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Agreement in order to enable the export of 
pharmaceuticals produced under compulsory 
license to countries with limited or no phar-
maceutical manufacturing capacity.  
 
The adoption of the Protocol Amending the 
TRIPS Agreement in 2005 follows a provi-
sional arrangement under the Decision of 
the General Council on the Implementation 
of paragraph 6 of the Doha Declaration on 
the TRIPS Agreement and Public Health (the 
August 2003 Decision).3 Under Article 31 of 
the TRIPS Agreement countries can grant 
compulsory licenses for the use of inven-
tions protected by patent. However, such 
license should be predominantly for the sup-
ply of the domestic market. A restriction on 
the exportation of products produced under 
compulsory license creates a situation where 
countries with limited or no domestic manu-
facturing capacity will not be able to import 
the cheaper products from countries that 
have manufacturing capacity. The August 
2003 Decision and the Protocol amending 
the TRIPS Agreement established a system 
whereby countries with manufacturing ca-
pacity in the pharmaceutical sector will be 
able to produce, under compulsory license, 
pharmaceuticals for export to countries with 
limited or no manufacturing capacity.  
 
Although the August 2003 Decision has ex-
panded the scope of flexibilities, its numer-
ous conditions, including notification, pre-
shipment and labelling requirements and 
regulations to prevent re-exportation con-
tinue to raise questions regarding its utility 
and feasibility. The scepticism arising from 
the cumbersome procedures required to use 
the August 2003 Decision was further 
heightened with the adoption by several de-
veloped countries of implementing legisla-
tion that incorporate additional legal re-
quirements.  
 
The scepticism regarding the utility and 
functionality of the August 2003 Decision 
and the implementation of the Decision were 
put to test when Rwanda officially notified 
the TRIPS Council that it will import drugs 
from Canada under the system 
(IP/N/9/RWA/1). There are no notifications 
yet under paragraph 1(b) of the August 
2003 Decision, which requires that countries 
notify their intention to use the system as 
importing countries. However, Rwanda has 

                                                 
3 See WTO (2003), WT/L/540 for the Decision and WTO 
(2006), WT/L/641 for the Protocol. 

directly notified that it expects to import a 
specific pharmaceutical product from a ge-
neric manufacturer in Canada under para-
graph 2(a) of the August 2003 Decision. 
This is because the requirement under para-
graph 1(b) does not apply to Least-
Developed Countries (LDCs). Canada has 
also notified the TRIPS Council that it has 
authorized the manufacture and export of 
the pharmaceutical product concerned to 
meet Rwanda’s needs (IP/N/10/CAN/1).  
 
This article provides a detailed analysis of 
the Rwanda-Canada use of the system cre-
ated under the August 2003 Decision for the 
import/export of pharmaceutical products 
manufactured under compulsory license. It 
will describe the various procedures that the 
importing country, the generic pharmaceuti-
cal company and the exporting country have 
to go through, identifying lessons from the 
experience.  The precedent that may be es-
tablished by this case is critical to the con-
tinued utility and functionality of the system 
under the August 2003 Decision. 
 
 
 
I. Canada: Implementation of the Au-

gust 2003 Decision  
 
Canada has not ratified the protocol amend-
ing the TRIPS Agreement that incorporated 
the system created by the August 2003 De-
cision. However, Canada was the first coun-
try to introduce domestic legislation for the 
implementation of the August 2003 Decision 
to enable the production and export of ge-
neric pharmaceutical products from Canada 
to countries with limited or no pharmaceuti-
cal manufacturing capacity. The legislation 
sets out the procedures required to obtain 
authorisation to make, construct and use 
patented inventions solely for purposes di-
rectly related to the manufacture of phar-
maceutical products and to sell it for export 
to a country listed in the schedules attached 
to the legislation.4 The legislation is sup-
ported by Regulations for Use of Patented 
Product for International Humanitarian Pur-
pose as well as by the amendments to the 
legislation on food and drug.  The elements 
of the legislation outlined below are selected 
to help in the understanding of the use of 

                                                 
4 Canada Patent Act, as on September 17, 2007, avail-
able at. http://laws.justice.gc.ca/en/P-
4/index.html?noCookie.  
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the August 2003 Decision by Rwanda and 
Canada.   
 
According to Article 31(b) of the TRIPS 
Agreement, before issuing the grant of com-
pulsory license, the person seeking the 
compulsory license must first make efforts 
to obtain the license voluntarily from the 
patent holder on reasonable commercial 
terms and conditions. It is when such efforts 
are unsuccessful ‘within a reasonable period 
of time’ that a compulsory license can be 
issued. The Canadian legislation defines the 
time-period considered reasonable for ge-
neric manufacturers to request a compul-
sory license in lieu of the effort to secure a 
license from right holders. It determines 
that such requirement is met when a 30-day 
period for achieving an agreement for a vol-
untary license lapses.5  
 
The requirement under the TRIPS Agree-
ment to seek a voluntary license at reason-
able commercial terms and conditions can 
be waived in the case of national emergency 
or other circumstances of extreme urgency 
or in the case of public non-commercial use. 
In such cases the patent right holder must 
be informed as soon as reasonably practical. 
However, the Canadian legislation on the 
use of patents for humanitarian purposes 
does not provide the same waiver for na-
tional emergency or other circumstances of 
extreme urgency or public non-commercial 
use of the patented invention from the obli-
gation to seek voluntary license within 30 
days. Under the Canadian legislation seeking 
a voluntary license is always the prerequi-
site to apply for a compulsory license for the 
use of patents for humanitarian purposes. 
 
The annex to the Canadian legislation con-
tains an initial list of products largely based 
on the World Health Organization (WHO) 
Model List of Essential Medicines. In effect, 
Canada implements the August 2003 Deci-
sion only with respect to a selected number 
of known drugs. The August 2003 decision 
does not limit the drugs or diseases to which 
it would apply.  This is supported by the fact 
that during the negotiation for the August 
2003 Decision, developed countries aban-
doned their demand to include a limited list 
of products that could be subject to the Au-
gust 2003 system because of objections 
from developing countries. Developing coun-

                                                 
5 See Canada Patent Act, as on September 17, 2007, 
Article 21.04(3)(c).  

tries considered that such a list would pose 
serious difficulties for addressing public 
health concerns in cases of emergency.6  
 
Another important aspect of the Canadian 
legislation relates to the requirement for the 
regulatory approval process of drugs manu-
factured under compulsory license for export 
under the Canadian access to medicine re-
gime.  The national approval procedure for 
export of drugs functions in addition to the 
pre-qualification approval procedure by 
WHO. Many developing countries require the 
pre-qualification approval by WHO in order 
to permit the importation of pharmaceuti-
cals. Canada pledges to use fast track pro-
cedures for the regulatory approval of 
pharmaceuticals produced under compulsory 
license for export to eligible importing coun-
tries.7   
 
Furthermore, Section 21.04(1) of the Cana-
dian Patent Act requires that importers other 
than a government agency must acquire 
permission from the government of the im-
porting country to import the generic prod-
uct produced under compulsory license. The 
Patent Act also defines the duration of the 
compulsory license to be only two years, 
whereas the August 2003 decision imposes 
no such time limitation.8  
 
With respect to payment of compensation to 
the right-holder in case of a compulsory li-
cense, Canada adopted a sliding scale for-
mula linking the royalty rate to the ranking 
of the importing country on the UN Devel-
opment Program’s Human Development In-
dex (HDI). The royalty cannot exceed 4% of 
the value of the contract for the supply of 
the product in the case of the country with 
the highest HDI ranking.9 
 
 
 
 
 

                                                 
6 See Richard Elliot, Int. J. Intellectual Property Man-
agement, Vol. 1, Nos. 1/2, 2006 for further discussion. 
7 The AIDS in Africa Working Group and the Access to 
Drugs Initiative: University of Toronto, Faculty of Law, 
International Human rights Programme (January 2007), 
Making Canada’s Access to Medicines Regime Work for 
Countries in Need: A Case Study on Ghana, available at 
http://camr-rcam.hc-sc.gc.ca/review-
reviser/camr_rcam_ut.stu_05_e.pdf, p. 12. 
8 See Canada Patent Act, as on September 17, 2007, 
Article 21.09.  
9 See Canada Patent (International Humanitarian Pur-
pose), Regulations, 8. 
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II. Rwanda: Least-Developed Country 
and Utilization of the August 2003 
Decision 

 
Upon the adoption of the laws and imple-
menting legislation in Canada, Rwanda be-
came the first country to notify the WTO on 
17 July 2007 of its intention to import 
260,000 packs of a fixed-dose combination 
of Zidovudine, Lamivudine and Nevirapine – 
antiretroviral used for the treatment of 
HIV/AIDS- for two years. 
 
