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∑ Section 1: ABSTRACT: Briefly describe your contribution: (limit 300 words)
In the 15 years since WTO Members called for an “expeditious solution” to the difficulty faced by 
countries with insufficient pharmaceutical manufacturing capacity in “making effective use of compulsory 
licensing” to promote access to medicines, and the 13 years since the adoption of the August 30th 
Decision, the solitary instance of the use of the mechanism has shown it to be deficient. A single use to 
obtain a single licence to supply a single medicine to a single country on a single occasion, requiring 
several years of effort by multiple parties, and with all indications that further use of the system is 
unlikely, is an utter failure as an “expeditious solution.” In its 2011 report, the Global Commission on HIV 
and the Law included Recommendation 6.5, to the effect that (i) the August 30thDecision has not proved 
to be a viable solution, (ii) it should be revised or supplemented with a new mechanism that is easier to 
use, and (iii) WTO Members should not ratify it and should instead pursue efforts to reform or replace the 
system. This contribution seeks to amplify that recommendation. Accordingly, it calls for: 
1. TRIPS should be amended by deleting Article 31(f),which prevents WTO members from issuing 

compulsory licenses only or predominantly for the purposes of export. 
2. Alternatively, the August 30th Decision should be amended to remove the procedural requirements 

that have impeded its use. As originally enacted by the EU Parliament, a new waiver of the Article 
31(f) limitations could provide, "in the event that a pharmaceutical product or process is under 
patent in a given country, Article 31f would be waived and manufacturing and export shall be 
allowed if the medicinal product is intended for export to a third country that has issued a 
compulsory license for that product, or where a patent is not in force and if there is a request of the 
competent public health authorities of that third country."1 Further adaptations of this language 
could be considered to ensure a broad scope for the products that can be exported as they relate to 
health.

3. Based on the deletion of Article 31f from TRIPS or the amendment of the August 30th Decision, 
WTO Members should accordingly amend national laws.

1 This recommendation adapts the original EU Parliament Amendment 196 to the European Directive on Medicines for Human 
Use:  "Manufacturing shall be allowed if the medicinal product is intended for export to a third country that has issued a 
compulsory licensing for that product, or where a patent is not in force and if there is a request of the competent public health 
authorities of that third country."
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∑ Section 2: YOUR CONTRIBUTION (limit 3,000 words)

Please ensure that your contribution takes into consideration the criteria as outlined in the Call for 
Contributions, including: 

- Impact on remedying policy incoherence
- Impact on public health
- Impact on human rights
- Implementation

Contribution
In 2001, the Doha Declaration (paragraph 6), directed the TRIPS Council to find an “expeditious solution” 
to the difficulties faced by WTO Members with insufficient or no manufacturing capacities in the 
pharmaceutical sector in making effective use of compulsory licensing under TRIPS. The TRIPS Council 
was being asked to find a solution for developing and least developed countries reliant on other countries 
for pharmaceutical imports, which were being hampered by TRIPS Article 31(f). This provision mandates 
that any compulsory license issued by a country must be predominantly for the supply of the domestic 
market. This problem can be understood through an example. After 2005, India started granting patents 
on medicines. This affects not just patients in India but those in the majority of developing and least 
developed countries that import their medicines from India. However, pursuant to TRIPS Article 31(f), 
any compulsory license issued to overcome price or availability problems created by a patent on a 
medicine would have to cater predominantly to the domestic market in India. As things stood in 2001, 
another developing country or LDC could not request India to grant a compulsory license solely or 
predominantly for exporting a medicine that was patented in India but required in that developing 
country or LDC seeking to import the product. 

For countries with no or insufficient domestic pharmaceutical manufacturing capacity to meet domestic 
needs for medicines (i.e. most LDCs and developing countries), in effect TRIPS compliance in other 
countries (including high-income and other developing countries with pharmaceutical manufacturing 
capacity) would for all practical purposes deprive  them of their ability to make use of flexibilities 
ostensibly allowed under TRIPS. It would effectively deprive LDCs of the benefit of the two transition 
periods before TRIPS compliance is required, during which time they have the flexibility not to grant or 
enforce pharmaceutical patents — but is of little benefit if there is no source from which to import 
generic versions of pharmaceuticals. In fact, beyond any transition period, the restriction in TRIPS Article 
31(f) would go even further, effectively depriving countries with insufficient domestic capacity to 
manufacture pharmaceuticals of the benefits of the policy option of compulsory licensing — a flexibility 
which all WTO Members, in theory, have the right to use under TRIPS, as reaffirmed in the 2001 Doha 
Declaration but in practice would be of little use without a supplier of generic medicines. 



