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Abstract: 
The study examines the the draft Regulation establishing a compulsory licensing 
system for the export of patented drugs to developing countries. The Regulation 
aims at uniformly implementing, within the European Union, the Decision of the 
WTO of 30 August 2003 on the TRIPS Agreement and Public Health. Following 
the presentation of the core aspects of the draft Regulation, the paper outlines the 
possible impacts of the Regulation, including the difficulties faced by importing 
countries. The paper also highlights the differences compared to similar regulations 
in Canada, Norway and Netherlands and then proposes an extensive list of possible 
improvements in light of the findings of the analysis. The paper concludes that the 
draft Regulation does not fully take advantage of the flexibility that is open to the 
EU to encourage prospective European suppliers to provide pharmaceutical 
products at affordable prices and improve access to medicines in developing 
countries and LDCs. The draft regulation also includes a number of unnecessary 
conditions not stipulated in the WTO Decision. 
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PREFACE 

 
This assessment has been prepared upon the request of the Policy Department, 
Directorate-General External Policies of the Union, European Parliament. Its purpose is 
to provide background material to Members of the European Parliament's Committee on 
International Trade for an assessment of a draft regulation prepared by the Commission 
of the European Communities [COM (2004) 737] establishing a compulsory licensing 
system for the export of patented drugs to developing countries, hereinafter “ the draft 
Regulation”. 
 
For the preparation of this study, the author has benefited from the opinion and 
comments of a number of experts, governmental and non-governmental organizations, 
government officials and representatives of the industry. He is particularly thankful to 
Prof. Frederick Abbott (Florida State University), Leonardo Athayde (Mission of Brazil, 
Geneva), Prof. Brook Baker, (Northeastern University, School of Law), Johannes 
Bernabe (Mission of Philippines in Geneva) Maigari Buba (Mission of Nigeria), 
Geneva Kathy-Ann Brown (Commonwealth Secreteriat), Ellen t’Hoen and Pascale 
Boulet  (Médecins Sans Frontieres), Richard Elliott (Canadian HIV/AIDS Legal 
Network), Leo Palma (Advisory Centre on WTO Law), Atul Kaushik (Mission of India, 
Geneva), Nelson Ndirangu (Mission of Kenya, Geneva), Sisule Musungu (South 
Centre) Sabina Voogd (Dutch Ministry of Foreign Affairs), the European Generics 
Association, the European Federation of Pharmaceutical Industries and Associations 
(EFPIA) and the World Health Organization. The author is, however, solely responsible 
for the opinions expressed in this paper. 
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EXECUTIVE SUMMARY 

 
The draft Regulation examined in this study aims at uniformly implementing, within the 
European Union, the Decision of the General Council of the World Trade Organization 
(WTO) of 30 August 2003  (hereinafter ‘the WTO Decision’) adopted pursuant to 
Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health. This 
paragraph recognized 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. It instructed the Council for TRIPS 
to find ‘an expeditious solution to this problem’.  
 
The Community had an active role in the adoption of the Decision, and seeks to 
contribute to its implementation through the draft Regulation, even before the 
amendment to the TRIPS Agreement (which is unlikely to occur in the short term). The 
draft Regulation aims at establishing, in accordance with the principle of subsidiarity, 
harmonised procedures for the granting of compulsory licences in EU Member States. 
 
The draft Regulation establishes the conditions under which compulsory licences can be 
granted in order to export pharmaceutical products in accordance with the WTO 
Decision. The broad definition of pharmaceutical products is a positive aspect of the 
draft, fully in line with the referred to Doha Declaration. However, the draft Regulation 
establishes other conditions which are not required in the WTO Decision, which may 
discourage potential suppliers. In addition, some conditions (e.g. time frame for prior 
negotiations) are imprecisely defined. The draft Regulation also lacks instruments to 
promote the transfer of technology and capacity building in pharmaceuticals in 
developing countries and LDCs, despite that this is one of the objectives of the WTO 
Decision. It also excludes non-WTO member countries from the possibility of 
importing products under the system. Significant room exists for improving the draft 
Regulation, as elaborated in the study. 
 
An important aspect of the draft Regulation is the establishment of safeguards to 
prevent diversion of products manufactured under the system into the European market. 
Although the risk of diversion is not high, such safeguards are required, but should not 
impose unnecessary barriers for the system to operate effectively. 
 
Given the limited scope of the waivers authorised by the WTO Decision, the impact of 
the draft Regulation on competition between generic and brand-name producers of 
pharmaceuticals is likely to be small. The draft Regulation is a neutral instrument, in the 
sense that it does not provide incentives for exports, but relies on market incentives, 
whatever they are. Overall, the possible impact of the draft Regulation in addressing the 
health problems of developing countries and LDCs will probably be modest. Other 
measures should be considered and implemented in order to reach the objectives of the 
Doha Declaration (‘to promote access to medicines for all’) and of the EU Development 
Policy.  
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Introduction 
 
 
Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health1, 
hereinafter the ‘Doha Declaration’, adopted at the Fourth WTO Ministerial Conference 
(November 9-14,  2001) recognised 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 Agreement on Trade-related Aspects of 
Intellectual Property Rights (TRIPS Agreement). It instructed the Council for TRIPS to 
find “an expeditious solution to this problem”. 
 
Due to the lack of technical capacity, adequate equipment, human resources, high costs 
of production and other obstacles, many developing countries and the least-developed 
countries (LDCs) cannot produce either active pharmaceutical ingredients (APIs) or 
formulate pharmaceuticals. While these countries may issue compulsory licenses2 to 
import generic versions of patent-protected medicines, the problem is that TRIPS rules 
impose constraints for the production and export of products that are also patented in 
the potential exporting country. Paragraph 6 mandated the Council for TRIPS to find a 
solution to the export problem caused by these constraints. 
 
The Council for TRIPS, after long and difficult negotiations, reached a consensus 
agreement that was adopted by Decision of the General Council of the World Trade 
Organization on 30 August 2003  (hereinafter ‘the WTO Decision’). The draft 
Regulation examined in this study aims at uniformly implementing, within the 
European Union, the WTO Decision. 
 
The study examines, first, the core aspects of the draft Regulation relating to the grant 
of compulsory licenses. It assesses their compatibility with the WTO Decision and 
TRIPS, and the extent to which the conditions established by the draft Regulation are 
sound from a public policy perspective aiming at maximising access to pharmaceutical 
products in developing countries. Second, it analyses the proposed safeguards to prevent 
the diversion of the products supplied under the system created by the draft Regulation 
into the European Communities (EC) market. Such safeguards aim at avoiding abuses 
of the system and ensuring that the products reach those who need them. Third, the 
possible impact of the draft Regulation with regard to the competition between brand-
name and generic companies in the European market is briefly discussed, as well as the 
extent to which the draft Regulation creates incentives for the supply of cheap products, 
and its likely impact on the intended beneficiaries. Fourth, the major differences 
between the draft Regulation and the legislation adopted in Canada3, Norway4 and the 

                                                 
1  WT/MIN(01)/DEC/W/2, 14 November  2001 
2 A compulsory licence is an authorisation given by a government (through the administration or a court) 
for the use, by a third party, of a patent (or other intellectual property rights) without the consent of the 
title-holder. The concept of compulsory licences in this study also encompasses governmental non-
commercial use, i.e., the use by or under the authority of the government of a patent. See article 31 of the 
TRIPS Agreement. 
3 Bill C-9, passed by the House of Commons on May 4, 2004, which amended the Patent Act and the 
Food and Drugs Act. 
4 Amendment to the Norwegian Regulations of 20 December 1996 No. 1162 relating to the Patent Act. 
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Netherlands5 are outlined. Fifth, the study takes stock of the ongoing negotiations for 
the amendment of TRIPS in order to incorporate the rules of the WTO Decision on a 
permanent basis. Finally, based on the analysis made, it lists a number of improvements 
that could be introduced to the draft Regulation to better achieve the objectives of the 
WTO Decision in the context of the European Union (EU) development and other 
policies. 
 
It is important to note from the outset that the draft Regulation addresses issues of 
intellectual property protection. It neither raises new regulatory issues across the 
European Member States, nor has it financial implications, as no specific allocation of 
funds is required for the implementation of the draft Regulation.  
  
 
1. Core Aspects of the draft Regulation 
 

1.1. Objectives and background 
 
The preface of the draft Regulation identifies its objectives, indicates some of the 
conditions under which the regime should operate, and set outs the legal background for 
its adoption. It acknowledges the ‘Community’s active role in the adoption of the 
Decision, its commitment made at the WTO to fully contribute to the implementation of 
the Decision and its appeal to all WTO Members to ensure that conditions are put in 
place which will allow the system set up by the Decision to operate efficiently, it is 
important for the Community to implement the Decision in its legal order’ (paragraph 
3). The need to ensure a ‘uniform implementation’ of the Decision by establishing the 
same conditions for the granting of compulsory licences for export in all Member States 
is emphasized, as well as to apply uniform rules to prevent re-importation into the 
territory of the Community of pharmaceutical products manufactured pursuant to the 
Regulation (paragraph 4). 
 
The preface also indicates that the draft Regulation ‘is intended to be part of the wider 
European and international action to address public health problems faced by least 
developed countries and other developing countries, and in particular to improve access 
to affordable medicines’ (paragraph 5), and provides a practical and legal justification 
for action on this matter at the Community level.  
 
According to paragraph 10, ‘the establishment of harmonised procedures for the 
granting of compulsory licences which contribute to the effective implementation of the 
system set up by the Decision, cannot be sufficiently achieved by the Member States 
because of the options available to exporting countries under the Decision’. Action at 
Community level would be taken ‘in accordance with the principle of subsidiarity’ as 
set out in Article 5 of the Treaty establishing the European Community. In fact, 
Member States seem to have the capacity to implement the WTO Decision at the 
national level, as illustrated by the regulations (discussed below) adopted by the 
Netherlands. The draft Regulation, if adopted, would limit such capacity for the sake of 
                                                 
5 Policy rules on issuing compulsory licences pursuant to WTO Decision WT/L/540 on the 
implementation of paragraph 6 of the Doha Declaration on the TRIPS Agreement and public health, 
under section 57, subsection 1 of the Kingdom Act on Patents of 1995, issued by the State Secretary for 
Economic Affairs, published on 21 December 2004 in the State Gazette. 
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uniformity and efficacy both in addressing the public health needs of the beneficiary 
countries and in preventing re-importation into the Community of products 
manufactured pursuant to the Regulation. 
 
