5 mL; injection, 25 mg/mL in 2-mL ampoule

{n'lonavir |capsule, 100 mg: oral solution. 400 mg/5 mL

salbutamol tablet, 2 mg or 4 mg (s sulfate); inhalation (acrosol), 100 micrograms (as sulfate) per dose; syrup, 2 mg/5
mL; injection, 50 micrograms (as sulfate)/mL in 5-mL ampoule; respirator solution for use in nebulizers, 5
mg (as sulfate}'mL

:saquinavir (SQV) capsule, 200 mg

ivstavudine (d4T) |capsule, 15 mg. 20 mg, 30 mg or 40 mg; powder for ora! solution, 5 mg/5 mL

flcstostcmne :injcction, 200 mg (cnantate) in :-mal ampouls

itimolol Jsolution (eye drans), 0.25% or €.5% (as malezt)

;vcmpamil tablet, 40 mg or 80 mg (hydrochloride): injecticn, 2.5 mg (hydrochloride¥mL in 2-mL ampoule

izalcitabine capsule or tabler. 0.375 mg or 0.730 mg

ézidovudine (ZDV or AZT) tabict, 300 mg: czpsule, 100 mg o 250 mg: ora! solution or syrup, 50 mg/5 mL; solution for IV infusion

i injection, 10 mg mL in 20-mL via!
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isoniazide + pyrazinamide - nitamp:

- 30 mg - 120 mg

B, 3% %

vermectine

sompnme sesabios 3 meoouw oomg

lamivudine (3TC)

g

O SO

w130 mes solunon buvable, 30 mg

lamivudine -~ zidovudine

- 300 mg

levodopa — carbidopz

sompnme. - i0mgon 230 me - 28 mg

|lévofioxacine sompnme. 230 mg ot 300 mg

lopinavir = ritonavir (LP\V' 1) ZeiEls, - 333 mg: solunon buvabic. 00 mg - 100 mg 5 mi

métoclopramide cempnme. [0 w2 chlorhvdratey: solution imectadic, 3 mg (chiorhvdmie) m! en ampouis 32 2 ml

métronidazole lompnme. ot 300 mg. seiunon injectable. 300 mg en flacon de 100 ml. suppositors. 300 mg ou
. adle. 200 mg (sous forme de benzoate)/S ml

morphine anie. 10 me (sulfate ov chlorhydraic) en ampouie de 1 mi: soluton buvaedle, 10 mz

ou sulfate)’s ml: compnme. 10 mg (sulfate)

nelfinavir (NFV)

compnmz. 23¢ mg (sous forme de mésilate): poudre pour administration orale. 50 mg/g

névirapine (NVP)

e

compnme. 200 mg: suspension buvabie, 50 mg 5 ml

nifédipine

zration prolongée. comprimé & 10 mg

loTmulanens

nitrofurantoine compnme.

ofloxacine Jomprms. JU

ranitidine compnmé. J3C mg tsous forme dz chlorhydrate): solution buvable. 75 mg'S m!: solutior. :njectable, 23
=g ml en zmpouie de 2 ml

ritonavir ule, 100 solution buvabie. 400 mg'S ml

salbutamol compnmé. 2 ou 4 mg (sous forme de sulfatz}: solution pour inhalation (aérosol). 100 rmicrogrammes

ifate) par dose: sirop, 2 mg (sous forme de sulfate)’S mi: solutior imzctable, 30
ous forme de sulfate)’'ml en ampoule de 5 ml: solution pour nébuliseur, 3 mz (sous formz

