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The Innovative Medicines Initiative (IMI2) 
 
IMI2 is a Joint Technology Initiative (JTI) bringing together the European Commission and the European 

Federation of Pharmaceutical Industries and Associations (EFPIA) to “pave the way for breakthrough 

vaccines, medicines and treatments to tackle Europe’s growing health challenges”. In other words, 

IMI2 is a public-private partnership aiming to finance precompetitive pharmaceutical research and 

development. 

  

The proposal for a Council regulation for IMI2 was presented by the European Commission on 10 July 

2013. The draft Strategic Research Agenda is not part of the proposal though it is crucial as it indicates 

the research priorities for the next 10 years (2014-2024). The EU indicative contribution to IMI2 is EUR 

1.725 billion while EFPIA will contribute EUR 1.5 billion in-kind. 

 

 

Challenges and opportunities with IMI2 

 

Priority setting 

The preamble to the new IMI 2 proposal states that “Research related to the future of medicine shall 

be undertaken in areas where combination of societal, public health and biomedical industry 

competitiveness goals requires pooling of resources and fostering collaboration between the public and 

private sectors […]. The areas [of investments] would be of public health interest, as identified by the 

World Health Organisation report on priority medicines for Europe and the World, which is currently 

being updated with the new version expected to be released in 2013.” 

 

In spite of the European Commission contributing financially in a substantial way, priority setting within 

IMI2 remains largely industry-driven. While industry makes its choice on the basis of future market 

and opportunity to profit, addressing existing public health needs at EU level and globally requires 

enhanced EU leadership and strategizing. A more active participation of the European Commission in 

the definition of research priorities would also increase IMI2’s consistency and cooperation with other 

national and European initiatives in the field of health R&D, which so far have been limited (see IMI 

Second interim evaluation p. 31). 

 

� Given that IMI2 is largely financed by EU taxpayers’ money, we call for enhanced EU 

leadership and strategizing in order to prioritise public health needs, especially with regard 

to global health R&D. This is essential to increase IMI2’s consistency and cooperation with 

other national and European initiatives in the field of health R&D. 
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Addressing health R&D gaps 

Existing pharmaceutical gaps and medicines development needs have been identified in the WHO 

Report on Priority Medicines for Europe and the World 2013, commissioned by the European 

Commission as a resource to be used in planning the Horizon 2020 research programme. Among the 

main priority areas identified, the Report recommends increased research effort on R&D for Poverty-

Related and Neglected Diseases (PRNDs), which have not been sufficiently addressed in the first phase 

of IMI and remains marginal in the current research agenda.  

 

There is not only a moral imperative to consider this field, but also a strong business case to include 

PRNDs in the scope of IMI2. Excellent expertise and knowledge within European pharmaceutical 

companies and academia as well as Product Development Partnerships provide a lot of potential to 

boost innovation in this field.  By including poverty-related and neglected diseases in the scope of this 

PPP, members of the pharmaceutical industry who get involved in projects are able to expand and 

underline their commitment to neglected diseases, as stated in the London Declaration on Neglected 

Tropical Diseases (www.unitingtocombatntds.org), for example.  

Investing in PRNDs R&D has the potential to optimise health outcomes globally, reduce poverty and 

foster growth, while meeting existing EU commitments to address global health needs such as the 

“2010 Commission Communication and Council Conclusions on the EU role in Global Health”. 

Furthermore, some PRNDs are endemic in the European region and might become more prevalent in 

the future as a result of climate change and/or migrations. Tuberculosis (TB), for instance, is already a 

major public health threat to Europe, especially due to the increasing incidence of multidrug-resistant 

TB and the emergence of extensively drug-resistant TB. Other challenges include HIV, visceral 

leishmaniasis (present in patients co-infected with HIV), helminthic diseases and Chagas disease (also 

as a result of mother-to-child transmission). 

 

� Existing research gaps can only be filled if public funders take on leadership and use 

initiatives such as IMI2 to support research in those fields. R&D for PRNDs should therefore 

feature in IMI2 as recommended by the Priority Medicine Report 2013 and the IMI2 

stakeholders’ consultation. 

 

Governance 

The Second Interim Evaluation of IMI called for increased transparency and clearer rules of governance 

for IMI2. The Scientific Committee, which should ensure science-based recommendations, expressed 

concerns for not having been sufficiently involved in the procedure of drafting and updating the 

Strategic Research Agenda (IMI Second Interim Evaluation p. 30). Some representatives of the other 

advisory board, the States Representative Group, which represents the interface to the relevant 

stakeholders in EU countries, stressed that they had a limited impact on the management of IMI (IMI 

Second Interim Evaluation p. 30-31). We believe that relevant public stakeholders have not been 

adequately involved in the activity of IMI despite the existence of mechanisms, such as consultations 

and the Stakeholder Forum, which could have ensured that.  

 

� The definition of priorities and the overall management of IMI2 should be more inclusive 

and transparent. Relevant public stakeholders should be consulted about the definition of 

research priorities and regularly informed about IMI2 developments.  

 

Open access to research data and access to the end product 

While IMI is established to ensure that public money contributes towards more efficient and needs-

driven R&D, benefits resulting from this research are mainly privatised and there are no clear 

conditions laid down in regards to access to research data and affordable access to the end products. 

Participants in previous IMI projects have complained over industry refusing to provide access to 

patient outcome data of clinical trials and the “inappropriate level of control and secrecy” (BMJ 

2013;347:f5354).  
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Non-disclosure of essential R&D health data means additional delays, bottlenecks and wasteful and – 

in the case of clinical trials – unethical repetition in the development of life-saving medicines. Broad 

sharing of data resulting from IMI2 projects is therefore essential to reinforce collaborative and 

cumulative processes to increase scientific knowledge. Sharing data can also increase the transparency 

and accountability of research and bolster its reliability by enabling other investigators to repeat or 

extend analyses. Horizon 2020 Rules of Participation require mandatory open access to research 

publications and the promotion of open access to research data in order to maximise public return on 

investment.  It is important that IMI2 implements and expands on these objectives.  

 

In order to facilitate broad uptake and return on public investment, Intellectual Property deriving from 

IMI2-funded research is in principle to be licensed on non-exclusive terms. In accordance with IMI2 

goals of open innovation and broad dissemination of knowledge this would benefit the scientific 

ecosystem and maximise societal benefits of EU funded research.  

 

� IMI2 should develop binding guidelines for ensuring open access to research results after the 

conclusion of the project. 

� IMI2 should develop binding guidelines on Intellectual Property management and licensing 

(exploitation) of results, designed in a manner that ensures broad and affordable access to 

the end product. 

 

Alignment with the WHO Consultative Expert Working Group 

Following the launch of the WHO Consultative Expert Working Group on Research and Development’s 

report, at the World Health Assembly (WHA) of May 2013, WHO Member States adopted a resolution, 

which includes a process for rapidly identifying R&D demonstration projects. The purpose of these 

demonstration projects is to test new approaches to R&D that enhance needs-driven R&D and access 

to results. The EU has recognized the need for new bio-medical innovation models in Horizon 2020. 

The recent update of the report on Priority Medicines for Europe and the World 2013 also points out 

the need for alternative business models to address persisting market failure in global health R&D. The 

WHO demonstration projects provide a chance to embrace these new approaches to biomedical R&D. 

Lessons learned through demonstration projects can benefit European innovation projects and new 

models will provide incentives for new EU players (biotech, research institutes) to enter the playing 

field.  

 

� IMI2 should align and coordinate its initiatives with future initiatives resulting from the WHO 

CEWG process. 

 

 

 



 
 

Health Action International (HAI) is an independent, global network, working to increase access to essential medicines 

and improve their rational use through research excellence and evidence-based advocacy. 
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A Key Opportunity for Global Health 
Demonstration projects for needs-driven and affordable R&D 
 
4 November 2013 
 
We are facing a moment of opportunity for Global Health and the European Union. 
After a 10-year process, the World Health Organization (WHO) and its Member States 
have finally agreed on concrete steps towards a much-needed reform of the bio-
medical innovation system.  

At the last World Health Assembly (WHA) in Geneva in May 2013, WHO Member 
States adopted a resolution, which includes a process for rapidly identifying research 
and development (R&D) demonstration projects (Box 1). The purpose of these 
demonstration projects is to test new approaches to R&D that enhance needs-driven 
R&D and access to results that can be used on a grand scale.  

 

 

 

 

 

 

 

 

 

Member States and experts will be convened on December 3rd-5th at the WHO in 
order to identify these demonstration projects. Member States and other stakeholders 
have been given the opportunity to send proposals for demonstration projects. The EU 
has an important role to play in this process. It is of crucial importance that: 

• The demonstration projects selected incorporate the two core principles, as 
agreed to by the last World Health Assembly, as key to enhancing needs-
driven, affordable innovation: open knowledge innovation and de-linkage 
(Box 2).   

 
• Financing is sustainable and predictable: the EU should align its existing 

global health R&D strategy with initiatives under the CEWG process. Part of 
the EU Horizon 2020 R&D Frameworki and in particular EDCTP 2ii as well as 
IMI 2 fundsiii should be earmarked for demonstration projects and subsequent 
initiativesiv under the CEWG.  
 
 

 
 

 

Box 1 – The CEWG process at the WHO 
 
The need to explore new biomedical innovation models gained momentum with the 
release of the report of the Consultative Expert Working Group on Research and 
Development: Financing and Coordination (“CEWG report”) in April 2012. The CEWG 
identified a number of concrete proposals to foster needs-driven and accessible 
innovation. It recommended an intergovernmental instrument as the most effective 
solution to existing gaps on coordination and financing of needs-driven R&D. This 
instrument would allow for and include: 

• Improving international coordination on health R&D 
• Establishing a public fund for sustainable and equitable resource distribution. 
• Ensuring that R&D results financed by this instrument are global “public goods”: 

not constrained by intellectual property rights, widely accessible and affordable 
Proposals for R&D include: open source collaborations; patent pools; direct grants to 
companies; prizes; and open access schemes1.   
!
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• The process of selection of demonstration projects is transparent and 
inclusive. 
 

• The “demonstration projects phase” will constitute a stepping-stone towards a 
structural and comprehensive solution: an intergovernmental instrument (Box 
1).  

 

 
EU stakes and responsibilities  
 
• The EU has a clear stance in favour of universal access to health and access to 

essential medical products. It has repeatedly called for needs-driven innovation, 
further exploration of innovation models that de-link cost of R&D from the price of 
medicines, as well as the development of a framework for biomedical R&D (EU 
Council Conclusions Global Healthv). 
 

• The EU has recognised the need for new bio-medical innovation models in 
Horizon 2020 (including prizes).vi The recent update of the report on Priority 
Medicines for Europe and the World 2013 also points out the need for alternative 
business models to address persisting market failure in global health R&D.vii The 
WHO demonstration projects provide a chance to embrace these new approaches 
to biomedical R&D. 

 
• Lessons learned through demonstration projects can benefit European 

innovation projects. New models will provide incentives for new EU players 
(biotech, research institutes) to enter the playing field. European leadership in this 
global learning process to enhance needs-driven and affordable biomedical R&D 
will also be valuable for EU Member States struggling with high medicine prices. 

 
Only when this WHO process receives due attention will it fulfil its potential. We urge 
policymakers, to be engaged in, and scrutinize, this process which is of crucial 
importance for Global Health and access of people worldwide to the benefits of 
medical science.  

Box 2 – The Demonstration Projects 

The WHA decision on the demonstration projects mandates that any such project should include 
the principles of de-linkage, as well as open knowledge innovation. These principles promote 
needs-driven innovation, affordable access to health products, and the sharing of knowledge.  

‘Open knowledge innovation’ refers to research and innovation that generate knowledge which 
is free to use without legal or contractual restrictions. This paves the way for capacity building and 
transfer of technologies for developing countries. Open knowledge innovation also includes data 
transparency, requesting researchers to publish both positive and negative data sets, including 
clinical trial data.  

‘De-linkage’ of the cost of R&D from the price of the medicine is essential to create incentives for 
needs driven R&D and rational marketing and use of results. It also allows for structural affordable 
access.  This is possible because the recoupment of R&D costs is no longer dependent on the 
sales revenue of the product. This replaces the traditional incentive expectations of high 
monopoly medicines prices through patents.  
!
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Position paper on the recast of the EU Trademark package 
 

Directive of the European Parliament and of the Council to approximate the laws of the 
Member States relating to trademarks (recast) 

& 
Regulation of the European Parliament and of the Council amending Council Regulation  

(EC) No 207/2009 on the Community trademark 

 

Médecins Sans Frontières, Oxfam International and Health Action International Europe 
are deeply concerned that provisions proposed by the Commission in the recast of the 
trademark package on goods in-transit will have a negative impact on access to 
medicines. If adopted in their current form, the provisions will increase the likelihood of 
seizure of legitimate and lifesaving generic medicines in-transit through Europe that are 
ultimately destined for developing countries.  

The new rights in the in-transit area proposed by the Commission will most often be 
enforced by customs authorities at the request of the trademark proprietor (with the risk 
of abuse and/or over-enforcement to deter generic competitors). The provisions also:     
 

 are in excess of what is required under WTO rules, particularly TRIPS article 51 
 are in breach of GATT Article V (freedom of transit)  
 are in breach of the prevailing case law by the European Court of Justice, which 

determines that only goods that are intended to be diverted into the European 
Union market can infringe trademarks granted in Europe (Nokia/Philips case, 
joined cases C-446/09 and C-495/09, 2011). 

 
Recent examples of seizures of generic medicines in-transit in Europe (in Germany and 
the Netherlands in 2009) illustrate to what degree these detention measures can be 
damaging for access to medicines, because of the potential delay in allowing life-saving 
drugs to reach patients.  Further, detention (and the risk of destruction) can have a 
chilling effect on trade in generics or can increase costs of generics since manufacturers 
may need to take additional measures to ensure the security of shipments or to account 
for the risk of possible seizure and destruction of shipments. 
 
