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EU 816/2006 ( )
REGULATION (EC) No 816/2006 OF THE
EUROPEAN PARLIAMENT AND OF THE

COUNCIL of 17 May 2006 on compulsory licensing of
patents relating to the manufacture of pharmaceutical
products for export to countries with public health
problems

2006 5 17
816/2006

THE EUROPEAN PARLIAMENT AND THE
COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty establishing the European
Community, and in particular Articles 95 and 133
thereof,

Having regard to the proposal from the Commission,
Having regard to the opinion of the European
Economic and Social Committee (1),

Acting in accordance with the procedure laid down in
Avrticle 251 of the Treaty (2),

95

@
@ 251

133

Whereas:

(1) On 14 November 2001 the Fourth Ministerial
Conference of the World Trade Organisation (WTO)
adopted the Doha Declaration on the Agreement on
Trade- Related Aspects of Intellectual Property Rights
(TRIPS Agreement) and Public Health.

The Declaration recognizes that each WTO Member
has the right to grant compulsory licences and the
freedom to determine the grounds upon which such
licences are granted. It also recognises that WTO
Members with insufficient or no manufacturing
capacity in the pharmaceutical sector could face
difficulties in making effective use of compulsory
licensing.

(12001 11 14
TRIPS
Doha

WTO

(2) On 30 August 2003 the WTO General Council, in
the light of the statement read out by its Chairman,
adopted the Decision on the implementation of
paragraph 6 of the Doha Declaration on the TRIPS
Agreement and Public Health (the Decision). Subject
to certain conditions, the Decision waives certain
obligations concerning the issue of compulsory licences
set out in the TRIPS Agreement in order to address
the needs of WTO Members with insufficient
manufacturing capacity.

(2)2003 8 30

(3) Given the Community's active role in the adoption
of the Decision, its commitment made to the WTO to
fully contribute to the implementation of the Decision
and its appeal to all WTO Members to ensure that the
conditions are put in place which will allow the system
set up by the Decision to operate efficiently, it is
important for the Community to implement the
Decision in its legal order.

3)
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(4) Uniform implementation of the Decision is needed
to ensure that the conditions for the granting of
compulsory licences for the manufacture and sale of
pharmaceutical products, when such products are
intended for export, are the same in all Member States
and to avoid distortion of competition for operators in
the single market.

Uniform rules should also be applied to prevent
re-importation into the territory of the Community of
pharmaceutical products manufactured pursuant to
the Decision.

(4)

(5) This Regulation is intended to be part of wider
European and international action to address public
health problems faced by least developed countries
and other developing countries, and in particular to
improve access to affordable medicines which are safe
and effective, including fixed-dose combinations, and
whose quality is guaranteed.

)

In that connection, the procedures laid down in
Community pharmaceutical legislation guaranteeing
the scientific quality of such products will be available,
in particular that provided for in Article 58 of
Regulation (EC) No 726/2004 of the European
Parliament and of the Council of 31 March 2004
laying down Community procedures for the
authorisation and supervision of medicinal products
for human and veterinary use and establishing a
European Medicines Agency (3).

58

2004 3

31

726/2004

(6) As the compulsory licensing system set up by this
Regulation is intended to address public health
problems, it should be used in good faith. This system
should not be used by countries to pursue industrial or
commercial policy objectives. This Regulation is
designed to create a secure legal framework and to
discourage litigation.

(6)

(7) As this Regulation is part of wider action to address
the issue of access to affordable medicines for
developing countries, complementary actions are set
out in the Commission Programme for Action:
Accelerated action on HIV/AIDS, malaria and
tuberculosis in the context of poverty reduction and in
the Commission Communication on a Coherent
European Policy Framework for External Action to
Confront HIV/AIDS, malaria and tuberculosis.

Continued urgent progress is necessary, including
actions to support research to combat these diseases
and to enhance capacity in developing countries.

)

HIV/AIDS

HIV/AIDS

(8) It is imperative that products manufactured
pursuant to this Regulation reach only those who need
them and are not diverted from those for whom they
were intended. The issuing of compulsory licences
under this Regulation must therefore impose clear
conditions upon the licensee as regards the acts
covered by the licence, the identification of the
pharmaceutical products manufactured under the
licence and the countries to which the products will be

(®)
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exported.

(9) Provision should be made for customs action at
external borders to deal with products manufactured
and sold for export under a compulsory licence which a
person attempts to reimport into the territory of the
Community.

©)

(10) Where pharmaceutical products produced under a
compulsory licence have been seized under this
Regulation, the competent authority may, in
accordance with national legislation and with a view
to ensuring that the intended use is made of the seized
pharmaceutical products, decide to send the products
to the relevant importing country according to the
compulsory licence which has been granted.

(10)

(11) To avoid facilitating overproduction and possible
diversion of products, the competent authorities
should take into account existing compulsory licences
for the same products and countries, as well as
parallel applications indicated by the applicant.

(11)

(12) Since the objectives of this Regulation, in
particular the establishment of harmonised
procedures for the granting of compulsory licences
which contribute to the effective implementation of the
system set up by the Decision, cannot be sufficiently
achieved by the Member States because of the options
available to exporting countries under the Decision
and can therefore, by reason of the potential effects on
operators in the internal market, be better achieved at
Community level, the Community may adopt
measures, in accordance with the principle of
subsidiarity as set out in Article 5 of the Treaty. In
accordance with the principle of proportionality, as set
out in that Article, this Regulation does not go beyond
what is necessary in order to achieve those objectives.

(12)

5 (the
principle of subsidiarity)

(the principle of
proportionality)

(13) The Community recognises the utmost desirability
of promoting the transfer of technology and capacity
building to countries with insufficient or no
manufacturing capacity in the pharmaceutical sector,
in order to facilitate and increase the production of
pharmaceutical products by those countries.

(13)

(14) In order to ensure the efficient processing of
applications  for compulsory licences under this
Regulation, Member States should have the ability to
prescribe  purely  formal or administrative
requirements, such as rules on the language of the
application, the form to be used, the identification of
the patent(s) andfor supplementary  protection
certificate(s) in respect of which a compulsory licence
is sought, and rules on applications made in electronic
form.

(14)

HAVE ADOPTED THIS REGULATION:
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Atrticle 1: Scope

This Regulation establishes a procedure for the grant of
compulsory licences in relation to patents and
supplementary protection certificates concerning the
manufacture and sale of pharmaceutical products,
when such products are intended for export to eligible
importing countries in need of such products in order
to address public health problems. Member States shall
grant a compulsory licence to any person making an
application in accordance with Article 6 and subject to
the conditions set out in Articles 6 to 10.

10

Atrticle 2: Definitions

For the purposes of this Regulation, the following
definitions shall apply:

(1) ‘pharmaceutical product’ means any product of the
pharmaceutical sector, including medicinal products
as defined in Article 1(2) of Directive 2001/83/EC of
the European Parliament and of the Council of 6
November 2001 on the Community code relating to
medicinal  products for human use (1), active
ingredients and diagnostic kits ex vivo;

@)

2001 11 6

EU
2001/83/EC
10

(2) ‘rights-holder means the holder of any patent or
supplementary protection certificate in relation to
which a compulsory licence has been applied for under
this Regulation;

2

(3) ‘importing country’ means the country to which the
pharmaceutical product is to be exported;

3)

(4) ‘competent authority’ for the purposes of Articles 1
to 11, 16 and 17 means any national authority having
competence to grant compulsory licences under this
Regulation in agiven Member State.

@) 1 11 16

17

Article 3: Competent authority

The competent authority as defined in Article 2(4) shall
be that which has competence for the granting of
compulsory licences under national patent law, unless
the Member State determines otherwise.

Member States shall notify the Commission of the
designated competent authority as defined in Article
2(4). Notifications shall be published in the Official
Journal of the European Union.

2 4

Atrticle 4: Eligible importing countries

The following are eligible importing countries:

(a) any least-developed country appearing as such in
the United Nations list;

(b) any member of the WTO, other than the
least-developed country members referred to in point
(@), that has made a notification to the Council for
TRIPs of its intention to use the system as an
importer, including whether it will use the system in
whole or in a limited way;

(@)
(0) (@)

TRIPS

(LDC)
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(c) any country that is not a member of the WTO, but is
listed in the OECD Development Assistance
Committee's list of low-income countries with a gross
national product per capita of less than USD 745, and
has made a notification to the Commission of its
intention to use the system as an importer, including
whether it will use the system in whole or in a limited
way.

However, any WTO member that has made a
declaration to the WTO that it will not use the system
as an importing WTO member is not an eligible
importing country.