.s0us formsz
rogram
atzy =i

saquinavir (SQV)

giluis, 200 =p

stavudine (d4T)

z2izle. 15 mg. 20 mg. 30 mg ou 40 mg: poudre pour solution buvable. 5mg’s ml

|testostérone

sojution in2z:2bl2. 200 mg (énantaie) en ampoule de 1 ml

timolol

soiunon (coliyte;. 025 % ou 0.5 % (sous forme de maléate)

vaccin antidiphtérique

vaccin antihépatite B

vérapamil comprimé. 40 mg ou 80 mg (chlorhydrate); solution injectable, 2.5 mg (chlorhydrate)/ml en ampoule de 2
ol
zalcitabine g2juiz ou comprimé. 0.375 mg ou 0.750 mg

zidovudine (ZDV ou AZT)

compnmé. 300 mg: gélule, 1060 mg ou 250 mg: solution buvable ou sirop, 50 mg/5 ml; solution pour-
perfusion intraveineuse, 10 mg/m! en flacon de 20 ml
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SCHEDULE 2
(Paragraph 21.03(1)(b))
Afghanistan

Afghanistan
Angola
Angola
Bangladesh
Bangladesh

Benin

Bénin

Bhutan

Bhoutan

Burkina Faso

Burkina Faso

vvands

.
Suliuni:

Burundi

Cambodia

Cambodge

Cape Verde

Cap-Vert

Central African Republic
République centrafricaine

Chad

Tchad

Comoros

Comores

Democratic Republic of the Congo
République démocratique du Congo
Djibouti

Djibouti

Equatorial Guinea

Guinée équatoriale

Eritrea

Erythrée
Ethiopia
Ethiopie

Gambia

Gambie

Guinea

Guinée
Guinea-Bissau

Guinée-Bissau

Haiti

Haiti

Patent and Food and Drugs — Schedule 2

ANNEXE 2
(alinéa 21.03(1)b))

Afghanistan
Afghanistan
Angola
Angola
Bangladesh
Bangladesh
Bénin
Benin
Bhoutan
Bhutan
Burkina Faso
Burkina Faso
Bunmdi
Burundi
Cambodge
Cambodia
Cap-Vert
Cape Verde
Comorss
Comoros
Djibouti
Dijibouti
Envtarde
Erimrea
Ethiopie
Eiiopia
Gambie
Gzmbia
Guinés
Guinea
Guinée-Bissau
Guinea-Bissau
Guiné: équatoriale
Eguarorial Guinea
Haiu
Haizd
fles Salomon
Soiomon Islands
Kiribad
Kiribati
Lesotho
Lesotho

52-53 ELIZ. I
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Kiribati
Kiriban
Lao People’s Democratic Republic
République démocratique populaire lao
Lesotho
Lesotho
Libena
Libéria
Madagascar
Madagascar
Malawi
Malawi
Maldives
Maldives
Mali
Mali
Mauritania
Maurianie
Mozambique
Mozambique
Myanmar
Mvanmar
Nepal
Neépal
Niger
Niger
Rwanda
Rwanda
Samoa
Samoa
Sao Tome and Principe
Sao Tomé-et-Principe
Senegal
Sénégal
Siemra Leone
Sierra Leone
Solomon Islands
Tles Salomon
Somalia
Somalie
Sudan
Soudan
Timor-Leste

Timor-Leste

Brevers et Alimenis er @rogues — Annexe 25

Libenia
Ziberia
Madagascar
Madagascar
Malawi
Maiaw:
Maldives
Maidives
Mah
Maii
Mauntanie
Mauritare
Mozambique
Mozambigue
Myanmar
Mvanmar
Nepal
Nepal
Niger

Uganda
République centrafricaine
Central Arrican Republic
République démocratique du Congo
Democratic Republic of the Congo
République démocratique populaire lao
Lao People’s Democratic Republic
République-Unie de Tanzanie
United Republic of Tanzania
Rwanda
Rwanda
Samoa
Samoa
Sao Tomé-et-Principe
Sao Tome and Principe
Sénégal
Senegal
Sierra Leone
Sierra Leone
Somalie
Somalia
Soudan
Sudan
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Togo
Togo
Tuvalu
Tuvalu
Uganda
Ouganda
United Republic of Tanzania
République-Unie de Tanzanie
Vanuatu
Vanuatu
Yemen
Yémen
Zambia
Zambie

Patent and Food and Drugs — Schedule 2

Tchad
Chad
Timor-Leste
Timor-Leste
Togo
Togo
Tuvalu
Tuvalu
Vanuatu
Vanuatu
Yémen
Yemen
Zambie
Zambia