For example, for some diseases up to 90% of the drugs that MSF uses in its treatment 
programmes are generics. MSF has multiple supply centres in Europe that buy and store 
these generic medicines in-transit before they are shipped for use in the field. The 
Commission’s proposal as it stands creates barriers that could have an impact on MSF 
suppliers, MSF Supply Centers and MSF operations. 
 
Although we acknowledge the attempt to address concerns with respect to access to 
medicines, the amendments the Rapporteur has proposed in JURI will not address the 
possible detention and destruction of generic medicines. The mere fact that a trademark 
is also validly registered in the country of destination does not provide sufficient 
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information to establish a prima facie counterfeit trademark infringement in the country 
of destination (use can be authorised, for example). 
 
In-transit provisions should be completely removed from the text as the TRIPS 
Agreement neither requires nor encourages enforcement of intellectual property rules 
by one country on behalf of others.  However, since it is clear that the EU wants to seize 
counterfeited goods (as defined by TRIPS) on behalf of third countries, we propose a 
clear exception to the enforcement rules for medicines in-transit, so to avoid customs 
enforcement authorities confusing generics with trademark infringements. We also 
propose clear anti-abuse provisions.    

Directive Recital 22/ Regulation Recital 18 

Commission proposal  Rapporteur proposal 

Amendment 5 (Dir. &Reg.) 

 

MSF, HAI, OXFAM proposal 

(Dir&Reg.) 

With the aim of strengthening 

trademark protection and 

combating counterfeiting 

more effectively, the 

proprietor of a registered 

trade mark should be entitled 

to prevent third parties from 

bringing goods into the 

customs territory of the 

Member State without being 

released for free circulation 

there, where such goods come 

from third countries and bear 

without authorization a 

trademark which is essentially 

identical to the trade mark 

registered in respect of such 

goods. 

With the aim of strengthening 

trade mark protection and 

combating counterfeiting 

more effectively, the 

proprietor of a registered 

trade mark should be entitled 

to prevent third parties from 

bringing counterfeit goods 

into the customs territory of 

the Member State without 

being released for free 

circulation there, where such 

goods come from third 

countries and bear without 

authorization a trademark 

which is essentially identical 

to the trade mark registered in 

respect of such goods. In 

order not to hamper 

legitimate flows of goods, 

this rule should only apply if 

the proprietor of a 

trademark is able to show 

that the trademark is validly 

registered also in the 

country of destination. This 

rule should be without 

prejudice to the Union's 

right to promote access to 

medicines for third 

countries. 

 

With the aim of strengthening 

trade mark protection and 

combating counterfeiting more 

effectively, the proprietor of a 

registered trade mark should 

be entitled to prevent third 

parties from bringing 

counterfeit goods into the 

customs territory of the 

Member State without being 

released for free circulation 

there, where such goods come 

from third countries and bear 

without authorization a 

trademark which is essentially 

identical to the trade mark 

registered in respect of such 

goods or which cannot be 

distinguished in its essential 

aspects from such a 

trademark.  

 

In order not to hamper the 

production, circulation and 

distribution of generic 

medicines, with respect to 

medicines this rule should 

only apply if the proprietor 

of the trademark is able to 

demonstrate clear and 

documented evidence of a 

substantial risk of 

fraudulent diversion of the 

allegedly counterfeit 

medicines into a Member 

State. The European 

Commission shall develop 
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and implement binding 

guidelines for national 

customs authorities with 

clear indicators on how to 

establish such substantial 

risk of fraudulent diversion; 

the list will reflect the 

importance of unrestricted 

trade in generic medicines 

and will be in line with 

prevailing ECJ case law 

within three months after 

signing the law. 

 

Justification: Amendment uses TRIPS definition (article 51, footnote 14) of counterfeit 

trademark infringement since the new definition introduced in the Commission proposal is 

unnecessary and confusing. The amendment also creates an exception to the general rule for 

medicines in-transit, which follows ECJ case law that requires documented evidence of a 

substantial risk of fraudulent diversion of the allegedly counterfeit goods into a Member State in 

order to allow seizure. 

 

Directive Recital 22 (a) NEW / Regulation Recital 18 (a) NEW 

Recognising that the main public health concern lies with the quality of the medicines and 

not with trademark or other intellectual property enforcement, and should be addressed by 

other measures, including better regulation through quality standards. 

 

Justification: The problem of unregistered, unsafe and substandard medicines is much broader 

and more serious than the problem of trademark counterfeit medicines.  Trademark counterfeit 

medicines are not registered and therefore are not of assured quality, safety, and efficacy, but 

there are many other medicines that do not infringe trademarks, but which misrepresent their 

origin or ingredients, or that have not met or maintain quality standards from manufacturing 

through final distribution.  As a result, other measures instead of trademark counterfeit 

enforcement are needed to address this much broader problem 

 

Directive article 10 - point 5 / Regulation article 1 - point 12 

Commission proposal Rapporteur proposal 

amendment 25 (Dir.)  & 20 

(Reg.) 

MSF, HAI, OXFAM proposal 

The proprietor of a registered 

trade mark shall also be 

entitled to prevent all third 

parties from bringing goods, 

in the context of commercial 

The proprietor of a registered 

trade mark shall also be 

entitled to prevent all third 

parties from bringing goods, 

in the context of commercial 

The proprietor of a registered 

trade mark shall also be 

entitled to prevent all third 

parties from bringing goods, in 

the context of commercial 
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activity, into the customs 

territory of the Member State 

where the trade mark is 

registered without being 

released for free circulation 

there, where such goods, 

including packaging, come 

from third countries and bear 

without authorization a 

trademark which is identical 

to the trade mark registered in 

respect of such goods, or 

which cannot be distinguished 

in its essential aspects from 

that trade mark. 

activity, into the customs 

territory of the Member State 

where the trade mark is 

registered without being 

released for free circulation 

there, where such goods, 

including packaging, come 

from a third country and bear 

without authorization a 

trademark which is identical 

to the trade mark validly 

registered in respect of such 

goods, or which cannot be 

distinguished in its essential 

aspects from that trade mark, 

on condition that the 

proprietor proves that the 

trade mark is also validly 

registered in the country of 

destination. 

activity, into the customs 

territory of the Member State 

where the trade mark is 

registered without being 

released for free circulation 

there, where such goods, 

including packaging, come 

from a third country and bear 

without authorization a 

trademark which is identical to 

the trade mark validly 

registered in respect of such 

goods, or which cannot be 

distinguished in its essential 

aspects from that trade mark. 

 

In order not to hamper the 

production, circulation and 

distribution of generic 

medicines, with respect to 

medicines this rule should 

only apply if the proprietor 

of the trademark is able to 

demonstrate clear and 

documented evidence of a 

substantial risk of 

fraudulent diversion of the 

allegedly counterfeit 

medicines into a Member 

State. The European 

Commission will develop 

implement binding 

guidelines for national 

customs authorities with 

clear indicators on how to 

establish such substantial 

risk of fraudulent diversion; 

the list will reflect the 

importance of unrestricted 

trade in generic medicines 

and will be in line with 

prevailing ECJ case law 

within 3 months after 

signing the law. 

 

Justification:  Amendment creates an exception for medicines in transit, which follows ECJ case 

law that requires documented evidence of a substantial risk of fraudulent diversion of the allegedly 

counterfeit goods into a Member State. 
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Directive article 10 - point 5 (a) NEW/ Regulation article 1 - point 12 (a) NEW 

When dealing with medicines in transit, the relevant authorities shall require the proprietor 

of a trade mark who applies for customs suspension, detention and seizure of alleged 

counterfeit goods to:   

(a) provide a security or equivalent assurance sufficient to protect the defendant and the 

competent authorities and to prevent abuse;  

(b) pay the importer, consignee, distributor and owner of the alleged infringing goods 

appropriate compensation for any injury caused to them through the wrongful suspension, 

detention and seizure of goods; and 

 (c) pay purchasers, consumers, and patients appropriate compensation for any injury 

caused to them through the wrong suspension, detention and seizure of the goods. 

 

Justification: In order to ensure that the general allowance for in-transit goods is not being used 

for over-enforcement by rights holders anti-abuse provisions should be introduced. The language 

of point a) and b) comes from art. 53 and 56 TRIPS. Point c) comes from the UNDP Discussion 

Paper – Anti-Counterfeit Laws and Public Health:  What to Look Out For, 30-31 (2012) 

http://www.undp.org/content/dam/undp/library/hivaids/English/UNDP%20Discussion%20P

aper%20-%20(revised).pdf 

 

http://www.undp.org/content/dam/undp/library/hivaids/English/UNDP%20Discussion%20Paper%20-%20(revised).pdf
http://www.undp.org/content/dam/undp/library/hivaids/English/UNDP%20Discussion%20Paper%20-%20(revised).pdf


IP out of TAFTA 
Civil Society Declaration 

Last year, millions of Americans told their government not to undermine the open internet. We sent the SOPA and 
PIPA bills down to defeat. 
 
Soon after, hundreds of thousands of people took to the streets of Europe to protest against ACTA, a secretive trade 
agreement that would have violated our rights online and chilled generic drug competition. 
 
Meanwhile, leaked trade texts revealed US and EU threats to access to affordable medicines, which significantly 
disrupted trade talks in India and the Pacific. 
 
On February 13, the US President Barack Obama, the European Council President Herman Van Rompuy, and the 
European Commission President José Manuel Barroso announced the official launch of negotiations of a 
Transatlantic Free Trade Agreement (TAFTA)—also touted as the Transatlantic Trade and Investment Partnership, 
or TTIP. 
 
We, the undersigned, are internet freedom and public health groups, activists, and other public interest leaders 
dedicated to the rights of all people to access cultural and educational resources and affordable medicines, to enjoy a 
free and open internet, and to benefit from open and needs-driven innovation. 
 
First, we insist that the European Union and United States release, in timely and ongoing fashion, any and all 
negotiating or pre-negotiation texts. We believe that secretive “trade” negotiations are absolutely unacceptable 
forums for devising binding rules that change national non-trade laws. 
 
Second, we insist that the proposed TAFTA exclude any provisions related to patents, copyright, trademarks, data 
protection, geographical indications, or other forms of so-called “intellectual property”. Such provisions could 
impede our rights to health, culture, and free expression and otherwise affect our daily lives. 
 
Past trade agreements negotiated by the US and EU have significantly increased the privileges of multinational 
corporations at the expense of society in general. Provisions in these agreements can, among many other concerns, 
limit free speech, constrain access to educational materials such as textbooks and academic journals, and, in the case 
of medicines, raise healthcare costs and contribute to preventable suffering and death. 
 
Unless “intellectual property” is excluded from these talks, we fear that the outcome will be an agreement that 
inflicts the worst of both regimes’ rules on the other party. From a democratic perspective, we believe that important 
rules governing technology, health, and culture should be debated in the US Congress, the European Parliament, 
national parliaments, and other transparent forums where all stakeholders can be heard—not in closed negotiations 
that give privileged access to corporate insiders. 
 
The TAFTA negotiations must not lead to a rewriting of patent and copyright rules in a way that tilts the balance 
even further away from the interests of citizens. 
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LONG-AWAITED STEPS TOWARDS AFFORDABLE 

ACCESS AND NEEDS-DRIVEN RESEARCH AND 

DEVELOPMENT  

66TH WORLD HEALTH ASSEMBLY                           

17 June 2013 

 

After a 10-year process, the World Health Organization (WHO) and its Member 

States have finally agreed on concrete steps to move towards needs-driven 

innovation. At the 66th World Health Assembly (WHA) in Geneva in May 2013, 

Member States adopted a much debated resolution on the follow-up of the 

report of the Consultative Expert Working Group on Research and Development 

(CEWG). This resolution was approved with an extra decision point 

unexpectedly introduced by the United States (US), which proposes a process 

for rapidly identifying research and development (R&D) demonstration projects. 

It recognises de-linking the price of the product from the cost of research, as well 

as open knowledge innovation, as guiding principles. This is promising because 

it will ensure that needs-driven innovation and affordable access to health 

products and knowledge sharing will be part of the design of these R&D 

initiatives. However, talks on a global framework for R&D should not be 

postponed any further. 

Health Action International Europe (HAI Europe) cautiously welcomes the 

outcome of the 66th WHA discussions on the follow-up of the CEWG report. As 

the agenda point approached in the first week of the WHA, it seemed that the 

minimalist draft resolution resulting from the Open-ended Member States 

Meeting in November 2012 would be re-opened. HAI Europe previously 

criticised this draft resolution because it did not provide a clear agenda for a 

comprehensive solution. It also suffered from a lack of ambition to achieve 

structural change and a dearth of concreteness in its commitments.  Both in the 

run-up to, and during, the WHA, it appeared that the US was pressuring 

countries not to change the draft resolution. The European Union (EU) also did 

not want the draft resolution changed. 

However, when the post-CEWG process was discussed on Friday, 24 May, 

seemingly to everyone’s surprise, the US proposed an extra decision point on 

this agenda item: to hold an advisory meeting on R&D demonstration projects as 

soon as possible while defining the norms and aims that should govern these 

projects. While the initial US proposal was promising, it was limited in scope and 

lacked clarity. Eventually, the decision point was greatly improved after Member 

States discussed it during a closed-door drafting group on Friday afternoon and 

Saturday morning.  
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In the decision points that were finally adopted, the Assembly requested a two to 

three day technical meeting be held with experts, open to all Member States, 

with the task of identifying demonstration projects.  

Unfortunately, experts were invited solely by the WHO’s Directorate-General, 

making the selection process less than democratic. Nonetheless, the decision 

points explicitly mentioned the need to safeguard public health from undue 

conflicts of interest. This is important because, when selecting and designing 

demonstration projects, the complex private interests of pharmaceutical 

companies, vaccine manufacturers, other industries with an interest in the health 

market, and private donors cannot—and should not—be underestimated. In 

addition, the future experts meeting will be consultative with Member States. 

This is crucial because, in such a politicised process with strong interests, the 

meeting needs to be inclusive and transparent. The mistakes made with the 

earlier expert working group in 2010, including poor transparency, conflicts of 

interest and unrepresentative engagement, should be avoided. The fact, 

however, that there is currently no role for non-governmental organisations 

(NGOs) in the experts meeting is problematic. HAI Europe sincerely hopes it will 

be an open meeting that NGOs can attend.  

