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The Canadian Commissioner of Patents issued the first compulsory license for export to Apotex, Inc., a Canadian
manufacturer of pharmaceutical products, pursuant to Canada’s Access to Medicines Regime (CAMR} on September
19, 2007.! The license covers export to Rwanda, a least-developed African country, of a fixed dose combination
of antiretroviral medicines used in the treatment of HIV-AIDS. The Apotex formulation, referred to as Apo-
Triaver, combines 300mg Zidovudine (AZT), 150mg Lamivudine (3TC) and 200mg Nevirapine. Canadian patents
on the separate antiretroviral components are held by the Glaxo Group, Shire Biochem and Boehringer Engelheim,
respectively > The license authorizes the manufacture of 15,600,000 Triaver tablets, and is valid for two years
from the date of issuance,

This regulatory action is of some historical note because it represents the first issuance of a compulsory license
for export within the framework established by the WTO Decision of August 30, 2003 on Implementation of
Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health (the ““August 30 Decision’ ).
The issuance by Canada of this compulsory license appears to be a positive step toward providing low-cost access
to necessary medicines for individuals in developing countries. However, the terms of the CAMR were the subject
of substantial controversy during the period leading up to its adoption, and the legislation has remained coniroversial
during its implementation.* A key question remains whether the perceived deficiencies in the CAMR make it too
problematic for practically contributing to solving the access to medicines problem.

Soon after adoption of the August 30 Decision, Stephen Lewis, then UN Special Envoy on HIV-AIDS in Africa,
urged Canada’'s government to take advantage of it. Jean Chrétien, Canada’s Prime Minister, endorsed the idea.
Almost immediately, the government’s initiative was attacked by the originator pharmaceutical industry. Harvey
Bale, Director-General of the International Federation of Pharmaceutical Manufacturer Associations (IFPMA),
said publicly, “‘It will be a “negative black eye for Canada’ that will “very well affect the investment climate’."*
The multinational originator industry thereafter lobbied intensively in favor of restricting the government’s scope
of action during the period in which the legislation was drafted. NGOs promoting access to medicines and Canadian
generics producers lobbied for a less restrictive regime. Canada’s Parliament ultimately incorporated in the Jean
Chrétien Pledge to Africa Act® (now veneraﬁy referred to as the CAMR) a set of conditions on the issuance of
compulsory licenses for export not found in the August 30 Decision. It may be that the difficuities encountered
so far in use of the CAMR - as illustrated by the Apotex experience — represent ordinary ‘start up’ inefficiencies,
and once stakeholders have become familiar with the intricacies of the Canadian system it will be possible to use
it effectively. On the other hand, most of the difficulties were foreseeable and involved requirements over which
generic producers and NGOs in Canada voiced concern during the legisiative process. In that light, the CAMR
may need amendment before it becomes a truly useful addition to the arsenal of weapons used to address disease
burdens.

First, thoagh not called for by the August 30 Decision (or reflected in the legislation of other implementing
countries) the CAMR incorporates 2 limited list of pharmaceutical products covered by the system.’ An application
to export a medicine not included on the list must be proceeded by a petition for such listing. The combination
antiretroviral product for which Apotex sought a Heense in the instant case was not on the pre-approved list, and
Apotex successfully petitioned the government to add it.* Second, the CAMR requires an applicant for a compulsory
ticense to have unsuccessfully conducted voluntary negotiations with the patent holder(s). Canada has so far refused
to acknowledge that the August 30 Decision permits use of the waiver of voluntary negotiations provided for in
Article 31(b) of the TRIPS Agreement. Canada is alone among the countries implementing the August 30 Decision
to suggest that the vartous circumstances justifying such a waiver (including public health emergency and public
non-commercial use} must exist in Canada, the exporting country, as opposed to the importing country which
needs the medicine. Canada’s position effectively turns the object and purpose of the August 30 Decision on its
head. The Canadian government has taken tentative steps toward acknowledging the illogic of this stance, but it
has not yet accepted this as a reason to amend the CAMR.” Apotex has indicated that uncertainty regarding the
fime periods required for voluntary negotiation, and uncertainty as to what constitutes adequate evidence of a
reasonable effort, are impediments o using the system, None of the three patent holding compantes involved in
the Triaver combination were willing fo grant a satisfactory voluntary license. 9 Other drawbacks to the CAMR
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system have been ;denuﬁed by NGOs, generic producers and developing country public health officials expressing
interest in making it work,'! including an initial two-year period for execution of the license.