52-53 EL1z. 11
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Albania
Albanie
Antigua and Barbuda
Antigua-er-Barbuda
Argentina
Argentine
Armmenia
Armenie
Bahrain, Kingdom of
Bahrein, Rovaume de
Barbados
Barbade
Belize
Belize
Bolivia
Bolivie
Botswana
Boiswana
Brazil
Bresil
Brunei Darussalam
Brunéi Darussalam
Bulgaria
Bulgarie
Cameroon
Cameroun
Chile
Chili
China
Chine
Colombia
Colombie
Congo
Congo
Costa Rica
Costa Rica
Cote d’Ivoire
Cote d'Ivoire
Croatia
Croatie
Cuba
Cuba

SCHEDULE 3
(Paragraph 21.03(1)(c))

Brevets et Alimens et drogies — Annexe 3

Amgcue du Sud
Sowrs Armrica
Albanie
Alnania
Amtigua-gi-Barbuds |

Annigua and Bardude

Argenane
Argennna
Arméniz
Armenia
Banrziz. Rovaums dz
Barrain. Kingagon: of
Barbadz
Barpados
Belize

Do)
ol gpet

Beliviz
Boiria
Boswana
Borswana
Brasit
Brazi!
Brunéi Darussalam
Brunei Darussalam
Bulgane
Buigaria
Cameroun
Cameroon
Chih
Chile
Chine
China
Colombie
Colombia
Congo
Congo
Costa Rica
Costa Rica
Cote d’lvoire
Cote d’Ivoire
Croatie

Croatia

ANNEXE 3

(alimee 210301000

A=
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Dominica
Dominique
Dominican Republic
République dominicaine
Ecuador
Equateur
Egypt
Egypte
El Salvador
El Salvador
Fiji
Fidji
Former Yugoslav Republic of Macedonia
Ex-République yougoslave de Macédoine
Gabon
Gabon
Georgia
Géorgie
Ghana
Ghana
Grenada
Grenade
Guatemala
Guatemala
Guyana
Guyana
Honduras
Honduras
India
Inde
Indonesia
Indonésie
Jamaica
Jamaique
Jordan
Jordanie
Kenya
Kenya
Kyrgyz Republic
République kirghize
Liechtenstein
Liechtenstein
Malaysia
Malaisie

Patent and Food and Drugs — Schedule 3

Cuba
Cuba
Dominique
Dominica
Egvpte
Egypt
El Salvador
El Salvador
Equateur
Ecuador
Ex-République yougoslave de Macédoine
Former Yugoslav Republic of Macedonia
Fidji
Fiji
Gabon
Gabon
Géorgie
Georgia
Ghana
Ghana
Grenade
Grenada
Guatemala
Guatemala
Guyvana
Guvana
Honduras
Honduras
Inde
India
Indonésie
Indonesia
Jamaique
Jamaica
Jordanie
Jordan
Kenyva
Kenva
Liechtenstein
Liechtenstein
Malaisie
Malaysia
Maroc

Morocco

52-S3 ELIZ. 11
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Mauritius Maurnice
Maurice Mauritius
Moldova Moldova
Moldova Moldova
Mongolia Mongolie
Mongolie Mongolia
Morocco Namibie
Maroc Namibia
Namibia Nicaragua
Namibie Nicaragua
Nicaragua Nigéra
Nicaragua Nigeria
Nigena Oman
Nigeéria Oman
Oman Pakistan
Oman Pakistan
Pakistan Panama
Pakistan Panama
Panama Papouasie-Nouvelle-Guinée
Panama Papua New Guinea
Papuz New Guinsa Paraguay
Papouasie-Nouvelle-Guinée Paraguay
Paraguay Pérou
Paraguay Peru
Peru Philippines
Pérou Philippines
Philippines République dominicaine
Philippines Dominican Republic
Romania République kirghize
Roumanie Kyrgyz Republic
Saint Kitts and Nevis Roumanie
Saint-Kitts-et-Nevis Romania
Saint Lucia Sainte-Lucie
Sainte-Lucie Saint Lucia
Saint Vincent and the Grenadines Saint-Kitts-et-Nevis
Saint-Vincent-et-les-Grenadines Saint Kitts and Nevis
South Africa Saint-Vincent-et-les-Grenadines
Afrique du Sud Saint Vincent and the Grenadines
Sni Lanka Sri Lanka
Sri Lanka Sri Lanka
Suriname Suriname
Suriname Suriname
Swaziland : Swaziland