On 30 August 2003, the TRIPS Council adopted a “solution” to this problem.2 Referred to as the “August 
30th Decision” or the “Paragraph 6 system,” the TRIPS Council put in place a procedurally burdensome 
mechanism that allows compulsory licenses for export to be issued in a country provided that, among 
other things, detailed notifications are made by the exporting and importing country to the TRIPS 
Council. To date there has been only one attempt to use this mechanism, after several years of effort by 
multiple parties including public health groups. In 2007, Rwanda notified the WTO that it was using the 
mechanism to order a fixed-dose combination AIDS drug from a Canadian generic company (at a per-
tablet price equivalent to that then available from Indian generic manufacturers). The resulting 
protracted process has led to the Decision being called “neither expeditious nor a solution,”3 and neither 
Rwanda (despite its identified need for additional quantities of that medicine) nor the generic 

manufacturer (despite having obtained approval for the product from both the domestic regulatory 
authority and WHO’s Prequalification Programme) has evinced a willingness to make another attempt at 
using the system. The unnecessary hurdles in the Canadian legislation implementing the August 30th

Decision have been described elsewhere, along with proposals (so far unsuccessful) for legislative reform 
to streamline the system to make it simpler for eligible importing countries, and generic suppliers in 
exporting countries, to use it in a manner that is economically sound and sustainable.4

A second attempt to use the mechanism, under India's Patents Act (s. 92A), which is considered to be the 
simplest, most direct implementation5 of August 30th, never progressed past initial proceedings before 
India's patent office. According to the Indian government, "an application for compulsory licences under 

2 WTO General Council, 2003
3MSF 2006
4 Canadian HIV/AIDS Legal Network, Making CAMR Work: Streamlining Canada’s Access to Medicines Regime – Brief to the House of 
Commons Standing Committee on Industry, Science and Technology regarding Bill C-393(October 2010), online: 
http://www.aidslaw.ca/site/making-camr-work-streamlining-canadas-access-to-medicines-regime-brief-to-the-house-of-
commons-standing-committee-on-industry-science-and-technology-regarding-bill-c-393-october-2010/; R. Elliott. “Delivering 
on the Pledge: Global Access to Medicines, WTO Rules, and Reforming Canada’s Law on Compulsory Licensing for Export,” (2010) 
3(1) McGill International Journal of Sustainable Development Law & Policy 23-67, online: http://www.aidslaw.ca/site/delivering-
on-the-pledge-global-access-to-medicines-wto-rules-and-reforming-canadas-law-on-compulsory-licensing-for-export-mcgill-
international-journal-of-sustainable-development-law-policy/
5 Section 92A of the Indian Patents Act,1970 reads: "Compulsory licence for export of patented pharmaceutical products in 
certain exceptional circumstances (1) Compulsory licence shall be available for manufacture and export of patented 
pharmaceutical product to any country having insufficient or no manufacturing capacity in the pharmaceutical sector for the 
concerned product to address public health problems, provided compulsory licence has been granted by such country or such 
country has, by notification or otherwise, allowed importation of the patented pharmaceutical products from India. (2) The 
Controller shall, on receipt of an application in the prescribed manner, grant a compulsory licence solely for manufacture and 
export of the concerned pharmaceutical product to such country under such terms and conditions as may be specified and 
published by him. (3) The provisions of sub-sections (1) and (2) shall be without prejudice to the extent to which pharmaceutical 
products produced under a compulsory licence can be exported under any other provision of this Act. Explanation: For the 
purposes of this section, ‘pharmaceutical products’ means any patented product, or product manufactured through a patented 
process, of the pharmaceutical sector needed to address public health problems and shall be inclusive of ingredients necessary 
for their manufacture and diagnostic kits required for their use.]

http://www.aidslaw.ca/site/making-camr-work-streamlining-canadas-access-to-medicines-regime-brief-to-the-house-of-commons-standing-committee-on-industry-science-and-technology-regarding-bill-c-393-october-2010/
http://www.aidslaw.ca/site/making-camr-work-streamlining-canadas-access-to-medicines-regime-brief-to-the-house-of-commons-standing-committee-on-industry-science-and-technology-regarding-bill-c-393-october-2010/


its Patent Act for three medicines to be exported to Nepal was withdrawn in an early stage. It said the 
Indian generics manufacturer concerned withdrew the request because the potential importing country 
had not granted a compulsory license to import the medicines, nor had it notified the TRIPS Council of its 
intention to do so. This, India said, shows that the system’s notification requirements and built-in 
safeguards are too costly and burdensome and represent a disincentive for the generic supplier to 
produce."6 While some other jurisdictions have adopted laws, regulations or instruments implementing 
the August 30th Decision to varying degrees, none of those mechanisms has yet been successfully used.