Paragraphs (4), (6), (7) and (8) of the preface specifically refer to the safeguards that 
should be adopted to avoid a misuse of the system. The essential principle is that 
‘[P]roducts manufactured pursuant to this Regulation should reach those who need them 
and should not be diverted from those for whom they were intended’ (paragraph 7). In 
this context, paragraph 6 indicates that the compulsory licensing system set up by the 
draft Regulation ‘should not be used with the primary purpose of addressing other 
objectives, and in particular objectives of a purely commercial nature’. While a 
reference to ‘industrial or commercial policy objectives’ was made in the General 
Council Chairperson’s Statement issued upon adoption of the WTO Decision6, the 
wording in the draft Regulation raises the question about the extent to which a generic 
company in Europe, or a compulsory licensee in an importing country, can seek 
legitimate commercial objectives in exporting or importing pharmaceutical products 
pursuant to the draft Regulation.  
 
Quite obviously, it cannot be expected that commercial undertakings make the 
investments necessary to develop the chemistry, formulate, produce and distribute the 
required products on a non-profit basis. Pharmaceutical companies that need to be 
involved in those activities pursue commercial objectives in the same way that 
companies developing new drugs do. The wording of the Preface in paragraph 6 seems 
to overlook the role that the private sector is called to play to make the system 
operative.  
 

1.2. Product coverage 
 
Article 2 (1) of the draft Regulation covers ‘medicinal products’ as defined in article 
1(2) of Directive 2001/83/EC, that is, (a) any substance or combination of substances 
presented as having properties for treating or preventing disease in human beings; and 
(b) any substance or combination of substances which may be used in or administered 
to human beings either with a view to restoring, correcting or modifying physiological 
functions by exerting a pharmacological, immunological or metabolic action, or to 
making a medical diagnosis’.  
 
Based on this definition, covered products under the draft Regulation include APIs, 
medicines, vaccines, and diagnostic kits. This coverage is consistent with the broad 
scope of the Doha Declaration. While the Declaration particularly refers, in paragraph 1 
to diseases of special relevance to developing countries (HIV/AIDS, malaria and 
tuberculosis), it clearly applies to any pharmaceutical product7. 
                                                 
6 ‘Members recognize that the system that will be established by the Decision should be used in good 
faith to protect public health and, without prejudice to paragraph 6 of the Decision, not be an instrument 
to pursue industrial or commercial policy objectives.’  The General Council Chairperson’s Statement, 
JOB(03)/177 (Aug. 30, 2003), available at 
 http://www.wto.org/english/news_e/news03_e/trips_stat_28aug03_e.htm (last visited  6 April 2004). 
7 See, e.g., Correa, C. ‘Implications of the Doha Declaration on the TRIPS Agreement and Public Health’, 
World Health Organization, Geneva (2002), p. 33, available at www.who.int 
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This is a positive element of the draft Regulation from a public health perspective. A 
multiplicity of preventive and therapeutic options, which change over time as new 
products are developed, are required to address public health problems. A limited list 
approach — as adopted by the Canadian legislation8 — can make a compulsory licence 
system too rigid and inadequate to effectively and rapidly respond to public health 
needs in eligible importing countries. 
 

1.3. Granting of compulsory licenses 
 
Another important aspect of the draft Regulation is contained in article 1. The granting 
of the compulsory licence is mandatory (‘Member States shall grant a compulsory 
licence to any person […]’) (emphasis added) when the conditions set out in the 
Regulation have been met by the applicant. The room for discretionary decisions at the 
national level is, thus, reduced and the predictability of the legal system enhanced. This 
positive aspect of the draft, however, would be undermined if, as examined in this 
study, the conditions that have to be met by applicants are too stringent, especially as 
they go beyond the requirements of the WTO Decision. 
 

1.4. Eligible countries 
 
According to article 1 of the draft Regulation, the procedure for grating compulsory 
licences established therein apply to pharmaceutical products ‘intended for export to 
eligible WTO members affected by public health problems’. Article 4 confirms the 
availability of the system to WTO members only, if they have notified their intention to 
use the WTO Decision. WTO members that have made a declaration to the WTO that 
they will not use the Decision as importing countries are excluded. Two considerations 
are relevant here. 
 
First, while article 4 of the draft Regulation defines who the eligible importing WTO 
members are, it is unclear whether the phrase ‘affected by public health problems’ in 
article 1 imposes an additional criterion of eligibility,  which is neither required by the 
WTO Decision nor clarified in other parts of the draft Regulation. Whether an eligible 
importing WTO members is ‘affected’ or not ‘by public health problems’ should not be 
erected as an independent criterion for the application of the system. 
 
Second, the draft Regulation would only benefit WTO member countries, thereby 
excluding countries that currently are not members of the WTO (including countries in 
the process of accession). It makes no sense from a public health perspective to limit the 
application of the system to WTO members. Whether a country is a WTO member or 
not does not constitute a valid criterion for allowing or not exports of low priced drugs 
to address public health needs.  Threats to public health do not recognize such arbitrary 
legal distinction. In addition, public health problems in a non-WTO member may have 
serious implications (e.g. through transborder dissemination of an infectious disease) in 
WTO members. The limitation imposed by the draft Regulation would also seem 

                                                 
8 Bill C-9 includes a list of medicines covered by the system (including specific dosage forms). The list 
may be modified on a case-by-case basis. 
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inconsistent with the European Neighbourhood Policy as, for instance, it would exclude 
support for addressing the growing HIV/AIDS crisis in Russia. 
 
While the WTO Decision was negotiated in the context of WTO and to benefit its 
members, it does not prohibit compulsory licensing for export to non-WTO Members. If 
the EU allows exports of pharmaceutical products under the draft Regulation to WTO 
members, there is no reason to discriminate against other countries, as long as the 
conditions set forth by the draft Regulation are complied with.  
 
It may also be argued that the discrimination between WTO and non-WTO members for 
the purposes of addressing public health problems is inconsistent with obligations under 
the international law of human rights — such as the Universal Declaration of Human 
Rights, the International Covenant on Civil and Political Rights (ICCPR), and the 
International Covenant on Economic, Social and Cultural Rights (ICESCR)9. In 
implementing the WTO Decision WTO members should discharge their human rights 
obligations facilitating access to more affordable medicines to people in any country 
that intends to use the WTO Decision. 
 
As examined below, the fact that Canada, Norway and Netherlands have permitted 
exports to non-WTO Members, under their implementation regulations of the WTO 
Decision, is an important precedent to be taken into account. 
 

1.5. Identification of patents 
 
Identification of the patents subject to a compulsory licence (article 5.3(c) of the draft 
Regulation) is not required by the WTO Decision. The licence may be granted in 
relation to all relevant patents, as it is the practice in some countries. In fact, it may be 
difficult and costly to determine which patents cover a given pharmaceutical product, 
since a large number of patents (regarding active ingredients, formulations, polymorphs, 
salts, processes of manufacture, etc.) are usually obtained with respect to a single 
product. In addition, during the execution of the compulsory licence new patents may be 
granted in relation to the same product. 
 

1.6. Quantity to be exported 
 
Articles 5.3(d), 6.2, 8.210 and 10.1(c) of the draft Regulation require the identification 
of the quantity of pharmaceutical products to be supplied under a compulsory licence. 
The determination of the needed quantities by the importing country may be a complex 
task, since needs may change as circumstances evolve. A country may need, in 
particular, to import more than it had originally expected because it had underestimated 
                                                 
9 See, in particular, Art. 6 of the ICCPR, the right to life; and Article 2 the ICESCR, the obligation of all 
States Parties to undertake international assistance and cooperation to progressively realise these rights;  
Article 12, right to the highest attainable standard of health; Article 15, right to enjoy the benefits of 
scientific progress. Similar rights are covered in the European human rights instruments such as the 
European Human Rights Convention and the European Social Charter. 
10 The European Federation of Pharmaceutical Industries and Associations (EFPIA) observes a slight 
contradiction between Article 6(2) and Article 8 (2) as there should not be any amount ‘significantly’ in 
excess of what is necessary to meet the needs of the importing country (e-mail of  24 January  2005, on 
file with the author). 
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the actual demand. Applying for and obtaining a new compulsory licence every time a 
country needs to increase the quantity of pharmaceutical products to be purchased, 
would impose a heavy burden and create disincentives for using the system. The 
Regulation should address this problem and permit supplementation or amendment of 
the quantity of compulsory licences if the circumstances that led to its granting continue 
to exist. 
 

1.7. Non-governmental procurement 
 
Under Article 5.3(g) of the draft Regulation the applicant for a compulsory licence has 
to submit evidence of a specific request for the pharmaceutical product in question 
‘from authorised representatives’ of the importing country. However, the WTO 
Decision does not impose this requirement. Notification to the TRIPS Council of the 
name and expected quantities of the product needed is enough.  
 
The draft Regulation, hence, incorporates a requirement absent in the WTO Decision 
that may be interpreted as excluding the importation under the system by non-
governmental organizations (NGOs), as well as from other organisations, such as 
United Nations. Several NGOs, in particular, play an important role in the supply of 
health care services and treatment (e.g. for HIV/AIDS patients) in developing countries 
and LDCs, and work in areas struck by disasters, war or other circumstances where 
government authorities cannot reach people in need11.  
 

1.8. Tendering 
 
Article 5.3(g) of the draft Regulation requires that the application provides ‘evidence of 
a specific request to the applicant’. This wording seems to exclude the possibility of 
using tendering procedures to purchase the needed pharmaceutical products.  
 
This limitation is worrying as international tendering is the preferred way of purchasing 
medicines and other medical supplies. It is recommended by the World Bank and other 
funding institutions. 
 