© OECD
GNP
USD745

TRIPS
WTO

WTO

Article 5: Extension to least-developed and developing
countries which are not members of the WTO

The following provisions shall apply to importing
countries eligible under Article 4 which are not WTO
members:

WTO 4

(a) the importing country shall make the notification
referred to in Article 8(1) directly to the Commission;

(@) 8 1

(b) the importing country shall, in the notification
referred to in Article 8(1), state that it will use the
system to address public health problems and not as
an instrument to pursue industrial or commercial
policy objectives and that it will adopt the measures
referred to in paragraph 4 of the Decision;

(b)

(c) the competent authority may, at the request of the
rightsholder, or on its own initiative if national law
allows the competent authority to act on its own
initiative, terminate a compulsory licence granted
pursuant to this Article if the importing country has
failed to honour its obligations referred to in point (b).
Before terminating a compulsory  licence, the
competent authority shall take into account any

views expressed by the bodies referred to in Article

6(3)(H.

©) (b)

Atrticle 6: Application for a compulsory licence

1. Any person may submit an application for a
compulsory licence under this Regulation to a
competent authority in the Member State or States
where patents or supplementary protection
certificates have effect and cover his intended activities
of manufacture and sale for export.

2. If the person applying for a compulsory licence is
submitting applications to authorities in more than
one country for the same product, he shall indicate
that fact in each application, together with details of
the quantities and importing countries concerned.

3. The application pursuant to paragraph 1 shall set
out the following:

(a) the name and contact details of the applicant and of
any agent or representative whom the applicant has
appointed to act for him before the competent
authority;

(@)
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(b) the non-proprietary name of the pharmaceutical
product or products which the applicant intends to
manufacture and sell for export under the compulsory
licence;

(b)

(c) the amount of pharmaceutical product which the
applicant seeks to produce under the compulsory
licence;

©

(d) the importing country or countries;

(d)

(e) where applicable, evidence of prior negotiation with
the rights-holder pursuant to Article 9

O]

(f) evidence of a specific request from:

(f)

(i) authorised representatives of the importing country
or countries; or

(if) a non-governmental organisation acting with the
formal authorisation of one or more importing
countries; or

(iiiy UN bodies or other international health
organizations acting with the formal authorisation of
one or more importing countries, indicating the
guantity of product required.

0)
(i)
(iii)

4. Purely formal or administrative requirements
necessary for the efficient processing of the application
may be prescribed under national law. Such
requirements shall not add unnecessarily to the costs
or burdens placed upon the applicant and, in any
event, shall not render the procedure for granting
compulsory licences under this Regulation more
burdensome than the procedure for the granting of
other compulsory licences under national law.

Atrticle 7: Rights of the rights-holder

The competent authority shall notify the rights-holder
without delay of the application for a compulsory
licence. Before the grant of the compulsory licence, the
competent authority shall give the rights-holder an
opportunity to comment on the application and to
provide the competent authority with any relevant
information regarding the application.

Atrticle 8: Verification

1. The competent authority shall verify that:

(a) each importing country cited in the application
which is a WTO member has made a notification to
the WTO pursuant to the Decision, or

(@)

(b) each importing country cited in the application
which is not a WTO member has made a notification
to the Commission pursuant to this Regulation in
respect of each of the products covered by the
application that:

(b)

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

(if) unless the importing country is a least-developed
country, confirms that the country has established that
it had insufficient or no manufacturing capacity in the
pharmaceutical sector in relation to a particular
product or products in one of the ways set out in the
Annex to the Decision;,

(i)

Annex
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(iii) confirms that where a pharmaceutical product is
patented in the territory of the importing country, that
importing country has granted or intends to grant a
compulsory licence for import of the product concerned
in accordance with Article 31 of the TRIPS

Agreement and the provisions of the Decision.

This paragraph is without prejudice to the flexibility
that least developed countries have under the
Decision of the Council for TRIPS of 27 June 2002.

(iii)

27

31

TRIPS

TRIPS

2002 6

2. The competent authority shall verify that the
guantity of product cited in the application does not
exceed that notified to the WTO by an importing
country which is a WTO member, or to the
Commission by an importing country which is not a
WTO member, and that, taking into account other
compulsory licences granted elsewhere, the total
amount of product authorised to be produced for any
importing country does not significantly exceed the
amount notified by that country to the WTO, in the
case of importing countries which are WTO members,
or to the Commission, in the case of importing
countries which are not WTO members.

Atrticle 9: Prior negotiation

1. The applicant shall provide evidence to satisfy the
competent authority that he has made efforts to obtain
authorization from the rights-holder and that such
efforts have not been successful within a period of
thirty days before submitting the application.

30

2. The requirement in paragraph 1 shall not apply in
situations of national emergency or other
circumstances of extreme urgency or in cases of public
non-commercial use under Article 31(b) of the TRIPS
Agreement.

31

(b)

TRIPS

Atrticle 10: Compulsory licence conditions

1. The licence granted shall be non-assignable, except
with that part of the enterprise or goodwill which
enjoys the licence, and non-exclusive. It shall contain
the specific conditions set out in paragraphs 2 to 9 to
be fulfilled by the licensee.

10

2. The amount of product(s) manufactured under the
licence shall not exceed what is necessary to meet the
needs of the importing country or countries cited in
the application, taking into account the amount of
product(s) manufactured under other compulsory
licences granted elsewhere.

3. The duration of the licence shall be indicated.

4. The licence shall be strictly limited to all acts
necessary for the purpose of manufacturing the
product in question for export and distribution in the
country or countries cited in the application. No
product made or imported under the compulsory
licence shall be offered for sale or put on the market in
any country other than that cited in the application,

except where an importing country avails itself of the
possibilities under subparagraph 6(i) of the Decision to
export to fellow members of a regional trade

6(i)
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agreement that share the health problem in question.

5. Products made under the licence shall be clearly
identified, through specific labelling or marking, as
being produced pursuant to this Regulation. The
products shall be distinguished from those made by
the rights-holder through special packaging and / or
special colouring / shaping, provided that such
distinction is feasible and does not have a significant
impact on price. The packaging and any associated
literature shall bear an indication that the product is
subject to a compulsory licence under this Regulation,
giving the name of the competent authority and any
identifying reference number, and specifying clearly
that the product is exclusively for export to and
distribution in the importing country or countries
concerned. Details of the product characteristics shall
be made available to the customs authorities of the
Member States.

6. Before shipment to the importing country or
countries cited in the application, the licensee shall
post on a website the following information:

6

WEBSITE

(a) the quantities being supplied under the licence and
the importing countries to which they are supplied,;

(b) the distinguishing features of the product or
products concerned.

The website address shall be communicated to the
competent authority.

(@)
()

WEBSITE

7. If the product(s) covered by the compulsory licence
are patented in the importing countries cited in the
application, the product(s) shall only be exported if
those countries have issued a compulsory licence for
the import, sale and/or distribution of the products.

7

8. The competent authority may at the request of the
rights holder or on its own initiative, if national law
allows the competent authority to act on its own
initiative, request access to books and records kept by
the licensee, for the sole purpose of checking whether
the terms of the licence, and in particular those
relating to the final destination of the products, have
been met. The books and records shall include proof of
exportation of the product, through a declaration of
exportation  certified by the customs authority
concerned, and proof of importation from one of the
bodies referred to in Article 6(3)(f).

6

O

9. The licensee shall be responsible for the payment of
adequate remuneration to the rights-holder as
determined by the competent authority as follows:

(@ in the cases referred to in Article 9(2), the
remuneration shall be a maximum of 4 % of the total
price to be paid by the importing country or on its
behalf;

@ 9
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(b) in all other cases, the remuneration shall be
determined taking into account the economic value of
the use authorised under the licence to the importing
country or countries concerned, as well as
humanitarian or noncommercial circumstances
relating to the issue of the licence.

(b)

10. The licence conditions are without prejudice to the
method of distribution in the importing country.
Distribution may be carried out for example by any of
the bodies listed in Article 6(3)(f) and on commercial or
noncommercial terms including completely without
charge.

10

6 Q)

Atrticle 11: Refusal of the application

The competent authority shall refuse an application if
any of the conditions set out in Articles 6 to 9 are not
met, or if the application does not contain the elements
necessary to allow the competent authority to grant
the licence in accordance with Article 10. Before
refusing an application, the competent authority shall
give the applicant an opportunity to rectify the
situation and to be heard.

11

10

Article 12: Notification

When a compulsory licence has been granted, the
Member State shall notify the Council for TRIPS
through the intermediary of the Commission of the
grant of the licence, and of the specific conditions
attached to it.