HAI Europe sees the final outcome of the WHA discussions as an opportunity to 

add clarity to the post-CEWG process. In particular the role of the demonstration 

projects, the norms that will govern them, and the ambition to move towards a 

comprehensive and sustainable solution are critical to addressing the lack of 

biomedical innovation and access. With these decision points, the Assembly has 

now firmly embraced the key principles, as identified in the CEWG report, and 

agree that de-linkage and open knowledge innovation are integral to improving 

global health.  

Even though the resolution calling for an R&D observatory and demonstration 

projects has also been adopted, the focus appears to have shifted from the 

observatory championed by the EU and US in earlier discussions to concrete 

demonstration projects and steps towards sustainable funding. The US 

commented at the WHA that “it is now time to see if Member States will actually 

‘put their money where their mouth was,’” and commit to funding these 

demonstration projects. To date, the US remains the biggest spender on 

biomedical innovation for global health.  

At this year’s WHA, two clear developments were noticeable: on one hand, the 

US has taken the initiative from developing countries, such as the Union of 

South American Nations (UNASUR), India and others that have driven this 

decade-long process to improve global health R&D. Although this is an 

important development, it remains unclear why the US did this and what will be 

the implications of its initiative. On the other hand, the EU has moved to the 

position of a passive player on the side lines with no vision other than not 

wanting to commit to a binding treaty. This is embarrassingly at odds with the 

ambitious commitments for the EU to be a leader in global health, as expressed 

in the Commission and Council’s communications on global health in 2010.  

S
T

A
T

E
M

E
N

T
 

 

http://www.essentialdrugs.org/edrug/archive/201001/msg00034.php
http://www.essentialdrugs.org/edrug/archive/201001/msg00034.php


 

Health Action International (HAI) Europe is an independent, European network, working to increase access 

to essential medicines and improve their rational use through research excellence and evidence-based 

advocacy. 

 

              Overtoom 60/II, 1054 HK Amsterdam The Netherlands  Tel: +31 20 683 3684  Email: info@haiweb.org  www.haiweb.org 

Hopefully, the EU will accept its responsibility soon because global health R&D 

is a policy area that can bring a great deal of knowledge and (financial) support 

to the table. Moreover, this comes at a time when EU health systems are under 

immense financial pressure; leadership by the EU in this global learning process 

to enhance needs-driven and affordable biomedical R&D could be very valuable 

for the EU Member States struggling with high medicine prices.  

While the outcome seems promising, it is important that the agreed actions by 

the World Health Assembly provide steps towards a comprehensive solution in 

the form of a global framework for health R&D that addresses a broad range of 

diseases and conditions. HAI Europe will closely monitor the lead-up to the 

expert meeting at the end of 2013 and hopes discussions on a global framework 

for coordination, norm setting and financing for R&D will start as soon as 

possible. 

 

Link to HAI intervention at WHA 66: http://haieurope.org/wp-

content/uploads/2013/06/Intervention-Stichting-Health-Action-International-item-

17.2.pdf  

Link to decision points: http://keionline.org/node/1730 - and draft resolution: 

http://apps.who.int/gb/ebwha/pdf_files/WHA66/A66_23-en.pdf -on the follow up 

of the CEWG report adopted at the WHA66 

Health Action International Europe 

For more information please visit: www.haieurope.org or email Tessel Mellema 

at tessel@haieurope.org 
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HAI Europe calls upon EFPIA and PhRMA to truly commit 

to clinical trial data transparency 

 

25 July 2013 

 
Health Action International (HAI) Europe welcomes any initiative that grants 

increased access to clinical trial data. However, the commitments made by the 

European Federation of Pharmaceutical Industries and Associations (EFPIA) and 

Pharmaceutical Research and Manufacturers of America (PhRMA) in their joint 

‘Principles for Responsible Clinical Trial Data Sharing’ fall woefully short of the 

data transparency that is needed.  

Moreover, the overall commitment to transparency from EFPIA and PhRMA as 

such can be questioned, for while they claim to support greater access to clinical 

trial data we know from the recently leaked strategy document that they actually 

do the opposite. Indeed, the document shows that the pharmaceutical industry 

opposes many concrete steps towards greater data transparency under the EU 

Clinical Trials Regulation and the EMA’s recent move towards proactive 

publication of clinical trial data 

Ancel•la Santos, HAI Europe, says: "Ironically industry claims to move towards 

increased access to clinical trial data, while we now know from this week's leaked 

EFPIA's internal strategy that at the same time they work to oppose concrete 

moves towards more transparency in EU regulations". 

Mandatory public disclosure of all clinical trial data can minimise the risks of 

selective reporting of trial results by the pharmaceutical industry. Such reporting 

practices have led to an overestimation of the benefits of medicines and an 

underestimation of the risks, posing a significant threat to public health.  

The pharmaceutical industry associations propose in their joint statement to 

make only the synopsis of clinical study reports available, after marketing 

authorisation has been granted. ‘’Disclosing only synopses of clinical study 

reports will not solve the prevailing dangerous practices of reporting bias and 

mis-use of data by the pharmaceutical industry’’ says Ancel·la Santos. 

Instead of selective reporting of trial results, the full clinical study report including 

raw data, needs to be made available in a publicly accessible database. This is 

crucial to ensure independent reviews of the safety and efficacy of medicines to 

enable informed decision-making by healthcare professionals and consumers. 

EFPIA and PhRMA’s proposal for granting access to clinical trial data includes a 

whole list of restrictive conditions. Given the suggested conditionality, HAI Europe 

has serious doubts on whether the commitments put forward by them will in 

practice increase the set of publicly available clinical trial data, as they claim.  
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For example, if industry has its way, access would only be granted on request 

and only to whom they consider ‘qualified scientific and medical researchers’. 

This potentially excludes independent review by any other qualified experts 

including public health organisations.  

 

In addition, the pharmaceutical industry proposes that data considered 

‘commercially confidential’ remains secret. According to Ancel·la Santos 

Quintano, “the proposed barrier to access to clinical trial data is of immense 

concern, especially since both the European Ombudsman and the EMA have 

repeatedly insisted that clinical trial data is not commercially confidential.” 

If EFPIA and PhRMA take their commitment to increase access to clinical trial 

data seriously, they should endorse mandatory disclosure of all clinical trial data. 

Preferably as soon as the trial has been concluded or at a minimum, immediately 

after marketing authorisation has been granted, rejected or the application 

withdrawn. HAI Europe calls upon the pharmaceutical industry to make all clinical 

data available in a publicly accessible database. 

Moreover, HAI Europe is highly concerned about the intention that EFPIA and 

PhRMA expressed in their leaked strategy to mobilise patient organisations to 

fight their corner to maintain data secrecy. “Clinical trial data belongs first and 

foremost to the participants enrolling in clinical trials, which are not exempt of 

safety risks”, adds Ancel.la Santos. Making clinical trial data available to the 

general public contributes to ethical research and responds to the public health 

needs.  

 

For further information about HAI Europe’s work on clinical trial data, visit 

www.haieurope.org   

For more information please contact: Ancel•la Santos Quintano, 

ancel.la@haieurope.org 
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While great sacrifices are demanded from many citizens of the European Union 

(EU) solidarity and social justice, essential pillars of the Union, should be better 

protected by its policy makers. Under the banner of austerity, we have been 

seeing a curtailing of healthcare coverage for certain groups on the basis of their 

residence or insurance status that run against both human rights and sanitary 

principles. The proclamation “they save the banks, but not the people” is starting 

to ring uncomfortably true. The EU cannot continue to ask for the sacrifices 

of deep budget cuts in basic services like health care without also taking 

clear measures to prevent significant and at times dire consequences on 

the lives of millions of people living across the EU. 

 

The enduring economic crisis is affecting the ability of many EU Member States 

to adequately provide many of the necessary medicines to the people living in 

their country as they are forced to take measures to scale down public 

pharmaceutical spending. Meanwhile, pharmaceutical companies continue to 

market their new medicines at increasingly high prices, for instance in the field of 

cancer1, biological medicines and hepatitis C.  In addition, opportunities to 

introduce policies aimed at a more rational use of medicines are being foregone. 

WHO estimates that half of all patients fail to adhere to prescribed treatment or 

fail take their medicines correctly2. Not only is irrational use of medicines 

and non adherence expensive per se but also its side effects is a 

financial burden to already strained health systems. The crisis presented 

an opportunity to make the economic argument to reduce waste and 

                                                           
1 Kantarjian H. The Price of Drugs for Chronic Myeloid Leukemia; a Reflection of the Unstainable Prices of 
Cancer Drugs: From the Perspective of a Large Group of CML Experts (2013). Blood  Magazine. accessed on 
May 2nd 2013 
2 The Pursuit of Responsible Use of Medicines: Sharing and Learning from Country Experience. World Health 
Organisation 2012  

DECLARATION ON ACCESS TO MEDICINES 

_____________   

   An undeniable right slipping away: recommendations 

to avert a public health disaster 

http://bloodjournal.hematologylibrary.org/content/early/2013/04/23/blood-2013-03-490003
http://bloodjournal.hematologylibrary.org/content/early/2013/04/23/blood-2013-03-490003
http://apps.who.int/iris/bitstream/10665/75828/1/WHO_EMP_MAR_2012.3_eng.pdf
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optimise treatment outcomes shift the response from rationing to 

rationalization: this opportunity is not being seized. In order to continue benefit 

from medicines use and accessibility basic principles of appropriate use, taking 

into account benefit-risk aspects and cost effectiveness issues have to be 

respected.  

 

A number of public health crises caused by acute and chronic medicine supply 

shortages as a result of manufacturing/GMP compliance problems has been 

registered by medicine regulators3. First hand reports from health care 

professionals, for example pharmacists4, and patients indicate that problem of 

medicine shortages in the EU is on the rise. 

 

We are deeply concerned about the impact of certain measures taken to 

reduce public deficits   on access to medicines in Europe, in particular, in 

the EU regions hardest hit by the crisis and with regards to vulnerable 

groups such as migrants, minority populations, the undocumented, 

uninsured, dependent persons and the elderly. This situation is at odds with 

the EU’s own commitments to integrate health into all its policies and to achieve 

health equity across the EU, as reiterated in the Council Conclusions (Council 

Conclusions on Equity and Health in all Policies, 8 June 2010). Given the 

increasing role of EU institutions in shaping health system reforms, as evidenced 

by the loan conditions on Memorandum of Understanding (MoU) in programme 

countries, we call upon the European Union leaders to take the following concrete 

policy initiatives: 

 

 

 

 

 

 

Today, the European Commission does not perform any research to 

assess the immediate effects of the fiscal consolidation measures on 

health. The European Commission has up until now only advised on budget cuts 

for health, without assessing the health impact of economic measures – in 

particular the measures responding to the crisis during negotiations with the 

Troika5.  

 

 

 

                                                           
3  Patient Health Protection – Reflection paper on medicinal product supply shortages caused by manufacturing 
/Good 
Manufacturing Practice Compliance problems, EMA/590745/2012 - November 2012 
4 Medicine Shortages in European Community Pharmacies,  PGEU - Pharmaceutical Group of the European 
Union, May 2013 Ref 12.08.28E 003 
5 This is the European Commission, International Monetary Fund and European Central Bank, forming a group 

of international lenders provide bailouts to European Countries accompanied by measures to reduce public 
spending. 

I. I. Evaluate the impact of fiscal consolidation measures on health 

and access to medicines, prevention and diagnostics 
 

http://apps.who.int/iris/bitstream/10665/75828/1/WHO_EMP_MAR_2012.3_eng.pdf
http://apps.who.int/iris/bitstream/10665/75828/1/WHO_EMP_MAR_2012.3_eng.pdf
http://apps.who.int/iris/bitstream/10665/75828/1/WHO_EMP_MAR_2012.3_eng.pdf
http://www.pgeu.eu/en/library/2-position-papers/154-pgeu-statement-on-medicine-shortages-in-european-community-pharmacies.html
http://www.pgeu.eu/en/library/2-position-papers/154-pgeu-statement-on-medicine-shortages-in-european-community-pharmacies.html
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Therefore we: 

 

 Call upon the European Commission to carry out a health impact 

assessment of fiscal consolidation measures taken over the last 

two years in EU Member States on national health systems to assess in 

particular their repercussions on the accessibility and the affordability of 

health services and medicines in the EU. 

 

 Call upon the Commission to carry out an independent health impact 

evaluation before any new fiscal consolidation measures are requested 

from Member States by the Troika and within Country Specific 

Recommendations in the European Semester with clear compensatory 

measures proposed with regards to access to medicines, with priority to 

life-saving treatment. 

 

 Ask the Commission to take immediate and effective measures to 

assure the protection of the right to health care and access to 

medicines of vulnerable groups within EU Member States, such as 

migrants, the unemployed, the uninsured, the elderly, minority 

populations, prisoners, patients with disabilities and children. This should 

include taking measures that promote affordable and equitable medicines 

prices. 

 

 

 Call upon the Commission to recognise the urgency and patient safety 

impacts of worsening medicines supply chain shortages, their pan-

European nature, and their connection in many cases to austerity 

measures being taken by national countries. Further to this, the 

Commission should take a lead in evaluating the nature of the supply 

chain problems and the role of relevant European DGs and Agencies in 

improving the situation, including the development of more sustainable 

systems of medicines pricing and reimbursement in Europe that works for 

system payers, the supply chain, and most importantly, secures long term 

patient access to medicines. 
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Publicly accessible prices of medicines do not always reflect the real 

transaction price. This is due to a number of strategies including rebates, 

discounts and pay-back mechanisms. Barriers to transparency also include 

secrecy around prices that health authorities and insurers pay for medicines, and 

a price determination process which limits opportunities for price comparison.  

 

Informed price negotiation can be an effective way to control medicines 

expenditure without constraining health services in face of shrinking 

public health budgets. In addition, transparency of reimbursement decision 

making and clinical trials data is a must as it can enhance rational decision 

making. 