Swaziland Swaziland
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Thailand Thailande
Thailande Thailand
Trinidad and Tobago Trinité-et-Tobago
Trinité-et-Tobago Trinidad and Tobago
Tunisia Tunisie
Tunisie Tunisia
Uruguay Uruguay
Uruguay Uruguay
Venezuela Venszuela
Venezuela Venezuela
Zimbabwe Zimbabwe

Zimbabwe Zimbabwe
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(Paragrapr 203 J0dn talinea 2703 1 0in
Cyprus Chypre
Civpre Cprus
Czzeh Repubhic Coige
Korea

Repubiiaue 1ondgue
Emirats 2mabes unis

Estonia

Estonte United Arab Emiraces
Hong Kong. China Esiomz

Hong Rong. Crine Esioni:
Hungany Hong Keng. Chine

Hongnie Hong Kong. Chinc

Israzl Hongnz
Israél Hungen
Koreza Israél
Coree Israel
Kuwait Kow=zii
Kowei: Kuwai:
Larvia Letonie
Lerrome Laniz
Lithuanie Limuanie
Litianie Lithuania
Macao. China Macao. Chine
Macao. Chine Macao. China
Malia Malte
Malie Malia
Mexico Mexique
Mexique Mexico
Poland Pologne
Pologne Poland
Qatar Qatar
Qatar Qatar
Singapore République slovaque
Singapour Slovak Republic
Slovak Republic République tchéque
République slovague Czech Republic
Slovenia Singapour
Slovénie Singapore
Chinese Taipei Slovénie
Taipei chinois Slovenia
Turkey Taipei chinois
Turquie Chinese Taipei
United Arab Emirates Turquie
Emirats arabes unis . Turkey
Published under authority of the Speaker of the House of Commons Publié avec I'autorisation du président de la Chambre des communes
Available from: En vente :
Communications Canada — Canadian Govenment Publishing Communication Canada — Edition

Ottawa, Canada K1A 0S9 Ottawa (Ontario) K1A 0S9
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UPDATE:
Canadian Patent Act amendment and
generic pharmaceutical exports

Canadian HIV/AIDS Legal Network
7 June 2004

On May 14, 2004, Canada’s Parliament finally passed Bill C-9, the bill to implement the
WTO Generai Council Decision of 30 August 2003 on compulsory licensing of
pharmaceuticals for export to countries lacking manufacturing capacity.

The final text of the bill is available, in English and French. via:
http://www.aidslaw.ca/Maincontent/issues/cts/patent-amend.htm

Below is the text of an article published in the most recent issue of BRIDGES Monthly,
summarizing the key features, positive and negative, of the Canadian bill. The original
publication can be accessed in full at:

http://www.ictsd.org/monthly/index.htm

BRIDGES Between Trade and Sustainable Development
Year 8, No. 5

May 2004

(pages 19-20)

http://www.ictsd.org/monthly/index.htm

Canada's New Patent Bill Provides a Basis for Improvement
by Richard Elliott

On 14 May, Canada became the first country to adopt a law that permits the export of generic
medicines manufactured under compulsory licence to developing countries. This article
reviews the positive and negative features of the legislation.



On 30 August 2003. the WTO General Council unanimously adopted a Decision on
‘Implementation of paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public
Health' (IP/C/W/405). The Decision is supposed to address the difficulties faced by WTO
Members lacking sufficient pharmaceutical manufacturing capacity in making effective use
of compulsory licensing to obtain cheaper medicines. It allows countries with generic
manufacturing capacity to permit exports to countries without domestic manufacturing
capacity, through an (interim) waiver of the TRIPs Article 31(f) restriction that compulsory
licensing may only be used predominantly for supplying the domestic market of a country.