While it may be argued that as soon as a producer had won a bid in a tendering 
procedure, he could apply for a compulsory licence under the system, an ‘offering for 
sale’ may be regarded as an infringing act and prevent potential suppliers from 
participating in tendering procedures. In addition, the government of the importing 
country may be reluctant to award a bid to a producer that has not previously obtained a 
compulsory licence (in the absence of which he will unable to supply the required 
products). 
 
 
 

                                                 
11 The Dutch Regulation provides that the application ‘shall be accompanied by an order addressed to the 
pharmaceutical manufacturer from an importing state, a group of states or a non-governmental 
organisation acting for one or more importing states’ (article 3.3). 
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1.9. Additional requirements 
 
Article 5.4 of the draft Regulation allows the competent authority to ‘prescribe 
additional formal or administrative requirements for efficient processing’. It is unclear 
what these requirements may be and why national authorities should be given such 
power if the purpose of the draft Regulation is to establish a uniform system throughout 
the EU.  The competent authorities may be instead, empowered to simplify procedures, 
if the relevant conditions are met. 
 

1.10. Determination of insufficient capacity 
 
The WTO Decision is applicable whenever there is no or insufficient manufacturing 
capacity in relation to particular product or products. Article 6.1(b) of the draft 
Regulation, however, requires a general declaration of insufficient manufacturing 
capacity in the pharmaceutical sector. This is, of course, a more stringent standard than 
the one established by the WTO Decision that could make the draft Regulation largely 
inefficacious to address the public health needs of prospective importing countries12. 
 

1.11. Exception for LDCs 

Article 6.1 (c) of the draft Regulation requires that the competent authority ‘confirms 
that where a pharmaceutical product is patented in the territory of the importing WTO 
member, that WTO member has granted or intends to grant a compulsory licence for 
import of the product concerned in accordance with Article 31 of the TRIPS Agreement 
and the provisions of the Decision’  

Such confirmation, however, should not be required in the case of importing LDCs, 
since according to the Decision of the Council for TRIPS of 27 June 2002, ‘Least-
developed country Members will not be obliged, with respect to pharmaceutical 
products, to implement or apply Sections 5 and 7 of Part II of the TRIPS Agreement or 
to enforce rights provided for under these Sections until 1 January 2016’ (IP/C/25, 
1 July 2002). 
 

1.12. Prior negotiation 
 

1.12.1. Requirement under article 31(b) of TRIPS 
 
Article 5.3(f) and Article 7 of the draft Regulation require prior negotiation with the 
owner of a patent or a supplementary protection certificate (SPC) (hereinafter called the 
‘patentee’) in all circumstances.  While this requirement is arguably based on article 
                                                 
12 It should be noted that the concept of insufficient manufacturing capacity should not be considered only 
with regard to physical facilities and technical capacity, but also in economic terms. Some countries may 
have technical capacity to produce a product, but in an uneconomical way. Since the purpose of the WTO 
Decision is to ensure access to affordable pharmaceutical products, and the determination of lack or 
insufficient capacity is a responsibility of the importing country, the determination made by such country 
should be recognized, even if primarily based on economic and not technical reasons. 
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31(b) of TRIPS, it does not include all elements contained in that provision. In effect, 
TRIPS waives the prior negotiation requirement in cases of: 
 
(a) governmental non-commercial use;  
(b) an emergency or situation of extreme urgency; and  
(c) when a compulsory licence is a remedy for anti-competitive practices. 
 
Public health emergencies and governmental non-commercial use will possibly be the 
most important grounds for the importation of pharmaceutical products under the 
system set out by the WTO Decision. The argument provided in the Commission’s 
Explanatory Memorandum for omitting these exceptions is unconvincing. It argues that 
the prior negotiation requirement is established without the TRIPS exceptions ‘in view 
of the speed of modern communication and the desirability of voluntary agreements’.  
 
The speed of communication, however, is unlikely to be a factor of importance for the 
granting of a voluntary licence. The commercial strategies of patentees, their bargaining 
power, political pressures, public opinion, NGOs’ actions are likely to be far more 
relevant factors. 
 
No evidence of prior negotiation with the right holder is required by 
the WTO Decision. Although this is a TRIPS requirement, WTO Members may 
consider the situation in the importing country as an emergency, or to recognize public 
non-commercial use, thus waiving the obligation for prior negotiations13. The principle 
of territoriality of patent rights (recalled in paragraph 6(i) of the WTO Decision) does 
not prevent this solution, as it did not prevent Members from mandating that the 
remuneration to be determined in the exporting country must take into account the value 
of the authorisation in the importing country (paragraph 3 of the WTO Decision).  
 
The possibility of applying a “fast track” procedure by waiving prior negotiations14 is of 
particular importance, as there is always the risk of the patentee not engaging in 
expeditious good faith negotiations for the grant of a voluntary license, thereby delaying 
the supply of the needed products. 
 
Article 7 of the draft Regulation also requires efforts by the applicant to obtain 
authorisation on “reasonable commercial terms and conditions”. Although commercial 
interest will be present in the case of companies willing to supply required products, 
there might be cases in which the license for export may be used for non-profit 
purposes. The requirement of commercial terms and conditions does not seem entirely 
consistent with the determination of the remuneration to the patentee on the basis of the 

                                                 
13 See, e.g., Correa, C. ‘Implementation of the WTO General Council Decision on paragraph 6 of the 
Doha Declaration on the TRIPS Agreement and Public Health’. EDM Series No. 16, World Health 
Organization, Geneva (2004), p. 21, available at www.who.int. 
14 This possibility was pointed out by Vandoren, P. and Van Eeckhaute, J-C, (2003), ‘The WTO Decision 
on Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health, The Journal of 
World Intellectual Property, Vol 6, No. 6, p. 783, stating  “[…] procedures to grant compulsory licenses 
are not necessarily cumbersome and lengthy. The procedural requirements of Article 31 TRIPS are 
minimal and flexible, and also provide for a fast-track procedure as regards situations of extreme urgency 
or national emergency (which covers, in any event, AIDS, tuberculosis and malaria, but also potentially a 
range of other situations or diseases)”. 
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economic value of the use authorized to the importing country (article 8.9 of the draft 
Regulation). 
 
Finally, the second paragraph of article 7 refers to “declared” national emergency or 
other circumstances of extreme urgency. This wording, not present in article 31(b) of 
the TRIPS Agreement, limits the circumstances in which there will be special 
considerations regarding the determination of what a “reasonable period of time” should 
be. Formal procedures for such declaration may not exist or may not have been applied 
in the importing country; yet its population may be suffering a health crisis and 
requiring an urgent supply of medicines. Moreover, in some cases a declaration of 
emergency may have serious political and legal implications beyond health issues and 
entail limitations to civil liberties and other human rights. 
 

1.12.2. Time for negotiation 
 
Article 7 of the draft Regulation does not specify the ‘reasonable period of time’ for the 
prior negotiation with a patentee. The uncertainty left by this provision will possibly 
invite drawn-out negotiations and court proceedings to determine whether a reasonable 
period of time has elapsed before requesting a compulsory licence. This may constitute 
a significant disincentive to prospective users of the system. 
 
The WTO Decision recognises ‘the importance of a rapid response’ to public health 
needs  Given the objectives and circumstances under which the compulsory licence 
system is intended to operate, the period for negotiation should be as short as possible. 
The Canadian legislation, for example, requires only 30 days of negotiations.  
  

1.13. Rights conferred 
 
Article 8.3 of the draft Regulation limits the scope of the licence ‘strictly [... ] to the acts 
of manufacturing [...] and selling’. The WTO Decision is broader in this respect, as it 
waives TRIPS Article 31(f) obligation ‘to the extent necessary for the purposes of 
production of a pharmaceutical product(s) and its export [...]’. The production of a 
pharmaceutical product may require the importation of active pharmaceutical 
ingredients (APIs). In fact, the EU pharmaceutical industry depends to a significant 
extent on APIs produced outside the EU and imported therein for the formulation of 
pharmaceutical products. 
 
If the EU Regulation, as finally adopted, prevents the importation of the APIs, the 
applicability of the system will be seriously undermined.  
 

1.14. Re-exportation to members of a regional trade agreement 
 
Paragraph 6 of the WTO Decision permits the re-exportation of products imported 
under the system to other members of a regional trade agreement at least half of the 
membership of which is made up of LDCs. In these cases, the countries to which re-
exportation takes place need not to have been mentioned in the notification made by the 
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importing country to the Council for TRIPS in accordance with paragraph 2(a) of the 
Decision. 
 
However, Article 8.3 of the draft Regulation appears to preclude re-export to countries 
under circumstances permitted by paragraph 6 of the WTO Decision, as it categorically 
limits exports ‘to the WTO member or members cited in the application’. Members of a 
regional trade agreement subject to paragraph 6 of the Decision may, hence, be 
excluded from access to the relevant products. 
 

1.15. Product differentiation 
 
The WTO Decision requires suppliers to distinguish their products ‘through special 
packaging and/or special colouring/shaping of the products themselves, provided that 
such distinction is feasible and does not have a significant impact on price’ (paragraph 
2(b)(ii)). This means that differentiation can be satisfied through special packaging or 
special colouring/shaping, at the option of the supplier, provided it is feasible and does 
not have a significant impact on price.  
 
Article 8.4 in fine of the draft Regulation, however, makes special colouring or shaping 
mandatory ‘unless the applicant proves that such distinction is not feasible or has a 
significant impact on price’. This provision clearly goes beyond the WTO Decision, as 
the supplier will be obliged to prove that changing colour or shape is not feasible or has 
a significant impact on price. The burden of proof is, hence, shifted, in a way that makes 
more difficult and less attractive for prospective suppliers to use the system.  
 
Differentiation of the formulation would imply longer periods for registration in the 
exporting country (if such registration is sought) and in the importing country (where 
registration will generally be mandatory), since proof of bioequivalence is dependent on 
substantial similarity in formulation and dosage.  Moreover, such differentiation may 
lead to reduced adherence with a treatment regime.  While distinctive labelling or 
packaging is justified to avoid confusion, changing the characteristics of the products is 
not necessary to prevent trade diversion, the risk of which (as discussed below) is in any 
case small. 
 