 

Therefore we: 

 

 Call upon the European Commission to facilitate negotiations between the 

European Parliament and Council to revise the Transparency Directive6 

to make sure it mandates the creation of an online database with 

comparable information on prices across Member States 

(procurement prices, reimbursement prices, patient prices, etc.  

This tool should be publicly accessible and updated annually by the 

Commission based on information collected from EU Member States. 

 

 Call upon the European Parliament, European Commission and the 

European Council to take legislative steps to assure the transparency 

and public accessibility of all clinical trial results with the objective of 

permitting public health authorities, health professionals and patients to 

choose the best possible treatment based on efficacy, risk-benefit balance 

and effectiveness of  medicines. 

 

 Ask the Commission to take steps to assure the transparency, data 

sharing and public accessibility of EU Member State medicine 

evaluation committees with the highest degree of independent review 

and public participation.  

 

 Call upon the European Parliament and the EU to demand transparency, 

and to pharmaceutical companies to be transparent on the cost structure 

of pharmaceutical R&D and the justification for market prices.  

 

                                                           
6 The Directive 89/105/EEC of 21 December 1989 relating to the transparency of measures regulating the 

pricing of medicinal products for human use and their inclusion within the scope of national health insurance 
systems. 

      II. Transparency  
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 Call upon the Commission to take legislative measures and 

monitoring to assure a greater level of transparency and free 

public access to EU financed health-related data and clinical trial 

data with the aim of greater efficiency, expert evaluation and public 

scrutiny. 

 

 Call upon European Medicine Agency to continue implementation of 

its transparency policies and to go ahead with publication of Clinical 

Trial database. 

 

 Call upon Commission to recognise that therapeutic, safety and 

commodity advances should become part of the key criteria for the 

marketing authorisation process. 

 
 

 

 

 

EU Member States have different national GDPs, different levels prevalence of 

diseases, thus the financial burden of buying medicines varies from one country 

to another. Moreover, many of those in need cannot afford and access 

truly innovative medicines in a number of member states - e.g cancer, rare 

diseases, auto-immune diseases , viral hepatitis, tuberculosis and HIV.  In 2010 

already, Council Conclusions on Innovation and Solidarity in Pharmaceuticals 

called on member states and the Commission to “examine how to facilitate 

availability to innovative medicinal products throughout the EU.6  

Despite the fact that more than half of patients do not take their medicines 

appropriately, there is very little attention to research and policy on 

rational use of medicines and adherence. Rationalising use of effective 

medicines that are currently on the market can bring about the same benefits in 

terms of patient and system outcomes as development of innovative treatments. 

Therefore we: 

 Call upon the European Commission to consider coordination among 

EU Member States on joint procurement of medicines where such 

cooperation could be beneficial for all Member States to help assure 

affordability of these products in cases such as emergence of European 

wide health threats. 

 

 Call upon Commission to facilitate dialogue on cost-containment 

tools to ensure access to medicines, including price reductions for 

innovative medicines and facilitate pilot projects on innovative approaches 

to ensuring affordability of medicines for chronic diseases. Amongst others 

tools, the Commission should help member states to revisit the Bremen 

III. Cooperation at EU level 
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initiative on affordable ARVs7 based on its lessons learned; investigate 

mechanisms of tiered price on expensive innovative medicines in the EU, 

by GDP and burden of disease, etc”. 

 

 Call upon Commission to promote policies and best practices aiming 

to address rational use of medicines and adherence. 

 

 Call upon Member States to ensure that clear strategies and policies 

supported by research are in place and framed within the organisation 

of the healthcare system as a whole and vision which gives due 

consideration to the role and contribution of all involved in the rational use 

of medicines process.   

 

 

 

 

 

The current innovation model is failing to satisfy the unmet health needs 

such as TB, HIV/AIDS, antimicrobial resistance, etc and the equity of 

access to medicines across the EU. For publicly financed research to revert 

into the public good, a new legal framework is needed to ensure that research 

results fulfil broad social objectives. 

Therefore we: 

 Call upon the European Commission to address the issue of access 

(affordability and availability) to medicines in upcoming proposals, 

such as the action plan on chronic diseases, the action plan to combat 

HIV/AIDS, and action plan against cancer. 

 

 Ask all EU institutions to make full use of the opportunity Horizon 

2020 provides to explore the “de-linkage” of research and 

development (R&D) costs from the final price of medicines to 

improve needs driven innovation and affordable medical products. 

This could entail pilot programmes and econometric studies on new 

innovation models for biomedical research that include innovation 

inducement prizes, patent pools, open source research and public 

development partnerships. 

 

 Ask the European Institutions to ensure that EU´s research and 

innovation funding better reflects the opportunities presented by 

knowledge sharing and open innovation for medical innovation. EU 

research funding, in particular Horizon 2020 should require OpenAccess to 

research publications and promote open access to research data. 

                                                           
7 European Perspectives in Personalised Medicine. Project Group on facilitating supply in small market: Position 

Paper and Recommendations. European Commission . 

IV. New innovation models 
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 Ask the Commission to explore the possibility of creating product 

development partnerships, within the context of Horizon 2020, for the 

R&D of new pharmacological treatments of cancer, HIV-AIDS cardio-

vascular diseases, diabetes and other serious chronic diseases with the 

aim of producing affordable and effective innovative medicines responding 

to key health needs. Ask the Commission to take measures to ensure the 

affordability and accessibility of medical products through licensing terms 

in EU investments and public risk taking in pharmaceutical research that is 

financed from tax payers’ money. 

 
 

 This declaration is signed by:  

 

o Active Citizenship Network 

o Collectif Interassociatif Sur la Santé (CISS) 

o Doctors of the World  

o European AIDS Treatment Group (EATG) 

o The European Public Health Alliance (EPHA)  

o Health Action International – Europe (HAI Europe) 

o Salud por Derecho -  Right to Health Foundation 

o Trans Atlantic Consumer Dialogue (TACD) 

http://www.activecitizenship.net/
http://www.leciss.org/
http://www.leciss.org/
http://www.doctorsoftheworld.org/
http://www.eatg.org/
http://epha.org/
http://haieurope.org/
http://saludporderecho.org/en/
http://www.tacd.org/
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To: 
Guido Rasi 

Executive Director 
European Medicines Agency 

7 Westferry Circus  
London E14 4HB 
United Kingdom 

 
Subject:  EMA Experts’ Conflict of interest policy & its implications for  
representatives of European patient groups 
 
29 January 2013 
 
Dear Dr. Guido Rasi, 
 
Firstly, we would like to take this opportunity to acknowledge the European 
Medicines Agency’s (EMA) commitment to foster greater transparency. 
 
We were particularly pleased to see the establishment of clearer and sounder 
procedures, namely the new EMA Policy for Handling of Conflicts of Interests of 
Scientific Committee Members and Experts.  
 
As representatives of active organizations heavily engaged in European medicines 
policy, we would like to request the opportunity to meet with you to discuss this 
issue in more detail. 
 
We have recently become aware of a joint letter sent to your services, in which 
several industry‐sponsored patient groups call for changes to the conflict of interest 
rules, claiming that they hamper their involvement in the scientific work of the 
Agency. 
 
Since our organisations are actively engaged with the EMA and are closely 
monitoring the implementation of the conflict of interest policy, we would like to 
share our concerns about this issue. 
 
In response to some of the arguments raised by the patient groups, we find it 
inappropriate to compare an institution like the EMA – an agency with a mission to 
safeguard public health – with other initiatives, such as public‐private‐
partnerships. Decisions of the EMA should be based on evidence, guided by science, 
so that medicines can be adequately evaluated, and benefit public health. Public‐
private partnerships have no public mandate, nor the gate‐keeping function of the 
EMA, and are thus not subject to the equivalent public scrutiny. 
We consider that the participation of patients and consumers in the EMA’s 
scientific committees should be guided by exactly the same principles, rights and 
responsibilities as that of any other expert. 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In our view, the implementation of the EMA’s Policy on Conflicts of Interest of 
Experts does not impair the advisory capacity of patient groups. The policy even 
foresees the possibility for “expert witnesses” ‐ a mechanism that enables patients 
to be represented at the EMA, while safeguarding the integrity of regulatory 
decision‐making.  
 
The argument that the implementation of the policy would mean that the 
interactions of the Agency would be limited to large‐publicly funded groups or to 
less active patient groups does not hold. The idea that in order to be knowledgeable 
about regulatory affairs and engaged with the EMA requires ties with the industry 
(financial and advisory) is unfounded. Plenty of potential experts – consumers, 
users, adverse drug reactions’ victims and patient advocates ‐ are willing to 
contribute, are informed, and are independent. We would strongly advise the EMA 
to consider how to further encourage independent groups (with no ties with the 
pharmaceutical or medical devices industries) to take part in Agency activities.  
 
The interests that the Agency has identified as being conflicting among a few patient 
advocates remain valid. In our opinion these developments (exclusion of patient 
advocates with competing interests from certain committees) demonstrate your 
policy’s comprehensiveness, rather than its shortcomings. Certainly, the complaints 
of a few individuals do not justify changing a policy that so many have acclaimed. 
 
If the EMA were to reformulate or alter its standing vis‐à‐vis the Experts’ conflict of 
interest policy, that would send the wrong signal to those who are carefully 
scrutinizing EMA’s procedures and performance, such as the European Parliament, 
the Court of Auditors, the media and ultimately the public at large. 
 
In order to safeguard the integrity of EMA’s decision‐making, HAI Europe, ISDB and 
MiEF urge you to consider carefully what is at stake and not to give in to this and 
other external pressure.  
 
We trust that you will consider our message and look forward to hearing from you 
soon. 
 
Sincerely yours, 
 
Jörg Schaaber, 
President 
International Society of 
Drug Bulletins 
 

Pierre Chirac, 
Coordinator 
Medicines in Europe 
Forum 
 

Katrina Perehudoff, 
Projects Manager 
Health Action 
International (HAI) 
Europe 

 
 
CC: Nils Behrndt (DG SANCO), Igors Ludboržs (Court of Auditors), MEP Corinne Lepage, Juan Garcia 
(EMA), MEP Monica Louisa Macovei, Isabelle Moulon (EMA), Fergal O Regan (EU Ombudsman), MEP 
Antonyia Parvanova , MEP Michèle Rivasi, Noel Wathion (EMA). 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Endorsing Organisations 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 

 

HAI Europe. Health Action International (HAI) is an independent European network of health, 
consumer and development organisations working to increase access to essential medicines and 
improve their rational use. More info: www.haiweb.org. Contact: info@haieurope.org. 

 
ISDB.  The  International  Society  of  Drug  Bulletins  (ISDB),  founded  in  1986,  is  a  worldwide 
Network of bulletins and journals on drugs and therapeutics that are financially and intellectually 
independent of pharmaceutical industry. Currently ISDB has around 80 members in 41 countries 
around the world. More info: www.isdbweb.org  Contact : press@isdbweb.org  
 

 
MiEF. The Medicines in Europe Forum (MiEF) was launched in March 2002 and reaches 12 
European Member States. It includes more than 70 member organizations representing the four 
key players on the health field, i.e. patients groups, family and consumer bodies, social security 
systems, and health professionals. It is a unique group and a testament of the importance of 
European medicines policy. Admittedly, medicines are no mere consumer goods, and the Union 
represents an opportunity for European citizens to seek further guarantees of efficacy, safety and 
pricing. Contact: pierrechirac@aol.com 

 



 
 

19 March 2013 
Joint letter to Members of the European Parliament 

 
 

Clinical trials Regulation: Don’t be afraid to leave the dark ages,  
Support transparency!  

 

 
Dear Member of the European Parliament, 

 
As researchers, doctors, scientists and civil society representatives we are asking you to support the 

inclusion of strong transparency provisions in the Clinical Trial Regulation that is currently being discussed.  
We ask you to support amendments that require the disclosure of a complete clinical study report 

(CSR) such as outlined by ENVI rapporteur MEP Glenis Willmott (Amendment 21) and in the ITRE MEP Rivasi 
opinion (Compromise Amendments 4 and 5). 
 

Selective  reporting  impairs  clinical  practice.  At  present  half  of  all  clinical  trials  are  never 
published. Those that get published are but a positive selection of the results where important harms have 
been omitted.  This  is  a waste of  research money and an abuse of  clinical  trial  participants’  altruism and 
trust. The lack of complete information on the efficacy and safety of the researched drugs causes significant 
harm  to  thousands  of  citizens,  stifles  scientific  progress  and often  leaves  healthcare  professionals  in  the 
dark concerning the medicines they prescribe and dispense.  
 

A  summary of  clinical  trial  results  is  insufficient  to  allow  for  independent  analysis. The 
disclosure of a summary of results, as suggested by the European Commission,  is of  little scientific value, 
since  it does not supply  independent  researchers and healthcare professionals with  the  information they 
need to judge the merit of a trial or to be able to use its results.  

Clinical trials are done for the public good. The Proposal for Clinical Trial Regulation claims to be in 
line with the Helsinki Declaration. This declaration requires authors to make publicly available the results of 
their  research  on  human  subjects,  and  to  be  accountable  for  the  completeness  and  accuracy  of  their 
reports, which should comply with accepted guidelines for ethical reporting. Clearly, a summary does not 
live up to these ethical requirements.  
 

Clinical  study  report  (CSR)  disclosure  helps  the  advancement  of  biomedical  research. 
Establishing  clinical  study  reports  (CSR)  as  a  disclosure  format  does  not  represent  an  added  burden  for 
academics  or  non‐commercial  researchers.  They  are  already  ethically  obliged  to  write  a  report  .  The 
submission  and  subsequent  disclosure  of  complete  reports  in  the  EU  Portal  would  greatly  help  the 
advancement of biomedical research and lead to better patient treatment, benefitting public health and 
citizens at large. 

Moreover,  the  disclosure  of  clinical  trial  results  needs  a  strict  timetable  (within  one  year  after 
completion)  and  the establishment of  penalties  for  lack of  compliance,  as  all  voluntary  approaches have 
failed thus far. 
 