In September 2003. Canadian civil society organisations called on Canada to implement the
Decision. On 14 May 2004. Canada became the first country to pass such legislation.' In
theory. Bill C-9 (An Act to amend the Patent Act and the Food and Drugs Acr) makes it
possible for Canadian generic pharmaceutical producers to obtain licences to manufacture
patented medicines for export to eligible countries.

It is significant that a G-7 country has taken such a step, and civil society organizations
managed to significantly improve the bill from its original form. In particular, they succeeded
in eliminating the anti-competitive 'right of first refusal’ clause that would have allowed
patent-holders to scoop contracts negotiated by generic suppliers, and rebuffed several
problematic ‘alternatives' put forward by industry and government. But as the bill still falls
short of providing a ‘'model’. other countries should learn from it and avoid replicating its
defects.

Limited List of Medicines

Among the most serious flaws is the bills schedule of pharmaceutical products subject to
compulsory licensing. The federal Cabinet may, upon ministerial recommendation. add other
products, and an advisory committee will be established.

As enacted, the bill includes a list of 56 products, derived principally from the WHOs Model
List of Essential Medicines. In response to criticism, the government agreed to include all
those anti-retrovirals for treating HIV/AIDS currently approved in Canada.

WTO Members agreed they would not limit the 30 August 2003 decision to just specific
diseases or products. Canadian advocates criticized the Government for reneging on that
international consensus and urged the list be abolishcd. They warned that requiring
ministerial recommendations and a cabinet decision to add any product would permit
lobbying by brand-name companies and create delay. The government dismissed these
concemns, stating the legislation would not be limited to dealing only with HIV/AIDS,
tuberculosis and malaria, nor just to medicines on the WHO model list.

But these concerns proved well founded. The opposition New Democratic Party proposed the
addition of a number of medicines to the schedule, including two medicines to treat
community-acquired pneumonia, one of which (clarithromycin) is also used prophylactically
to prevent mycobacterium avium complex (MAC), a life-threatening infection in people
living with HIV/AIDS. Clarithromycin produced by an Indian generic manufacturer is
among the HIV/AIDS medicines pre-qualified by the World Health Organization.

Pharmaceutical companies lobbied against the additions. And, notwithstanding the
governments previous assurances, its representatives argu.d in Parliament against the
motions, stating the medicines were not needed to treat HIV/AIDS, TB or malaria and were



not on the WHOs list of essential medicines. The motions were defeated. The process
illustrates the pitfalls of having such a list of products. This is a serious flaw in the Canadian
legislation.

NGO Procurcment

Bill C-9 states that any NGO wanting to contract with a Canadian generic producer must get
the (undefined) 'permission’ of the government of the importing country. This requirement
applies ever if the product is not patented in that country or the NGO has obtained a
compulsory licence authorizing importation. and even if the product is approved for sale.
This requirement is not based on TRIPs or the Decision. It creates unnecessary hurdles to
NGOs supplving cheaper medicines and invites political manipulation.

Royalty Payable to Patent-holder

Bill C-9 will likely set a reasonably good precedent in its approach to royalties payable to a
patent-holder. The details remain to be set out in regulations. but the government has
committed to establishing a formula linking the royalty rate on any given contract to the
importing countrys ranking on the UN Development Programs Human Development Index
(HDI). The effective cap will be 4% of the value of the contract for the highest-ranking
country. Most eligible importing countries rank well below this, meaning royalties in those
instances will be lower. If enacted as promised. this will be a positive feature of Canadas law.

Non-WTO Developing Countries

The Government originally intended to permit exports only to WTO Members and to non-
WTO Members recognized by the UN as least-developed countries (LDCs). But activists
argued that nothing prohibited Canada from extending this benefit to other non-WTO
Memobers.