12

TRIPS

The information provided shall include the following
details of the licence:

(a) the name and address of the licensee;

(b) the product or products concerned,;

(c) the quantity to be supplied;

(d) the country or countries to which the product or
products are to be exported;

(e) the duration of the licence;

(f) the address of the website referred to in Article 10(6).

(@)
(b)
©
(d)
Q)
(f)

10

(6)

WEBSITE

Atrticle 13: Prohibition of importation

1. The import into the Community of products
manufactured under a compulsory licence granted
pursuant to the Decision and/or this Regulation for the
purposes of release for free circulation, re-export,
placing under suspensive procedures or placing in a
free zone or free warehouse shall be prohibited.

13

2. Paragraph 1 shall not apply in the case of re-export
to the importing country cited in the application and
identified in the packaging and documentation
associated with the product, or placing under a transit
or customs warehouse procedure or in a free zone or
free warehouse for the purpose of re-export to that
importing country.
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Article 14: Action by customs authorities

1. If there are sufficient grounds for suspecting that
products manufactured under a compulsory licence
granted pursuant to the Decision and/or this
Regulation are being imported into the Community
contrary to Article 13(1), customs authorities shall
suspend the release of, or detain, the products
concerned for the time necessary to obtain a decision of
the competent authority on the character of the
merchandise. Member States shall ensure that a body
has the authority to review whether such importation
is taking place. The period of suspension or detention
shall not exceed 10 working days unless special
circumstances apply, in which case the period may be
extended by a maximum of 10 working days. Upon
expiry of that period, the products shall be released,
provided that all customs formalities have been
complied with.

14

13 ()

10

10

2. The competent authority, the rights-holder and the
manufacturer or exporter of the products concerned
shall be informed without delay of the suspended
release or detention of the products and shall be given
all information available with respect to the
products concerned. Due account shall be taken of
national provisions on the protection of personal data
and commercial and industrial secrecy and professional
and administrative confidentiality.

The importer, and where appropriate, the exporter
shall be given ample opportunity to supply the
competent authority with the information which it
deems appropriate regarding the products.

3. If it is confirmed that products suspended for release
or detained by customs authorities were intended for
import into the Community contrary to the prohibition
in Article 13(1), the competent authority shall ensure
that the products are seized and disposed of in
accordance with national legislation.

13

4. The procedure of suspension or detention or seizure
of the goods shall be carried out at the expense of the
importer. If it is not possible to recover those expenses
from the importer, they may, in accordance with
national legislation, be recovered from any other
person responsible for the attempted illicit
importation.

5. If the products suspended for release or detained by
customs authorities are subsequently found not to
violate the prohibition in Article 13(1), the customs
authorities shall release the products to the consignee,
provided that all customs formalities have been
complied with.

13

@

6. The competent authority shall inform the
Commission of any decisions on seizure or destruction
adopted pursuant to this Regulation

Atrticle 15: Personal luggage exception

Articles 13 and 14 shall not apply to goods of a
non-commercial  nature contained in travellers
personal luggage for personal use within the limits
laid down in respect of relief from customs duty.

15
13

14
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Article 16: Termination or review of the licence

1. Subject to adequate protection of the legitimate
interests of the licensee, a compulsory licence granted
pursuant to this Regulation may be terminated by a
decision of the competent authority or by one of the
bodies referred to in Article 17 if the licence conditions
are not respected by the licensee. The competent
authority shall have the authority to review, upon
reasoned request by the rights-holder or the licensee,
whether the licence conditions have been respected.
This review shall be based on the assessment made in
the importing country where appropriate.

16

17

2. Termination of a licence granted under this
Regulation shall be notified to the Council for TRIPS
through the intermediary of the Commission.

TRIPS

3. Following termination of the licence, the competent
authority, or any other body appointed by the Member
State, shall be entitled to establish a reasonable period
of time within which the licensee shall arrange for any
product in his possession, custody, power or control to
be redirected at his expense to countries in need as
referred to in Article 4 or otherwise disposed of as
prescribed by the competent authority, or by another
body appointed by the Member State, in consultation
with the rights-holder.

4. When notified by the importing country that the
amount of pharmaceutical product has become
insufficient to meet its needs, the competent authority
may, following an application by the licensee, modify
the conditions of the licence permitting the
manufacture and export of additional quantities of the
product to the extent necessary to meet the needs of the
importing country concerned. In such cases the
licensee's application shall be processed in accordance
with a simplified and accelerated procedure, whereby
the information set out in Article 6(3), points (a) and
(b), shall not be required provided that the original
compulsory licence is identified by the licensee.

In situations where Article 9(1) applies but the
derogation set out in Article 9(2) does not apply, no
further evidence of negotiation with the rights-holder
will be required, provided that the additional amount
requested does not exceed 25 % of the amount granted
under the original licence.

In situations where Article 9(2) applies, no evidence of
negotiation with the rights-holder will be required.

)@ (b)

9 @

9 (2

@

25

Atrticle 17: Appeals

1. Appeals against any decision of the competent
authority, and disputes concerning compliance with
the conditions of the licence, shall be heard by the
appropriate body responsible under national law.

17

2. Member States shall ensure that the competent
authority and/or the body referred to in paragraph 1
have the power to rule that an appeal against a
decision granting a compulsory licence shall have
suspensory effect.
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Article 18: Safety and efficacy of medicinal products

1. Where the application for a compulsory licence
concerns a medicinal product, the applicant may avail
himself of:

18

(a) the scientific opinion procedure as provided for
under Article 58 of Regulation (EC) No 726/2004, or

(a) EC

No 726/2004

58

(b) any similar procedures under national law, such as
scientific opinions or export certificates intended
exclusively for markets outside the Community.

(b)

2. If a request for any of the above procedures concerns
a product which is a generic of a reference medicinal
product which is or has been authorised under Article
6 of Directive 2001/83/EC, the protection periods set
out in Article 14(11) of Regulation (EC) No 726/2004
and in Articles 10(1) and 10(5) of Directive 2001/83/EC
shall not apply.

2.
2001/83/EC

6

EC

No 726/2004
2001/83/EC

14

10

1 5

Article 19 Review

Three years after the entry into force of this Regulation,
and every three years thereafter, the Commission
shall present a report to the European Parliament, the
Council, and the European Economic and Social
Committee on the operation of this Regulation
including any appropriate plans for amendments.

19

The report shall cover, in particular:
(a) the application of Article 10(9) on determining the
remuneration of the rights-holder;

(@)

10

©)

(b) the application of the simplified and accelerated
procedure referred to in Article 16(4);

(b)

16

(4)

(c) the sufficiency of the requirements under Article
10(5) to prevent trade diversion, and

©

10

®)

(d) the contribution this Regulation has made to the
implementation of the system established by the
Decision.

(d)

Article 20: Entry into force

This Regulation shall enter into force on the 20th day
following that of its publication in the Official Journal
of the European Union.

20

20

This Regulation shall be binding in its entirety and
directly applicable in all Member States.

Done at Strasbourg, 17 May 2006.

For the European Parliament, The President

J. BORRELL FONTELLES

For the Council, The President

H. WINKLER
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2 Canada Bill C-9

( The Jean Chréiten Pledge to Africa 2004
20

Jean Chrétien
2003 12 12

(193¢ 1 1 )

5 4

1993 11 4

Recommendation

Her Excellency the Governor 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.

HIV AIDS

LDC

section21 Agreement between Canada and
other government
21. Where by any agreement between the Government
of Canada and any other government it is provided
that the Government of Canada will apply section 20
to inventions disclosed in any application for a patent
assigned or agreed to be assigned by the inventor to
that other government, and the Commissioner is
notified by any minister of the Crown that the
agreement extends to an invention in a specified
application, the application and all the documents
relating thereto shall be dealt with as provided in
section 20, except subsections (3) and (4), as if the
invention had been assigned or agreed to be assigned
to the Minister of National Defence.

21.

3)

21

20

) 20

BILL C-9

An Act to amend the Patent Act and the Food and
Drugs Act(The Jean Chrétien Pledge to Africa)

Her Majesty, by and with the advice and consent of the
Senate and the House of Commons of Canada, enacts
as follows.

Patent Act

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

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

C-9

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 health problems afflicting many
developing and least-developed countries, especially
those resulting from HIV/AIDS, tuberculosis,
malaria and other epidemics.

21.01
Canada

LDC

21.02
Jean Chrétien
HIV AIDS

21.20

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

21.02
21.19

Subsection21.04(1)

Subsection21.12(1)

21.03
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renewed under subsection 21.12(1).

“General Council” means the General Council of the
WTO established by paragraph 2 of Article 1V of the
Agreement  Establishing the World Trade
Organization, signed at Marrakesh on April 15, 1994.