Whilst we agree  that  there  is  room  for  streamlining  the  clinical  trial  process,  as  proposed  in  the 
Willmott  Report,  this  cannot  be  done  at  the  expense  of  public  health,  by  jeopardizing  ethical  scientific 
practice, economic efficiency and the protection of taxpayer investments in research. 
 

We remain at your disposal for any questions or doubts you might have. 
 

Thank you very much 
 

The Cochrane Collaboration     HAI Europe     International Society of Drug Bulletins 
 

Medicines in Europe Forum    Transatlantic Consumer Dialogue 

 

 



9	  April	  2013	  
Joint	  open	  letter	  by	  11	  European	  or	  International	  Organisations	  

	  
	  

Clinical	  Trials	  Regulation	  
Protect	  public	  health:	  Choose	  transparency!	  	  

	  

	  
	  

Dear	  Member	  of	  the	  European	  Parliament,	  
	  

As	  researchers,	  doctors,	  scientists,	  patients	  and	  civil	  society	  representatives	  we	  are	  
asking	  you	   to	  support	   the	   inclusion	  of	  strong	   transparency	  provisions	   in	   the	  Clinical	  Trial	  
Regulation	  that	  is	  currently	  being	  discussed.	  	  

In	  particular,	  we	  ask	  you	  to:	  
-‐ support	  amendments	   that	   require	   the	  public	  disclosure	  of	  a	   complete	   clinical	   study	  

report	  (CSR)	  as	  outlined	  by	  ENVI	  rapporteur	  MEP	  Glenis	  Willmott;	  
-‐ reject	   amendments	   strengthening	   the	   protection	   of	   so-‐called	   “commercially	  

confidential”	   or	   “commercially	   sensitive”	   information	   which	  would	   be	   a	  major	   step	  
back	   and	   undermine	   the	   accountability	   of	   the	   European	   pharmaceutical	   regulation	  
system.	  

	  
An	  overriding	  public	  interest	  is	  at	  stake,	  namely	  public	  health.	  At	  present,	  

half	  of	  all	  clinical	  trials	  are	  never	  published.	  Of	  those	  that	  are	  published,	  only	  a	  selection	  of	  
positive	  results,	  from	  which	  important	  harms	  may	  have	  been	  omitted,	  are	  disclosed.	  This	  is	  
a	  waste	  of	  research	  money	  and	  an	  abuse	  of	  clinical	  trial	  participants’	  altruism	  and	  trust	  (1	  
to	  5).	  

Recent	  drug	  disasters	  (e.g.	  rofecoxib	  (Vioxx°),	  rosiglitazone	   (Avandia°),	  rimonabant	  
(Acomplia°),	   etc.)	   occurred	   to	   such	   a	   large	   extent	   due	   to	   delayed	   decision-‐making	   at	   the	  
regulatory	  level.	  On	  most	  occasions,	  regulators	  rely	  solely	  on	  the	  pharmaceutical	  company’s	  
analysis	  of	  their	  own	  products’	  benefit-‐harm	  balance	  (a)	  (6).	  	  

Numerous	   recent	   drug	   disasters	   would	   have	   been	   avoided	   if	   public	   access	   to	  
clinical	   data	   had	   been	   granted.	   In	   fact,	   disclosing	   key	   information	   allows	   for	   timely	   and	  
independent	  data	  reanalysis	  (scrutiny	  by	  the	  scientific	  community)	  and	  enables	  the	  public	  
to	  act	  as	  a	  watchdog	  (public	  scrutiny	  of	  regulatory	  decisions)	  (3,7,8).	  	  

	  
A	   summary	   of	   clinical	   trial	   results	   is	   insufficient.	   The	   scientific	   data	  

generated	  in	  clinical	  trials	  data	  are	  a	  public	  good.	  Patients	  who	  take	  part	  do	  so	  in	  the	  hope	  
that	  their	  contribution	  will	  benefit	  the	  advancement	  of	  science	  (1,2,4).	  

The	  disclosure	  of	  a	  summary	  of	  results,	  as	  suggested	  by	  the	  European	  Commission,	  
is	  of	   little	  scientific	  value,	  as	   it	  does	  not	  supply	  healthcare	  professionals	  and	   independent	  
researchers	  with	  the	  information	  they	  need	  to	  judge	  the	  merit	  of	  a	  trial	  or	  to	  be	  able	  to	  use	  
its	  results	  to	  support	  rational	  prescribing.	  	  

The	  Helsinki	  Declaration	  requires	  authors	  to	  make	  the	  results	  of	  their	  research	  on	  
human	   subjects	   publicly	   available,	   and	   to	   be	   accountable	   for	   the	   completeness	   and	  
accuracy	  of	  their	  reports.	  A	  summary	  does	  not	  live	  up	  to	  these	  ethical	  requirements.	  

Access	   to	  all	   the	  data	   from	  clinical	   trials,	   in	   the	   form	  of	  clinical	   study	  reports,	   is	  
crucial	  to	  ensure	  the	  reliability	  of	  pharmaceutical	  safety	  and	  efficacy	  data	  and	  to	  respect	  
patients	  who	  participate	  in	  clinical	  trials.	  

	  
 

	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  	  
a-‐	   For	   example,	   despite	   the	   lack	   of	   evidence	   that	   oseltamivir	   (Tamiflu°)	   is	   effective	   in	   preventing	   the	  
complications	  of	  influenza,	  EU	  governments	  stockpilled	  millions	  of	  doses	  of	  Tamiflu°,	  wasting	  billions	  of	  euros	  of	  
taxpayers’	  money	  (ref.	  8).	  	  

	  

	  

	  

	  

	  

TransAtlantic 
Consumer Dialogue  



 

International	  Society	  of	  Drug	  Bulletins	  
(ISDB)	  

Medicines	  in	  Europe	  Forum	  (MiEF)	  
PLOS	  Medicine	   	  

TransAtlantic	  Consumer	  Dialogue	  (TACD)	  
WEMOS	  

	  
Disclosure	   of	   Clinical	   study	   reports’	   (CSR)	   helps	   to	   advance	   biomedical	   research.	   A	  

recent	  study	  published	  in	  BMJ	  open	  has	  shown	  that	  clinical	  study	  reports	  are	  comprehensive	  documents	  of	  
on	   average	   1	   800	   pages,	   containing	   the	   following	   sections:	   report	   synopses	   (about	   5	   pages),	   efficacy	  
evaluation	  (about	  13	  pages),	  safety	  evaluation	  (17	  pages),	  trial	  protocol	  (about	  60	  pages),	  and	  the	  remaining	  
pages	  are	  attached	  tables	  and	  anonymised	  individual	  efficacy	  and	  safety	  listings	  (8).	  Moreover,	  the	  European	  
Ombudsman's	  ruling	  is	  that	  clinical	  study	  reports	  contain	  no	  “commercially	  confidential”	  information	  (2,7).	  	  

Science	  has	  to	  be	  reproducible	  and	  researchers	  are	  already	  ethically	  obliged	  to	  write	  a	  report	  under	  
any	  circumstances.	  Establishing	  clinical	  study	  reports	  (CSR)	  or	  a	  full	  dataset	  as	  a	  disclosure	  format	  does	  not	  
represent	  an	  added	  burden	  for	  academics	  or	  non-‐commercial	  researchers.	  Published	  clinical	  study	  results	  
are	   increasingly	   published	   together	   with	   the	   full	   dataset	   of	   individual	   anonymised	   patients	   data:	   the	  
researchers	  often	  simply	  upload	  the	  files	  containing	  their	  full	  dataset	  to	  the	  website	  of	  the	  publisher	  (9,10).	  	  

The	  submission	  and	  subsequent	  disclosure	  of	  complete	  reports	  in	  the	  EU	  Portal	  would	  greatly	  help	  
the	  advancement	  of	  biomedical	  research	  and	  lead	  to	  more	  rational	  and	  better	  healthcare.	  

	  
In	  brief:	  Transparency	   is	  key	  to	  ensure	  better	  patient	  care,	   today	  and	  tomorrow.	   The	  

lack	  of	  complete	  information	  on	  the	  efficacy	  and	  safety	  of	  medicines	  causes	  significant	  harm	  to	  millions	  of	  
citizens,	   stifles	   scientific	   progress	   and	   often	   leaves	   healthcare	   professionals	   in	   the	   dark	   concerning	   the	  
medicines	  they	  choose	  to	  prescribe	  and	  dispense.	  

Recognising	  and	  enforcing	  transparency	  and	  access	  to	   information	  within	  the	   legal	   framework	   is	  
an	   effective	   tool	   to	   promote	   both	   informed	   decision-‐making	   at	   the	   individual	   level	   and	   collective	  
democratic	  participation.	  	  

	  

We	  therefore	  count	  on	  your	  commitment,	  as	  Members	  of	  the	  European	  Parliament,	  to	  carry	  this	  
message	  forward	  and	  support	  transparency.	   

Signatory	  organisations:	  
AGE	  Platform	  Europe	   	  
Association	  Internationale	  de	  la	  Mutualité	  (AIM)	  
Cochrane	  Collaboration	  	   	  
European	  AIDS	  Treatment	  Group	  (EATG)	   	  
European	  Social	  Insurance	  Platform	  (ESIP)	  
Health	  Action	  International	  (HAI)	  Europe	  
	  
	  Individual	  signatories:	  
Trudo	  Lemmens,	  professor	  of	  law	  and	  bioethics,	  specialized	  in	  Health	  Law	  and	  Policy,	  particularly	  the	  regulation	  of	  
pharmaceuticals	  (University	  of	  Toronto)	  (contact:	  trudo.lemmens@dph.ox.ac.uk)	  
Jim	  Murray,	  former	  director	  of	  the	  Bureau	  Européen	  des	  Unions	  de	  Consommateurs	  (BEUC)	  and	  editor	  of	  the	  blog	  
http://openmedicineeu.blogactiv.eu	  (contact:	  openmedicine.eu@gmail.com)	  
	  ……………	  
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Signatory organisations 
 
AGE	   Platform	   Europe	   is	   a	   European	   network	   of	   around	   170	   organisations	   of	   and	   for	   people	   aged	   50+	  
which	  aims	  to	  voice	  and	  promote	  the	   interests	  of	   the	  150	  million	  senior	  citizens	   in	  the	  European	  Union	  
and	  to	  raise	  awareness	  on	  the	  issues	  that	  concern	  them	  most.	  More	  information:	  www.age-‐platform.eu.	  
Contact:	   Anne-‐Sophie	   Parent	   (Secretary	   General,	   annesophie.parent@age-‐platform.eu),	   Julia	   Wadoux	  
(Policy	  Officer,	  julia.wadoux@age-‐platform.eu)	  
	  
The	  Association	  Internationale	  de	  la	  Mutualité	  (AIM)	  is	  an	  organisation	  of	  autonomous	  health	  insurance	  
and	   social	   protection	   bodies	   operating	   according	   to	   the	   principles	   of	   solidarity	   and	   non-‐profit-‐making.	  
Currently,	   AIM’s	  membership	   consists	   of	   41	   national	   federations	   representing	   29	   countries.	   In	   Europe,	  
they	  provide	  social	  coverage	  against	  sickness	  and	  other	  risks	  to	  more	  than	  150	  million	  people.	  AIM	  strives	  
via	  its	  network	  to	  make	  an	  active	  contribution	  to	  the	  preservation	  and	  improvement	  of	  access	  to	  health	  
care	  for	  everyone.	  More	  information:	  www.aim-‐mutual.org.	  Contact:	  corinna.hartrampf@aim-‐mutual.org	  
	  
The	  Cochrane	  Collaboration	  is	  an	  international	  not-‐for-‐profit	  international	  network	  of	  more	  than	  28,000	  
dedicated	   people	   from	   over	   100	   countries	   preparing,	   maintaining	   and	   promoting	   the	   accessibility	   of	  
systematic	   reviews	   of	   the	   effects	   of	   health	   care.	  More	   information:	  www.cochrane.org.	   Contact:	   Peter	  
Gøtzsche	  (pcg@cochrane.dk)	  	  
	  
The	   European	   AIDS	   Treatment	   Group	   (EATG)	   is	   a	   European	   network	   of	   nationally-‐based	   volunteer	  
activists	   comprising	   of	   more	   than	   110	   members	   from	   40	   countries	   in	   Europe.	   EATG	   members	   are	  
representatives	   of	   different	   communities	   affected	   by	   HIV/AIDS	   in	   Europe.	   More	   information:	  
www.eatg.org.	  Contact:	  koen.block@eatg.org	  
	  
European	   Social	   Insurance	   Platform	   (ESIP)	   represents	   a	   strategic	   alliance	   of	   over	   40	   statutory	   social	  
security	  organisations	  in	  15	  EU	  Member	  States,	  Croatia	  and	  Switzerland.	  ESIP's	  mission	  is	  to	  preserve	  high	  
profile	  social	  security	  for	  Europe,	  to	  reinforce	  solidarity	  based	  social	   insurance	  systems,	  and	  to	  maintain	  
European	  social	  protection	  quality.	  More	  information:	  www.esip.org.	  Contact:	  esip@esip.org	  
Note:	  ESIP	  members	  support	  this	  position	  in	  so	  far	  as	  the	  subject	  matter	  lies	  within	  their	  field	  of	  competence.	  
	  