In the end. the bill does allow for compulsory licensing for export to non-WTO countries. but
with unjustifiable conditions attached. A Canadian generic producer may get a licence to
export to a non-WTO Member only if that country:

» iseligible for 'official development assistance’ according to the Organization for
Economic Cooperation and Development;

» declares a 'national emergency or other circumstances of extreme urgency'; and

» specifies the name and quantity of a specific product needed for dealing with that
emergency.

This imposes on non-WTO developing countries an unethical ‘'emergency’ threshold that is
unsound health policy and was rejected by developing WTO Members in negotiating the 30
August 2003 Decision.

In addition, the country must agree the imported product will not be used for commercial
purposes.” Allowing such use may lead to it being struck off the list. This limits the
possibility of cornmercial competition in the importing countrys marketplace. The term is
also undefined, raising questions about the distribution of imported generics via commercial
actors in the private sector (e.g., retail pharmacies) in the importing country. This provision is
unnecessary under TRIPs and the WTO Decisio: and should be rejected.



Price and Profit Caps Invite Vexatious Litigation )

Under Bill C-9, the Canadian patent-holder may apply for a court order terminating a
compulsory license or ordering a higher royalty. on the basis that a generic companys
contract with a purchaser is ‘commercial’ in nature. The patent-holder must allege that the
generic producer is charging an average price that exceeds 25 percent of the patent-holders
average price in Canada. No such court order may be made if an audit demonstrates the
generic producers average price is less than 15 percent above its direct manufacturing costs.
This section invites vexatious litigation by patent-holders as a disincentive to generic
producers use of this system. and is not required under TRIPs or the WTO Decision.

- Richard Elliott is Director or Legal Research and Policy with the Canadian HIV/AIDS
Legal Nenvork.

' The tull text of Bill C-9 and other materials. in English and French, can be found on-line at:
hup://www .aidslaw.ca/MaincontenVissues/cts/patent-amend.htm.
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Article 31

Other Use Without A uthorization of the Right Holder

Where the law of a Member allows for other use of the subject matter of a patent without the
authorization of the right holder. including use by the government or third parties authorized by the
government, the following provisions shall be respected:

(a)

(b)

(c)

(d)

(e)

(H)

(h)

(1)

0)]

authorization of such use shall be considered on its individual merits:

such use may only be permitted if, piior to such use. the proposed user has made etforts
to obtain authorization from the right holder on reasonable commercial terms and
conditions and that such efforts have not been successful within a reasonable period
of ime. This requirement may be waived by a Member in the case of a natiomal
emergency or oiher circumstances of extreme urgency or in cases of public non-
comimercial use. In situations of national emergency or other circumstances of extreme
urgency. the right holder shall. nevertheless. be notified as soon as reasonably practicable.
In the case of public non-commercial use. where the government or contractor, without
making a patent search, knows or has demonstrable grounds to know that a valid patent
is or will be used by or for the government, the right holder sha!l be informed promptly;

the scope and duration of such use shall be limited to the purpose for which it was
authorized. and in the case of semi-conductor technology shall only be for public non-
commercial use or to remedy a practice determined after judicial or administrative
process to be anti-competitive:

such use shall be non-exclusive;

such use shall be non-assignable, except with that part of the enterprise or goodwill
which enjoys such use;

any such use shall be authorized predominantly for the supply of the domestic market
of the Member authorizing such use;

authorization for such use sha!l be liable, subject to adequate protection of the legitimate
interests of the persons so authorized, to be terminated if and when the circumstances
which led to it cease to exist and are unlikely to recur. The competent authority shall
have the authority to review, upon motivated request, the continued existence of these
circumstances;

the right holder shall be paid adequate remuneration in the circumstances of each case,
taking into account the economic value of the authorization;

the legal validity of any decision relating to the authorization of such use shall be subject
to judicial review or other independent review by a distinct higher authority in that
Member;

any decision relating to the remuneration provided in respect of such use shall be subject
to judicial review or other independent review by a distinct higher authority in that
Member;

™Other use” refers to use other than that allowed under Article 30.