“General Council Decision” means the decision of the
General Council of August 30, 2003 respecting Article
31 of the TRIPS Agreement, including the
interpretation of that decision in the General Council
Chairperson’s statement of that date.

“patented product” means a product the making,
constructing, using or selling of which in Canada
would infringe a patent in the absence of the consent of
the patentee.

“pharmaceutical product” means any patented product
listed in Schedule 1 in, if applicable, the dosage form,
the strength and the route of administration specified
in that Schedule in relation to the product.

“TRIPS Agreement” means the Agreement on
Trade-Related Aspects of Intellectual Property Rights,
being Annex 1C of the Agreement Establishing the
World Trade Organization, signed at Marrakesh on
April 15, 1994,

“TRIPS Council” means the council referred to in the
TRIPS Agreement.

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

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

(a8) on the recommendation of the Minister 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 developing and least-developed
countries, especially 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
patented product, namely, a dosage form, a strength
and a route of administration, and

(ii) by removing any entry listed in it;

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

(i) if it is a WTO Member, provided the TRIPS Council
with a notice in writing stating that the country
intends to import, in accordance with the General
Council Decision, pharmaceutical products, as defined
in paragraph 1(a) of that decision,

@iy if it is not a WTO Member, provided the
Government of Canada with a notice in writing
through diplomatic channels stating that the country

1994 4 15
WTO 4
TRIPS 31
2003 8 30
TRIPS 1994 4 15
1C
TRIPS TRIPS
WTO 1994 4 15
21.03 (1) Governor in Council)
(@) 1
(i)
HIV/AIDS
(ii)
(b)
(i) WTO
1(a)
TRIPS
(it WTO
1(a)
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intends to import pharmaceutical products, as defined
in paragraph 1(a) of the General Council Decision, that
it agrees that those products will not be used for
commercial purposes and that it undertakes to adopt
the measures referred to in Article 4 of that decision;

(0) on the recommendation of the Minister of Foreign
Affairs, the Minister for International Trade and the
Minister for International Cooperation, amend
Schedule 3 by adding the name of any WTO Member
not listed in Schedule 2 that has provided the TRIPS
Council with a notice in writing stating that the WTO
Member intends to import, in accordance with the
General Council Decision, pharmaceutical products, as
defined in paragraph 1(a) of that decision; and

(c 1(8)

TRIPS 2

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

d

(i) any WTO Member not listed in Schedule 2 or 3 that
has provided the TRIPS Council with a notice in
writing stating that the WTO Member intends to
import, in accordance with the General Council
Decision, pharmaceutical products, as defined in
paragraph 1(a) of that decision, or

TRIPS

(if) any country that is not a WTO Member and that is
named on the Organization for Economic Co-operation
and Development's list of countries that are eligible for
official development assistance and that has provided
the Government of Canada with a notice in writing
through diplomatic channels.

(i WTO

(A) stating that it is faced with a national emergency
or other circumstances of extreme urgency,

(B) specifying the name of the pharmaceutical product,
as defined in paragraph 1(a) of the General Council
Decision, and the quantity of that product, needed by
the country to deal with the emergency or other
urgency,

(C) stating that it has no, or insufficient,
pharmaceutical capacity to manufacture that product,
and

(D) stating that it agrees that 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.

A)

(B) 1(@)

©

(o)

(2) The Governor in Council may not add to Schedule 3
the name of any WTO Member that has notified the
TRIPS Council that it will import, in accordance with
the General Council Decision, pharmaceutical
products, as defined in paragraph 1(a) of that decision,
only if faced with a national emergency or other
circumstances of extreme urgency.

B 3

1(®)
TRIPS

(3) The Governor in Council may, by order, on the
recommendation of the Minister of Foreign Affairs, the
Minister for International Trade and the Minister for
International Cooperation, amend any of Schedules 2
to 4 to remove the name of any country or WTO
Member if

3
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(a) in the case of a country or WTO Member listed in
Schedule 2, the country or WTO Member has ceased to
be recognized by the United Nations as being a
least-developed country or, in the case of a country
that is not 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 listed in Schedule 3,
the WTO Member has notified the TRIPS Council that
it will import, in accordance with the General Council
Decision, pharmaceutical products, as defined in
paragraph 1(a) of that decision, only if faced with a
national emergency or other circumstances of extreme
urgency;

(0) in the case of a WTO Member listed in 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 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 longer on the
Organization for Economic Co-operation and
Development's list of countries that are eligible for
official development assistance,

(ii) the country no longer faces a national emergency or
other circumstances of extreme urgency,

(iii) the country has permitted any product imported
into that country under an authorization to be used for
commercial 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 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

(f in the case of any country or WTO Member listed in
any of Schedules 2 to 4, the country has notified the
Government of Canada, or the WTO Member has
notified the TRIPS Council, that it will not import
pharmaceutical products, as defined in paragraph 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 a patented invention solely
for purposes directly related to the manufacture of
the pharmaceutical product named in the application
and to sell it for export to a country or WTO Member
that is listed in any of Schedules 2 to 4 and that is
named in the application.

(a 2 WTO
WTO
WTO
4
(b 3 WTO
WTO
TRIPS
@)
c 4 WTO
WTO TRIPS
(d) WTO
(i)
(i)
(iii)
(iv) 4
e 3 4 WTO
WTO
® 2 4
WTO
1(a)
WTO TRIPS
(4)
21.04 (1) 3
2 4
WTO
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(2) The application must be in the prescribed form and
set out

2

(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;

(b)

(0 the maximum quantity of the pharmaceutical
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;

(d

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

Q)
WTO

(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, concerning
that person or entity; and

(f)

(g) any other information that may be prescribed.

@

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

3)

(a) the applicant has complied with the prescribed
requirements, if any;

(@)

() the Minister of Health has notified the
Commissioner that the version of the pharmaceutical
product that is named in the application meets the
requirements of the Food and Drugs Act and its
regulations, including the requirements under those
regulations relating to the marking, embossing,
labelling and packaging that identify that version of
the product as having been manufactured

(b)

(i)(i)

(i) in Canada as permitted by the General Council
Decision, and
(if) in a manner that distinguishes it from the version
of the pharmaceutical product sold in Canada by, or
with the consent of, the patentee or patentees, as the
case may be;

(i)
(i)

(c) the applicant provides the Commissioner with a
solemn or statutory declaration in the prescribed form
stating that the applicant had, at least thirty days
before filing the application,

©)
30

(i) sought from the patentee or, if there is 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 on reasonable
terms and conditions and that such efforts have not
been successful, and

(i)

WTO

(if) provided the patentee, or each of the patentees, as
the case may be, by certified or registered mail, in the
written request for a licence, with the information that
is in all material respects identical to the information
referred to in paragraphs (2)(a) to (g); and

(i)
(2)(@)

©)
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(d) the applicant also provides the Commissioner with

(i) if the application relates to a WTO Member listed
in Schedule 2, a certified copy of the notice in writing
that the WTO Member has provided to the TRIPS
Council specifying the name of the pharmaceutical
product, as defined in paragraph 1(a) of the General
Council Decision, and the quantity of that product,
needed by the WTO Member, and

TRIPS

(@)

(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 the
product specified in the notice and that the product is
not patented in that WTO Member, 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 the
product specified in the notice and a 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 the provisions of the General
Council Decision, granted or intends to grant a
compulsory licence to use the invention pertaining to
the product,

TRIPS
TRIPS

31

(if) if the application relates to a country 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 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 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 that 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 the
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 diplomatic
channels confirming that the country has granted or
intends to grant a compulsory licence to use the
invention pertaining to the product,

(iii) if the application relates to a WTO Member listed
in Schedule 3, a certified copy of the notice in writing
that the WTO Member has provided to the TRIPS
Council specifying the name of the pharmaceutical
product, as defined in paragraph 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 for the production of the
product to which the application relates, and

(A) a solemn or statutory declaration in the prescribed

(d)
(i) 2
WTO
WTO
(A)
(B)
WTO
WTO
i) 2
1(a)
(A)
(B)
(i) 3
WTO
(A)

72




form by the person filing the application stating that
the product to 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
confirming 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 license to 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 Member has provided to the TRIPS
Council specifying the name of the pharmaceutical
product, as defined in paragraph 1(a) of the General
Council Decision, and the quantity of that product,
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 manufacturing
capacity 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 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
confirming 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 use the
invention pertaining to the product, or

(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
channels specifying the name of the pharmaceutical
product, as defined in paragraph 1(a) of the General
Council Decision, and the quantity of that product,
needed by the country, and stating that it is 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
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

(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

(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 compulsory

WTO
(B) WTO TRIPS
TRIPS 31
WTO

(iv) 4 WTO

WTO TRIPS

WTO
WTO
A) WTO
(B) WTO TRIPS
TRIPS 31
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licence to use the invention pertaining to the product.