Health	   Action	   International	   (HAI)	   is	   an	   independent	   global	   network	   of	   health,	   consumer	   and	  
development	  organisations	  working	  to	  increase	  access	  to	  essential	  medicines	  and	  improve	  their	  rational	  
use.	  More	  info:	  www.haieurope.org.	  Contact:	  tessel@haieurope.org	  	  
	  
The	  International	  Society	  of	  Drug	  Bulletins	  (ISDB),	  founded	  in	  1986,	  is	  a	  worldwide	  Network	  of	  bulletins	  
and	   journals	   on	   drugs	   and	   therapeutics	   that	   are	   financially	   and	   intellectually	   independent	   of	  
pharmaceutical	  industry.	  Currently	  ISDB	  has	  around	  80	  members	  in	  41	  countries	  around	  the	  world.	  More	  
information:	  www.isdbweb.org.	  Contact:	  press@isdbweb.org	  
	  
The	  Medicines	  in	  Europe	  Forum	  (MiEF)	  was	  launched	  in	  March	  2002	  and	  reaches	  12	  European	  Member	  
States.	   It	   includes	  more	   than	  70	  member	  organisations	   representing	   the	   four	  key	  players	  on	   the	  health	  
field,	  i.e.	  patients	  groups,	  family	  and	  consumer	  bodies,	  social	  security	  systems,	  and	  health	  professionals.	  
Such	  a	   grouping	   is	   unique	   in	   the	  history	  of	   the	  European	  Union	  and	   is	   testament	  of	   the	   importance	  of	  
European	  medicines	  policy.	  Contact:	  pierrechirac@aol.com	  
	  
PLOS	  Medicine	  is	  the	  leading	  open-‐access	  medical	  journal,	  providing	  an	  influential	  venue	  for	  outstanding	  
research	   and	   commentary	   on	   the	   major	   challenges	   to	   human	   health	   worldwide.	   PLOS	   Medicine	  
specifically	  seeks	  to	  publish	  articles	  relevant	  to	  clinicians	  and	  policymakers	  across	  a	  range	  of	  settings	  that	  
adhere	  to	  the	  highest	  standards	  of	  methodology,	  ethics	  and	  reporting	  and	  address	  the	  major	  biological,	  
environmental,	   social,	   and	   political	   determinants	   of	   health.	   More	   information:	   www.plosmedicine.org.	  
Contact:	  vbarbour@plos.org	  
	  
The	   Transatlantic	   Consumer	   Dialogue	   (TACD)	   is	   a	   forum	   of	   US	   and	   EU	   consumer	   organisations	   which	  
develops	   and	   agrees	   on	   joint	   consumer	   policy	   recommendations	   to	   the	   US	   government	   and	   European	  
Union	  to	  promote	  the	  consumer	   interest	   in	  EU	  and	  US	  policy	  making.	  More	   information:	  www.tacd.org.	  
Contact:	  tacd@consint.org	  or	  hammerstein.david3@gmail.com 
	  
Wemos.	   Wemos	   influences	   international	   policy	   in	   such	   a	   way	   that	   the	   right	   to	   health	   is	   respected,	  
protected	  and	  promoted.	  In	  doing	  so,	  Wemos	  devotes	  special	  attention	  to	  vulnerable	  sections	  of	  society.	  
Wemos	  advocates	  ethical	  conduct,	  coherent	  policy	  and	  equal	  access	  to	  care.	  Its	  lobbying	  work	  focuses	  on	  
lasting	  improvements	  in	  Dutch,	  European	  and	  global	  policy.	  More	  information:	  www.wemos.nl.	  Contact:	  
annelies.den.boer@wemos.nl	  











OPEN LETTER 

TO THE PARTICIPANTS OF THE TRILOGUE NEGOTIATIONS ON THE EU’S FRAMEWORK PROGRAMME FOR 
RESEARCH AND INNOVATION (20142020) HORIZON 2020. 

 

 

RE: SECURING ACCESS TO LIFESAVING RESULTS THAT DERIVE FROM HORIZON 2020 FUNDING 

 

We,  the  undersigned  organizations,  urge  trilogue  decision makers  to  ensure  global  access  to 
lifesaving medical  innovations  developed  under  the  EU  Framework  Programme  for  Research 
and  Innovation  (2014‐2020)  Horizon  2020,  through  the  adoption  of  appropriate  licensing 
conditions. 

Any publicly funded medical product – be it a drug, vaccine or medical diagnostic – should 
be accessible throughout the world, at an affordable price.  

Socially Responsible Licensing (SRL) has proven  to be an effective  tool  that helps  to maximize 
affordability  of medical  products, while  safeguarding  the  interest  of  research  institutions  and 
holders  of  intellectual  property.  SRL  refers  to  licensing  conditions  that  seek  to  generate  the 
highest possible social benefit from publicly funded research. Embracing SRL as part of Horizon 
2020, would increase the global public health impact of EU funded research.  

SRL practices should  therefore be promoted and  included  in  the Horizon 2020 Rules of 
Participation.  

We strongly urge the European Commission and European Council representatives in the 
trilogue  to  adopt  the  following  important  and  timely  amendments  proposed  by  the 
European Parliament Committee on  Industry, Research and Energy  (ITRE)  in Christian Ehler’s 
Report  on  the  rules  for  the  participation  and  dissemination  in Horizon  2020  (A7‐0428/2012, 
19.12.2012). 

Amendment  78 (Article 12, 3a) 

 “Any  proposal  for  research  with  the  potential  for  further  development  into  a  novel  medical 
technology  (e.g.  drugs,  vaccines,  medical  diagnostics)  shall  include  a  draft  plan  specifying  a 
strategy to guarantee the  immediate and widest possible access to this technology, where  lack of 
access rights to the technology would pose a threat to the protection of public health.” 

Amendment  117 (Article 41, 3) 

“In the field of major societal challenges (health, climate, biodiversity), licensing of results to third 
parties shall by default take place on nonexclusive terms so as to enable  immediate competition 
and thereby to foster global accessibility, unless the participant can duly justify licensing results on 
exclusive terms.” 

 



Without  such  provisions  promoting  responsible  licensing,  the 
EU would  continue  to  lag behind  the United States  in  terms of 
encouraging socially responsible licensing strategies.  In the U.S., 
such  measures  are  already  established  as  part  of  the  National 
Institutes  of  Health  licensing  policy,  and  in  the  Association  of 
University Technology Management’s  (AUTM) Statement of Principles 
and  Strategies  for  the  Equitable  Dissemination  of  Medical 
Technologies.  

Within  the  EU,  funding  institutions  such  as  the  British  Wellcome 
Trust,  and  an  increasing  number  of  universities  have  already 
committed  themselves  to  principles  of  Socially  Responsible 
Licensing. However, up until now initiatives in the EU remain ad hoc 
and fragmented. It is time for the EU to consolidate these ad hoc and 
fragmented efforts. There is no better place to do so than the Horizon 
2020 Rules of Participation. 

 

 

 

  

SIGNATORY ORGANIZATIONS: 

 

ACT UP‐PARIS 

S ‐ ACTION AGAINST AIDS GERMANY AKTIONSBÜNDNIS GEGEN AID

BUKO PHARMA‐KAMPAGNE 

EUROPEAN AIDS TREATMENT GROUP (EATG) 

NCE (EPHA) EUROPEAN PUBLIC HEALTH ALLIA

GLOBAL HEALTH ADVOCATES 

HEALTH ACTION INTERNATIONAL (HAI) EUROPE  

HEALTH GLOBAL ACCESS PROJECT (HEALTH GAP) 

TS ASSOCIATIONS (IFMSA)  INTERNATIONAL FEDERATION OF MEDICAL STUDEN

ANS FRONTIÈRES – ACCESS CAMPAIGN MEDÉCINS S

MEDSIN UK 

SALUD POR DERECHO 

UNIVERSITIES ALLIED FOR ESSENTIAL MEDICINES (UAEM) 



FURTHER INFORMATION ABOUT SOCIALLY RESPONSIBLE LICENSING 

 

Socially Responsible Licensing (SRL) seeks to improve global access to biomedical products such 
as drugs, vaccines or other medical technologies that stem from publicly funded research. It aims 
to  ensure  that  vulnerable  populations  living  in  low  and middle  income  countries  have  better 
access  to  and  benefit  from  new  medical  innovations.  SRL  is  also  known  as  Global  Access 
Licensing, or Equitable Licensing.  

 

SRL  has  recently  been  endorsed  by  a  high‐level  working  group  of  the  WHO  as  a  promising 
measure  to  foster  the  widest  possible  societal  benefit  from  the  outcome  of  public  scientific 
research.1  

 

SRL is widely applied throughout the world. It was first implemented at Yale University in 2001. 
Today, major funding and research institutions such as the United States National  Institutes of 
Health (NIH), the Wellcome Trust in the UK and more than 40 research Universities worldwide ‐ 
among  them  the University of Harvard, Yale university and  the University of California  ‐ have 
adopted measures towards SRL.2 

 

In  Europe,  a  growing  number  of  universities  have  started  to  shape  their  technology  transfer 
according to the principles of SRL. These include the Universities of Bristol, Edinburgh, Dundee, 
Manchester and Oxford  in  the UK, as well as Charité Universitätsmedizin Berlin and Tübingen 
University  in  Germany.  Individual  approaches  such  as  these  should  now  be  combined  and 
supported  by  overarching  action  at  the  EU  level.    One way  to  achieve  this  goal would  be  the 
inclusion of these licensing principles in Horizon 2020 grants. 

                                            
1  WHO, CEWG (2012) Research and Development to Meet Health Needs in Developing Countries: 

Strengthening Global Financing and Coordination: Report of the Consultative Expert Working 
Group on Research and Development: Financing and Coordination. Geneva: World Health 
Organization; p.182. 

2   Chen EC, Gilliland CT, Purcell J, Kishore SP (2010) The Silent Epidemic of Exclusive University 
Licensing Policies on Compounds for Neglected Diseases and Beyond. PLoS Negl Trop Dis 4(3): 
e579. 
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Brussels, 10 July 2013 
Joint letter to Member States’ Ministers of Health  

and Permanent Representatives (CoRePers) 
 

EU Regulation on clinical trials:  
the Council must further enhance transparency and participants’ protection 

 

        The draft Regulation on clinical trials prepared by the European Commission is primarily aimed at “fostering 
EU's attractiveness in clinical research”. However, it undermines the protection of trial participants (a). 
 

        On 29 May 2013, Members of the European Parliament (MEPs) belonging to the Environment, Public Health 
and Food Safety (ENVI) Committee adopted their report on the proposal from the European Commission (290 
amendments). The plenary vote is scheduled for mid-November 2013. 
 

        If the Council confirms the improvements suggested by the ENVI Committee of the European Parliament, 
the new Regulation could represent an advance in terms of public access to the results of clinical trials. However, 
if it is to avoid undermining the protection of persons enrolled in clinical trials, the Council must further improve 
the draft Regulation. 
 

        We believe that the following issues need to be urgently addressed: 
 

1. Re-establish the role of Ethics Committees to guarantee the protection of trial participants  
With its proposal to disconnect "scientific" assessment (by a reporting Member State, whose findings are 
binding to the other Member States concerned) from "ethical" assessment (made by each Member State, but 
limited in practice to verifying compliance with the consent procedure), the European Commission proposes in 
effect to deprive Member States of their sovereignty over the acceptability of a clinical trial. 
► We urge you to: 
- Secure ethical improvements put forward by MEPs: restoring the role of Ethics Committees and also 

authorising them to comment on the "scientific" assessment (an ethical assessment also involves an 
assessment of the methodology and the two issues cannot be assessed separately) (amendments 2, 64, 77 
and 79); moreover, the Council must clarify the fact that Ethics Committees’ opinion is binding (b); 

- Refuse the generalisation of a tacit approval procedure, to ensure that no trial can be authorised without 
an Ethics Committee opinion (this would contravene the Charter of Fundamental Rights of the European 
Union). 
 

2. Strengthen requirements for transparency of clinical trial findings 
Selective publication of only those results which favour the drug in question biases both scientific analysis and 
Medicines Agencies’ decisions (c).  
Aware of the need for independent analyses, MEPs proposed a compromise based on the 2010 European 
Medicines Agency’s policy on access to documents: MEPs included a provision that clinical data contained in 
clinical study reports (as defined by amendment 76) "should not be considered commercially confidential once a 
marketing authorisation has been granted or the decision-making process on an application for marketing has 
been completed" (amendment 30, creating a new recital). 

                               
a-  For more details, read our joint analysis (“New Proposal for a Regulation on Clinical Trials – Joint analysis” 5 February 2013 : 12 pages.) 
or Kuhrt N "Unwitting Guinea Pigs: EU Seeks To Reduce Patient Protection in Medical Trials” 24 juin 2013 (www.spiegel.de). 
b- According to Article 9(1) of Directive 2001/20/EC, “the sponsor may not start a clinical trial until the ethics committee has issued a 
favourable opinion and inasmuch as the competent authority of the Member State concerned has not informed the sponsor of any 
grounds for non-acceptance”. Recital 11 of Directive 2001/20/EC confirms that a “tacit” administrative authorisation by the Member 
States’ competent authority [often the drug regulatory agencies] is only possible “if there has been a vote in favour by the ethics 
committee”.   
c-  Thus, in Europe, in 2009, several EU governments stockpiled millions of doses of Tamiflu° to combat A/H1N1 influenza, even though 
the effectiveness of Tamiflu° in the prevention of influenza complications was unproven and even unlikely, so wasting billions of euros. 
Health authorities made decisions without seeing the full data set (more examples are presented in the BMJ campaign for access to data 
at http://www.bmj.com/open-data). 
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This demand is perfectly reasonable, and is in line with what the European Medicines Agency intends to 
implement in the review of its policy on access to documents (d). 
► We therefore ask you to support Amendment 30, and also to add this requirement to the Regulation, in 

the form of an article. A clear stance by the Council in favour of freedom of information for European 
citizens and of public access to the results of clinical trials is needed to enable the European Medicines 
Agency to defend itself in the procedure brought before the EU Court of Justice by two companies 
challenging its 2010 policy on access to documents. 

► We also ask you to further strengthen transparency requirements by demanding the publication of clinical 
study reports within 5 years from the end of the clinical trial when the company has not by then applied 
for marketing authorisation, to ensure that these results are not forever lost to science should the company 
decide in the end not to seek marketing authorisation. 