1.16. Sale of products in the importing country 
 
Article 8.6 of the draft Regulation conditions exportation upon the prior granting of ‘a 
compulsory licence for the import and sale’ in the importing country. 
However, in many cases the products subject to the compulsory licence may not be sold 
but distributed free of charge (e.g. by public hospitals or NGOs). The word distribution 
could be added or the reference to sale deleted. 
 

1.17. Records and certification 
 
Article 8.7 obliges suppliers to keep complete and accurate books and to permit access 
thereto to authorized persons. Article 8.8 requires the supplier to provide proof of 
exportation. Neither of these conditions is imposed by the WTO Decision. They are not 
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required either under national laws when compulsory licences are granted. Given the 
various measures provided for in the draft Regulation to avoid diversion, these 
additional obligations seem redundant and may further discourage prospective suppliers 
unwilling to have direct State control over their commercial operations.  
 
Patents and other intellectual property rights are private rights, as stated in the Preamble 
of TRIPS. States should not substitute private parties in the exercise of their rights. The 
patentee will always have the right to request the review of the compulsory licensee’s 
books to check his operations under the license. 
 

1.18. Adequate remuneration  
 
The draft Regulation, consistently with the WTO Decision, requires the compulsory 
licence to pay an adequate remuneration to the patentee (article 8.9) taking ‘into account 
the economic value of the use that has been authorised under the licence to the 
importing country’. This provision does not provide any direction as to what constitutes 
adequate remuneration in this context. The absence of predictability about the 
remuneration to be paid creates considerable uncertainty for prospective users of the 
system (both potential producer companies and importers of pharmaceutical products) 
and may give rise to litigation as to whether the determined remuneration is 
adequate. As discussed below, the Canadian legislation has reduced such uncertainty by 
issuing remuneration guidelines based on the UNDP human development index.  
 

1.19. Detention of imported products 
 
As discussed below, given the safeguards contained in the draft Regulation, other 
measures available at the national level in the EU, and the likely conduct of potential 
suppliers and patentees, the re-exportation into the EC of products sold under the 
system is unlikely. Article 12 of the draft Regulation provides for procedures for the 
detention of suspected products in vague terms (‘there is reason to suspect’). 
Clarification about what such reasons could be (e.g. similarity in packaging or labelling) 
would be desirable. Legitimate transactions may be unduly delayed and trade in 
medicines jeopardized if too lax criteria, open to misuse, are applied.  
 
As mentioned, patents are private rights. Hence, detention measures should only be 
taken upon request of the patentee, who should be required to provide a security or 
equivalent assurance sufficient to protect the defendant and the competent authorities 
and to prevent abuse15. 
 

1.20. Termination of compulsory licence 
 
Another aspect that raises concerns is the possibility, established in article 14 (b) of the 
draft Regulation, of terminating a compulsory licence ‘if and when the circumstances 
which led to the grant of the licence cease to exist and are unlikely to occur’. This 
means that a European government might substitute the government of the importing 

                                                 
15 See article 53 of TRIPS. 
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country in determining when a situation that justifies the application of the system 
subsists. The decision to declare a situation of national emergency or other 
circumstances of extreme urgency, as well as of establishing the lack or insufficiency of 
manufacturing capacity, is the competence of the importing country, and not that of the 
exporting country. 

Article 14(b) also goes beyond TRIPS as far as the revocation of the compulsory license 
could take place ‘by a decision of the competent authority or one of the bodies referred 
to under article 16’, without a motivated request of the patentee, as TRIPS mandates 
(article 31(g)). It is also unclear which are the ‘bodies’ mentioned in that provision. 

 

1.21. Appeal and injunctive relief 
 
Article 15 of the draft Regulation permits appeals against any decision by the competent 
authority. The system established by the Regulation will operate in a context of conflict 
or disagreement with the patentee, in a sector where litigation is extremely frequent. If 
the right to appeal is not appropriately regulated, the patentee may be able to obtain 
injunctive relief from the courts (probably unfamiliar with the system and its objectives) 
and block for a long time the supply of medicines. The possibility of obtaining this type 
of measures creates a high uncertainty for prospective suppliers and may further reduce 
the interest of potential suppliers to operate under the system. As established in many 
national regulations, an appeal by the patentee should not suspend the execution of the 
compulsory licence. 
 

1.22. Marketing approval and data exclusivity  
 
Article 16 is confusing. Data submitted for the registration of medicines is subject, 
under EC law, to a period of exclusivity of ten years (Article 10(1) of Directive 
2001/83/EC). An apparently positive aspect of the draft Regulation, according to the 
explanatory note to article 16, is that in cases where a compulsory licence is granted 
under this system, such exclusivity would not apply.  
 
However, since marketing approval in the EU or a member country is not required for a 
product to be exported, data exclusivity would arguably not apply, in any case, to 
products manufactured for export under the draft Regulation. Although the second 
paragraph of article 16.1 and article 16.3, seemingly intend to derogate Article 10(1) of 
Directive 2001/83/EC for the purposes of the draft Regulation, its meaning is unclear 
since Article 10(1) of Directive 2001/83/EC seems to have the same content as Article 
16 itself (i.e. derogation of the obligation to provide pre-clinical and clinical results for 
generics where a reference product exists).  
 
The waiver granted under article 16.1 and 16.3 will apply only if there is a ‘reference 
product’ approved in the EU. This is problematic, since such a reference may not exist. 
For example, some ‘fixed dose combination’ (FDC) anti-retrovirals (ARVs) combine 
multiple products in one pill that have been patented by different brand-name 
companies; as a result, they have generally been approved for marketing only in 
countries were pharmaceutical patents were not recognized on such products. Those 
combinations facilitate adherence to treatment of HIV/AIDS patients, and are among the 
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first-line therapies recommended by the WHO. They may be, however, outside the 
waiver of article 16.1 due to the lack of a reference product within the EU.   
 
The draft Regulation does not require the supplier to obtain marketing approval in the 
EU for the medicines to be exported.  There is, however, as a voluntary option, the 
possibility of requiring a scientific opinion under Article 58 of E.C. Regulation No. 
726/2004 (article 16.2 of the draft Regulation). The exported products will normally 
have to comply, in any case, with the regulatory requirements in place in the importing 
country. 
 
It should be noted that following the procedures under Article 58 of E.C. Regulation 
No. 726/2004 may significantly delay the supply, as well as increase the costs to be 
borne by suppliers (and, consequently the price to be paid by importers). According to 
such procedures, the duration of the analysis of the scientific data in the file concerning 
the application for marketing authorisation must be at least 80 days (except in cases 
where the rapporteur and co-rapporteur declare that they have completed their 
assessment before that time).  The decision process is subject to the ordinary regulatory 
time period of 210 days (article 6.3), plus any re-examination period (article 9).  In 
addition, the applicant should pay ordinary fees for the examination of the application 
(article 6.1).   
 
It is also to be noted that the draft Regulation deals with intellectual property issues, and 
does not interfere with the competence of health authorities at the Community and 
national levels. Therefore, it is unlikely to generate any regulatory conflicts between an 
EU regulation and national-level regulation.   
 

1.23. Review 
 
Article 17 of the draft Regulation requires the Commission to ‘present a report […] on 
the operation of this Regulation and the contribution it has made to the implementation 
of the Decision’. The purpose of the report is unclear. In the case of the WTO Decision, 
for instance, an annual review is mandated ‘with a view to ensuring its effective 
operation’ (paragraph 8). In addition, no further action is provided for after that report, 
while it is likely that the number of transactions under the draft Regulation will increase 
as more products become subject to patent protection in developing countries and 
LDCs. Finally, the amendment of TRIPS in order to incorporate the WTO Decision 
might introduce changes that may require a review of the EU Regulation.  
 

1.24. Transfer of technology and capacity building 
 
Paragraph 7 of the WTO Decision states that ‘Members recognize the desirability of 
promoting the transfer of technology and capacity building in the pharmaceutical sector 
in order to overcome the problem identified in paragraph 6 of the Declaration’. Thus, 
eligible importing Members may grant compulsory licences to foster the development 
of capacity in their pharmaceutical industry as a sustainable way to address their public 
health problems, for instance by importing APIs under the Decision for the local 
formulation of medicines. The African Group has, in fact stressed, in its submission to 
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the Council for TRIPS ‘that the ultimate solution to the paragraph 6 problem is to build 
manufacturing capacity in developing countries and LDCs’16. 
 
Despite that the draft Regulation aims at implementing the WTO Decision, there is no 
provision whatsoever therein addressing transfer of technology and capacity building in 
a meaningful way.  It may be speculated that, in order to lower costs of production, 
some European firms could decentralize production of some products (e.g. APIs) and 
locate facilities in lower-cost developing countries, thereby contributing, to some extent, 
toward building up capacity and the technological base in those countries. The extent to 
which this may occur is uncertain, and would depend on the product involved, 
commercial expectations, etc.  
 
For the purposes of this analysis it is important to note the absence in the draft 
Regulation of any attempt to deal with the issue, and the need to articulate, as a 
component of the draft Regulation, a set of measures aiming at fostering transfer of 
technology and capacity building in importing countries. 
 
 
 
2. Safeguards against diversion into the EC market 
 
One of the main concerns voiced by developed countries during the negotiation of the 
WTO Decision was the possible diversion of the exported products to rich countries. 
The WTO Decision establishes a number of conditions for the granting of compulsory 
licenses (notifications, limited quantities, etc.), requires the differentiation of the 
products and the eligible importing Members to take reasonable measures within their 
means, proportionate to their administrative capacities and to the risk of trade diversion, 
to prevent re-exportation of the products that have actually been imported into their 
territories under the system. In the event that an eligible importing Member that is a 
developing country Member or a least-developed country Member experiences 
difficulty in implementing this provision, developed country Members shall provide, on 
request and on mutually agreed terms and conditions, technical and financial 
cooperation in order to facilitate its implementation (paragraph 4). Additionally, 
Members shall ensure the availability of effective legal means to prevent the 
importation into, and sale in, their territories of products produced under the system set 
out in the Decision and diverted to their markets inconsistently with its provisions, 
using the means already required to be available under the TRIPS Agreement. If any 
Member considers that such measures are proving insufficient for this purpose, the 
matter may be reviewed in the Council for TRIPS at the request of that Member 
(paragraph 5).  