Rwanda and all other LDCs are not required 
to implement the TRIPS Agreement other 
than the obligation to provide national 
treatment and most-favoured-nation treat-
ment under Articles 3 and 4 of the TRIPS 
Agreement taking into account the applica-
ble exceptions. In addition LDCs benefit 
from the following decisions: 

a) Extension of the Transition Period un-
der Article 66.1 of the TRIPS Agree-
ment for Least-Developed Country 
Members for Certain Obligations with 
Respect to Pharmaceutical Products, 
Decision of the Council for TRIPS of 
27 June 2002, IP/C/25. According to 
this decision LDCs will not be obliged, 
with respect to pharmaceutical prod-
ucts, to implement or apply the sec-
tions on patent and protection of un-
disclosed information of the TRIPS 
Agreement or to enforce rights pro-
vided for under these sections until 1 
January 2016. 

b) Least-Developed Country Members — 
Obligations under Article 70.9 of the 
TRIPS Agreement with Respect to 
Pharmaceutical Products, Decision of 
8 July 2002, WT/L/478. This decision 
waived the obligation of LDCs to make 
available exclusive marketing rights for 
products that are not protected by pat-
ent pending the introduction of product 
patents in the LDC concerned, until 1 
January 2016.  

 
As an LDC benefiting from the transition pe-
riod for implementation of the TRIPS 
Agreement, including Article 31 of the 
agreement, it is not necessary for Rwanda 
to ratify the Protocol amending the TRIPS 
Agreement that incorporated the system 
created under August 2003 Decision. How-
ever, the system created under the August 
2003 Decision precisely targets countries 
such as Rwanda that have limited or no 

manufacturing capacity in the pharmaceuti-
cal sector. The system ensures that LDCs 
have access to products produced in the ter-
ritories of WTO members with adequate 
manufacturing capacity that are parties to 
the TRIPS Agreement.   
 
The notification by Rwanda of its expecta-
tion to import the specific pharmaceutical 
product is made under paragraph 2(a) of the 
August 2003 Decision. Under the paragraph, 
the notification is expected to include:   

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

ii. confirmation to the effect that the im-
porting country, other than an LDC, 
has insufficient or no manufacturing 
capacities in the pharmaceutical sector 
for the product(s) in question; and  

iii. confirmation that, where a pharmaceu-
tical product is patented in its territory, 
it has granted or intends to grant a 
compulsory licence in accordance with 
Article 31 of the TRIPS Agreement and 
the provisions of this Decision;  

 
Rwanda has provided information on the 
name and the quantity of the product it ex-
pects to import. The notification includes a 
proviso to the effect that 

… because it is not possible to predict 
with certainty the extent of the coun-
try's public health needs, [Rwanda] re-
serves the right to modify the foregoing 
estimate as necessary or appropriate.10 

 
As an LDC, Rwanda is not required to estab-
lish that it has no/limited manufacturing ca-
pacities in the pharmaceutical sector for the 
product in question in order to benefit from 
the system. As a result, the notification from 
Rwanda does not contain information with 
respect to the manufacturing capacity of the 
country. Moreover, Rwanda made use of the 
extended transition period for LDCs under 
the Decision of the Council for TRIPS of 
27 June 2002 (IP/C/25) to fulfil the re-
quirement with respect to confirming the 
availability of patent and issuance or inten-
tion to grant compulsory license. The notifi-
cation states that: 

Pursuant to Paragraph 7 of the Doha 
Declaration and implementation thereof 
by the TRIPS Council (Decision of the 

                                                 
10 WTO (2007), IP/N/9/RWA/1. 
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Council for TRIPS of 27 June 2002), we 
have decided that we will not enforce 
rights provided under Part II Section 5 
of the TRIPS Agreement that may have 
been granted within Rwanda's territory 
with respect to the Product.11 

 
In short, Rwanda will not enforce patents 
that may have been granted in its territory 
with respect to the product it expects to im-
port. This is precisely what the Decision of 
the Council for TRIPS of 27 June 2002 
(IP/C/25) authorises LDCs to do. The ap-
proach taken by Rwanda resolves the di-
lemma countries face in using the system 
where patents are not enforced in the coun-
try either as a result of the implementation 
of flexibilities under the TRIPS Agreement, 
or no application being made to acquire a 
patent domestically.  Where a patent is not 
registered in a developing country that is 
not benefiting from the transition period for 
pharmaceutical products, the country can 
simply declare that there are no patents in 
force and notify its decision to import a 
product patented in another country under 
the system.  
 
 
 
III. Securing the License: Generic 

Manufacturers, Multinational Com-
panies and the Canadian Patent Act  

 
The Canadian pharmaceutical company Apo-
tex Inc., offers on a non-for-profit basis its 
Apo-Triavir - a fixed dose combination of 
three drugs indicated for the treatment of 
HIV infection. The company website indi-
cates that each individual component of the 
product was evaluated in bioequivalence 
studies and shown to be bioequivalent to the 
original products.12 The triple combination 
dose is evaluated and approved in Canada 
and fully conforms to all the regulations and 
health requirements for marketing a drug in 
Canada’s healthcare system.13  
 
The product was the first test case for the 
Canadian access to medicine regime. Origi-
nally, while the three individual drugs were 
on the controversial list of eligible drugs un-
der the access to medicine regime, the triple 
combination - Apo-Triavir was not. As a re-
sult, the schedule for the list of eligible 

                                                 
11 Id. 
12 http://www.apotex.com/apotriavir/default.asp  
13 Ibid. 

products had to be amended later to add 
Apo-Triavir. The regulatory approval was 
secured in June 2006, and followed by WHO 
pre-qualification status in August 2006.14 
The whole initiative and research and devel-
opment for the product was undertaken on 
humanitarian grounds and planned for sup-
ply at no-cost.15  
 
Apotex Inc. began arrangements for the 
utilisation of the drug with Médecins Sans 
Frontières (MSF). Although Apotex Inc. se-
cured the regulatory approval, it was not 
able to produce and export the drug without 
a compulsory license, since the patents on 
the individual drugs that constitute the fixed 
dose combination belong to Glaxo Group 
Limited, Welcome Foundation Limited, Shire 
Biochem Inc., and Boehringer Ingelheim 
Pharmaceuticals Inc (BI).  MSF, on the other 
hand, faced the challenge of convincing the 
countries, especially Rwanda, that it was 
worthwhile to take the risk in pursuing the 
importation of cheaper generic versions of 
the drug to be produced under compulsory 
license. Other developing countries that is-
sued compulsory license were facing criti-
cism and challenge from corporations and 
developed country governments.16   
 
Apotex Inc. requested royalty free licenses 
for the manufacture of Apo-Triavir through a 
letter written on 13 July 2007 and addressed 
to the companies that own the patents on 
the drug. The letter states that the company 
will manufacture Apo-Trivavir exclusively for 
export to the government agency called the 
“Treatment and Research Aids Center” of 
Rwanda. The company confirmed that it will 
produce the product at its own cost, and the 
license on the patents will be for two years 
in order to facilitate the sale. Furthermore, 
with respect to the sale of the product, it 
proposed the following terms: 
 
A fixed does combination tablet of lami-
vudine (150 mg) + nevirapine (200 mg) + 

                                                 
14 Letter from Apotex Inc., to Director, Patent Policy 
Directorate, Industry Canada and Director, Therapeutic 
Product Directorate, Health Canada, Re: CAMR Consul-
tation Paper, January 23, 2007, available at 
http://camr-rcam.hc-sc.gc.ca/review-
reviser/camr_rcam_apotex_18_e.pdf.  
15 House of Commons, Canada, Standing Committee on 
Industry, Science and Technology, 39th Parliament, no. 
055, 1st Session, Monday, April 23, 2007. 
16 ICTSD, “Rwanda Becomes First Country to try to use 
WTO Procedure to Import Patented HIV/Aids Drugs”, 27 
Bridges 11, 22 July 2007. 
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zidovudine (300 mg), will be manufactured 
and sold; 

• 15,600,000 tablets will be manufac-
tured and sold at a price of USD 
$0.405 per tablet; 

• The drugs will be exported to 
Rwanda; and 

• Treatment and Research AIDS Cen-
ter, an agency of the Rwanda Minis-
try of Health, will purchase and re-
ceive the drug for sale in Rwanda.17 

 
Apotex Inc. requested a reply within 30 days 
of the receipt of the letter and informed that 
if it does not receive a reasonable response, 
it would file a request for a compulsory li-
cense. The notification by Rwanda for the 
importation of the product was received by 
the WTO on 17 July 2007, which assisted 
Apotex Inc., in the process of seeking the 
voluntary license.18  
 
Glaxo and Welcome Foundation replied on 8 
August 2007to the request of Apotex Inc., 
stating that they recognized Apotex Inc.’s 
proposal as a humanitarian initiative. The 
companies consented to the granting of an 
authorization to manufacture and export to 
the Treatment and Research Aids Center of 
Rwanda the requested amount of tablets of 
a fixed dose combination at the proposed 
price. Glaxo also stated that in agreeing to a 
royalty rate of 0%, it is relying on the repre-
sentation that Apotex Inc. would derive no 
profit from its sale of the product at the 
proposed price.19  
 
The reply from the Glaxo and Welcome 
Foundation as right-holders conveys that 
they consent to the Canadian government’s 
issuance of a compulsory license under the 
domestic legislation for access to medicine. 
Shire also responded through a letter dated 
13 August 2007 stating that it does not ob-
ject to the issuance of a compulsory license 
for the purpose of manufacturing the combi-
nation in Canada for export to Rwanda. The 