 

3. Clarification of definitions, including "low-risk clinical trials" 
MEPs wish to support the Commission’s proposal to create a new category of “low-intervention trials” for drugs 
already on the market. However, MEPs understand the dangers of the recent trend to accelerate marketing 
authorisation procedures before gathering sufficient data on the efficacy and safety of the drugs concerned (e). 
MEPs therefore supported only “low-risk trials”, which differ from “low-intervention trials” because post-
approval efficacy and safety studies of medicinal products authorised within the previous 10 years are excluded 
from “low-risk trials” (amendment 57 explicitly included trials involving recent medicinal products in the 
definition of "standard" clinical trials, so they cannot be categorized as "low-risk" ).  
► We urge you to support the clarification of definitions requested by MEPs, particularly to avoid the risk 

that some clinical trials will be considered, by default, "non-interventional studies"; 
► We call on you to be particularly cautious with “low-risk trials”, particularly in order to ensure that: 

 participants in "low-risk clinical trials" will be eligible for compensation in case of damages as requested by 
MEPs (amendment 235) (f); 

 "low-risk trials" cannot cover off-label indications, even if they are based on "sufficient published evidence 
and/or standard treatment guidelines" (refuse amendments 56 and 60), and cannot be conducted without 
seeking patients’ informed consent (refuse amendments 17, 34 and 167).  

 

4. Strengthening the study of adverse drug reactions (ADRs) before granting a marketing 
authorisation 

Clinical trials should also aim to determine how well patients tolerate new medicines. The Regulation only 
requires reporting of serious adverse drug reactions by the trial sponsor to the Agency if they are "unexpected". 
Yet recent evidence underlines the fact that companies are reluctant to report adverse reactions of their drugs 
to health authorities. Indeed, being both "judge and defendant", they have a tendency to present adverse 
reactions as unrelated to their products, or even to hide them for as long as possible (g). 
► We urge you to demand reporting by the investigator (the clinician) of all serious adverse reactions, 

whether "expected" or not, via the centralised portal, in order to avoid harmful delays in the decision-
making process, especially when urgent measures are needed to protect participants. 

 
Association Internationale de la Mutualité (AIM)  Medicines in Europe Forum (MiEF) 
Nordic Cochrane Center     TransAtlantic Consumer Dialogue (TACD) 
Health Action International (HAI) Europe   WEMOS  
International Society of Drug Bulletins (ISDB)    

                               
d-  In addition, this requirement is consistent with the position of the European Ombudsman, who found that clinical study reports do not 
contain commercially confidential information or personal data (participants’ clinical data are previously anonymised) (BMJ 2011, 

342:d2686). This was confirmed by an in-depth analysis of 78 clinical trials by two researchers from the Cochrane Collaboration in early 
2013 (BMJ Open 2013;3:e 002496). 

e- In such cases, the authorities ask companies to perform post-approval efficacy and safety studies (PAES and PASS studies).  
f-  Directive 2001/20/EC made it obligatory to take out insurance for all human trials. 
 

g- There are many examples, well documented, e.g.: 
- Healy D “Let them eat Prozac” New York: New York University Press, 2004. 
- “GlaxoSmithKline to plead guilty and pay $3 billion to resolve fraud allegations and failure to report safety data”. July  2012. www.justice.gov: 3 pages. 
- “European Medicines Agency acts on deficiencies in Roche medicine-safety reporting”. July  2012. www.ema.europa.eu: 2 pages. 

http://www.ema.europa.eu/
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Cosignatory organisations 
 
AIM. The Association Internationale de la Mutualité (AIM) is a grouping of autonomous health insurance and social 
protection bodies operating according to the principles of solidarity and non-profit-making orientation. Currently, AIM’s 
membership consists of 41 national federations representing 29 countries. In Europe, they provide social coverage against 
sickness and other risks to more than 150 million people. AIM strives via its network to make an active contribution to the 
preservation and improvement of access to health care for everyone. More info: www.aim-mutual.org. Contact: 
corinna.hartrampf@aim-mutual.org. 

 
Nordic Cochrane Center. The Nordic Cochrane Center is part of the Cochrane Collaboration. The Cochrane Collaboration is 
an international not-for-profit international network of more than 28,000 dedicated people from over 100 countries 
preparing, maintaining and promoting the accessibility of systematic reviews of the effects of health care. More 
information: www.cochrane.org. Contact: pcg@cochrane.dk  

 
HAI Europe.Health Action International (HAI) Europe is a non-profit, European network of consumers, public interest NGOs, 
health care providers, academics, media and individuals working to increase access to essential medicines and improve 
their rational use through research excellence and evidence-based advocacy. More info: www.haieurope.org. Contact: 
ancel.la@haieurope.org  
 
ISDB. The International Society of Drug Bulletins (ISDB), founded in 1986, is a worldwide Network of bulletins and journals 
on drugs and therapeutics that are financially and intellectually independent of pharmaceutical industry. Currently ISDB has 
around 80 members in 41 countries around the world. More info: www.isdbweb.org. Contact: press@isdbweb.org  

 
MiEF. The Medicines in Europe Forum (MiEF) was launched in March 2002 and reaches 12 European Member States. It 
includes more than 70 member organizations representing the four key players on the health field, i.e. patients groups, 
family and consumer bodies, social security systems, and health professionals. Such a grouping is unique in the history of 
the European Union and is testament of the importance of European medicines policy. Contact: pierrechirac@aol.com 

 
TACD. The Transatlantic Consumer Dialogue (TACD) is a forum of US and EU consumer organisations which develops and 
agrees on joint consumer policy recommendations to the US government and European Union to promote the consumer 
interest in EU and US policy making. More information: www.tacd.org. Contact: tacd@consint.org or 
hammerstein.david3@gmail.com  
 
Wemos. Wemos influences international policy in such a way that the right to health is respected, protected and promoted. 
In doing so, Wemos devotes special attention to vulnerable sections of society. Wemos advocates ethical conduct, coherent 
policy and equal access to care. Its lobbying work focuses on lasting improvements in Dutch, European and global policy. 
More information: www.wemos.nl. Contact: annelies.den.boer@wemos.nl 
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Brussels, 11 October 2013 
Joint letter to Member States’ Ministers of Health  

and Permanent Representatives (CoRePers) 
 

EU Regulation on clinical trials:  
further enhance clinical data transparency  

 

 A clear stance by the Council in favour of freedom of information for European citizens and of public access 
to clinical trial data is needed. 
 

      Selective publication of only those results which favour the drug in question biases scientific analysis, 
Medicines Agencies’ decisions and clinical decision making, therefore putting public health at risk and wasting 
resources of Member States’ healthcare systems (a). Moreover, it is an unethical practice contrary to the 
Helsinki Declaration and to the basic scientific and political principle of transparency, and it calls for a political 
answer (b). 
   

On 29 May 2013, the Environment, Public Health and Food Safety (ENVI) Committee adopted a perfectly 
reasonable demand in order to finally allow for independent analysis of clinical trials: that clinical data contained 
in clinical study reports (CSRs) "should not be considered commercially confidential once a marketing 
authorisation has been granted or the decision-making process on an application for marketing has been 
completed" (amendment 30, creating a new recital).  

This demand is in line with the European Medicines Agency policy on access to documents (1) and with the 
position of the European Ombudsman who  found that clinical study reports (CSRs) do not contain commercially 
confidential information or personal data (participants’ clinical data are previously anonymised) (2). This was 
confirmed by an in-depth analysis of 78 clinical trials by two researchers from the Cochrane Collaboration in 
early 2013 (3) (c).  

 

However, since the beginning of the discussions, the pharmaceutical industry has been fighting heavily 
against citizens’ freedom of information right: 
- In March 2013, two pharmaceutical companies, AbbVie and InterMune, supported by European and US 

pharmaceutical industries trade associations (EFPIA and PhRMA), brought cases against the EMA and its 
2010 access to document policy at the European Court of Justice (d) (4); 

- In July 2013, EFPIA and PhRMA proposed deficient and non-binding self-regulation principles that would 
maintain the status quo and are unlikely to be implemented by their members (no access to clinical study 
reports, demands for applications to be reviewed by a “scientific board” to be appointed by the company in 
question); 

- In addition, in July 2013, EFPIA and PhRMA have made concrete proposals for a lobbying strategy that 
entailed “mobilising patient groups to express concern about the risk to public health by non-scientific re-
use of data” (5). 

 

                               
a-  In Europe, in 2009, several EU governments stockpiled millions of doses of Tamiflu° to combat A/H1N1 influenza, even though the 
effectiveness of Tamiflu° in the prevention of influenza complications was unproven, so wasting billions of euros. Health authorities made 
decisions without seeing the full data set (ref. 2). 
 

b- See the AllTrials Campaign (http://www.alltrials.net), as well as other campaigns (http://wp.rxisk.org/sign-the-rxisk-drug-safety-
petition) calling for access to clinical trials results. Clinical trials data are scientific data and should be open to scrutiny by independent 
parties (for more information, read “Debunking 4 secrecy myths which hinder transparency" here: 
http://www.prescrire.org/Docu/DOCSEUROPE/20130400DebunkingSecrecyMyths.pdf). 
c- Moreover, in a recent study, the German health technology agency IQWIG showed that in contrast to CSRs, publicly available sources 
provide insufficient information on patient-relevant outcomes of clinical trials, and called for CSRs to be made publicly available (ref. 7). 
 

d- In an intervention in August 2013, an Abbvie representative explained its opposition to transparency asserting that some adverse drug 
reaction data should be considered commercially confidential (ref. 8). At the end of September, the media reported that the former CEO 
of InterMune is in home detention as part of a six-month penalty for exaggerating the benefits of one of the firm’s product… (ref. 9). 
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Throughout the trilogue negotiations, a clear stance must be adopted by the Council, in favour of freedom 
of information for European citizens. This is necessary in order to ensure that the new Regulation on clinical 
trials will advance public access to clinical trial data, and will be of benefit to the public at large.  

  
► We therefore ask you to support Amendment 30 of the ENVI report, and also to add this requirement to 

the Regulation, in the form of an article. This would also enable the European Medicines Agency to defend 
itself in the procedure brought before the EU Court of Justice by the two companies challenging its 2010 
policy on access to documents. 

► We also moreover ask you to further strengthen transparency requirements by demanding the publication 
of clinical study reports (CSRs) (e), within 1 year from the end of the clinical trial, and at the latest within 3 
years if the company has not by then applied for marketing authorisation, to ensure that these results are 
not forever lost to science should the company decide in the end not to seek marketing authorisation.  

 
Clinical trials should also aim to determine how well patients tolerate new medicines. The Regulation only 

requires the reporting of serious adverse drug reactions by the trial sponsor to the Agency if they are 
"unexpected". Yet recent evidence suggests companies are reluctant to their drugs’ adverse reactions to health 
authorities (6). 
► We urge you to demand reporting by the investigator (the clinician) of all serious adverse reactions, 

whether "expected" or not, via the centralised portal, in order to avoid harmful delays in the decision-
making process, especially when urgent measures are needed to protect participants. 

 
We would be happy to further discuss this issue with you, as well as that of participants’ protection (read in 
annex 1), and hope that you will be able to take our recommendations into account.   
 

Association Internationale de la Mutualité (AIM)  Medicines in Europe Forum (MiEF) 
Nordic Cochrane Centre     TransAtlantic Consumer Dialogue (TACD) 
Health Action International (HAI) Europe   WEMOS  
International Society of Drug Bulletins (ISDB)    
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1- “Draft policy 70: Publication and access to clinical-trial data" 24.06.2013. www.ema.europa.eu 
2- Gøtzsche PC. “Opening up data at the European Medicines Agency” BMJ 2011, 342:d2686 
3- Doshi P et Jefferson T “Clinical study reports of randomised controlled trials: an exploratory review of previously confidential industry 
reports” BMJ Open 2013;3:e 002496. 
4- Dyer C “European drug agency’s attempts to improve transparency stalled by legal action from two US drug companies” BMJ 2013; 
346:f3588.   
5- Sample I “Big pharma mobilising patients in battle over drugs trials data - Leaked memo from industry bodies reveals strategy to 
combat calls by regulators to force companies to publish results” The Guardian, Sunday 21 July 2013. 
6- There are many examples, well documented, e.g.: 
- Healy D “Let them eat Prozac” New York: New York University Press, 2004. 
- Gøtzsche PC. Deadly medicines and organised crime: How big pharma has corrupted health care. London: Radcliffe Publications, 2013. 
- “GlaxoSmithKline to plead guilty and pay $3 billion to resolve fraud allegations and failure to report safety data”. July  2012. 
www.justice.gov: 3 pages. 
- “European Medicines Agency acts on deficiencies in Roche medicine-safety reporting”. July  2012. www.ema.europa.eu: 2 pages. 
7- Wieseler B et coll. “Completeness of Reporting of Patient-Relevant Clinical Trial Outcomes: Comparison of Unpublished Clinical Study 
Reports with Publicly Available Data” PLoS Med 2013; 10(10): e1001526. doi:10.1371/journal.pmed.1001526. www.plosmedicine.org 
8- Hawkes N “Industry and Drug regulators disagree on which data should remain confidential” BMJ 2013 ; 347: f5390.  
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e- Clinical study reports are comprehensive documents containing the following sections: report synopses (about 5 pages), efficacy 
evaluation (about 13 pages), safety evaluation (17 pages), trial protocol (about 60 pages), and the remaining pages are attached tables 
and anonymised individual efficacy and safety listings (ref. 8).   

http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/06/WC500144730.pdf
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Annex: 
Recommendations in order to avoid undermining 

protection of participants of clinical trials 
 

        The draft Regulation on clinical trials prepared by the European Commission is primarily aimed at “fostering 
EU's attractiveness in clinical research”. However, it undermines the protection of trial participants (f). 
 
 

        We call on the Council to: 
 
 

1. Re-establish the role of Ethics Committees to guarantee the protection of trial participants  
With its proposal to disconnect "scientific" assessment (by a “reporting Member State”, whose findings are 
binding on the other Member States concerned) from "ethical" assessment (made by each Member State, but 
limited in practice to verifying compliance with the consent procedure), the European Commission proposes in 
effect to deprive Member States of their sovereignty over the acceptability of a clinical trial. 
► We urge you to: 
- Secure ethical improvements put forward by MEPs: restoring the role of Ethics Committees and also 

authorising them to comment on the "scientific" assessment (an ethical assessment also involves an 
assessment of the methodology and the two issues cannot be assessed separately) (amendments 2, 64, 77 
and 79); moreover, the Council must clarify the fact that Ethics Committees’ opinions are binding (g); 

- Refuse the generalisation of a tacit approval procedure, to ensure that no trial can be authorised without 
an Ethics Committee opinion (this would contravene the Charter of Fundamental Rights of the European 
Union). 