 
The Chair’s Statement added that the special conditions for products (as set out in 
paragraph 2(b)(ii) of the Decision) apply not only to formulated pharmaceuticals but 
also to active ingredients produced and supplied under the system and to finished 
products produced using such active ingredients. The Statement also adds (though there 
is no evidence to support this statement), that it ‘is the understanding of Members that 
in general special packaging and/or special colouring or shaping should not have a 
significant impact on the price of pharmaceuticals’. 

                                                 
16 See document IP/C/W/389, 14 November 2002, para.15 (a). 
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However, the risk of diversion is not high17. Trade in pharmaceutical products is subject 
to stringent national regulations The European Commission itself has noted that ‘the 
industry acknowledges that to date there is no re-importation of medicines from the 
poorest developing countries into the European Union, i.e. the problem of re-
importation is still largely theoretical’18. In fact, rigorous border and customs controls 
applied in the EU are capable of routinely intercepting distinctively labelled and 
packaged medicines. 
 
The draft Regulation contains a number of safeguards against diversion of products 
supplied under the system into the EC or other markets. Some of such safeguards are 
present in the WTO Decision; others are additional conditions that may go beyond what 
is reasonably required to ensure non-diversion without affecting the supply of 
pharmaceutical products at low prices.   
 
First, the distinctive coloration and shaping, as established in article 8.4, is undesirable 
from both a cost and public health perspective.  As noted above, differentiation in the 
formulation of medicines may require more complex testing to prove bioequivalence 
and increase both the cost and the time needed for registration of the product.  In 
addition, changing the colour or shape of the pills may create patients’ confusion and 
reduce adherence to treatment, which is crucial in diseases such as tuberculosis and 
HIV/AIDS.  The clear disadvantages of distinctive colour or shape are unjustified in the 
light of the small risk of trade diversion, as differential labelling and packaging would 
normally be enough to distinguish the products sold under compulsory licence from 
those of the patentee. 
Second, the safeguards mandated by the WTO Decision and incorporated into the draft 
Regulation will be supplemented by other EU regulations and national policies and 
practices that regulate exports and imports. A combination of such measures will 

                                                 
17 While one case of diversion was widely reported in the past, it does not prove that the likelihood of 
diversion is significant. GlaxoSmithKline claimed that some of its discounted, brand-name drugs destined 
for West Africa were re-sold in the Netherlands and elsewhere in Europe. However, the court decision in 
Glaxo v. Dowelhurst (2004,  E.T.M.R.39) confirmed by the Court of Appeals (2004, I.P.D. 27059), found 
the  claims were unjustified. The court observed that ‘of the goods complained of the present case whose 
initial purchaser provenance can be identified, nearly 99 per cent by volume were supplied by the 
claimants to Keren, Intermed and Uniworld Uganda: that is, not as part of the humanitarian scheme. The 
other one per cent or so were supplied to the organisation L'Afrique aide L'Afrique as part of the 
GlaxoSmithKline Initiative (para39). For 1 percent of the consignment sent to Senegal, all the formalities 
were followed whereas for 99 percent of consignment given to parties with not much of track record no 
proper procedure was adhered to […] [I]n the case of the non-Governmental Organisation called 
L'Afrique aide L'Afrique there was indeed a Memorandum of Understanding and a Contract, which 
prescribed that the goods were not to be used outside Africa, nor sold to anyone without the claimants' 
consent. No such documents are produced in respect of the other three consignees namely Keren, 
Intermed or Uniworld Uganda and for all that appears they never existed. Those three consignees were 
free to re-sell at any price they could get’. 
18  European Commission (DGTrade) (2002), ‘Tiered pricing for medicines exported to developing 
countries, measures to prevent their re-importation into the EC market and tariffs in developing 
countries’. Working Document, Brussels, 22 April, p. 10). See also ‘EU clears plan to ensure delivery of 
cheap medicines to developing Countries’, Brussels 26 May 2003 available at 
http://europa.eu/int/comm/trade/csc/med08_en.htm. 
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significantly reduce, albeit not absolutely eliminate, the likelihood of diversion19.  In 
particular, the EU has already adopted the Council Regulation (EC) No 953/2003, to 
“prevent unscrupulous middlemen from diverting low-cost life-saving drugs intended 
for poor countries and selling them on the black market in rich ones. The re-importation 
ban aims to encourage companies to increase the supply of ‘tiered-price products’, to 
treat HIV/ AIDS, malaria, and tuberculosis in some of the world's poorest countries. 
The regulation has made it a criminal offence to import any of these products into the 
EU for ‘free circulation, re-exportation, warehousing or trans-shipment”20.  
Third, compulsory licensees will arguably have a strong  incentive to avoid diversion as 
far as possible, since they could lose their rights and get a bad publicity if it is found 
that products are diverted in significant quantities due to lack of appropriate measures 
on their side. In addition, the brand-name pharmaceutical industry will be vigilant about 
trade in products subject to compulsory licence, given their interest in preventing unfair 
competition from low-priced products in rich markets. 
 
Finally, it should be mentioned that the draft Regulation fails to address the obligation 
set out in paragraph 4 of the WTO Decision, that is, to provide eligible importing 
Members, on request and on mutually agreed terms and conditions, technical and 
financial cooperation in order to facilitate the implementation of anti-diversion 
measures. 
 
 
3. Possible Impact of the draft Regulation 
 

3.1. Competition in the EC market 
 
The extent to which the Draft Regulation may affect the production and trade in 
medicines by European brand name and generic drug manufacturers is unclear, but it 
will possibly be very limited. 
 
Such impact is difficult to predict, first, because it remains to be seen the extent to 
which the system is used (see next section). So far there has been no notification to the 
Council for TRIPS indicating Member countries’ interest in using the system21. Second, 
if the system were effectively applied, it may cover a limited range of products, notably 
                                                 
19 According to the EFPIA, ‘[A] combination of the draft Regulation and other EU laws (relating to 
intellectual property, medicines regulation and customs controls) should be adequate to prevent many 
cases of diversion into Europe’. Concerns are, however, expressed about possible diversion into non-EU 
markets (e-mail of January 24, 2005, on file with the author).  

20 Fleck, Fiona (2003), ‘EU launches measures to stop diversion of cut-price drugs’, Bulletin of the World 
Health Organization, Vol.81 No 7, Geneva.  Companies may register their products sold at a discount of 
75% or more on European prices, or those with a mark-up of 15% or more on production costs, on a 
voluntary basis. These patented and generic medicines, destined for 76 poor countries, will be placed on a 
list administered by the European Commission. Drugs companies are required to stamp these products 
with a special logo that can be easily identified by customs authorities (Ibidem). 

21 According to the WTO dedicated webpage for notifications 
(http://www.wto.org/english/tratop_e/trips_e/public_health_notif_import_e.htm ) ‘No notifications have 
been made to date’ (visited on 20  January  2005). 
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those for which funding for purchasing is secured through international assistance, such 
as the Global Fund.  
 
There are, in fact, too many factors at play (including how the low cost producers of 
drugs adapt to the post 2005 scenario) to make a reasonable prediction on what the 
impact of the draft Regulation may be. The only safe prediction is, perhaps, that it will 
have little impact on the industry’s structure and modus operandi in the EC market. 
 
It is possible to argue, in effect, that, if European generic industries become involved in 
manufacture and sale under the draft Regulation, enhanced competition would exert 
downward pricing pressure in some developing countries and LDCs, possibly in the 
poorest ones, but would left rich markets unaffected. Given the relatively low profit 
margins that potential suppliers are likely to obtain, and the limited resources available 
to purchase pharmaceutical products in the developing world (notably in LDCs), it is 
doubtful that the draft Regulation will significantly affect the competitive position of 
European brand name and generic producers.  
 
In addition, brand name companies may respond to the competitive threat of lower 
priced products under compulsory licences by offering discounts to government, NGOs 
and other organisations for medicines to be distributed in developing countries, while 
exploiting higher-end, higher-priced market segments.  
 

3.2. Incentives for generic suppliers 
 
Although the adoption of an EU Regulation to implement the WTO Decision would 
constitute an important step, it will not provide incentives for prospective suppliers to 
export low-priced pharmaceutical products to the countries in need. When a product is 
manufactured for the first time, a prospective supplier would have to develop the 
chemistry or import the API (if available from other source), formulate the product 
(eventually with distinct shape or colour), use a special labelling or packaging, 
undertake bioequivalence studies to obtain marketing approval (at least in the importing 
country), and sell the product at a price affordable to the acquirer party. All this requires 
considerable time and investment, while prospective markets are likely to be small and 
profit margins slim. According to a representative of the Indian generic industry, in the 
case of a new anti-AIDS molecule, ‘it will take the Indian company at least two years to 
reverse engineer the product and will cost anywhere between $ 100,000 and $ 200,000 
to come out with a bio-equivalent drug’22. 
 
In addition to the above, the prospective supplier will need to comply with the legal 
procedures involved in the application of a compulsory licence, including possibly 
litigation with the patentee. 
 