21.05 (1) The authorization must be in the prescribed
form and, subject to subsection (2), contain the
prescribed information.

2105 (1)
@

(2) The quantity of the product authorized to be
manufactured by an authorization may not be more
than the lesser of

(a) the maximum quantity set out in the application for
the authorization, and

(b) the quantity set out in the notice referred to in any
of subparagraphs 21.04(3)(d)(i) to (v), whichever is
applicable.

2

(@)

(b) 21.04  (3)(@)i)

21.06 (1) Before exporting a product manufactured
under an authorization, the holder of the authorization
must establish a website on which is disclosed the
prescribed information respecting the name of the
product, the name of the country or WTO Member to
which it is to be exported, the quantity that is
authorized to be manufactured and sold for export and
the distinguishing features of the product, and of its
label and packaging, as required by regulations made
under the Food and Drugs Act, as well as information
identifying every known party that will be handling
the product while it is in transit from Canada to the
country or WTO Member to which it is to be
exported.

2106 (1)
WEBSITE

WTO

(2) The holder must maintain the website during the
entire period during which the authorization is valid.

@) WEBSITE

(3) The Commissioner shall post and maintain on the
website of the Canadian Intellectual Property Office a
link to each website required to be maintained by the
holder of an authorization under subsection (1).

3)
(1)

WEBSITE

WEBSITE

(4) The Commissioner shall, within seven days of
receipt, post on the website of the Canadian
Intellectual Property Office each application for
authorization filed under subsection 21.04(1).

(4)
WEBSITE

21 04(1)

21.07 Before each shipment of any quantity of a
product manufactured under an authorization, the
holder of the authorization must, within fifteen days
before the product is exported, provide to each of the
following a notice, by certified or registered mail,
specifying the quantity to be exported, as well as every
known party that will be handling the product while it
is in transit from Canada to the country or WTO
Member to which it is to be exported:

21.07

15

(a) the patentee or each of the patentees, as the case
may be;

(@)

(b) the country or WTO Member named in the
authorization; and

(b)
WTO

(c) the person or entity that purchased the product to
which the authorization relates.

©

21.08 (1) Subject to subsections (3) and (4), on the
occurrence of a prescribed event, the holder of an
authorization is required to pay to the patentee or each
patentee, as the case may be, a royalty determined in
the prescribed manner.

21.08 (1) 3)

(4)
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(2) In making regulations for the purposes of
subsection (1), the Governor in Council must consider
the humanitarian and non-commercial reasons
underlying the issuance of authorizations under
subsection 21.04(1).

2 @
21.04

@

(3) The royalties payable under this section must be
paid within the prescribed time.

3)

(4) The Federal Court may, in relation to any
authorization, make an order providing for the
payment of a royalty that is greater than the royalty
that would otherwise be required to be paid under
subsection (1).

(4)

@

(5) An order may be made only on the application of
the patentee, or one of the patentees, as the case may
be, and on notice of the application being given by the
applicant to the holder of the authorization.

®)

(6) An order may provide for a royalty of a fixed
amount or for a royalty to be determined as specified in
the order, and the order may be subject to any terms
that the Federal Court considers appropriate.

(6)

(7) The Federal Court may make an order only if it is
satisfied that the royalty otherwise required to be paid
is not adequate remuneration for the use of the
invention or inventions to which the authorization
relates, taking into account

)

(a) the humanitarian and non-commercial reasons
underlying the issuance of the authorization; and

(@)

(b) the economic value of the use of the invention or
inventions to the country or WTO Member.

(b)

WTO

21.09 An authorization granted under subsection
21.04(1) is valid for a period of two years beginning on
the day on which the authorization is granted.

21.09

21.04 (1)
2

21.10 The use of a patented invention under an
authorization is non-exclusive.

21.10

21.11 An authorization is non-transferable, other than
where the authorization is an asset of a corporation
or enterprise and the part of the corporation or
enterprise that enjoys the use of the authorization is
sold, assigned or otherwise transferred.

2111

21.12 (1) The Commissioner shall, on the application of
the person to whom an authorization was granted
and on the payment of the prescribed fee, renew the
authorization if the person certifies under oath in the
renewal application that the quantities of the
pharmaceutical product authorized to be exported
were not exported before the authorization ceases to
be valid and that the person has complied with the
terms of the authorization and the requirements of
sections 21.06 to 21.08.

21.12

21.06

@

21.08

(2) An authorization may be renewed only once.

)

(3) The application for renewal must be made within
the 30 days immediately before the authorization
ceases to be valid.

3)

30

(4) An authorization that is renewed is valid for a
period of two years beginning on the day immediately
following the day of the expiry of the period referred to

(4)

21.09
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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.

G @

21.13 Subject to section 21.14, an authorization
ceases to be valid on the earliest of

21.13

21.14

(a) the expiry of the period referred to 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,

(@)

21.09

2112 (4)

(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 Commissioner 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,

(b)

21.04 (3)(b)

(¢) the day on which the last of the 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 authorized
to be exported by the authorization is removed from
Schedule 1, or

(d)
G 1

30

(i) the name of the country or WTO Member to which
the pharmaceutical product was, or is to be, exported is
removed from Schedule 2, 3 or 4, as the case may be,
and not added to any other of those Schedules, and

(i)

(e) on any other day that is prescribed.

(e

21.14 On the application of a patentee, and on 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 considers
appropriate, terminating the authorization if the
patentee establishes that

21.14

(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;

(@)

(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 website as required by that section;

(b)
WEBSITE
WEBSITE

21.06

WEBSITE

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

©

21.07

(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;

(d)

(e) the holder of the authorization has failed to comply
with subsection 21.16(2);

O]

21.16

@

() 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

(f)

WTO
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authorization, re-exported in a manner that is contrary
to the General Council Decision;

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

@

WTO

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

(h)

() if the product was exported to a country that is not a
WTO Member, the country has permitted the product
to be used for commercial purposes or has failed to
adopt the measures referred to in Article 4 of the
General Council Decision.

(i) WTO

21.15 The Commissioner shall, without delay, notify
the patentee, or each of the patentees, as the case may
be, in writing of any authorization granted in respect of
the patentee’s invention.

21.15

21.16 (1) Within fifteen days after the later 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 relates was entered into, the
holder of an authorization must provide by certified or
registered mail, the Commissioner and the patentee,
or each patentee, as the case may be, with

2116 (1)

15

(a) a copy of the agreement it has reached with the
person or entity referred to in 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 material respects
identical to the information referred to in paragraphs
21.04(2)(a), (b), (e) and (f; and

@ 2104

(f)

))

21.04

(2)(@).(b),(e)

(b) a solemn or statutory declaration in the prescribed
form setting out

(b)

(i) the total monetary value of the agreement as it
relates to the product authorized to be manufactured
and sold, expressed in Canadian currency, and

(i)

(if) the number of units of the product to be sold under
the terms of the agreement.

(i)

(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).

2

@)

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 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 which the product
is to be sold is commercial in nature.

2117 (1)

25

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

2

(a) the need for the holder of the authorization to make
a reasonable return sufficient to sustain a continued

(@)
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participation in humanitarian initiatives;

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

(b)

1(a)

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

©

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

3)

(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 considers adequate to compensate
the patentee for the commercial use of the patent.

(b)

(4) If the Federal Court makes an order terminating
the authorization, the Federal Court may also, if it
considers it appropriate to do so, make an order, on
any terms that it considers appropriate,

(4)

(a) requiring the holder to deliver to the patentee any
of the product to which the authorization relates
remaining in the holder’s possession as though the
holder had been determined to have been infringing a
patent; or

(@)

(b) with the consent of the patentee, requiring the
holder to export any of the product to which the
authorization relates remaining in the holder’s
possession to the country or WTO Member named in
the authorization.

(b)

(5) The Federal Court may not make an order under
subsection (3) if, under the protection of a
confidentiality order made by the Court, the holder of
the authorization submits to a Court-supervised
audit and that audit establishes that the average price
of the product manufactured under the authorization
does not exceed an amount equal to the direct supply
cost of the product plus 15 per cent of that direct
supply cost.

)

15

3)

(6) The following definitions apply in this section.
“average price” means

(6)

(a) in relation to a product to be manufactured 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 under the
terms of the agreement; and

(@)

(b) in relation to an equivalent product sold by or with
the consent of the patentee, the average of the prices in
Canada of that product as those prices are reported in
prescribed publications on the day on which the
application for the authorization was filed.