The August 30th Decision has been drafted up as an amendment to the TRIPS Agreement that would take 
effect after two-thirds of WTO members formally accept it, the deadline for which was originally 2007 
and has now been extended for the fifth time to 2017.7 The slow progress in the acceptance of the 
amendment highlights the continuing concerns of developing countries that the amendment would not 
solve the problems created by Article 31f. Although problems in the use of the Decision have repeatedly 
been voiced by developing countries at the annual TRIPS Council review of the working of the paragraph 
6 system, and by generic pharmaceutical manufacturers and by civil society organizations, including 
high-income countries have stoutly resisted attempts to re-open the Decision to simplify it.8 Instead, high-
income countries are routinely including commitments in other free trade agreements (FTAs) requiring 
trading partners to "respect'' the August 30th Decision9 that has been denounced as "a 3,200-word 
maze of red tape that was plainly designed to frustrate and undermine the objective of protecting public 
health and promoting access to medicine for all."10 Article 18.6(2) of the TPP goes further and requires 
each Party to "notify, if it has not already done so, the WTO of its acceptance of the Protocol amending the 

6 WTO. 26 and 27 October 2010. Little-used ‘Par.6’ system will have its day, WHO tells intellectual property and health review. 
News Item.
7 WTO General Council 2 December 2015
8 WTO. 26 and 27 October 2010. Little-used ‘Par.6’ system will have its day, WHO tells intellectual property and health review. 
News Item.
9 For instance, the EU-Vietnam FTA states in Article 8.2(2) that, "[t]he Parties shall respect the Decision of the WTO General 
Council of 30 August 2003 on Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health." 
http://bilaterals.org/IMG/pdf/tradoc_154223._institutional_-_gis_6.5a3_6.11wg_rev2_-_for_publication.pdf. The EU-Colombia-
Peru FTA states in Article 197(3): 3. The Parties shall contribute to the implementation and respect of the Decision of the WTO 
General Council of 30 August 2003, on paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health, as well as 
the Protocol Amending the TRIPS Agreement, done at Geneva on 6 December 2005. 
http://trade.ec.europa.eu/doclib/docs/2011/march/tradoc_147704.pdf. In the China-Switzerland FTA, "The Parties reaffirm 
their commitment to contribute to the international efforts to the implementation of the Decision of the WTO General Council of 
30 August 2003 on the Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health, as 
well as the Protocol Amending the TRIPS Agreement, done at Geneva on 6 December 2005," 
http://www.bilaterals.org/IMG/pdf/china_switzerland_fta_main_agreement.pdf
10 Joint NGO statement on TRIPS and public health WTO deal on medicines: a “gift” bound in red tape, 10 September 2003, 
http://www.msfaccess.org/our-work/overcoming-barriers-access/article/540



TRIPS Agreement, done at Geneva on December 6, 2005."11 Of the TPP countries, Vietnam and Peru do 
not appear in the list of countries that have accepted the protocol on the WTO page of acceptances.12

In its 2011 report, the Global Commission on HIV and the Law included Recommendation 6.5: "The 
August 30, 2003 Decision of the WTO General Council has not proved to be a viable solution for countries 
with insufficient pharmaceutical manufacturing capacity. It is essential that the system established by 
that decision be revised or supplemented with a new mechanism, to allow the easier import of 
pharmaceutical products produced under compulsory licence. WTO Members should desist from 
ratifying the adoption of the August 30, 2003 Decision as a new Article 31 bis of the TRIPS Agreement, 
and they must pursue efforts to reform or replace the system. (emphasis added)"

Proposal:  Compulsory Licenses for Export: Amendment of TRIPS Agreement and/or August 30th 
Decision 

In the 15 years since WTO Members called for an “expeditious solution” to the difficulty faced by 
countries with insufficient pharmaceutical manufacturing capacity in “making effective use of compulsory 
licensing” to promote access to medicines, and the 13 years since the adoption of the August 30th 
Decision, the solitary instance of the use of the mechanism has shown it to be deficient. A single use to 
obtain a single licence to supply a single medicine to a single country on a single occasion, requiring 
several years of effort by multiple parties, and with all indications that further use of the system is 
unlikely, is an utter failure as an “expeditious solution.” Accordingly, this contribution recommends that: 

1. The TRIPS Agreement should be amended by deleting Article 31(f),which prevents WTO members 
from issuing compulsory licenses only or predominantly for the purpose of export. 