Potential suppliers under the system are for-profit entities that are unlikely to enter into 
these complex and risky operations for purely humanitarian reasons. As noted by Prof. 
Maskus, though overall needs in the poor nations are immense, ‘even if some poor 
countries in a trade agreement covered by this exception pooled their demands for a 
                                                 
22 Interview with Dr. Shah, ‘The WTO accord is anti Indian pharma’, 5 September  2003 
http://www.business-standard.com/today/story.asp?story=22269. 
 

http://www.business-standard.com/today/story.asp?story=22269
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particular medicine, the scale may be still too low to become attractive for potential 
suppliers […][B]ecause the eligible import markets in really small countries will not be 
large, generic producers may not be interested in producing such small volumes and 
foregoing chances for economies of scale’23.  
The reaction of the Indian, Canadian and the European generic industries suggests that 
exporting under the WTO Decision is not an attractive option. According to Dr. Shah of 
the Indian Pharmaceutical Alliance,  

Before committing this investment in time and capital, the Indian company 
would like to know what is the business it is likely to get. What is the guarantee 
that the development costs will be recovered? We cannot expect the poor 
country to either share the developments costs or give a bank guarantee that it 
will lift the drug. Where is the safeguard that once the Indian company has 
developed the drug after two years, the innovator will not drop its price to bag 
the order? What if a more effective medicine is developed in between? A lot of 
things can happen in the time between the expression of intent by the poor 
country and delivery by the Indian company. This is complicated by the complex 
procedures laid down in the accord. I have serious doubts if post-2005 anything 
will materialise by way of cheap medicine for these poor countries.  

The quantities exported under a compulsory licence are going to be small. If the 
quantities are large, then the additional costs wouldn’t be much. But that is not 
going to be the case. The drug will have to be different in size from the patented 
drug, which means fresh bio-equivalence and bio-availability studies will have 
to be done. This will raise the development cost. If a higher dosage form is 
mentioned in the compulsory licence, it will raise the material cost.  

Also, it is a known fact that it is most efficient to produce circular tablets than in 
any other shape. If the company is required to produce the medicine in any other 
shape under the compulsory licence, it will lead to a loss in efficiency.  

For an existing drug, the additional cost would not add up to much. But we are 
talking of post-2005 and of small markets. If four countries were to come 
together and then issue a compulsory licence, it would still be a large market. 
But that is not happening.  

How many Indian companies are capable of developing new processes? Two 
dozen, at the most. Then they have to cope with the uncertainties a reference to 
“declared” national emergency or other circumstances of extreme urgency 
unduly limits the circumstances in which there will be special consideration 
given regarding a “reasonable period of time”lso. Any frivolous complaint can 
go to the TRIPS Council. The order may be cancelled under pressure. The 
country which has issued the compulsory licence may blame the Indian company 
for any diversion of drugs.  

Though Indian companies are required to keep a record of production under the 
Drugs & Cosmetics Act and can produce shipping bills to show that all their 

                                                 
23 Prof. Keith Maskus on TRIPS, Drug Patents and Access to Medicines-Balancing Incentives for R&D 
with Public Health Concerns’, in Knowledge economy on the development gateway, 2003, at  
http://www.developmentgateway.org/knowledge. 

http://www.developmentgateway.org/knowledge
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production has been shipped to the intended market, how many have the ability 
to stand up to a situation like this?  

Pressure can also be brought upon donor countries [of aid] that the money 
should be used for buying drugs only from companies of the donor country. Still, 
one big opportunity for Indian companies is donor funding used for the supply of 
generics. The World Health Organisation and USAIDS are trying to treat one 
million people suffering from AIDS in Africa. By now, only 35,000 of these 
people have been brought under treatment.  

For top Indian companies, the focus is the USA and Europe. These companies 
are not going to jump into this mainly because of the way the TRIPS Council has 
done this deal. Some mid-sized companies may have the capabilities to get into 
this business, but they might not have the deep pockets required for it24.  

The Canadian Generic Pharmaceutical Association has also raised doubts about the 
workability of the Canadian implementing legislation: ‘It's an uncertain, difficult, 
lengthy process for our companies to basically sell below cost or donate products they 
don't even make [yet]’. The generic industry says it fears Ottawa has made it too easy 
for patent-holding drug companies to sue generic companies in the case of a dispute 
over a future transaction’25. 
While welcoming the Draft Regulation, the European Generics Association has noted 
that  

Under the proposed Regulation, European companies will only be able to supply 
these medicines to least developed countries or countries with non-existent or 
insufficient manufacturing capacities. These are often countries with limited 
ability to pay for even the lowest cost medicines available. Generic companies 
making these versions of patented medicines will not be able to finance 
development and production by means of sales on European or US markets as is 
the case for the patented medicines. In this context it will be important to see what 
incentives or guaranteed purchase funding can be provided to help companies 
produce and sell these specially required medicines26. 

As this statement suggests, the interest of the European generics industry in the system 
established by the draft Regulation will be conditional upon other incentives or 
guaranteed purchases. Production and research costs of potential European producers 
are likely to be much higher than those of Indian manufacturers.  Transaction costs are 
also much higher in Europe than in India.   In addition, there are few European generic 
companies with API production. In fact, due to a number of trends in the industry, there 
are globally fewer and fewer high calibre, independent, established API 

                                                 
24 Interview with Dr. Shah, op. cit. 
25 Statement by Jeff Connell, spokesman for the Canadian Generic Pharmaceutical Association, Globe 
and Mail, November 19, 2003. 
26 Statement by Greg Perry, President of EGA, Tuesday, 2 November 2004, 
 http://www.egagenerics.com/pr-2004-11-02.htm 
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manufacturers27, while companies with API operations need to maintain high-volume 
production and sales (due to significant fixed costs)28.  
 
In this context, and given the production costs, and the likely small profit margins of 
operations under the draft Regulation, it may be expected that exports take place only 
in a handful of cases, for production of a few drugs for which there is an adequate 
market in developing countries, either because they are middle-income countries that 
could afford to pay the prices that a European-based generic producer will need to 
charge, or because a significantly large demand is created, e. g. through  purchases 
from the Global Fund or other organisations. 

In sum, the cost of producing new APIs and formulations, of undertaking prior 
negotiations for voluntary licences, of filing compulsory licence applications, and of 
seeking marketing approval(s), as necessary, are substantial.  The uncertainty created by 
the absence of clarity in the draft Regulation about the level of royalty payments and the 
risks of failure (due to a myriad of factors, including action by the patentee) are also 
important. As a result, the commercial attractiveness of supplying low-volume, low-
profit markets seems very limited.  
 
These limitations may be partially overcome, as mentioned, if mechanisms to secure 
funding for high-volume sales were available on a regular basis. Even in this case, 
however, the system may be too complicated to boost exports of low priced medicines. 
 
A simpler legal approach, such as a limited exception based on article 30 of TRIPS29, 
may be considered as an alternative to that end. A limited exception to the patentee’s 
exclusive rights (as permitted under said article) would streamline procedures, reduce 
the risks and transaction costs, and possibly increase and accelerate the supply of low 
priced medicines.  
 
It should be noted that although the WTO Decision is not based on an article 30 
approach, it was adopted ‘without prejudice to the rights, obligations and flexibilities 
that Members have under the provisions of the TRIPS Agreement other than paragraphs 
(f) and (h) of Article 31.”  Article 30 is, in fact, one of the key flexibilities under the 
TRIPS Agreement, the scope of which was already tested in one WTO case30. This 
approach has also been explored in the EU context. On October 23, 2002, the European 
Parliament adopted Amendment 196 to the Community Code relating to Medicinal 
Products for Human Use (Directive 2001/83/EC), which provided that ‘manufacturing 
shall be allowed if the medicinal product is intended for export to a third country that 
has issued a compulsory licence for that product, or where a patent is not in force and if 
                                                 
27 Hoffman, Jean (2004), ‘Global generics profitability: increasing need for business development and 
licensing’, Journal of Generic Medicines, Vol. 2, No 1, pp. 9-17 [noting that SPCs ‘largely block 
European API development, leaving fewer and fewer independent European companies that compete’, p. 
15]. 
28 Erdei, Tommy (2004), ‘M&A strategy within the generic pharmaceutical sector: vertical integration 
into active pharmaceutical ingredients’, Journal of Generic Medicines, Vol. 2, No 1, pp. 18-22. 
29 See, e.g.,  Commission on Intellectual Property Rights, Integrating intellectual property rights and 
development policy,  London, 2002 (available at www.iprcommission.org). 
30 WTO, Canada-Patent Protection of Pharmaceutical Products, Report of the Panel, WT/DS114/R (17 
March  2000), available at http://www.wto.org/english/tratop_e/dispu_e/7428d.pdf .
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there is a request to that effect of the competent public health authorities of that third 
country’.  
 

3.3. Effects on eligible importing countries 
 
It is difficult to predict the impact that the adoption of the draft Regulation may have in 
access to affordable pharmaceutical products in eligible countries and, therefore, in 
addressing the public health problems that led to the adoption of the Doha Declaration 
and of the WTO Decision. 
 
The Draft Regulation is complex and procedurally burdensome, in part due to the 
prescriptions of the WTO Decision that it implements, but also because the draft 
Regulation imposes additional requirements and conditions that are not provided for in 
that Decision. In addition, as mentioned above, the draft Regulation does not provide 
incentives for European companies to produce under compulsory licence for exports31. 
The system will actually work to the extent that market incentives operate. Given the 
size of the potential demand, the investment required and the regulatory complexities to 
be faced in a context of conflict (and possibly litigation) with the patentee, the system 
will most probably not attract significant interest from the generics industry.  
 
The Draft Regulation is, hence, unlikely to dramatically increase the supply of 
pharmaceutical products at low price to beneficiary countries. The WTO Decision and, 
consequently, the draft Regulation is not certainly a panacea to solve public health 
problems in developing countries and LDCs. In order to effectively deal with 
intellectual property and other barriers to access to medicines in a post 2005 world, a lot 
more needs to be made both in terms of adequate funding and ensuring flexible 
intellectual property frameworks. As elaborated above, an Article 30 limited exception 
approach to production for export may have a greater impact on the supply of cheap 
pharmaceutical products to developing countries and LDCs. The full availability of 
other flexibilities in TRIPS (growingly neutralized by bilateral agreements imposing 
TRIPS-plus obligations)32 will also be essential. 
 
 
4. Comparison with other regulations 
 
A comparison between the draft Regulation and those adopted by Canada, Norway and 
Netherlands, indicates common elements derived from the terms of the WTO Decision, 
but some important differences. 
 