                                                 
17 Canada, Intellectual Property Office, Application Pur-
suant to Section 21.04 of the Patent Act and Canadian 
Letters Patent Nos. 2,311,988, 2,070, 230, 2,068,790, 
2,059,263, 2, 009, 631, 2,216, 634, 2,105,287, 
2,030,056, September 4, 2007 (hereinafter application 
for compulsory license). The application is available at 
http://strategis.gc.ca/sc_mrksv/cipo/jcpa/p4-e.html, 
p.18. 
18 The notification was published on 19 July 2007. See 
WTO (2007), IP/N/9/RWA/1.  
19 Application for compulsory license, cited above fn 15, 
p.7.  

patentees in this regard can be considered 
voluntarily agreeing to the terms of compul-
sory license as proposed by Apotex that in-
clude royalty-free license. All of the right-
holders showed interest for the exploitation 
of their patents under the humanitarian ini-
tiative. BI Inc., on the other hand, made a 
counter-offer that it considered to be more 
favourable than what Apotex Inc. had pro-
posed and the Canadian legislation supports 
by offering terms and conditions of license 
that include: 

• The licence is totally royalty free 
thereby Apotex Inc., is not required 
to pay anything to BI for the licence; 

• Apotex Inc., is permitted to extend 
the licence to other WHO defined de-
veloping countries in addition to 
Rwanda by way of a simple letter of 
intent to BI; 

• The licence permits Apotex Inc., to 
use Nevirapine for the entire patent 
life of the product as opposed to the 
minimum two year term provided by 
Canadian law;  

• Apotex Inc., agrees to clearly mark 
its product that it is solely for use in 
the importing country and to differ-
entiate its product as required under 
Canadian legislation;  

• Apotex Inc., agrees to also provide 
details to BI of the quantity manufac-
tured and exported for tracking pur-
poses in the case of diversion of the 
product to a non approved importer 
as required under Canadian law;  

• The Apotex Inc., product containing 
Nevirapine must also meet any re-
quirements of Health Canada for such 
an exported product as required un-
der Canadian law.20 

 
Where the right-holders consent to the use 
of their patents, there is no need for com-
pulsory license. In this case, Apotex Inc. 
filed for compulsory license on 28 August 
2007. In the application for compulsory li-
cense Apotex Inc. declared that it sought 
from the patentees a license to manufacture 

                                                 
20 Boehringer Ingelheim Pharmaceuticals Inc , “Boe-
hringer Ingelheim Offers a Licence to Apotex to Export 
BI’s patented product nevirapine to Developing Coun-
tries with terms better than that required by Canadian 
Legislation,”  News Release, 22 August 2007, Boe-
hringer Ingelheim (Canada) Ltd./Ltée, , available at 
http://www.pasteurella.ca/.   
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and sell the pharmaceutical product for ex-
port to Rwanda on reasonable terms and 
conditions and such efforts have not been 
successful.  
 
Canada granted authorization to Apotex Inc. 
on 19 September 2007 to make, construct 
and use, the patented inventions identified 
in the application solely for the purposes di-
rectly related to the manufacture of the 
products identified in the application and to 
sell it for export to Rwanda.21 This first au-
thorization falls under Canada’s Access to 
Medicines Regime (CAMR), and the regula-
tion for the Use of Patented Product for In-
ternational Humanitarian Purposes intro-
duced to implement the August 2003 Deci-
sion.22 The authorization does not specify if 
the authorities are satisfied that indeed the 
patent right-holders did not accommodate 
the demands of the applicant on reasonable 
commercial terms and conditions. The au-
thorization shows that the grant of compul-
sory license is more or less straightforward 
once the necessary formal requirements are 
met.   
 
The companies in their replies to Apotex 
Inc., have made several references to rules 
and regulations with respect to marking and 
packaging, prevention of diversion and 
safety and efficacy of the proposed combi-
nation. Glaxo insisted that in order to avoid 
confusion, Apotex Inc., use the identification 
of the product as approved by the WHO Pre-
qualification Programme list for HIV/AIDS 
drugs as opposed to the proposed Apo-
TriAvir. Glaxo expressly reserved its position 
on the trademark it owns to a combination 
dose called TRIZIVIR. Almost all the right-
holders requested adherence on part of Apo-
tex Inc. to the applicable procedures under 
the Canadian legislation. Shire, for example, 
stated that: 

We assume the product will be marked 
in accordance with all applicable regu-

                                                 
21 Canada’s Commissioner of Patents authorization can 
also be found at: 
http://strategis.gc.ca/sc_mrksv/cipo/new/CAMR_Autho
rization.pdf. 
22 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.gc.ca/en/showdoc/cs/P-
4/bo-ga:s_21_01//en#anchorbo-ga:s_21_01.  
 

lations and that the product’s appear-
ance will be posted on a website.23 

 
Apotex Inc. officials stated that the compa-
nies put forward numerous conditions for 
issuing a voluntary license. However, at 
least BI Pharmaceuticals contested the as-
sertion that it has denied license on reason-
able terms. 24 
 
Whether the references to the marking, 
packaging and information on anti-diversion 
measures could be considered as unreason-
able commercial terms and conditions could 
be open for legal arguments in the domestic 
courts. However, this case shows that the 
right-holders can reply in whatever manner 
they prefer leaving the applicant in a difficult 
position to negotiate the license. The exact 
scope and content of the letters and com-
munication between right-holders and appli-
cants for compulsory license for export can 
give rise to disputes. The declaration by the 
applicant on the effort undertaken to secure 
voluntary license can, in any case, be chal-
lenged before a court of law in accordance 
with Article 21.14 of the Canadian Patent 
Act.   
 
The multinational companies whose patent 
rights were subjected to compulsory license 
may opt not to challenge any procedure of 
the compulsory license considering the sen-
sitivity and humanitarian nature of the case. 
However, this should not be an excuse for 
domestic laws in supplier countries to fail to 
implement the August 2003 Decision and 
the subsequent amendment effectively and 
least restrictively. 
 
 
 
IV. Canada: Notification under Para-

graph 2 (c) of the August 2003 De-
cision: 

 
To complete the procedure that operates the 
system established by the August 2003 De-
cision, Canada notified the TRIPS council on 
4 October 2007 of its authorization of a 
compulsory license to Apotex Inc., in accor-

                                                 
23 Application for compulsory license, cited above fn 15, 
p 12-13. 
24 Boehringer Ingelheim , “Boehringer Ingelheim com-
ments the nevirapine production for Rwanda by Apo-
tex”, News Release, 01 October 2007, available at 
http://www.boehringer-
ingel-
heim.com/corporate/asp/news/ndetail.asp?ID=4934.   
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dance with paragraph 2(c) of the August 
2003 Decision. Paragraph 2(c) requires that:  

… the exporting Member shall notify 
the Council for TRIPS of the grant of 
the licence, including the conditions 
attached to it. The information pro-
vided shall include the name and ad-
dress of the licensee, the product(s) 
for which the licence has been 
granted, the quantity(ies) for which 
it has been granted, the country(ies) 
to which the product(s) is (are) to be 
supplied and the duration of the li-
cence. The notification shall also in-
dicate the address of the website re-
ferred to in subparagraph (b)(iii) 
above. 

 
Canada simply attached the authorization it 
issued to Apotex Inc. to satisfy the require-
ments under the paragraph. It also provided 
the website of Apotex Inc. to satisfy the re-
quirement under paragraph 2(b) (iii) of the 
30 August 2003 Decision where the com-
pany will post the information on the ship-
ment (quantities and distinguishing fea-
tures).  
 
Once the notification procedures are com-
pleted, Apotex Inc. can start exploiting the 
patent for the production of the pharmaceu-
ticals in Canada for exportation to Rwanda. 
It should provide the relevant information 
on the export of the product in its website. 
It has already provided a webpage on the 
product.25 Rwanda would be the first country 
to import cheaper drugs indicated for the 
treatment of HIV/AIDS produced under 
compulsory license. The remaining challenge 
is whether Apotex Inc. can start delivering 
the products soon.  Also it remains to be 
seen if the threat of diversion of exports is a 
real challenge.  
 
 
 
V. What Next?: Synthesis and Lessons 

Learned from the Rwanda-Canada 
use of the August 2003 Decision 

 
The use of flexibilities that depends on the 
cooperation of other member states of the 
WTO is one of the most challenging legal 
dilemmas for developing countries. The 
Rwanda-Canada case so far is a success be-
cause of various factors that worked to-

                                                 
25 See http://www.apotex.com/apotriavir/default.asp 

gether, namely (1) an offer from a generic 
manufacturer to produce a new fixed dose 
combination drugs at no cost, (2) consent 
for royalty free use of their patents and non-
opposition by right holders against the com-
pulsory license, (3) the Rwandan govern-
ment’s willingness to take the risk of navi-
gating the untested system under the Au-
gust 2003 Decision in order to address a 
public health problem, (4) the Canadian 
government that put in place a law that, at 
least in the present case, appears to be 
working, and (5) legal and public support 
from MSF that assisted the various actors 
navigating the procedural requirements.  
 
The picture could be different in a situation 
where one of the above factors do not exist. 
Generic manufacturers may not always be 
interested in producing pharmaceuticals un-
der the August 2003 system at a no-cost 
basis, as Apotex Inc. did. The response from 
right-holders could be different from the 
current case, where the generic producer 
proposes a price of the product that will in-
clude a certain percentage of profit margins. 
In addition, the sensitivity and urgency of 
addressing the problem of HIV/AIDS might 
also have caused the concerned actors to 
facilitate the functioning of the system. As a 
result, the Rwanda-Canada case provides 
only a limited but important aspect of how 
the August 2003 Decision operates. 
 