2. Alternatively, the August 30th Decision should be amended to remove the procedural 
requirements that have impeded its use. As originally enacted by the EU Parliament, a new waiver 
of the Article 31(f) limitations could provide, "in the event that a pharmaceutical product or 
process is under patent in a given country, Article 31f would be waived and manufacturing and 
export shall be allowed if the medicinal product is intended for export to a third country that has 
issued a compulsory license for that product, or where a patent is not in force and if there is a 
request of the competent public health authorities of that third country."13 Further adaptations of 
this language could be considered to ensure a broad scope for the products that can be exported 
as they relate to health.

3. Based on the deletion of Article 31f from TRIPS or the amendment of the August 30th Decision, 
WTO Members should accordingly amend national laws.

11 Intellectual Property, Chapter 18, https://ustr.gov/sites/default/files/TPP-Final-Text-Intellectual-Property.pdf
12 Members accepting amendment of the TRIPS Agreement, https://www.wto.org/english/tratop_e/trips_e/amendment_e.htm
13 This recommendation adapts the original EU Parliament resolution which reads: "



Impact on remedying policy incoherence, public health and human rights: The policy incoherence 
created by Article 31f of TRIPS is recognised in the Doha Declaration itself: "[w]e recognize that WTO 
members with insufficient or no manufacturing capacities in the pharmaceutical sector could face difficulties 
in making effective use of compulsory licensing under the TRIPS Agreement." The fact that the solution has 
been used only once speaks to the continuing incoherence between the right of WTO members to issue 
compulsory licenses or in the case of LDC members to make use of the transition period not to grant or 
enforce pharmaceutical patents and still be unable to meet their medical needs. The deletion of Article 31f 
removes the restrictions on exporting countries allowing trade and health policies to align. Without the 
cumbersome requirements of the August 30th Decision, the possibilities of the use of the system would 
increase. As pointed out by public interest groups at the time the August 30th Decision was announced, it 
also gives the WTO an undue role in the manner in which countries exercise their rights to issue CLs or 
use the transition period under TRIPS. Without these additional roles and requirements, it is likely that 
countries will make use of compulsory licenses and other measures that will be even more important in 
the near future as more medicines get patented in supplying countries like India. The impact on public 
health with a clearer, easier path for countries to import generic medicines is self-evident. In the case of 
HIV for instance, 15 million people living with HIV are now on treatment in developing countries,14 the
majority are likely on imported generic ARVs. A 2010 study which examined the purchase of donor-
funded HIV medicines found that as of the end of 2009, “among paediatric ARV and adult nucleoside and 
non-nucleoside reverse transcriptase inhibitor markets, Indian-produced generics accounted for 91% and 
89% of 2008 global purchase volumes, respectively.”15

Finally the impact on human rights would be significant as access to medicines is considered integral to 
the right to the highest attainable standard of health16 and with more medicines being patented in 
developing countries legal pathways to access generic medicines are of increasing importance. In 2012, 
the UN General Assembly adopted a resolution calling on governments to urgently scale up efforts to 
accelerate towards universal access to healthcare services, acknowledging that “universal health coverage 
implies that all people have access, without discrimination, to…essential, safe, affordable, effective and 
quality medicines…” 17 In September 2015, the UN General Assembly adopted the Sustainable 
Development Goals which recognise more explicitly the link between treatment access and the use of 
TRIPS flexibilities in Goal 3.b, which reads, “[s]upport the research and development of vaccines and 
medicines for the communicable and non-communicable diseases that primarily affect developing 
countries, provide access to affordable essential medicines and vaccines, in accordance with the Doha 

14 UNAIDS, Together We Will End AIDS, 2012, available at 
http://www.unaids.org/en/media/unaids/contentassets/documents/epidemiology/2012/20120718_togetherwewillendaids_en
.pdf
15 Waning, B. et al., "A lifeline to treatment: the role of Indian generic manufacturers in supplying antiretroviral medicines to 
developing countries," Journal of the International AIDS Society, 2010, 13:35, available at 
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC2944814/
16Committee on Economic, Social and Cultural Rights, 2000
17 United Nations General Assembly, 2012 

http://www.unaids.org/en/media/unaids/contentassets/documents/epidemiology/2012/20120718_togetherwewillendaids_en.pdf
http://www.unaids.org/en/media/unaids/contentassets/documents/epidemiology/2012/20120718_togetherwewillendaids_en.pdf
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC2944814/


Declaration on the TRIPS Agreement and Public Health, which affirms the right of developing countries to 
use to the full the provisions in the Agreement on Trade-Related Aspects of Intellectual Property Rights 
regarding flexibilities to protect public health, and, in particular, provide access to medicines for all.”18

As for implementation, the process of amendment can be initiated by any WTO member moving an 
amendment to the TRIPS Agreement under the Marrakesh Agreement. As with Article 31bis, this 
amendment too would require 2/3rds majority to come into effect.   
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