(b)

“direct supply cost”, in relation to a product to be
manufactured under an authorization, means the cost
of the materials and of the labour, and any other
manufacturing costs, directly related to the production
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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 the day this section
comes into force, an advisory committee to advise them
on the recommendations that they may make to the
Governor in Council respecting the amendment of
Schedule 1.

(2) The standing committee of the House of 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 eligibility and qualifications of those
candidates.

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 21.04(3)(d)(ii) and (v) that
is provided to the Government of Canada through
diplomatic channels by a country that is not a WTO
Member. The copy must be added to the website as
soon as possible after the notice has been provided to
the Government of Canada.

21.20(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 the results of
the review to be laid before each House of Parliament
on any of the first fifteen days on which that House is
sitting after the report has been completed.

FOOD AND DRUGS ACT
2. Section 30 of the Food and Drugs Act is amended by
adding the following after subsection (4):

(5) Without limiting or restricting the authority
conferred by any other provisions of this Act or any of
its Parts for carrying into effect the purposes and
provisions of this Act or any of its Parts, the Governor
in Council may make any regulations that the
Governor in Council considers necessary for the
purpose of implementing the General Council
Decision.

(6) The definitions in this subsection apply in this
subsection and in subsection (5).

“General Council” means the General Council of the
WTO established by paragraph 2 of Article 4 of the
Agreement  Establishing the World Trade
Organization, signed at Marrakesh on April 15, 1994.

“General Council Decision” means the decision of the
General Council of August 30, 2003 respecting Article
31 of the TRIPS Agreement, including the
interpretation of that decision in the General Council
Chairperson’s statement of that date.

2118 (1)
3
1
@
21.19
WEBSITE 21.04
@)d)(ii) (v) WTO
WEBSITE
2120 (1) 2101 21.19
2
@
15
2, 30 (4)
®)
OICENC) 6)
1994 4 15
WTO 4 2
TRIPS 31
2003 8 30
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“TRIPS Agreement” means the Agreement on
Trade-Related Aspects of Intellectual Property Rights,
being Annex 1C of the Agreement Establishing the
World Trade Organization, signed at Marrakesh on
April 15, 1994,

TRIPS

1994 4

1C

15

“WTO” means the World Trade Organization
established by Article | of the Agreement Establishing
the World Trade Organization, signed at Marrakesh
on April 15, 1994.

1994 4 15

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

37 (D)

(2) Despite subsection (1), this Act applies in respect of
any drug or device to be manufactured for the purpose
of being exported in accordance with the General
Council Decision, as defined in subsection 30(6), and
the requirements 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.

@ 1

30 (6)

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

BillC-9

Pharmaceutical Products Eligible for Export

MedlinePlus
http://medlineplus.gov/

abacavir (ABC)

tablet, 300 mg (as sulfate); oral

1 solution, 100 mg (as sulfate)/s mL | HIV
2 abacavir + lamivudine | tablet, 300 mg (as sulfate) + 150 HIV
+ zidovudine mg + 300 mg
aciclovir tablet, 200 mg; powder for herpes
3 injection, 250 mg (as sodium salt)
in vial
amphotericin B powder for injection, 50 mg in vial histoplasmosis and
4 Cryptococcus
amprenavir tablet, 150 mg; capsule, 50 mg or HIV
> 150 mg; oral solution, 15 mg/mL
azithromycin capsule, 250 mg or 500 mg; HIV Mycobacterium
6 suspension, 200 mg/5 mL avium complex (MAC) disease
beclometasone inhalation (aerosol), 50
7 micrograms per dose
(dipropionate) or 250 micrograms
(dipropionate) per dose
ceftazidime powder for injection, 250 mg (as
8 o
pentahydrate) in vial
ceftriaxone injection, 500 mg (as sodium);
9 powder for injection, 250 mg (as
sodium salt) in vial
ciclosporin capsule, 25 mg; concentrate for
10 injection, 50 mg/mL in 1-mL
ampoule (for organ
transplantation)
ciprofloxacin tablet, 250 mg (as hydrochloride) ,
11
12 | ciprofloxacin tablet, 250 mg or 500 mg
daunorubicin powder for injection, 50 mg (as
13 hydrochloride) in vial
delavirdine capsule or tablet, 100 mg (as HIV
14 mesylate)
didanosine (ddl) buffered chewable, dispersible HIV
tablet, 25 mg, 50 mg, 100 mg, 150
mg, 200 mg; buffered powder for
15 oral solution, 100 mg, 167 mg, 250
mg, packets; unbuffered enteric
coated capsule, 125 mg, 200 mg,
250 mg, 400 mg
16 diphtheria antitoxin injection, 10,000 1U or 20,000 1U
in vial
17 | diphtheria vaccine
doxorubicin powder for injection, 10 mg or 50
18 mg (hydrochloride) in vial
19 | efavirenz (EFV or EFZ) | capsule, 50 mg, 100 mg or 200 mg; HIV
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oral solution, 150 mg/5 mL

20 eflornithine injection, 200 mg (hydrochloride)
/mL in 100-mL bottles
21 enalapril tablet, 2.5 mg
erythromycin capsule or tablet, 250 mg (as
stearate or ethyl succinate); pertussis(whooping
22 powder for oral suspension, 125 cough)
mg (as stearate or ethyl
succinate); powder for injection,
500 mg (as lactobionate) in vial
etoposide capsule, 100 mg; injection, 20
23 .
mg/mL in 5-mL ampoule
factor IX (complex dried 9
24 coagulation factors I,
VI, IX, X) concentrate Hemophilia
25 | hepatitis B vaccine B
ibuprofen tablet, 200 mg or 400 mg
26
27 indinavir (IDV) capsule, 200 mg, 333 mg or 400 HIV
mg (as sulfate)
o8 insulin injection injection, 40 IU/mL in 10-mL vial
(soluble) or 100 IU/mL in 10-mL vial
intermediate-acting injection, 40 IU/mL in 10-mL vial,
29 insulin 100 IU/mL in 10-mL vial (as 10
compound insulin zinc suspension 16
or isophane insulin)
isophane insulin
30
isoniazid + tablet, 50mg +300mg +120mg | 3
31 | pyrazinamide +
rifampin tablet
ivermectin scored tablet, 3 mg or 6 mg
32
lamivudine (3TC) capsule or tablet, 150 mg; oral HIV
33 -
solution 50 mg/5 mL
34 lamivudine + tablet, 150 mg + 200 mg + 300 mg | 3 HIV
nevirapine + zidovudine
35 lamivudine + tablet, 150 mg + 300 mg HIV
zidovudine
36 levodopa + carbidopa tablet, 100 mg + 10 mg or 250 mg
+ 25 mg
37 levofloxacin tablet, 250 mg or 500 mg
38 | lithium carbonate capsule or tablet, 300 mg
39 lopinavir + ritonavir capsule, 133.3 mg + 33.3 mg; oral | 2 HIV
(LPVIr) solution, 400 mg + 100 mg/5 mL
metoclopramide tablet, 10 mg (hydrochloride);
40 injection, 5 mg (hydrochloride)/mL
in 2-mL ampoule
a1 metronidazole tablet, 250 mg or 500 mg;

injection, 500 mg in 100-mL vial;
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suppository, 500 mg or 1 g; oral
suspension, 200 mg (as
benzoate)/5 mL

42

morphine

injection, 10 mg in 1ImL ampoule
(sulfate or hydrochloride); oral
solution, 10 mg (hydrochloride or
sulfate)/5mL; tablet, 10 mg
(sulfate)

43

nelfinavir (NFV)

tablet, 250 mg (as mesilate); oral
powder, 50 mg/g

HIV

44

nevirapine (NVP)

tablet, 200 mg; oral suspension,
50 mg/5 mL

HIV

45

nifedipine

sustained release formulations,
tablet, 10 mg

46

nitrofurantoin

tablet, 100 mg

47

ofloxacin

tablet, 200 mg or 400 mg

48

potassium chloride

powder for solution

49

ranitidine

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

50

ritonavir

capsule, 100 mg; oral solution,
400 mg/5 mL

HIV

51

salbutamol

tablet, 2 mg or 4 mg (as sulfate);
inhalation (aerosol),

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

52

saquinavir (SQV)

capsule, 200 mg

HIV

53

stavudine (d4T)

capsule, 15 mg, 20 mg, 30 mg or
40 mg; powder for oral solution,
5 mg/5 mL

HIV

54

testosterone

injection, 200 mg (enantate) in
1-mL ampoule

55

timolol

solution (eye drops), 0.25% or 0.5%
(as maleate)

56

verapamil

tablet, 40 mg or 80 mg
(hydrochloride); injection, 2.5 mg
(hydrochloride)/mL in 2-mL
ampoule