The Draft Regulation is more restrictive with regard to beneficiary countries than the 
Canadian, Norwegian and Dutch regulations. Canada expanded its definition of eligible 
importing countries to include a country that is not a WTO Member if either:  (a) it is 
recognized by the UN as a least-developed country, or (b) it is a developing country that 
is eligible for ‘official development assistance’ according to a list maintained by the 
                                                 
31 EFPIA has noted, in this regard, that the “draft Regulation is, as it is intended to be, neutral on the issue 
of incentives” (e-mail of January 24, 2005, on file with the author). 
32 See, e.g. Peter Drahos, Expanding Intellectual Property’s Empire: The Role of FTAs, GRAIN, 2003, at 
http://www.grain.org/rights/tripsplus.cfm?id=28. 
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Organization for Economic Cooperation and Development (OECD) that declares it is 
facing an ‘emergency or other circumstance of extreme urgency’33. Norway has made 
its export system available to any non-WTO member so long as it is either a least 
developed country or has insufficient manufacturing capacity in accordance with the 
Annex to the WTO Decision. WTO member States should notify the Council for 
TRIPS, and non-members the Norwegian Ministry of Foreign Affairs (Section 107)34.  
The Netherlands has made its system available to any least developed country (article 
1(f)). 
 
From a public health perspective, it is unjustifiable that non-WTO member countries 
that are among the poorest in the world be excluded from the potential benefits of the 
draft Regulation. The EU may either include those countries in the draft Regulation, or 
allow export of pharmaceutical products under article 30 of TRIPS.  
 
With regard to prior negotiation, the approach adopted by Norway is also advisable. 
According to the Norwegian legislation, those provisions of Article 31 of the TRIPS 
Agreement not waived by the 30 August Decision ‘continue to apply in relation to 
applications for compulsory licences.  In the case of the general requirements set out in 
Article 31 (b), this means that prior efforts must be made to negotiate an authorisation 
from the right holder on reasonable commercial terms and conditions except in the 
event of a national emergency or in the case of public non-commercial use 
(IP/C/W/427, 17 September 2004) (added emphasis). 
 
Canadian legislation35 maintains the requirement for prior negotiation with the patent 
owner, but with an explicit provision of a thirty day period prior to filing an application 
for a compulsory licence. It also sets out a formula for calculating the remuneration due 
to the patentee, with a maximum cap of 4%. This approach provides a reasonable level 
of certainty.  
 
With regard to product differentiation, the draft Regulation, as mentioned, is more 
burdensome for the compulsory licensee than the WTO Decision. It is also more 
restrictive than the Canadian legislation, which does not mention changes in shape or 
colour, as well as than the Norwegian legislation (which only refers to packaging, while 
allowing to impose more detailed requirements on a case-by-case basis). The Dutch 
regulation reproduces the WTO Decision standard. 
 
As noted above, an important aspect that requires careful consideration is whether a 
decision to grant a compulsory licence may be subject to an injunction by the title 
                                                 
33 This requirement does not apply to WTO members. It is unclear why it has been established for non-
WTO developing countries.   
34 Norway, in its notification to the WTO, highlights the decision to extend the system to cover non-WTO 
members as ‘possibly the most important outcome of the consultation process’ (IP/C/W/427, 17 
September 2004, p.2). 
35 3(c) the applicant provides the Commissioner with a solemn or statutory declaration in the prescribed 
form stating that the applicant had, at least thirty days before filing the application, (i) sought from the 
patentee or, if there is more than one, from each of the patentees, by certified or registered mail, a licence 
to manufacture and sell the pharmaceutical product for export to the country or WTO Member named in 
the application on reasonable terms and conditions and that such efforts have not been successful, and (ii) 
provided the patentee, or each of the patentees, as the case may be, by certified or registered mail, in the 
written request for a licence, with the information that is in all material respects identical to the 
information referred to in paragraphs (2)(a) to (g); 
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holder. The Dutch regulation provides that a decision by the Minister on issuing a 
licence shall state whether the lodging of an objection or an application for review will 
suspend implementation of the decision. It would have been preferable, however, to 
provide for non suspension in all cases, since the system has been developed to 
expeditiously address health problems in countries that need rapid access to 
pharmaceutical products. 
 
In sum, on balance the draft Regulation is significantly better than the Canadian 
legislation in that it does not include a limited list of pharmaceutical products, while the 
latter is more restrictive than the Canadian, Norwegian and Dutch regulations in terms 
of eligible importing countries.  The draft Regulation is seriously flawed as it does not 
provide a clear definition of how long a generic manufacturer must attempt to negotiate 
a voluntary licence before a compulsory licence may be issued, nor any certainty about 
the royalties to be paid in the event of compulsory licensing36. It is also too open to 
legal challenges by the patentee.  
 
Some of the main differences among the four compared regulations are summarized in 
the Table below: 
 
 

 Draft Regulation Canada Norway Netherlands 
Eligible 
countries 

WTO members 
only 

WTO Members 
and non WTO 
Member if it is an 
LDC or is a 
developing 
country eligible 
for official 
development 
assistance 
according OECD 

WTO-
members,  non-
WTO LDCs 
and countries 
without 
manufacturing 
capacity 

One of the least developed 
countries, or a WTO Member 
that has made a notification 
according to the WTO Decision 
A group of importing states, as 
well as organisations as referred 
to in article 6, paragraph (i) of 
the WTO Decision 

Product 
coverage 

Medicines, 
vaccines, active 
ingredients and 
diagnostic kits  

Listed medicines 
and dosage forms 

Pharmaceutical 
products as 
defined in 
paragraph 1(a) 
of the WTO 
Decision 

Any patented product, or product 
manufactured through a patented 
process, of the pharmaceutical 
sector needed to address public 
health problems, including active 
ingredients for the manufacture 
of these products and the 
diagnostic kits to use the 
products 

Prior 
negotiation 

Mandatory in all 
cases to reach a 
voluntary 
agreement on 
reasonable 
commercial 
terms and 
conditions 

Mandatory , 30 
days period of 
negotiations 

Prior 
negotiations not 
required in 
cases of 
national 
emergency and 
public non-
commercial use

The Minister must confirm that 
the patentee is unwilling to issue 
a voluntary license, except in 
urgent cases 

                                                 
36 See Elliott, R., ‘Generics for the developing world: a comparison of three approaches to implementing 
the WTO (World Trade Organization) Decision’, Scrip, 24 November 2004. 
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Remuneration Economic value 
of the use 
authorised value 
to the importing 
WTO Member 

Royalty rates 
based on human 
development 
index with a cap 
of 4% 

Economic 
value to the 
importing State 
of the use of 
the  

Economic value to the importing 
State of the use of the order for a 
specific amount of products 

Product 
differentiation 

Special 
packaging and 
indication in 
associated 
literature. Unless 
the applicant 
proves that such 
distinction is not 
feasible or has a 
significant 
impact on price, 
special colouring 
or shaping of the 
products 
themselves shall 
also be required 

Marking, 
embossing, 
labelling and 
packaging that 
distinguishes the 
product from 
products sold in 
Canada 

Packaging, 
while more 
detailed 
requirements 
can be imposed 

Packaging, colouring and/or 
shaping of the pharmaceutical 
products, provided these 
measures are feasible and do not 
have a significant impact on the 
price 

Drug 
registration 

Not required; 
voluntary 
scientific opinion 
on safety 

Required Not required Not required 

Appeal / 
Injunction 
against 
compulsory 
licence 

Allowed against 
any decision of 
the competent 
authority 

The Federal Court 
may make an 
order providing 
for the payment of 
a royalty that is 
greater than the 
royalty that would 
otherwise be 
required 

 Minister’s decision should  
specify whether an objection or 
an application for review will 
suspend implementation of the 
decision. 
 

 
 
 
5. Amendment of the TRIPS Agreement 
 
The WTO Decision is a waiver, that is, a temporary measure. It mandates the Council 
for TRIPS to start work on a permanent amendment to TRIPS. Work was set to 
commence before the end of 2003, with a deadline for adoption of the amendment 
within 6 months (30 June 2004) of starting work. The amendment of TRIPS is intended 
to replace the Decision, and facilitate access of countries without manufacturing 
capacity to imports of affordable pharmaceutical products on a permanent basis. 
 
While the WTO Decision provides that ‘the amendment will be based, where 
appropriate’ on the Decision (paragraph 11), it does not have to be a mere cut and paste 
of the WTO Decision. The amendment may provide an opportunity to open a 
constructive debate on TRIPS and TRIPS-plus barriers to the production of and access 
to affordable medicines, and to simplify the procedures and promote a broad and 
effective use of the system. It may also open the possibility of discussing other options, 
such as an interpretation of article 30 of TRIPS to allow the use of the invention for 
exportation of pharmaceutical products to countries in need. 
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Although work on the preparation of the amendment has started, negotiations are 
stalled. The United States aims at incorporating the WTO Decision into TRIPS as it is, 
including the Chairperson’s statement in full.  Other members disagree. Nigeria, made a 
submission to the Council for TRIPS, as Coordinator of the African Group, which 
proposes to eliminate a number of provisions in the 30 August Decision as they would 
be redundant in the context of an amendment, or where their purpose would otherwise 
be served by other provisions of TRIPS, such as the TRIPS existing provisions on 
compulsory licences and enforcement. Nigeria argued that the appropriateness of 
particular elements should be understood to mean those elements in the Decision that 
are necessary to ensure the amendment is legally predictable, secure and economically 
and socially sustainable37. This submission was supported by a number of other 
developing countries.  
 
Consultations conducted by the Chair of the Council for TRIPS with delegations during 
2004 indicated that there remained significant differences among delegations with 
regard to the substantive content and legal form of the amendment, and particularly with 
regard to the treatment to be given to the Statement of the Chair38.  In June 2004, the 
Members of the WTO decided to extend the deadline for the amendment of the TRIPS 
Agreement until the end of March 2005.  
 
Given the disagreement between the USA, on the one hand, and the African Group and 
other developing countries, on the other, unless, there is a movement from the other 
Members for middle ground, it seems unlikely there will be consensus to amend TRIPS 
by that time in the short term. 
  