The CAMR effectively requires that an applicant for a compuisorg license have identified a prospective developing
country purchaser before it can pursue the application process.”” NGOs, public health officials from developmg
countries and generic producers have stressed that a large part of government pharmaceutical purchasing is -
conducted through public bidding, making the requirement to have identified a purchaser in the application -
incompatible with customary procurement practices. The CAMR in this context generally reflects a requirement -
of the August 30 Decision that an export license identify the eligible importing Member{s} that has notified its -
requirements to the TRIPS Council." There may, however, be mechanisms that could facilitate tentative compietwn
of the CAMR licensing process pending formal notification of the intended destination of the subject exports.™

On the positive side, the CAMR’s approach to the setting of royalties is widely supported by prospective users |
of the system, providing a transparent mechamsm for dffferentxatmg royalty rates depending upon the level of.
economic deveiopmeﬂt of the importing country.'” Moreover, if the amount of effort expended in drafting govern
ment regelations is indication of serious interest in developing a workable systemn, Canadian regulators have '
certainly done their part. The websites operated by the varjous responsible agencies of the Canadian government:
provide an extensive array of forms and regulatory directions, presumably intended to allow interested parties to:
make effective use of the system.16 '

As of the date of this Introductory Note, Apotex has not exported Triaver to Rwanda, and it is not clear whether °
this will nltimately happen. Since Apotex began development of the combination, Indian generic producers have :
developed similar products and are offering at them at somewhat lower prices than Apotex, without the complications
of the CAMR. Apotex is a successful privately held global supplier of generic medicines. It has prospered in-
competition with low-cost suppliers from other geographic regions. Given an appropriate compulsory licensing -
for export mechanism, there is no reason why this Canadian company could not make a substantial contribution

to improving developing country access to medicines,
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NOTIFICATION UNDER PARAGRAPH 2(C) OF THE DECISION OF 30 AUGUST 2003
ON THE IMPLEMENTATION OF PARAGRAPH 6 OF THE DOHA DECLARATION
ON THE TRIPS AGREEMENT AND PUBLIC HEALTH

CANADA

The following notification has been received from the delegation of Canada on 4 October 2007 for circulati
to the Council for TRIPS,

In accordance with paragraph 2(c) of the WTO General Council Decision of 30 August 2003 on the Implemen
tion of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health, attached’ is the authorization
granted on 19 Segtember 2007 by Canada’s Commissioner of Patents to Apotex, Inc, pursuant to section 21.04
of the Patent Act.” Rwanda had previously filed a related notification, dated 17 July 2007, pursuant to paragraph
2(a) of the same Pecision of the WTO General Councit (IP/IN/RWA/I}.

Pursuant to paragraph 2(c) and 2(b)(iii) of the Decision of 30 August 2003 on the Implementation of paragraph
6 of the Doha Declaration on the TRIPS Agreement and Public Health, the information on the shipment (quantities and
distinguishing features) will be posted on the licensee’s website at: <www.apotex.com/apotriavir/abouttriavir.asp

Annex
AUTHORIZATION UNDER SECTION 21.64 OF THE PATENT ACT

In the matter of application for authorization nomber CAMR-1 by Apotex, Inc. for export to Rwanda of ¢
following pharmaceutical product:

(a) if the pharmaceutical product is a drug as set out in section 2 of the Food and Drugs Act:
fixed dose combination tablet of lamivudine (150mg) + nevirapine {(200mg) + zidovudine { 30(}mg),
as provided in Schedule 1 to the Parent Act

(h) if the pharmacentical product is a medical device;
L. T hereby authorize Apotex, Inc. whose postal address is

150 Signet Drive
Toronto, Ontario
MOL 179

to make, construct and use, the patented inventions identified in patent numbers 2,311,988; 2,070,230; 2,068,790;
2,286,126; 2,216,634, 2,105,487; 2,059.263; 2,009,637 and 2,030,056 solely for purposes directly related to the
manufacture of the above-mentioned pharmaceutical produet, and to sell it for export to the above-mentioned
country or WTO Member.

* Thizg text was reproduced and reformatted from the text appearing at the WTO website: {visited December 3, 2007}
<http:/fwww. wro.orgfenglish/news_e/mews07_efcanada_notification_oct_s.doc>
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3. In accordance with section 21.09 of the Act, this authorization is valid for a period of two years, beginning
on the date shown below.

Granted at Gatineau, Quebec, the 19 day of September, 2007-10-05

Mary Carman
" Commissioner of Patents

- ENDNOTES

Canada’s Commissioner of Patents authorization can also be
found at <http://strategis.ge.ca/se_marksv/cipo/new/CAMR _
Authorization.pdi>

2 The WTO General Council Decision was implemented in
Canada by an Act to amend the Patent Act and the Food and
Drugs Act {The Jean Chrétien Pledge to Africa Act), of 2004,
The text of Canada’s Patent Act may be found at
<http:/laws. justice ge.ca/enfshowdoc/es/P-4/bo-gars_21_01/
en#tanchorbo-gais_21_Of>