If there is anything that the Rwanda-Canada 
use of the August 2003 Decision can prove 
to developing countries and public interest 
groups is that the use of the system does 
not solely rest on the terms agreed in the 
WTO. The implementing legislation in ex-
porting countries can introduce new con-
cepts, such as a list of eligible products and 
procedures. Rwanda has declared in its noti-
fication that it expects to import the esti-
mated amount of the product concerned in 
the next two years, from Apotex Inc. For 
Apotex Inc., the license will expire either at 
the end of the second year since the first 
exportation or when the last of the pharma-
ceutical product it is authorized to export 
leaves Canada’s territorial waters, which 
ever is the earliest.26 The license can be re-
newed only in cases where the quantities of 
the pharmaceutical product authorized to be 
produced and exported were not exported 

                                                 
26 Canada Patent Act, as on September 17, 2007, Arti-
cle 21.13. 
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during the validity of the license.27 It is per-
fectly possible under the August 2003 Deci-
sion for Rwanda to notify its expectation to 
import the product for over two years from 
the same company for its public health 
need.  However, its notification has to be 
limited to two years expectation because of 
the Canadian law. After the expiry of the 
license, Apotex Inc., has to go through the 
process to obtain the license all over again 
because of the Canadian legislation.  If Apo-
tex Inc., is going to submit new request, it 
has also to include notification from Rwanda 
to the WTO. Rwanda will be required to 
submit a new notification because of the 
Canadian law for importation beyond two 
years. As a result, the first important lesson 
from this case relates to the need to closely 
examine the implementation legislations of 
developed countries. 
 
The difference in implementation legislation 
among exporting countries can also be chal-
lenging for importing countries. The Euro-
pean Parliament and the EC regulation No 
816/2006 on compulsory licensing of pat-
ents relating to the manufacture of pharma-
ceutical products for export to countries with 
public health problems was issued in May 
2006. Like the Canadian legislation, it pro-
vides for 30 days limit as a ‘reasonable pe-
riod’ for negotiation of voluntary license. 
However, the Regulation is different from 
Canada’s legislation, since it makes a clear 
waiver for seeking voluntary license in cases 
of national emergency or other circum-
stances of extreme urgency or in cases of 
public non-commercial use. This exemption 
would allow European countries to initiate 
the process by themselves to respond to 
emergency situations, or government use of 
inventions in assisting countries with no, or 
limited manufacturing capacity. Subsequent 
legislation by other countries may develop 
their own unique aspects and mechanisms. 
Such a trend may further complicate the use 
of the system.  
 
 
 
 
 
 
 
 
 
 

                                                 
27 Id., Article 21.12. 

For developing countries, the Rwanda-
Canada case demonstrates that the August 
2003 Decision is a viable option for increas-
ing access to medicines. The legislation 
crafted in Canada and the European Union 
to implement the Decision, however, should 
be examined in order to develop a better 
domestic legislation in those developing 
countries with manufacturing capacity in the 
pharmaceutical sector. Since there are de-
veloping countries with adequate pharma-
ceutical manufacturing capacity, developing 
countries should cooperate among them-
selves to facilitate the use of the August 
2003 Decision.  
 
Furthermore, those developing countries 
with limited or no pharmaceutical manufac-
turing capacity, should notify their intention 
to use the system in accordance with para-
graph 1 (b) of the August 2003 Decision. 
Notification of intention to use of the system 
does not depend on ratification of the Proto-
col amending the TRIPS Agreement.  
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AN OVERVIEW OF RELEVANT DEVELOPMENTS IN 

THE VARIOUS IP FORA 
 
 
The following is an overview of the devel-
opments in the various fora dealing with in-
tellectual property issues in the third quarter 
of 2007.  
 
 
The World Trade Organization 
 
The third quarter of 2007 was defined by 
the active resumption of Doha Round nego-
tiations. Several rounds of discussions took 
place in small groups such as the G4, but 
did not result in measurable forward move-
ment.  The majority of discussions continued 
to be focused on Agricultural Subsidies and 
Non-Agricultural Market Access (NAMA). 
There has been limited progress on issues in 
the TRIPS Council. 
 
Council for TRIPS 
 
The TRIPS Council did not meet formally 
during the third quarter of 2007.  However 
several special sessions and informal meet-
ings took place during this period. 
 
Special session of the TRIPS Council 
 
Geographical Indications 
 
A special session of the TRIPS Council met 
23 July 2007 (Report TN/IP/17) focused on 
discussion of a multilateral register for geo-
graphical indications.  There was no change 
in the positions of the Member States on the 
issue.  The proposals previously made re-
main on the table: proposal by Hong Kong, 
China in TN/IP/W/8; "Joint Proposal" by Ar-
gentina, Australia, Canada, Chile, Costa 
Rica, the Dominican Republic, Ecuador, El 
Salvador, Guatemala, Honduras, Japan, 
Mexico, New Zealand, Nicaragua, Paraguay, 
Chinese Taipei and the United States in 
TN/IP/W/10, Add.1, 2 and 3; and proposal 
by the European Communities in 
TN/IP/W/11.  The European Community 
continues to insist on a legally binding multi-
lateral register, which is opposed by the ma-
jor New World economies i.e. the United 
States, Australia and New Zealand, and sig-
nificant players in Latin America and Asia.  
The African group has yet to take a unified 
position on the issue, although South Africa 
remains significantly concerned by any 
move towards a legal register. 

A formal meeting of the Council for 
TRIPS was held from 23-24 October 
2007 and will be covered in the Fourth 
Quarter IP Quarterly of 2007 
 
 
Biodiversity, Genetic resources and the 
Convention on Biological Diversity 
 
On 19 September 2007, Peru submitted a 
communication, dated 13 August 2007, 
(IP/C/W/493) on “Combating Biopiracy: the 
Peruvian Experience.”  The communication 
focused on Peru’s mega diversity and the 
risks that it faced from biopiracy. The report 
describes cases of biopiracy that Peru has 
experienced and actions that Peru has taken 
to identify, remedy or prevent misappropria-
tion of Peru’s genetic resources.   
 
Several countries requested that they be 
added to the list of co-sponsors of the pro-
posal to amend the TRIPS Agreement by 
adding an article 29bis 
(WT/GC/W/564/Rev.2 issued with the joint 
symbols TN/C/W/41/Rev.2 and 
IP/C/W/474).  Paraguay requested to be 
added to the list of co-sponsors in a com-
munication dated 20 June 2007 
(TN/C/W/41/Rev.2/Add.5).  In a communi-
cation dated 5 June 2007, the African group 
also requested that they be added to the list 
of co-sponsors (TN/C/W/41/Rev.2/Add.4). 
Least-developed countries also expressed 
their strong support for the proposal. 
 
Implementation of Article 66.2 on tech-
nology transfer 
 
At the end of the 3rd Quarter of 2007, sev-
eral developed countries reported on their 
implementation of the transfer of technology 
requirements under article 66.2. The article 
states that “Developed country Members 
shall provide incentives to enterprises and 
institutions in their territories for the pur-
pose of promoting and encouraging technol-
ogy transfer to least-developed country 
Members in order to enable them to create a 
sound and viable technological base.”  The 
reports are the result of a 2003 decision of 
the TRIPS Council (IP/C/28) requiring devel-
oping countries to report on their implemen-
tation of their obligations under the article. 
Switzerland reported in a communication 
dated 25 September 2007. Regarding the 
methods of technology transfer, the com-
munication notes that the majority of Swit-
zerland’s work is carried out through devel-
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opment aid but also focuses on its encour-
agement of investment in LDCs, arguing 
that investment will enable technology 
transfer to LDC private sector actors.   
Japan reported in a communication dated 1 
October 2007 (IP/C/W/497/Add.1).  It noted 
that it focused its activities on accepting 
trainees on intellectual property issues and 
the running of intellectual property training 
courses. 
 
UNCTAD also submitted the report on its 
technical assistance activities on 27 Sep-
tember 2007 (IP/C/W/495). According to 
the report, in the areas of technology trans-
fer and intellectual property rights, UNCTAD 
undertook research and policy analysis that 
includes:  

a) Compendium of International Ar-
rangements on Transfer of Technology: 
Selected Instruments; 

b) UNCTAD’s series Transfer of Technol-
ogy for the Successful Integration in 
the Global Economy; 

c) Home-country measures in promoting 
transfer of technology; 

d) The UNCTAD-ICTSD project on Intel-
lectual Property Rights and Sustainable 
Development that produced A Re-
source Book on TRIPS and Develop-
ment, A Study Series on various topical 
intellectual property issues and Re-
gional Research Agenda made up of a 
series of policy-oriented research pa-
pers on specific IP issues, written by 
field-based experts representing each 
region. 

 
In the field of technical assistance UNCTAD 
reported its activities on IPRs and local 
pharmaceutical production and supply ca-
pacity of essential medicines that would in-
volve: 
 
• The preparation of a Stakeholders' Ref-

erence Guide to IP and Related Poli-
cies;   

• The organization of training courses for 
stakeholders from developing coun-
tries; and  

• The preparation of country reports on 
the national intellectual property and 
investment regimes of selected devel-
oping countries.   