1.

us

(%)

D9

(K)

(N

Members are not obliged to apply the conditions set forth in subparagraphs (b) and (1)
where such use is permitted to remedy a practice determined after judicial or
administrative process to be anti-competitive. The need to correct anti-competitive
practices may be taken into account in determining the amcunt of remuneration in such
cases. Competent authorities shall have the authority to refuse termination of
authorization if and when the conditions which led to such authorization are likely to
recur:

where such use is authorized to permit the exploitation ot a patent ("the second patent”)

which cannot be exploited without infringing another patent ("the firsc patent”). the

following additional conditions shall apply:

(1) the invention claimed in the second patent shall involve an important technical
advance of considerable economic significance in relation to the invention

claimed in the first patent:

(1) the owner of the first patent shall be entitled to a cross-licence on reasonable
terms to use the invention claimed in the second patent: and

(111) the use authorized in respect of the first patent shall be non-assignable except
with the assignment of the second patent.
Article 32

Revocation/Forfeiture

An opportunity for judicial review of any decision to revoke or forfeit a patent shall be available.

Article 33

Term of Protection

The term of protection available shall not end before the expiration of a period of twenty vears
counted from the filing date.*

Article 34

Process Patents: Burden of Proof

For the purposes of civil proceedings in respect of the infringement of the rights of the owner
referred to in paragraph 1(b) of Article 28, if the subject matter of a patent is a process for obtaining
a product, the judicial authorities shall have the authority to order the defendant to prove that the process
to obtain an identical product is different from the patented process. Therefore, Members shall provide,
in at least one of the following circumstances, that any identical product when produced without the
consent of the patent owner shall, in the absence of proof to the contrary, be deemed to have been
obtained by the patented process:

*It is understood that those Members which do not have a system of original grant may provide that the term of protection

shall be computed from the filing date in the system of original grant.
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unfair commercial use. In addition. Members shall protect such data against disclosure. except where
necessary to protect the public, or unless steps are taken to ensure that the data are protected against
unfair commercial use.

SECTION 8: CONTROL OF ANTI-COMPETITIVE PRACTICES
IN CONTRACTUAL LICENCES

A rricle 40

1. Members agree that some licensing practices or conditions pertaining to intellectual property
rights which restrain competition may have adverse effects on trade and may impede the transfer and
dissemination of technology.

2. Nothing in this Agreement shall prevent Members from specifying in their legislation licensing
practices or conditions that may in particular cases constitute an abuse of intellectual property rights
having an adverse effect on competition in the relevant market. As provided above. a Member may
adopt. consistently with the other provisions of this Agreement, appropriate measures to prevent or
control such practices, which may include for example exclusive grantback conditions. conditions
preventing challenges to validity and coercive package licensing, in the light of the relevant laws and
regulations of that Member. :

3. Each Member shall enter. upon request. into consultations with any other Member which has
cause to believe that an intellectual property right owner that is a national or domiciliary of the Member
to which the request for consultations has been addressed is undertaking practices in violation of the
requesting Member’s laws and regulations on the subject matter of this Section. and which wishes to
secure compliance with such legislation, without prejudice to any action under the law and to the full
freedom of an ultimate decision of either Member. The Member addressed shall accord full and
sympathetic consideration to, and shall afford adequate opportunity for, consultations with the requesting
Member, and shall cooperate through supply of publicly available non-confidential information of
relevance to the matter in question and of other information available to the Member, subject to domestic
law and to the conclusion of mutually satisfactory agreements concerning the safeguarding of its
confidentiality by the requesting Member.

4. A Member whose nationals or domiciliaries are subject to proceedings in another Member
concerning alleged violation of that other Member's laws and regulations on the subject matter of this
Section shall, upon request, be granted an opportunity for consultations by the other Member under
the same conditions as those foreseen in paragraph 3.
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equivalent to a reasonable royalty such as would be payable under a freely negotiated licence in respect
of such a layout-design.