The adoption of the draft Regulation, as proposed, would certainly undermine the 
efforts by developing and other countries to reconsider the established system in order 
to make it a more effective instrument for attaining the objectives of the Doha 
Declaration. As mentioned, such draft not only implements the multiple conditions of 
the WTO Decision, but it goes beyond the Decision with a number of additional 
requirements that will most probably reduce the effectiveness of the solution sought by 
paragraph 6 of the Declaration. 
 
 
 6. Possible improvements to the draft Regulation 
 
The draft Regulation should be considered in the context of EU Development Policy. 
The core principles of such policy include eradicating poverty, promoting human rights 
and sustainable development in line with the UN conferences, and in particular, the 
Millennium Development Goals. More specifically, in 2000, the EC redefined its role to 
accelerate its response to the global public health emergency through a comprehensive 
framework to fight HIV/AIDS, malaria and TB39. In 2001, the EC adopted its 
Programme for Action (PfA) based on that framework,  aimed at addressing a range of 
development, humanitarian aid, trade, research, enterprise, health and education issues. 
One of the PfA focuses is to increase the affordability of key pharmaceutical products. 
                                                 
37 See document IP/C/W/389, 14 November 2002, para. 15 (a). 
38 See document IP/C/M/44, 19 July 2004, particularly the intervention by Argentina. 
39 See, e.g., Accelerated Action targeted at major communicable diseases within the context of poverty 
reduction (COM(2000) 585). 
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Access to affordable pharmaceutical products in developing countries and LDCs is, 
hence, recognized as a matter of principle in the EU as essential to attain the proposed 
EC development goals. That access would contribute to poverty reduction, increase 
human security, and promote human rights and sustainable development. Consistently 
with these goals, the EU implementation of the WTO Decision should aim at 
maximizing the availability of pharmaceutical products at affordable prices in the 
developing world.  

While the draft Regulation is a fair attempt at implementing said Decision, in some 
aspects it is more cumbersome than the Decision itself, and can discourage rather than 
stimulate the supply of affordable products by European firms. There is clearly room for 
improvement of the draft Regulation if it is to be an effective tool in addressing the 
public health problems in developing countries and LDCs.  
 
In the light of the discussion in the previous sections, it can be concluded -from a public 
health perspective- that the draft Regulation may be improved with regard to a number 
of issues. A basic consideration for such improvements is that the granting of a 
compulsory licence is, by definition, necessary when a voluntary agreement for the 
supply of the needed pharmaceutical products at affordable prices has not been reached 
with the importing country. Hence, the system is bound to operate in a context of 
conflict with the patentee, who may use any vagueness or loopholes in the regulation to 
block or delay the granting of compulsory licenses and the consequent competition with 
his own products. In order to make the system work, the maximum clarity and guidance 
to governments and parties are essential. Automatic or semi-automatic procedures are 
advisable, particularly relevant in view of the litigiousness that characterizes the 
pharmaceutical industry.  
 
The following improvements may be introduced to achieve the objectives of the WTO 
Decision and EU Development Policy, while safeguarding EC Member States and 
patentees from misuse of the system: 
 

 Amend the prefatory language in paragraph 6 so as to eliminate the ill-defined 
concept that the system ‘should not be used with […] objectives of a purely 
commercial nature’. 

 
 Delete “affected by public health problems” in article 1. 

 
 Extend the draft Regulation to non-WTO countries, particularly LDCs, so as to 

allow them to participate in the system upon notification to the Commission or 
the Member State concerned of their insufficient or no manufacturing capacity 
in the pharmaceutical sector. The same measures to prevent trade diversion 
provided for WTO Members should apply. 

 
 Eliminate the requirement to identify patents subject to the compulsory license 

[article 5.3(c)]. 
 

 Allow for an increase in the quantity to be supplied without the issuance of a 
new compulsory licence [article 5.3 (d)]. 
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 Include NGOs and other organisations (such as United Nations) as possible 
requesting parties by deleting “from authorized representatives of the importing 
WTO member” in article 5.3(g). 

 
 Delete ‘to the applicant’  in article 5.3(g) of the draft Regulation so as to ensure 

that responding to a call for tender does not constitute an infringing act, and 
permit the system to be applied in the case of tendering procedures before the 
final award. 

 
 Delete article 5.4 of the draft Regulation as it allows the competent authority to 

prescribe additional formal or administrative requirements. 
 

 Amend article 6.1(b) and specify that confirmation is only needed with regard to 
the lack or insufficient manufacturing capacity of particular product or products.  

 
 Provide in Article 6.1 (c) of the draft Regulation ― which requires confirmation 

of the granting or intention to grant a compulsory licence for import ― an 
exception for LDCs. 

 
 Waive in article 7 the requirement to undertake prior negotiations to obtain a 

voluntary licence in situations of national emergency, other circumstances of 
extreme urgency, public non-commercial use or anti-competitive practices, and 
when negotiations on reasonable commercial terms have taken place in the 
importing country. 

 
 Amend article 7 with regard to the conditions to seek a voluntary license and 

delete the requirement of a “declared” situation of national emergency or other 
circumstances of extreme urgency. 

 
 Establish in article 7 a fixed period for negotiations (e.g.  30 days). 

 
 Expand in article 8.3 the rights conferred under the compulsory licence to all 

acts necessary to import, produce and sell the relevant pharmaceutical products 
(including APIs). 

 
 Amend article 8.3 to allow re-export of products imported by an eligible country 

pursuant to the Regulation, to members of a regional trade agreements under the 
circumstances permitted by paragraph 6 of the WTO Decision. 

 
 Delete the requirement of special colouring or shaping as established in article 

8.4 in fine, and strictly follow the standard set in the WTO Decision [paragraph 
2(b)(ii)]. 

 
 Amend article Article 8.6, in fine, by deleting the reference to ‘sale’. 

 
 Delete the WTO Decision-plus requirements of Article 8.7 (to keep complete 

and accurate books and to permit access thereto to authorized persons) and 
article 8.8 (to provide proof of exportation). 
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 Provide in article 8.9 greater guidance concerning the remuneration to be paid to 
the patentee.  Although the rates must be determined individually, the EU could 
follow the Canadian example and define a formula to calculate the adequate 
remuneration in advance. 

 
 Clarify article 12 of the draft Regulation by better specifying the reasons for 

detention of suspected products (e.g. similarity in packaging or labelling), and 
provide that detention could take place only upon request of the patentee, who 
should provide a security or equivalent assurance sufficient to protect the 
defendant and the competent authorities and to prevent abuse.  

 
 Delete article 14(b) as it provides a TRIPS-plus condition and ignores the right 

of importing countries to determine when circumstances that justify the 
continuation of a compulsory license subsist. 

 
 Provide in article 15 that an appeal against a decision to grant a compulsory 

licence should not suspend the execution of the licence. 
 

 Clarify article 16 in order to ensure that data exclusivity will not prevent in any 
case the export of products under the system, and eliminate the requirement of 
existence of a ‘reference product’. 

 
 Simplify the procedures and provide an exception of fees for those who opt to 

request a scientific opinion under article 58 of Regulation 726/2004, in 
accordance with article 16.2 of the draft Regulation. Rely on the WHO 
prequalification scheme for export of products approved thereunder, without 
further requirements. 

 
 Provide in article 17 for a review immediately after the amendment of TRIPS 

and thereafter every three years. 
 

 Include in the draft Regulation a set of concrete measures aiming at fostering 
transfer of technology and capacity building in pharmaceuticals in developing 
countries and LDCs. 

 
 Establish the mechanisms to provide eligible importing Members, on request 

and on mutually agreed terms and conditions, technical and financial 
cooperation in order to facilitate the implementation of anti-diversion measures 

 
 
7. Conclusions 
 
As the analysis of the core aspects of the draft Regulation shows, the draft is formally 
compatible with the WTO Decision in the sense that nothing in it contradicts the 
provisions of the Decision. However, the draft Regulation does not fully take advantage 
of the flexibility that is open to the EU to implement the Decision in a constructive way, 
so as to encourage prospective European suppliers to provide pharmaceutical products 
at affordable prices and improve access to medicines in developing countries and LDCs. 
The draft Regulation, on the contrary, adds a number of conditions not stipulated in the 
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WTO Decision, which seem unnecessary to prevent trade diversion or protect other 
legitimate interests.  
  
In addition, many of the implementation aspects in the draft Regulation are too vague 
and will need more defined articulation. Several provisions as currently drafted do not 
provide sufficient certainty for prospective compulsory licences applicants.  
 
The purpose of the WTO Decision was to provide a rapid solution to public health 
problems in countries without manufacturing capacity in pharmaceuticals. The EU 
Regulation to be adopted should ensure, hence, not only that it is formally consistent 
with that Decision, and more generally TRIPS, but also that it provides an adequate 
instrument to address such problems. 
 
Given its objective of uniform implementation of the WTO Decision, the draft 
Regulation should simplify the compulsory licensing process and encourage European 
suppliers to operate under the system.  
 
The draft Regulation presents some clear advantages when compared with other 
regulations (for instance, there is no listing of medicines, like in the case of the 
Canadian law), but also has some disadvantages, such as the lack of guidance on what 
adequate remuneration is and of a time frame and exceptions for prior negotiations with 
the patentee. Another disadvantage (as compared to the Canadian, Norwegian and 
Dutch regulations) is the exclusion of non-WTO Members from the system. As 
proposed, the draft Regulation does not fit with the European Neighbourhood Policy, to 
the extent that it excludes EU neighbours that are not members of the WTO. 
 
The extent to which the Draft Regulation may contribute to achieving the Doha mandate 
‘to promote access to medicines for all’, and fit with other EU policies, such as the 
Development Policy is unclear and will depend on a variety of factors. The draft 
Regulation does not provide, by itself, incentives for a robust supply of low priced 
pharmaceutical products to emerge. This is largely due to the very nature and limitations 
of the WTO Decision that the Regulation seeks to implement. Even if the draft 
Regulation were improved, as suggested above, other measures, including funding 
mechanisms, will be necessary for the EU to contribute to and effective and 
comprehensive solution to the public health problems faced in developing countries.   
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