 
The WTO Secretariat also submitted its re-
port on technical cooperation in the TRIPS 
area (IP/C/W/404). The report indicated 
that: 

“The Secretariat's technical coop-
eration activities in relation to 
TRIPS have continued to be di-
rected towards assisting Members 
to understand the rights and obli-
gations, including the available op-
tions, which flow from the TRIPS 
Agreement and relevant decisions 
of WTO bodies.  In particular, 
Members have received assistance 
to use the mechanisms under the 
TRIPS Agreement, such as the 
Paragraph 6 Mechanism on TRIPS 
and public health and in regard to 
notifications and reviews of na-
tional legislation.” 
 

Accordingly, a significant part of the work of 
the Secretariat has been concerned with 
providing information on notification and re-
view procedures, the meaning of particular 
provisions of the TRIPS Agreement, the op-
tions available under these provisions and 
matters under discussion or negotiation in 
the TRIPS Council. The Secretariat also has 
organised numerous meeting in and outside 
Geneva.  
 
Priority Needs Assessment for Least 
Developed Countries 
 
In line with paragraph 2 of the November 
2005 Decision on the Extension of the Tran-
sition Period under Article 66.1 for Least-
Developed Country Members, several LDCs 
submitted “priority needs for technical and 
financial cooperation in order to assist them 
taking steps necessary to implement the 
TRIPS Agreement”.  Sierra Leone’s report 
was communicated on 28 September 2007.  
It noted specifically that it retained maxi-
mum flexibility under the TRIPS Agreement 
and that developed countries remained obli-
gated under article 66.2 to ensure technol-
ogy transfer to LDC.  The report focused on 
the goal of creating a sound and viable 
technological base and also noted that a pri-
ority area was assistance in attendance at 
multilateral IP negotiations. 
Uganda’s report was communicated 3 Octo-
ber 2007.  It noted the cross-cutting nature 
of policy and the need for coherence with 
other national policy objectives in carrying 
out legislative and policy reform. 
 
Enforcement 
 
In a communication in preparation for the 
October year end meeting of the TRIPS 
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Council Japan took up the issue of enforce-
ment (IP/C/W/501) previously presented by 
the United States and the European Com-
munities at previous meetings of the TRIPS 
Council.  The communication states that it 
aims to share Japan’s recent experiences 
with enforcement.  The issue of enforcement 
remains a priority for developed countries at 
the WTO with continuing attempts to make 
it a permanent agenda item on the TRIPS 
Council and further moves to bring the issue 
to dispute settlement (see section below on 
Disputes.) 
 
2003 Paragraph 6 Doha Waiver and 
2005 Public Health Amendment  
 
In July 2007, Rwanda notified to the WTO 
that it intended to make use of the 2003 
Waiver that allows it to import pharmaceuti-
cals from a third country under a compul-
sory license (IP/N/9/RWA/1).  The notifica-
tion is for the import of a fixed dose combi-
nation HIV/AIDS drug, TriAvir from a Cana-
dian pharmaceutical manufacturer, Apotex.  
The Rwanda notification also states that, 
pursuant to paragraph 7 of the Decision, it 
will not enforce any patent rights granted to 
TriAvir in Rwanda.  Paragraph 7 of the deci-
sion states that: 
 

 “Members recognize the desirabil-
ity of promoting the transfer of 
technology and capacity building in 
the pharmaceutical sector in order 
to overcome the problem identified 
in paragraph 6 of the Declaration. 
To this end, eligible importing 
Members and exporting Members 
are encouraged to use the system 
set out in this Decision in a way 
which would promote this objec-
tive. Members undertake to coop-
erate in paying special attention to 
the transfer of technology and ca-
pacity building in the pharmaceuti-
cal sector in the work to be under-
taken pursuant to Article 66.2 of 
the TRIPS Agreement, paragraph 7 
of the Declaration and any other 
relevant work of the Council for 
TRIPS.”   

 
Rwanda, as an LDC, is not required to apply 
provisions of the TRIPS Agreement on 
pharmaceuticals until 2016.  This is the first 
notification from an importing member that 
the WTO has received. 
 

In response to the stated intention of 
Rwanda and at the request of Apotex, on 8 
October 2007, Canada also issued a notifica-
tion (IP/N/10/CAN/1) that it will act as an 
exporting member under the decision, based 
on its own domestic law implementing the 
2003 Decision. 
 
With respect to the 2005 Amendment, 11 
Member States have ratified it so far.  From 
developing or least developing states, only 
El Salvador, India and the Philippines have 
notified their ratification of the amendment.  
The most recent ratification is from Singa-
pore on 28 September 2007.  The European 
Union is in the process of ratifying the 
amendment but the issue is being held up 
by disagreement between the European 
Commission and the European Parliament 
on the European Commission’s continuing 
push for more patent rights and stricter en-
forcement which would be detrimental to 
public health flexibilities in developing coun-
tries with which the EU is negotiating bilat-
eral and regional trade agreements. 
 
The Secretariat released a report on the 
status of the ratification of the Protocol 
Amending the TRIPS Agreement 
(IP/C/W/490/Rev.1). By the third quarter of 
2007 there were 11 member countries that 
accepted the Protocol out of which four are 
from Asia and one from Latin American. 
There are no African countries that have 
ratified the Protocol.  
 
The Secretariat also released a report on the 
annual review of the August 2003 Decision 
of the General Council on the Implementa-
tion of Paragraph 6 of the Doha Declaration 
on TRIPS Agreement and Public Health. Ac-
cording to the report, there are no develop-
ing countries that have notified the TRIPS 
council of their intention to use the August 
2003 Decision in accordance with paragraph 
1(a) of the Decision. Rwanda and Canada 
have become the first countries to utilise the 
system by submitting their notification un-
der Paragraph 2.  
 
Disputes 
 
On 13 August 2007, the US requested the 
institution of a panel against China in the 
complaint it had brought on China’s en-
forcement of copyright as well as what it ar-
gues is the lack of copyright enforcement 
during China’s required window for content 
review.  The cases are “China – Measures 
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Affecting the Protection and Enforcement of 
Intellectual Property Rights” (WT/DS362/1) 
and “China – Measures Affecting Trade 
Rights and Distribution Services for Certain 
Publications and Audiovisual Entertainment 
Products” (WT/DS363/1). 
On 25 September 2007, a panel was estab-
lished, after a second request by the US. 
 
A formal meeting of the Council for 
TRIPS was held from 23-24 October 
2007 and will be covered in the Fourth 
Quarter IP Quarterly of 2007 
 
 
World Intellectual Property Organiza-
tion (WIPO) 
 
The Assemblies of the Member States of 
WIPO took place from 24 September – 3 Oc-
tober 2007, in the final part of the third 
quarter.  The Ambassador of Nigeria, Mr. 
Martin Ihoeghian Uhomoibhi was elected 
Chair of the General Assembly.  The Assem-
blies included the final outcomes of meet-
ings that were held during the third quarter 
whose deliberations will be covered in this 
section on the Assemblies. Several signifi-
cant developments took place at the Assem-
blies but the entire meeting was overshad-
owed by discussions regarding the internal 
audit report (containing accusations of mis-
conduct against the Director-General), PCT 
fees, and the desk-to-desk assessment re-
ports.  The ongoing controversy also limited 
discussion of several items on the agenda 
and precluded the WIPO General Assembly 
from adopting the Program and Budget of 
the organization for the biennium.  The 
United States, supported by several Group B 
countries insisted on a discussion of the ac-
cusations against the Director General in the 
plenary of the meeting but this was opposed 
by the African Group who argued for further 
investigation, discussion in a more appropri-
ate forum, i.e. the audit committee, and a 
return to the discussion at the next General 
Assembly.  The two sides could not reach 
agreement and the Assemblies concluded 
with no resolution of the matter nor any in-
dication of the way forward. 
 
Provisional Committee on Proposals Re-
lated to the WIPO Development Agenda 
(PCDA) 
 
The resumed session of the PCDA was held 
4 September 2007.  The meeting was to 
identify a set of proposals from the 45 al-

ready agreed that might be more immedi-
ately or easily implemented or that were al-
ready being implemented by the organiza-
tion and had few or no budgetary implica-
tions.  There was consensus that the exer-
cise was in no way intended to create a pri-
ority list or to prejudge the sequence of im-
plementation of the development Agenda 
proposals.  The final list of 19 proposals was 
submitted by the Chair at the WIPO General 
Assembly. The list is available in Annex B to 
Agenda item 18 in the Draft report of the 
Meeting (A/43/16 PROV.) 
 
At the WIPO Assemblies, all Member States 
formally adopted the recommendations of 
the PCDA, including the immediate imple-
mentation of the list of recommendations 
identified by the resumed session and sub-
mitted by the Chair.  
 