2. The conditions set out in subparagraphs (a) through (k) ot Article 31 shall apply mutatis mutandis
in the event of any non-voluntary licensing of a layout-design or of its use by or for the government
without the authorization of the right holder.

Article 38
Term of Protection

1. In Members requiring registration as a condition of protection, the term of protection of layout-
designs shail not end before the expiration of a period of 10 years counted from the date of filing an
application for registration or from the first commercial exploitation wherever in the world it occurs.

2. In Members not requiring registration as a condition for protection, layout-designs shall be
protected for a term of no less than 10 years from the date of the first commercial exploitation wherever
in the world it occurs.

3. Notwithstanding paragraphs | and 2, a Member may provide that protection shall lapse 15 years
after the creation of the layout-design.

SECTION 7: PROTECTION OF UNDISCLOSED INFORMATION

Article 39

1. In the course of ensuring effective protection against unfair competition as provided in
Article 10bis of the Paris Convention (1967), Members shall protect undisclosed information in accordance
with paragraph 2 and data submitted to governments or governmental agencies in accordance with
paragraph 3.

2. Natural and legal persons shall have the possibility of preventing information lawfully within
their control from being disclosed to, acquired by, or used by others without their consent in a manner
contrary to honest commercial practices'® so long as such information:

(a) is secret in the sense that it is not, as a body or in the precise configuration and assembly
of its components, generally known among or readily accessible to persons within the
circles that normally deal with the kind of information in question;

(b) has commercial value because it is secret; and

(c) has been subject to reasonable steps under the circumstances, by the person lawfully
in control of the information, to keep it secret.

3. Members, when requiring, as a condition of approving the marketing of pharmaceutical or of
agricultural chemical products which utilize new chemical entities, the submission of undisclosed test
or other data, the origination of which involves a considerable effort, shall protect such data against

"For the purpose of this provision, "a manner contrary to honest commercial practices” shall mean at least practices such
as breach of contract, breach of confidence and inducement te breach, and includes the acquisition of undisclosed information
by third parties who knew, or were grossly negligent in failing to know, that such practices were involved in the acquisition.
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unfair commercial use. In addition. Members shall protect such data against disclosure. except where
necessary to protect the public. or unless steps are taken to ensure that the data are protected against
untair commercial use.

SECTION 8: CONTROL OF ANTI-COMPETITIVE PRACTICES
IN CONTRACTUAL LICENCES

Articlg 40

1. Members agree that some licensing practices or conditions pertaining to intellectual property
rights which restrain competition may have adverse effects on trade and may impede the transfer and
dissemination of technology.

2. Nothing in this Agreement shall prevent Members from specifying in their legislation licensing
practices or conditions that may in particular cases constitute an abuse of intellectual property rights
having an adverse effect on competition in the relevant market. As provided above, a Member may
adopt, consistently with the other provisions of this Agreement. appropriate measures to prevent or
control such practices. which may include for example exclusive grantback conditions, conditions
preventing challenges to validity and coercive package licensing. in the light of the relevant laws and
regulations of that Member.

3. Each Member shall enter. upon request, into consultations with any other Member which has
cause to believe that an intellectual property right owner that is a national or domiciliary of the Member
to which the request for consultations has been addressed is undertaking practices in violation of the
requesting Member's laws and regulations on the subject matter of this Section, and which wishes to
secure compliance with such legislation. without prejudice to any action under the law and to the full
freedom of an ultimate decision of either Member. The Member addressed shall accord full and
sympathetic consideration to, and shall afford adequate opportunity for, consultations with the requesting
Member, and shall cooperate through supply of publicly available non-confidential information of
relevance to the matter in question and of other information available to the Member, subject to domestic
law and to the conclusion of mutually satisfactory agreements concerning the safeguarding of its
confidentiality by the requesting Member.

4. A Member whose nationals or domiciliaries are subject to proceedings in another Member
concerning alleged violation of that other Member's laws and regulations on the subject matter of this
Section shall, upon request, be granted an opportunity for consultations by the other Member under
the same conditions as those foreseen in paragraph 3.
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