57

zalcitabine

capsule or tablet, 0.375 mg or
0.750 mg

HIV

58

zidovudine (ZDV or
AZT)

tablet, 300 mg; capsule, 100 mg or
250 mg; oral solution or syrup,

50 mg/5 mL; solution for 1V
infusion injection, 10 mg/mL in
20-mL vial

HIV

Tamiflu

Schedulel
2006 9 21

NA
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BillC-9

SCHEDULE 2 WTO
Human Development Index RANK (2005,12,11)
(United Nations Development Programme Report 2005)
1 | Afghanistan * Not available ** Observer
2 | Angola 160
3 | Bangladesh 139
4 | Benin 162
5 | Bhutan 134 | **
6 | Burkina Faso 175
7 | Burundi 169
8 | Cambodia 130
9 | Cape Verde 105 | **
10 | Central African Republic 171
11 | Chad 173
12 | Comoros 132
13 | Democratic Republic of the Congo 167
14 | Djibouti 150
15 | Equatorial Guinea 121 | **
16 | Eritrea 161
17 | Ethiopia 170 | **
18 | Gambia 155 | o The Gambia
19 | Guinea 156 | o
20 | Guinea-Bissau 172 | o
21 | Haiti 153 | o
22 | Kiribati *
23 | Lao People’s Democratic Republic
24 | Lesotho 149 | o
25 | Liberia *
26 | Madagascar 146 | o
27 | Malawi 165 | o
28 | Maldives 9 | o
29 | Mali 174 | o
30 | Mauritania 152 | o
31 | Mozambique 168 | o
32 | Myanmar 129 | o
33 | Nepal 136 | o
34 | Niger 177 | o
35 | Rwanda 159 | o
36 | Samoa 74(Samoa(Western)) | **
37 | Sao Tome and Principe **
38 | Senegal 157
39 | Sierra Leone 176
40 | Solomon Islands 128
41 | Somalia *
42 | Sudan 141 | **
43 | Timor-Leste 140
44 | Togo 143 | o
45 | Tuvalu *
46 | Uganda 144 | o
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47 | United Republic of Tanzania 164
48 | Vanuatu 118 | **
49 | Yemen 151 | **
50 | Zambia 166 | o
BillC-9
Schedule 3 WTO
Human Development Index RANK (2005,12,11)
(United Nations Development Programme Report 2005)
1 | Albania 72 | o
2 | Antigua and Barbuda o
3 | Argentina 34| o
4 | Armenia 83| o
5 | Bahrain, Kingdom of o
6 | Barbados 30| o
7 | Belize 91 o
8 | Bolivia 113 | o
9 | Botswana 131 | o
10 | Brazil 63 |0
11 | Brunei Darussalam 330
12 | Bulgaria 55| o
13 | Cameroon 148 | o
14 | Chile 37| o
15 | China 85| o
16 | Colombia 69 | o
17 | Congo 142 | o
18 | Costa Rica 47 | o
19 | Cote d'lvoire 163 | o
20 | Croatia 45| o
21 | Cuba 52 | o
22 | Dominica 70 | o
23 | Dominican Republic 95 | o
24 | Ecuador 82| o
25 | Egypt 119 | o
26 | El Salvador 104 | o
27 | Fiji 92| o
28 | Former Yugoslav Republic of Macedonia 59 | o
29 | Gabon 123 | o
30 | Georgia 100 | o
31 | Ghana 138 | o
32 | Grenada 66 | o
33 | Guatemala 117 | o
34 | Guyana 107 | o
35 | Honduras o
36 | India 116 | o
37 | Indonesia 110 | o
38 | Jamaica 98 | o
39 | Jordan 90 | o
40 | Kenya 154 | o
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41 | Kyrgyz Republic 109 | o
42 | Liechtenstein o
43 | Malaysia 6l | o
44 | Mauritius 65| o
45 | Moldova o
46 | Mongolia 114 | o
47 | Morocco 124 | o
48 | Namibia 125 | o
49 | Nicaragua 112 | o
50 | Nigeria 158 | o
51 | Oman 71| o
52 | Pakistan 135 | o
53 | Panama 56| o
54 | Papua New Guinea 137 | o
55 | Paraguay 88| o
56 | Peru 79| o
57 | Philippines 84 | o
58 | Romania 64 | o
59 | Saint Kitts and Nevis 49 | o
60 | Saint Lucia 76 | o
61 | Saint Vincent and the Grenadines 87 | o
62 | South Africa 120 | o
63 | SriLanka 93| o
64 | Suriname 86 | o
65 | Swaziland 147 | o
66 | Thailand 73 | o
67 | Trinidad and Tobago 57| o
68 | Tunisia 89 | o
69 | Uruguay 46 | o
70 | Venezuela 75| o
71 | Zimbabwe 145 | o
BillC-9
Schedule 4 WTO
Human Development Index RANK (2005,12,11)
(United Nations development Programme Report 2005)
1| Cyprus 29| o
2 | Czech Republic 31| o
3 | Estonie 38| o
4 | Hong Kong, China 22| o
5 | Hungary 35|o
6 | Israel 23| o
7 | Korea, Republic of 28| o
8 | Kuwait 44 | o
9 | Latvia 48 | o
10 | Lithuania 39| o
11 | Macao, China Not Available o
12 | Malta 32| o
13 | Mexico 53| o
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14 | Poland 36| o
15 | Qatar 40| o
16 | Singapore 25| o
17 | Slovak Republic 42 | o
18 | Slovenia 26| o
19 | Chinese Taipei o
20 | Turkey 94| o
21 | United Arab Emirates 41 | o
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Use of Patented Products for International
Humanitarian Purposes Regulations
(SOR/2005-143)

Regulation current to February 21, 2006

SOR/2005-143

Regulation current to February 21, 2006

PATENT ACT

Whereas, pursuant to subsection 21.08(2)2 of the
Patent Act, the Governor in Council has considered
the humanitarian and non-commercial reasons
underlying the issuance of authorizations under
subsection 21.04(1)2 of that Act;
aS.C.2004,c.23,s.1

Therefore, Her Excellency the Governor General
in Council, on the recommendation of the Minister of
Industry, pursuant to section 12° of the Patent Act,
hereby makes the annexed Use of Patented Products
for International Humanitarian Purposes
Regulations.
bS.C. 1993, c. 15,s. 29

21.08

21.04 (1)

12

2

USE OF PATENTED PRODUCTS FOR
INTERNATIONAL HUMANITARIAN PURPOSES
REGULATIONS

INTERPRETATION
1. In these Regulations, “Act” means the Patent Act.

COMMUNICATIONS

2. (1) Any correspondence and envelope that relate to
an application under section 21.04 of the Act shall
clearly indicate this fact. The correspondence shall be
written in English or French and shall be addressed,
together with the envelope, in English or French to
the Commissioner.

2 ()

21.04

(2) Correspondence shall be delivered to the Patent
Office by hand or by mail and

(a) if it is delivered during the ordinary business
hours of the Patent Office, it is considered to be
received by the Commissioner on the day of the
delivery; and

(b) if it is delivered outside the ordinary business
hours of the Patent Office, it is considered to be
received on the next business day.

2
(@)

(b)

3. (1) For the purposes of sections 21.01 to 21.20 of
the Act, any correspondence to be sent to a patentee
shall be sent to its representative in Canada, as
shown in the records of the Patent Office or, if no
representative has been appointed, to the patentee.
(2) Any correspondence sent to the patentee's
representative in Canada is deemed to have been
received by the patentee.

2

21.01 21.20

APPLICATION FOR AUTHORIZATION

4. For the purpose of subsection 21.04(2) of the Act,
an application for authorization shall be in the form
set out in Form 1 of the schedule and shall be signed
by the applicant.

2104 (2)
1
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SOLEMN OR STATUTORY DECLARATIONS

5. (1) The solemn or statutory declaration referred to
in paragraph 21.04(3)(c) of the Act shall be in the
form set out in Form 2 of the schedule and shall be
signed by the applicant.

21.04
2

(3)c)

(2) The solemn or statutory declarations referred to in
clauses 21.04(3)(d)(i)(A) and (B) and (ii)(A) and (B) of
the Act shall be in the form set out in Forms 3, 4, 5
and 6, respectively, of the schedule and shall be
signed by the applicant.

@) 21.04

@(in@A - (B)
3

@) AB@A)

4 5 6

(B)

(3) The solemn or statutory declarations referred to in
clauses 21.04(3)(d)(iii)(A), (iv)(A) and (v)(A) of the Act
shall be in the form set out in Form 7 of the schedule
and shall be signed by the applicant

(3) 2104 3)(@)ii)A) (v)A)
V)A) 7

(4) The solemn or statutory declaration referred to in
paragraph 21.16(1)(b) of the Act shall be in the form
set out in Form 8 of the schedule and shall be signed
by the holder of the authorization

21.16
8

(4) (1)(0)

AUTHORIZATION

6. For the purpose of subsection 21.05(1) of the Act,
the authorization shall be in the form set out in Form
9 of the schedule.