All delegations spoke in favour of the Devel-
opment Agenda proposals but concerns 
about budgetary implications were raised by 
some members.  Developing country mem-
bers emphasized the need to ensure that 
sufficient budgetary resources were allo-
cated to the new Intellectual Property and 
Development Committee and to the imple-
mentation of proposals.  Brazil noted the 
necessity of ensuring proper allocation of 
human resources and the addition on new 
expertise necessary for achieving the Devel-
opment Agenda goals. Industrialized country 
members suggested caution in committing 
resources. 
Developing country Member States also 
noted that the setting up of the new com-
mittee did not preclude the raising of devel-
opment-related issues in other committees 
at WIPO.  Brazil proposed that the Devel-
opment and IP Committee meet twice a year 
and that financing be provided for develop-
ing country delegates to attend.  The pro-
posal was approved and adopted along with 
the PCDA recommendations.  However, the 
US reserved its position on any budgetary 
implications that went beyond those agreed 
to at the present Assemblies.  It noted, in 
particular the potential effect its own pro-
posal to reduce Patent Cooperation Treaty 
fees by 15%, as well as any decision on the 
Program and Budget for the 2008-2009 bi-
ennium.  The United Kingdom also noted 
reservations regarding further budgetary 
implications of proposals decisions on which 
it argued should be left to the Committee on 
Development and IP. 
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The adopted decision was:  
 
- To adopt the recommendations for action 
in the 45 agreed proposals, contained in 
Annex A. 
- To immediately implement the recommen-
dations, contained in the list of 19 proposals 
(Annex B). Member States stressed that it 
did not, in any way, imply that these pro-
posals had been accorded a higher priority 
than the others or that their implementa-
tion, or aspects of it, would not be discussed 
in the Committee on Development and Intel-
lectual Property, in coordination with rele-
vant WIPO bodies. 
They also called upon all the Member States, 
the Secretariat and other relevant WIPO 
bodies to ensure the immediate and effec-
tive implementation of these proposals. 
- To establish a Committee on Development 
and Intellectual Property to: 

(a) develop a work-program for im-
plementation of the adopted 

recommendations; 
(b) monitor, assess, discuss and re-

port on the implementation of all 
recommendations adopted, and for 

that purpose it shall coordinate with relevant 
WIPO bodies; and 
(c) discuss intellectual property and 

development related issues as agreed 
by the Committee, as well as those 

decided by the General Assembly. 
- The Committee will be composed of the 
Member States of WIPO and open to the 
participation of all accredited intergovern-
mental and non-governmental organizations 
(NGOs). It will consider and adopt rules of 
procedure based on the WIPO General 
Rules of Procedure at its first meeting. The 
Committee will have two five-day sessions 
annually, with the first one convened in the 
first half of 2008. As done during the 
sessions of the PCDA in 2006 and 2007, 
WIPO will provide financing for the 
participation of representatives from devel-
oping countries, including LDCs, as well as 
from countries with economies in transition, 
to attend the meetings of the Committee. 
- For the first meeting of the Committee, the 
present Chair of the PCDA will 
prepare initial working documents, including 
a draft work program, in consultation with 
Member States and the Secretariat. The 
draft work program should address, inter 
alia, 
the financial and human resources require-
ments for inclusion in WIPO’s budgetary 
planning process. 

- The Committee will report and may make 
recommendations annually to the 
General Assembly. 
- The PCIPD ceases to exist and the man-
date of the PCDA is not renewed. 
 
 
Standing Committee on the Law of  
Patents (SCP) 
 
The impasse that had been reached at the 
2006 General Assembly over the agenda of 
the SCP began to be resolved. During in-
terim consultations with Member States, the 
Chair of the General Assembly, Ambassador 
Manalo, produced an outline (available in 
the appendix to WO/GA/34/5) of a report 
that he recommended be carried out by the 
secretariat and distributed by March 2008.  
The report on the international patent sys-
tem would cover the “different needs and 
interests of all Member States, which would 
constitute the working document for a ses-
sion of the SCP to be held in the first half of 
2008. The report will contextualize the exist-
ing situation of the international patent sys-
tem, including references to the WIPO De-
velopment Agenda process, and will contain 
no conclusions.”  The recommendation was 
adopted by the General Assembly. 
 
Intergovernmental Committee on Intel-
lectual Property and Genetic Resources, 
Traditional Knowledge and Folklore 
(IGC) 
 
The 11th session of the IGC met from 3 July 
– 12 July, 2007.  Under a decision from the 
10th session, to facilitate substantive discus-
sion, several issues and questions were put 
forward to be addressed in two documents 
including comments from Member States 
and observers collated during an interses-
sional process, one on Traditional Cultural 
Expressions (WIPO/GRTKF/IC/11/4(a)) and 
one on Traditional Knowledge 
(WIPO/GRTKF/IC/11/5(a)).  
 
While the issue of genetic resources was on 
the agenda, it was not discussed.  The 
committee also had to determine what to 
recommend to the 2007 WIPO General As-
sembly as to the renewal of the IGC Man-
date. 
 
Developed countries, particularly the US and 
Japan, continued to insist that it was too 
soon to address substantive issues, calling 
for further studies and further work.  The US 
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emphasized that national experiences should 
be examined and that a first step would be 
to examine the role that existing intellectual 
property mechanism can play.  Japan simply 
stated that it saw no necessity for providing 
intellectual property protection to traditional 
knowledge and that it was not yet time to 
have a substantive discussion. Variations on 
these themes were restated by the Euro-
pean Union and other Group B industrialized 
countries. 
 
However, developing countries were unani-
mous in their desire for further, deeper dis-
cussion and actively engaged in stating their 
positions and opinions on the issues.  What 
emerged was a strong agreement on the 
nature, scope and application of the protec-
tion of traditional cultural expressions and 
traditional knowledge.  This stance was mir-
rored in many ways by the comments of in-
digenous people’s groups, although there 
remain some significant differences between 
these groups and developing countries in-
cluding: 

- full recognition of customary law 
- indigenous people’s sovereignty over 

Folklore and TK. 
 
While the discussion was useful in identify-
ing an almost unanimous approach on the 
part of developing countries, and strong 
agreement with indigenous people’s groups, 
it remained difficult to determine the direc-
tion in which the discussion was heading.  A 
question that was not been answered is “to 
what end’ the committee’s discussions were 
aimed.  Again, developing countries and in-
digenous groups were unanimous in arguing 
that a binding legal instrument was re-
quired.  The substantive discussion con-
cluded without any decision and was fol-
lowed by two days of informal meetings to 
negotiate the recommendation regarding the 
renewal of the mandate of the IGC. 
 
The decision of the committee essentially 
recommends that the mandate be renewed 
for an additional two years under the same 
conditions directed by the 2005 WIPO Gen-
eral Assembly (WO/GA/34/9).  Attempts by 
developing countries to include language 
directing the committee to converge on 
agreement about the outcome of the IGC 
failed, leaving vague and innocuous lan-
guage on: 
 

“With respect to the content of para-
graph (iii) [the mandate], the Com-

mittee agreed to work towards fur-
ther convergence of views on the 
questions included in its previous 
mandates, in particular, within the 
areas of TCEs and TK, on the Lists of 
Issues agreed at its Tenth Session, 
with a view to making appropriate 
recommendations to the General As-
sembly.” 

 
In addition, while the discussion reflected 
real agreement on the part of the majority 
of WIPO Member States, the secretariat has 
been directed to make only a factual extract 
of the discussion, meaning that it is not to 
make any evaluation of the tone or nature 
of the discussion that suggests any conver-
gence around any points. 
 
At the 2007 General Assembly the Member 
States (WO/GA/34/16) 
 
“(a) noted the agreement of the IGC that 
progress had been made on its 
substantive work to date, and that the IGC 
had agreed to work towards further 
convergence; 
(b) welcomed the successful launch of the 
WIPO Voluntary Fund, called for 
further contributions to the Fund and en-
couraged further initiatives to ensure the 
effective participation of representatives of 
local and indigenous communities in the 
work of the IGC; 
(c) approved the renewal of the IGC’s man-
date in the terms recommended by 
the IGC and set out in paragraph 9 of 
WO/GA/34/9, in particular: 

- the Intergovernmental Committee 
will continue its work for the next 

budgetary biennium on questions in-
cluded in its previous mandate; 

- its new work will focus, in particu-
lar, on a consideration of the 

international dimension of those 
questions, without prejudice to the work 

pursued in other fora; and 
- no outcome of its work is excluded, 

including the possible 
development of an international in-

strument or instruments; 
(d) urged the IGC to accelerate its work and 
to present a progress report to the 
session of the General Assembly in Septem-
ber 2008; and 
(e) requested the International Bureau to 
continue to assist the IGC by 
providing Member States with necessary ex-
pertise and documentation.” 
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Programme and Budget Committee 
 
The program and Budget Committee (PBC) 
met for its 12th Session from 11-13 Sep-
tember 2007.  Two significant proposals 
were made.  The first was from the United 
States (WO/PBC/12/5) regarding a 15% re-
duction in Patent Cooperation Treaty (PCT) 
fees, a major source of support for WIPO.  
The second was a proposal from Brazil 
(WO/PBC/12/8) for broadening the partici-
pation base in the PCT by lowering fees for 
users from developing countries.  The US 
proposal had also been formally submitted 
by the US and Japan to the PCT Assembly.  
Both documents were noted by the commit-
tee and were to be considered by the PCT 
Assembly. 
 
The 2006-2007 budget was approved as 
well as the 2008-2009 Biennium.  However, 
approval of the 2008-2009 Program and 
budget was done without prejudice to the 
proposals on the PCT fees, or decisions on 
the development agenda at the General As-
semblies. 
 
At the Assemblies, discussion on the PCT 
fees proposals took place in the PCT Union 
Assembly.  The US, supported by Japan, ar-
gued that the 15% across the board reduc-
tion would keep the secretariat from ex-
panding too much while enabling better ac-
cess to the patent system for small and me-
dium enterprises.  Brazil emphasized that its 
proposal was an alternative to the US pro-
posal and that it would better serve the in-
terests of small and medium businesses as 
well as serve to broaden the PCT base.  The 
African Group expressed concerns about the 
impact of the US proposal on WIPO finances 
and its ability to carry out its work, particu-
larly on the Development Agenda.  The 
group expressed support for Brazil’s pro-
posal. Switzerland did not support any re-
duction of fees at this time as it believed 
that the future programmatic and financial 
situation of the organization was unclear.  
During the discussions the US clearly linked 
its approval for the program and budget and 
for further work on the Development Agenda 
on the reduction of fees across the board, 
not just for developing countries.  There was 
no agreement on the fee reduction issue fol-
lowing several rounds of informal consulta-
tions.  In any event, further progress was 
blocked by the refusal of the US and sup-
porters from Group B industrialized coun-
tries to continue discussions on the issue 

until the issue of how to address the accusa-
tion against the Director General had been 
resolved.  After some procedural manoeu-
vring, the African Group moved to vote to 
close the debate in the PCT, which failed.  
The PCT Union Assembly ended in confusion 
and did not resume discussions for the re-
mainder of the Assemblies. 
 
The Program and Budget suffered the same 
fate as the PCT fees discussion as the US 
and Group B  countries had serious concerns 
about making a decision before resolving 
the issue of the PCT fees.  During the dis-
cussion the African Group again took the 
lead in expressing support for the recom-
mendation of the Program and Budget 
Committee for the revised 2006-2007 bien-
nium and the 2008-2009 biennium.  After 
the US had stated its intention to block con-
sensus, the African group called for a vote 
that failed to reach the required 2/3 major-
ity.  The discussion ended without any deci-
sion on the budget for the upcoming year or 
the following 2008-2009 biennium. 
 
WIPO Life Sciences Symposia 
 
On 4 September 2007, WIPO held a Life Sci-
ence symposium on Intellectual Property 
and Bioethics. Presenters included: Mr. An-
thony Taubman, Global IP Issues Division, 
WIPO; Ms. Maria Fotaki, Director, Biotech-
nology Directorate, EPO; Mr. Felix Addor, 
Deputy Director General, Swiss Federal In-
stitute of Intellectual Property; Mr. Peter R. 
Thomson, Manager Global IP Litigation & 
Transaction, Corporate Intellectual Property, 
Novartis; Ms. Karin Blumer, Senior Policy 
Advisor, Global Public Affairs, Novartis; Ms. 
Julie Morgan, Asia Pacific Program Coordina-
tor, Franciscans International.  Presentations 
are available at 
http://www.wipo.int/meetings/en/2007/lifes
ciences/sym_bioethics/.  
 
On 19 September 2007 WIPO held a Life 
Sciences Symposium on Intellectual Prop-
erty and Public Health.  Panellists included: 
Mr. Gilles Barrier, First Secretary, Perma-
nent Mission of France to the United Nations 
Office in Geneva; Ms. Prangtip Kanchana-
hattakij, First Secretary, Permanent Mission 
of Thailand to the United Nations and other 
International Organizations in Geneva; Mr. 
Maximiliano Santa Cruz, First Secretary, 
Permanent Mission of Chile to the World 
Trade Organization; Howard Zucker, Assis-
tant Director General, Health Technology 
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and Pharmaceuticals, WHO; Mr. Adrian Ot-
ten, Director, Intellectual Property Division, 
WTO; Mr. Guilherme Cintra, Researcher, In-
ternational Federation of Pharmaceutical 
Manufacturers & Associations; Ms. Pascale 
Boulet, Legal Advisor, Campaign for Access 
to Essential Medicines, Médecins Sans Fron-
tières.  Presentations are available at 
http://www.wipo.int/meetings/en/2007/lifes
ciences/sym_health/.  
 
Upcoming WIPO meetings in the Fourth 
Quarter 
 
• WIPO International Conference on In-

tellectual Property and the Creative In-
dustries, 29 -30 October, 2007. 

• Advisory Committee on Enforcement: 
Fourth Session, 1 – 2 November 2007. 

• Standing Committee on the Law of 
Trademarks, Industrial Designs and 
Geographical Indications: Eighteenth 
Session, 12 – 16 November 2007. 

• Life Sciences Symposium on Intellec-
tual Property and Life Sciences Regula-
tion, 16 November 2007. 

 
 
Other Multilateral Fora 
 
World Health Organization 
 
The 3rd Quarter was dominated by prepara-
tions for the second meeting of the Inter-
governmental Working Group on Public 
Health, Innovation and Intellectual Property 
(IGWG) to b held 5 – 10 November 2007.  
The new draft Global Strategy and Plan of 
Action (A/PHI/IGWG/2/2) was released by 
the IGWG Secretariat on 31 July 2007, and 
was cautiously received by Member States 
with many calling it inadequate.  The docu-
ment, available at 
http://www.who.int/gb/phi/pdf/igwg2/PHI_I
GWG2_2-en.pdf, is divided into the global 
strategy and the plan of action and includes 
all positive items suggested by Member 
States.  The global strategy focuses on “dis-
eases or conditions of significant public 
health importance in developing countries 
for which an adequate treatment for use in 
resource-poor settings is not available – ei-
ther because no treatment exists or be-
cause, where treatments exist, they are in-
appropriate for use in countries with poor 
delivery systems, or unaffordable.” This 
nevertheless turns out to be a list of 14 dis-
eases identified as priorities by the docu-

ment, although the methodology for the se-
lection seems unclear. 
 
The strategy is framed by 8 elements which 
also form the basis for the plan of action, 
which include: 
Element 1. Prioritizing research and devel-
opment needs 
Element 2. Promoting research and devel-
opment 
Element 3. Building and improving innova-
tive capacity 
Element 4. Transfer of technology 
Element 5. Management of intellectual prop-
erty 
Element 6. Improving delivery and access 
Element 7. Ensuring sustainable financing 
mechanisms 
Element 8. Establishing monitoring and re-
porting systems 
 
Within these elements are encompassed a 
broad range of activities and actions reflect-
ing the wide divergences from Member State 
submissions.  An online consultation process 
was established to solicit comments from 
civil society and the general public.  The 
document was also made available for dis-
cussion in regional consultations.  The re-
sults of the online public consultations as 
well the reports of the regional consultations 
are available at 
http://www.who.int/phi/public_hearings/sec
ond/contributions/en/index.html.  Regional 
consultations in preparation for the IGWG 
have been held. 
The African Region’s comments noted, inter 
alia, the need to: 

• Address and clarify funding mecha-
nisms in the strategy and plan of ac-
tion 

• Assist countries with regulatory re-
form to manage expanded R&D de-
mands 

• Ensure that governments took the 
lead 

• Clearer linkage to recommendations 
of the Commission on Intellectual 
Property Innovation and Public 
Health. 

 
The Eastern Mediterranean Region noted, 
inter alia, the need for: 

• Consistency with the CIPIH report 
• Binding language rather than ‘best 

endeavour’ clauses 
• A stronger focus on implementation 
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• Ensuring that there is no limitation 
on the kinds of diseases to be ad-
dressed. 

 
The European Region, noted inter alia: 

• That the document was well balanced 
and comprehensive 

• The need for fewer and more well de-
fined priorities 

• The need for a stronger link to the 
Millennium Development Goals 

• Expanding the scope to include Type 
I diseases for prioritization. 

 
The Western Pacific Region noted inter alia: 

• Other possible mechanisms for incen-
tives such as the R&D Treaty or Ad-
vanced Purchase Commitments may 
be needed 

• The need for further fine-tuning of 
indicators and stronger link to moni-
toring mechanisms. 

 
Member States have also provided individual 
submissions.  Portugal on behalf of the EU 
noted, inter alia, 

• That the number of actions and re-
lated indicators should be reduced 

• That responsibilities and division of 
labour should be more clearly indi-
cated 

• That the quality, safety and rational 
use of medicines, and supporting 
regulatory capacities to combat sub-
standard drugs and counterfeiting 
need a higher profile in the strategy. 

 
A sub-regional meeting in Brazil which in-
cluded Argentina, Brazil, Bolivia, Chile, 
Costa Rica, Cuba, Ecuador, El Salvador, 
Honduras, Mexico, Peru, Suriname, Uruguay 
and Venezuela, produced a consensus 
document that more closely reflected the 
elements of the CIPIH report and provided 
alternative language to that contained in the 
secretariat document.  It particularly em-
phasized high prices and noted that efforts 
to develop new products will be of no value 
if they cannot be made available and acces-
sible to those who need them. 
 