6 2105 (1)
9

WEBSITE

7. For the purpose of section 21.06 of the Act, the
website of the holder of an authorization shall
disclose the following information:

WEBSITE
7 21.06
WEBSITE

a) if the pharmaceutical product named in the
application is a drug as defined in section 2 of the
Food and Drugs Act, the name of the pharmaceutical
product as set out in Schedule 1 to the Act and, if
applicable, the strength, dosage form and route of
administration of the pharmaceutical product, or if
the pharmaceutical product is a medical device, the
name of the medical device;

(@)

(b) the name of the country or WTO Member named
in the application to which the pharmaceutical
product is to be exported,;

(b)

(c) if the country or WTO Member referred to in
paragraph (b) is not itself the purchaser of the
pharmaceutical product, the name of the person or
entity — other than a governmental person or entity
— referred to in paragraph 21.04(2)(f) of the Act, to
which the product is to be sold, together with their
postal address;

© (b)

21.04 ()

(d) the quantity of the pharmaceutical product that,
under section 21.04 of the Act, has been authorized to
be manufactured for export to the country or WTO
Member referred to in paragraph (b);

(d) 21.04

(b)

(e) the distinguishing features of the pharmaceutical
product — including its colour if applicable — and of
its label and packaging, as required by regulations
made under the Food and Drugs Act;

O]

(f) the name and postal address of the shipping agent
and any other party that, to the knowledge of the
holder of the authorization, will be handling the
pharmaceutical product while it is in transit from
Canada to the country or WTO Member referred to in

(f)
(b)
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paragraph (b);

(9) if the consignee in the importing country or WTO
Member is a person or entity other than the country
or WTO Member referred to in paragraph (b), or the
person or entity referred to in paragraph (c), as the
case may be, the name and postal address of the
consignee;

@
©)

(b)

(h) the quantity of the pharmaceutical product
contained in each shipment;

(h)

(i) the export tracking number issued by the Minister
of Health in respect of each shipment; and

(i)

(j) the number of the bill of lading for each shipment.

@)

ROYALTIES

8. (1) In this section, “Index” means the Human
Development Index developed and maintained by the
United Nations Development Programme.

8 (1)

(2) For the purpose of subsection 21.08(1) of the Act,
the events on the occurrence of which a royalty is
required to be paid, and the manner of determining
the royalty, are as follows

B 21.08 (1)

(a) if the total quantity of the pharmaceutical product
that is authorized to be manufactured and exported
is exported in a single shipment, the amount of the
royalty determined in accordance with subsection (4)
or (6), as the circumstances require, shall be paid in
full within 45 days after the date of the export notice
provided under section 21.07 of the Act; and

(@)

(4)
21.07
45

(6)

(b) if the quantity of the pharmaceutical product that
is authorized to be manufactured and exported is
exported in a series of shipments, a royalty shall be
paid within 45 days after the date of the export notice
provided under section 21.07 of the Act in an amount
for a shipment that is the same proportion of the full
amount of the royalty determined in accordance with
subsection (4) or (6), as the circumstances require, as
the quantity of the pharmaceutical product exported
in the shipment is of the quantity of the
pharmaceutical product that has been authorized to
be manufactured and exported.

(b)

(4)

21.07
45

(6)

(3) If the name of the country or WTO Member to
which an authorization relates appears on the Index,
the rate for calculating the royalty that is required to
be paid to the patentee or to each of the patentees, as
the case may be, in respect of the authorization shall
be determined by

3)

(a) adding 1 to the total number of countries listed on
the Index;

(@)

(b) subtracting from the sum determined under
paragraph (a) the numerical rank on the Index of the
country or WTO Member to which the
pharmaceutical product is to be exported,;

(b) (@)

(c) dividing the difference determined under
paragraph (b) by the total number of countries listed
on the Index; and

© (®)

(d) multiplying the quotient determined under
paragraph (c) by 0.04.

(d) ©)

0.04
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(4) If the name of the country or WTO Member to
which an authorization relates appears on the Index,
the amount of royalty payable to the patentee or to
each of the patentees, as the case may be, shall be
determined

(4)

(a) when there is only one patentee, by multiplying
the total monetary value, expressed in Canadian
currency, of the agreement pertaining to the
pharmaceutical product to be manufactured, sold and
exported under the authorization by the royalty rate
determined in accordance with subsection (3); and

(@)

3)

(b) when there is more than one patentee, by dividing
the amount determined under paragraph (a) by the
number of patentees.

(b)

(@)

(5) If the name of the country or WTO Member to
which an authorization relates does not appear on
the Index, the rate for calculating the royalty that is
required to be paid to the patentee or to each of the
patentees, as the case may be, in respect of the
applicable authorization shall be determined by

®)

(a) adding 1 to the total number of countries listed on
the Index;

(@)

(b) subtracting from the sum determined under
paragraph (a) the average

(b)

(@)

(i) in the case of a country or WTO Member to which
the pharmaceutical product is to be exported and
whose name appears in Schedule 2 or 3 to the Act, of
the numerical ranks on the Index of all of the
countries and WTO Members whose names appear
both on the Index and in the same Schedule to the
Act as the country or WTO Member to which the
pharmaceutical product is to be exported,

(i)

WTO

(if) in the case of a country — other than a WTO
Member — to which the pharmaceutical product is to
be exported and whose name appears in Schedule 4
to the Act, of the numerical ranks on the Index of all
of the WTO Members whose names appear both on
the Index and in Schedule 3 to the Act, and

(i) WTO

(iii) in the case of a WTO Member to which the
pharmaceutical product is to be exported and whose
name appears in Schedule 4 to the Act, of the
numerical ranks on the Index of all of the WTO
Members whose names appear both on the Index and
in Schedule 4 to the Act;

(iii)

(c) dividing the difference determined under
paragraph (b) by the total number of countries listed
on the Index; and

©

(b)

(d) multiplying the quotient determined under
paragraph (c) by 0.04.

(d)

©)

0.04

(6) If the name of the country or WTO Member to
which an authorization relates does not appear on
the Index, the amount of royalty payable to the
patentee or to each of the patentees, as the case may
be, shall be determined

(6)

(a) when there is only one patentee, by multiplying
the total monetary value, expressed in Canadian
currency, of the agreement pertaining to the

(@)

©)
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pharmaceutical product to be manufactured, sold and
exported under the authorization by the royalty rate
determined in accordance with subsection (5); and

(b) when there is more than one patentee, by dividing
the amount determined under paragraph (a) by the
number of patentees.

(b)

(@)

RENEWAL APPLICATION

9. For the purpose of section 21.12 of the Act, an
application for the renewal of an authorization shall
be in the form set out in Form 10 of the schedule and
shall be signed by the holder of the authorization.

21.12
10

RENEWAL OF AUTHORIZATION

10. The renewal of an authorization by the
Commissioner under section 21.12 of the Act shall be
in the form set out in Form 11 of the schedule.

10

21.12
1

PRODUCT PRICE PUBLICATIONS

11. For the purpose of paragraph (b) of the definition
“average price” in subsection 21.17(6) of the Act, the
publications reporting the prices in Canada of
pharmaceutical products sold by or with the consent
of the patentee that are equivalent to the
pharmaceutical product to which an authorization
under section 21.04 of the Act relates are the
following:

11

21.04

21.17
(b)

(6)

(a) the Ontario Drug Benefit Formulary, as amended
from time to time;

(@)

Formulary

Ontario Drug Benefit

(b) the Drug Formulary published by the Régie de
I'assurance maladie du Québec, as amended from

(b)

maladie du Québec

the Régie de l'assurance
Drug

time to time; and Formulary

(c) the PPS® Pharma Publication published by Total | (c) Total Pricing Systems Inc.

Pricing Systems Inc., as amended from time to time. the PPS® Pharma
Publication

COMING INTO FORCE

12.* These Regulations come into force on the day on 12 *

which An Act to amend the Patent Act and the Food

The Jean Chrétien

and Drugs Act (The Jean Chrétien Pledge to Africa), | Pledge to Africa 2004 23
being chapter 23 of the Statutes of Canada, 2004,
comes into force.
* [Regulations in force May 14, 2005, see S1/2005-46.] | * 20056 5 14 S1/2005-46
1 2 8 9
10 11 9
11 PDF WORD

http://camr-rcam.hc-sc.gc.ca/compan-entrepris/form/authoriz-autoris_e.html
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