The Global Strategy and Plan of Action has 
generated significant discussion but Member 
States will go into the 2nd and final IGWG 
meeting with almost all issues unresolved 
and with a broad document as the basis of 
negotiations.  The process will involve diffi-
cult technical discussions as well as deeply 
challenging political exchanges.  As part of 

the process of involving other stakeholders, 
the secretariat has released a list of experts 
who will assist Member States and the se-
cretariat 
(http://www.who.int/gb/phi/pdf/igwg2/listof
expert-en.pdf).  However, the role of the 
group remains largely undefined and it is 
unclear the extent to which the secretariat 
will be able to draw on this expertise having 
already generated the primary document to 
be discussed without consulting such ex-
perts. Of the 15 individuals, 8 are from de-
veloping countries.  The criteria for selection 
also remain unclear although a process of 
consultation with member countries was fol-
lowed. 
 
 
United Nations Conference on Trade 
and Development (UNCTAD) 
 
Intergovernmental Group of Experts on 
Competition Law and Policy, 17–19 July 
2007 
 
The discussion at the meeting (report avail-
able at 
http://www.unctad.org/en/docs/c2clpd63_e
n.pdf) included a voluntary round table on 
competition policy and the exercise of intel-
lectual property rights.  The Chairman’s 
summary notes that the group considered IP 
and Competition to be complementary in 
achieving similar welfare and policy goals.  
Participants suggested focusing on the exer-
cise of IP rights rather than on IP as a com-
petition danger in and of itself.  In particu-
lar, it was suggested that economic effect of 
the exercise of rights should be the test 
rather than particular methods of exercising 
IP rights.  Some questions were raised re-
garding the applicability of such presump-
tions for developing countries with much 
smaller and less diverse markets. 
 
Other UNCTAD meetings in the fourth 
Quarter: UNCTAD-ICTSD Roundtable - 
Is product patent protection necessary 
in developing countries for innovation? 
R&D by Indian pharmaceutical compa-
nies after TRIPS, 11 October 2007, Ge-
neva 
 
Science, Technology, Innovation and 
ICTs for Development: UNCTAD XII pre-
event, 6 December 2007 
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The South Centre 
 
On 9 July 2007 the South Centre held an 
event on “Towards an international sui 
generis regime for the protection of tradi-
tional knowledge” parallel to the 11th Ses-
sion of WIPO’s IGC.  Speakers at the meet-
ing included Dr. Xuan Li, Lead Economist 
and Acting Coordinator, Innovation and Ac-
cess to Knowledge Programme, South Cen-
tre; Prof. Thomas Cottier, Managing Director 
of the World Trade Institute, Professor of 
European and International Economics Law, 
and Dean of the Faculty of Law, University 
of Bern; Mr. David Vivas-Eugui, Project 
Manager, Intellectual Property, Technology 
and Services, International Centre for Trade 
and Sustainable Development (ICTSD); Ms. 
Begoña Venero Aguirre, Chair, Intellectual 
Property Board of Appeals, Peruvian Na-
tional Institute for the Defense of Competi-
tion and Protection of Intellectual Property 
(Indecopi), Lima, Peru.  The Agenda and 
Presentations are available at 
http://www.southcentre.org/Events/2007Jul
_Side_Event_3.htm.  
 
 
The UN Internet Governance Forum 
(IGF) 
 
The third round of IGF consultations took 
place in Geneva at the International Tele-
communication Union on 3 September 2007. 
The consultations focused on the substan-
tive preparation for the annual meeting of 
the IGF, to be held in November 2007 in Rio 
de Janeiro, Brazil. Discussions continue on 
sub-topics and the organisation of work-
shops, open forums, plenary sessions and 
dynamic coalitions on the broader theme. 
 
The Advisory group met on 4 and 5 Sep-
tember 2007. It continued preparation on 
the framing of the agenda for the Rio de Ja-
neiro meeting.  The group also made avail-
able a draft programme paper for the meet-
ing.  The final version of a synthesis paper 
that summarises the content of contribu-
tions received as well as the discussions of 
the open consultations was made available 
26 September 2007 (available at 
http://www.intgovforum.org/Rio_Meeting/IG
F.SynthesisPaper.24.09.2007.rtf).  
The second annual meeting of the IGF 
will be held in Rio de Janeiro, Brazil 
from 12-15 November 2007. 
 

Regional and Bilateral Trade Agree-
ments with Intellectual Property Provi-
sions 
 
The following section highlights the latest 
developments in U.S. and European bilateral 
and regional trade negotiations with devel-
oping countries with specific focus on IP is-
sues. 
 
 
Free Trade Agreements involving the 
United States 
 
The Third quarter was marked by little activ-
ity.  There were no further moves to renew 
Trade Promotion Authority (TPA) which ex-
pired on 30 June 2007.  This continues to 
impair ongoing negotiations, notably with 
the United Arab Emirates and Taiwan.  
 
The Democrat-dominated US House of Rep-
resentatives has reached a deal to approve 
the ratification of the FTA with Peru and has 
also suggested that the agreement with Pa-
nama will be approved, but the FTA with Co-
lombia remains delayed over issues relating 
to the government links to rightwing para-
militaries.  The Peru agreement was only 
approved after IP, labour and environmental 
standards that Congress had insisted be in-
cluded in the Agreements had be renegoti-
ated.  In order to provide a transition, the 
Andean Trade Promotion and Drug Eradica-
tion Act was extended for 8 months until 
February 2008 to ensure that the preference 
regime for Colombia and other States await-
ing ratification still remained in force. 
 
During the third quarter of 2007, Costa Rica 
ratified the agreement in a referendum on 7 
October 2007, although some civil society 
groups dispute the outcome.  
 
 
Free Trade Agreements involving the 
European Union 
 
EU-ASEAN 
 
Negotiations continue to be actively pursued 
by the EU, although commentators note that 
conclusion of the agreement may be years 
away.28 
 
 

                                                 
28 
http://www.bilaterals.org/article.php3?id_article=9851 
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African, Caribbean and Pacific Countries 
(ACP) 
Although Economic Partnership Agreement 
(EPA) negotiations between the European 
Union (EU) and ACP countries are expected 
to be concluded by the end of the year, 
many ACP countries have been sceptical as 
to the possibility of having the trade agree-
ments signed by 31 December 2007.  The 
EU, however, remains committed to the 
deadline.  
 
The EU is close to finalization of an agree-
ment with the CARIFORUM group, including 
on intellectual property. However, discus-
sions on October 7th did not lead to conclu-
sions and one of the sticking points was on 
intellectual property.  The next planned 
meeting is of CARIFORUM heads of state in 
early December to approve the negotiate 
text.29 
 
The SADC group still maintains that it is not 
in a position to negotiate new generation 
issues such as intellectual property.  
 
The ECOWAS group is still elucidating a re-
sponse to the EU proposal although it has 
been offered an interim ‘goods-only’ agree-
ment by the EU.  ECOWAS EC Ministerial 
EPA negotiations are scheduled for 25 Octo-
ber 2007 in Brussels. 
 
The CEMAC group remains far behind in 
evaluating and generating proposals on IP.  
Joint CEMAC-EC technical meetings are 
planned for 22-24 October 2007 and a joint 
ministerial meeting for 29 October 2007. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

                                                 
29 http://www.acp-eu-trade.org/index.php?loc=epa/ 

The Pacific group has indicated that it will in 
all likelihood exclude IP from its negotiations 
although it may commit to further negotia-
tions after an interim agreement on goods is 
signed.30  Negotiations on the interim 
agreement are expected to be completed in 
November 2007.  
 
The ESA group has received a response to 
its proposal from the EU but there are no 
indications of further convergence between 
the two approaches on IP.  The region con-
tinues to suffer from adjustments to the re-
gional configuration as some countries plan 
to sign EPAs under the East African Commu-
nity configuration. 
 
Others: 
 
The EU is also pursuing negotiation of FTAs 
with the following regions and countries: 

• Central American Countries 
• the Andean Community 
• the Gulf Cooperation Council 
• South Korea 

 
 

                                                 
30 http://www.ictsd.org/weekly/07-10-17/story2.htm 
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ABOUT THE IP QUARTERLY UPDATE 
 
 
The IP Quarterly Update is published on a quarterly basis by the South Centre and the Center 
for International Environmental Law (CIEL). The aim of the Update is to facilitate a broader 
understanding and appreciation of international intellectual property negotiations by providing 
analysis and a summary of relevant developments in multilateral, plurilateral, and bilateral fora 
as well as important developments at the national level. In each IP Quarterly Update, there is 
a focus piece analysing a significant topic in the intellectual property and development 
discussions.  
 

Today, in addition to the World Trade Organization (WTO) and the World Intellectual 
Property Organization (WIPO), there are other multiple fronts of discussion and negotiation on 
intellectual property. These other fora range from international organisations, such the United 
Nations Educational and Scientific Organization (UNESCO), the Food and Agriculture 
Organization (FAO), the World Health Organization (WHO), the United Nations Conference on 
Trade and Development (UNCTAD), the World Customs Organization (WCO), INTERPOL, and 
the UN human rights bodies to regional and bilateral fora such as in the context of free trade 
agreement (FTAs) or economic partnership agreements (EPAs). In some cases, national 
processes or decisions, for example, invalidation of a key patent may have important 
international ramifications.  

 
Consequently, all these processes constitute an important part of the international 

intellectual property system and require critical engagement by developing countries and other 
stakeholders such as civil society organisations. Multiple fronts of discussions and negotiations 
require a coordination of strategies and positions that is not always easy to achieve. The 
Quarterly Update is meant to facilitate such coordination and strategy development, and is 
therefore a vehicle for awareness raising as well as capacity development. 
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