 

2. Clarification of definitions, including "low-risk clinical trials" 
MEPs wish to support the Commission’s proposal to create a new category of “low-intervention trials” for drugs 
already on the market. However, MEPs understand the dangers of the recent trend to accelerate marketing 
authorisation procedures before gathering sufficient data on the efficacy and safety of the drugs concerned (h). 
MEPs therefore supported only “low-risk trials”, which differ from “low-intervention trials” because post-
approval efficacy and safety studies of medicinal products authorised within the previous 10 years are excluded 
from “low-risk trials” (amendment 57 explicitly included trials involving recent medicinal products in the 
definition of "standard" clinical trials, so they cannot be categorized as "low-risk" ).  
► We urge you to support the clarification of definitions requested by MEPs, particularly to avoid the risk 

that some clinical trials will be considered, by default, "non-interventional studies"; 
► We call on you to be particularly cautious with “low-risk trials”, particularly in order to ensure that: 

 participants in "low-risk clinical trials" will be eligible for compensation in case of damages, as requested 
by MEPs (amendment 235) (i); 

 "low-risk trials" cannot cover off-label indications, even if they are based on "sufficient published evidence 
and/or standard treatment guidelines" (refuse amendments 56 and 60), and cannot be conducted without 
seeking patients’ informed consent (refuse amendments 17, 34 and 167).  

 
 

  

                               
f-  For more details, read our joint analysis (“New Proposal for a Regulation on Clinical Trials – Joint analysis” 5 February 2013 : 12 pages.) 
and Kuhrt N "Unwitting Guinea Pigs: EU Seeks To Reduce Patient Protection in Medical Trials” 24 juin 2013 (www.spiegel.de). 
g- According to Article 9(1) of Directive 2001/20/EC, “the sponsor may not start a clinical trial until the ethics committee has issued a 
favourable opinion and inasmuch as the competent authority of the Member State concerned has not informed the sponsor of any 
grounds for non-acceptance”. Recital 11 of Directive 2001/20/EC confirms that a “tacit” administrative authorisation by the Member 
States’ competent authority [often the drug regulatory agencies] is only possible “if there has been a vote in favour by the ethics 
committee”.   
h- In such cases, the authorities ask companies to perform post-approval efficacy and safety studies (PAES and PASS studies).  
i-  Directive 2001/20/EC made it obligatory to take out insurance for all human trials. 

 

http://www.aim-mutual.org/fileadmin/Communication/position_papers/clinical_trials_aim_mief_isdb_wemos_position_04.02.pdf
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corinna.hartrampf@aim-mutual.org. 

 
Nordic Cochrane Centre. The Nordic Cochrane Centre is part of the Cochrane Collaboration. The Cochrane Collaboration is 
an international not-for-profit international network of more than 28,000 dedicated people from over 100 countries 
preparing, maintaining and promoting the accessibility of systematic reviews of the effects of health care. More 
information: www.cochrane.org. Contact: pcg@cochrane.dk  
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health care providers, academics, media and individuals working to increase access to essential medicines and improve 
their rational use through research excellence and evidence-based advocacy. More info: www.haieurope.org. Contact: 
ancel.la@haieurope.org  
 
ISDB. The International Society of Drug Bulletins (ISDB), founded in 1986, is a worldwide Network of bulletins and journals 
on drugs and therapeutics that are financially and intellectually independent of pharmaceutical industry. Currently ISDB has 
around 80 members in 41 countries around the world. More info: www.isdbweb.org. Contact: press@isdbweb.org  

 
MiEF. The Medicines in Europe Forum (MiEF) was launched in March 2002 and reaches 12 European Member States. It 
includes more than 70 member organizations representing the four key players on the health field, i.e. patients groups, 
family and consumer bodies, social security systems, and health professionals. Such a grouping is unique in the history of 
the European Union and is testament of the importance of European medicines policy. Contact: pierrechirac@aol.com 

 
TACD. The Transatlantic Consumer Dialogue (TACD) is a forum of US and EU consumer organisations which develops and 
agrees on joint consumer policy recommendations to the US government and European Union to promote the consumer 
interest in EU and US policy making. More information: www.tacd.org. Contact: tacd@consint.org or 
hammerstein.david3@gmail.com  
 
Wemos. Wemos influences international policy in such a way that the right to health is respected, protected and promoted. 
In doing so, Wemos devotes special attention to vulnerable sections of society. Wemos advocates ethical conduct, coherent 
policy and equal access to care. Its lobbying work focuses on lasting improvements in Dutch, European and global policy. 
More information: www.wemos.nl. Contact: annelies.den.boer@wemos.nl 
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November 11, 2013 
 
 
 
Dear President Barack Obama, President José Manuel Barroso, and President Herman Van Rompuy:  
 
The United States and the European Union are set to begin negotiations of a “trade” and investment agreement, a 
proposed Transatlantic Trade and Investment Partnership (TTIP), also referred to as a Transatlantic Free Trade 
Agreement (TAFTA). We the undersigned organizations from Europe and the United States wish to register our 
early concern based on the information about the coming negotiations and state our opposition to the use of 
behind-closed-door trade negotiations to change and lower public interest measures for the sake of 
commercial interests.  
 
As both parties have noted, because tariffs in the United States and European Union are already low, the proposed 
agreement would focus in particular on "regulatory issues and non-tariff trade barriers." We are concerned that the 
process leading to the launch of TAFTA negotiations has been dominated by transatlantic business interests, which 
appear intent on undermining the strongest public interest safeguards on either side of the Atlantic with which their 
products and operations must now conform. Their agenda is to use these negotiations as a means to pursue 
deregulation efforts that have been unsuccessful to date. Industry representatives, organized since 1995 as the 
Transatlantic Business Dialogue, recently renamed the Transatlantic Business Council, have pushed for 
“harmonization” of divergent standards, free passage of goods and authority to operate services under “mutual 
recognition” terms and elimination of what they call “trade irritants” and we consider some of our most important 
consumer and environmental safeguards.  
 
A transatlantic agreement that is little more than a vehicle to facilitate deregulation would not only threaten to weaken 
critical consumer and environmental safeguards, but also conflict with the democratic principle that those living with the 
results of regulatory standards – residents of our countries – must be able to set those standards through the 
democratic process, even when doing so results in divergent standards that businesses may find inconvenient.  
Thus, we are highly skeptical that an agreement focused on regulatory “harmonization” will serve consumer 
interests, workers’ rights, the environment, and other areas of public interest. Rather, it could lead to lower 
standards and regulatory ceilings instead of floors. A “free trade” deal must not limit the United States or the EU (or its 
member states) from adopting and enforcing standards that provide higher levels of consumer, worker, and 
environmental protection.  
 
We denounce the particularly opaque and exclusive nature of recent trade negotiations and insist that 
negotiating texts be released to the public. Given a prospective agreement would impact on a broad array of public 
interest policies, the process must be open to the public. The U.S. and EU governments must commit to make 
negotiating texts and country submissions for TAFTA publicly available. Stakeholder groups, including those not 
granted the preferential access of official trade advisory committees, must be able to review the proposed text if they 
are to give meaningful input on the critical policy decisions at issue. Consultations with diverse stakeholders should 
occur early on and throughout the process. The disproportionate consultation with business and industry groups in 
prior agreements negotiated by the U.S. and EU has resulted in a narrow array of input and outcomes which has 
benefited industry over communities and the environment.  
 
In addition, we wish to highlight just some of the consumer, environmental, and worker interests, which we 
will be watching closely and for which we will be demanding accountability, given the potential scope of the 
proposed agreement:  
 
No Investor-State Dispute Resolution: A potential agreement between the United States and EU must not include 
investor-state dispute resolution. Particularly given that U.S. and EU property rights laws and courts are robust, there 
is no pretext for granting foreign investors superior rights to domestic firms or subjecting our judicial systems to 
tribunals empowered to raid our Treasuries. The inclusion of such extreme provisions in prior trade and investment 
deals has enabled powerful interests, from tobacco companies to corporate polluters, to use investor-state dispute 
resolution to challenge and undermine consumer, public health and environmental protections. Investor-state tribunals 
have ordered taxpayers to compensate foreign corporations with billions of dollars for the domestic, non-discriminatory 
enforcement of such protections. To avoid such overreaching procedural and substantive investor privileges, greater 
than those afforded to domestic firms in either the United States or the EU, any deal must exclude investor-state 
dispute resolution.  



 
Safe Food: Trading partners must be free to establish facially non-discriminatory food safety, nutrition and labeling 
standards that are stronger than any harmonized norm set in an agreement and that meet the objective of consumer 
protection and environmental and ethical considerations. Each nation must be allowed to set such standards based on 
consumer demands and priorities alone, even in the face of scientific uncertainty. Food safety and inspection 
standards must be established at the highest level to ensure consumer protection, and should include plans for a 
transatlantic rapid alert notification system and a phase out of the non-therapeutic use of antibiotics in animals.  
 
Financial Stability: Any harmonized standards must set a floor of strong financial regulation, based on the most 
robust U.S. and EU reregulation efforts, to reflect the lessons of the deregulation-fueled financial crisis of 2007-2009, 
and must ensure the freedom of the trading partners to establish and enforce more robust regulations. The United 
States and EU must be free without exception to establish limits on the size of financial institutions; establish strong 
regulations on mergers and acquisitions; insist on separation of commercial banking, investment banking, and 
insurance functions; ban or restrict the offering of risky financial services or products; establish fees and taxes for 
financial institutions and financial transactions; adopt reserve requirements above international standards; impose 
performance standards and investment obligations; cap fees and interest rates, and enact capital controls.  
 
Access to Affordable Medicines and Innovation on the Internet: Consumers’ access to affordable medicines and 
their ability to innovate on and use the Internet must not be restricted. The United States and EU should ensure that 
consumers will maintain their ability to use the Internet freely and not be subjected to increased healthcare costs for 
the sake of pharmaceutical corporations’ narrow business interests. This prospective agreement should exclude all 
intellectual property provisions, including, among others, those relating to patents, copyright, trademarks and data 
protection.  
 
Climate Security: Any agreement must provide policy space for signatory countries to respond to the emerging 
climate crisis and facilitate a transition to more sustainable consumption and production patterns. To advance 
sustainability and avert catastrophic climate change, trading partners must have the policy space to adopt tax policies, 
mandatory performance standards, carbon and pollution regulations, schemes for self-generation or "feed-in" 
electricity tariffs, procurement policy that gives preference to renewable energy and green products, renewable energy 
standards, or other policies without being subject to challenge under the agreement.  
 
Safe Drugs, Medical Devices, and Chemicals: Trading partners must be free to establish high safety and efficacy 
standards that drugs, devices, and chemicals must meet before being afforded market approval or market access. The 
United States and the EU must be free to institute the testing regimes they deem appropriate.  
 
Effective Regulation of Emerging Technologies: Trading partners must be afforded discretion to regulate products 
of emerging technologies, such as nano- and bio-technologies. Flexibility must be preserved to enact new facially non-
discriminatory regulations to meet the objectives of consumer protection and environmental or ethical protections in the 
face of evolving technologies.  
 
Given the breadth of consumer, worker, and environmental implications of such an extensive potential agreement 
between the United States and the EU, this letter does not represent an exhaustive list of our concerns. We will be 
monitoring the negotiations closely and will defend our rights against behind-closed-door decision-making at the 
service of corporate interests. We will also continue our efforts to develop and promote alternative approaches to 
global challenges of climate change, environmental deterioration, unemployment, increasing inequality and food 
insecurity that are based on democratic accountability and cooperation instead of economic competition and “trade” 
liberalization.  
 
 
Sincerely,  
 
 
 
U.S. and EU  

Transatlantic Consumer Dialogue (TACD)  
Greenpeace 
 



U.S.   

Coalition for Sensible Safeguards 
Open The Government 
Citizens Trade Campaign 
Health Care for America Now (HCAN) 
International Brotherhood of Teamsters  
American Federation of State, County and Municipal 

Employees (AFSCME)  
Family Farm Defenders  
Presbyterian Church (USA)  
US Public Interest Research Group (PIRG)  
Consumer Federation of American (CFA)  
National Consumers League 
Public Citizen  
Liberty Coalition  
Public Knowledge  
Center for Food Safety  
Center for Digital Democracy  
American Medical Student Association  
Friends of the Earth, U.S.  
Center for Effective Government  
Alliance for a Just Society (AJS) 
New Rules for Global Finance Coalition  
Global Exchange  
National Association of Consumer Advocates  
Institute for Policy Studies - Global Economy Project  
Food & Water Watch  
Center for Policy Analysis on Trade and Health  
Institute for Agriculture and Trade Policy  
Farmworker Association of Florida  
Fair World Project  
Just Foreign Policy  
Health GAP  
International Center For Technology Assessment  
Knowledge Ecology International  
Columban Center for Advocacy and Outreach  
The Second Chance Foundation 
Sciencecorps  
Earthjustice 
Citizens’ Environmental Coalition 
Moana Nui Action Alliance (MNAA) 
NJ Work Environment Council 
Puget Sound Advocates for Retirement Action (PSARA) 
SELF 
Take Back America for the People (TBA) 
Tarrant County AFL-CIO 
Coalition Against the Rockaway Pipeline (CARP) 
New York City Friends of Clearwater 
North American Intertribal Missions (NAIM) 
Berkeley Fellowship of Unitarian Universalists Social 
       Justice Committee 
Marin Interfaith Task Force on the Americas 
Worldview 
 
 
 
 

Europe  

Food & Water Europe  
Friends of the Earth Europe (FoEE)  
Corporate Europe Observatory  
Transnational Institute  
Fair Trade Advocacy Office 
ANEC  
Health Action International 
European Environmental Bureau (EEB) 
Umweltdachverband, Austria 
11.11.11, Belgium  
Centre National de Coopération au Développement (CNCD 

11.11.11), Belgium 
Transport & Environment (T&E), Belgium  
ATTAC Vlaanderen, Belgium  
Africa Contact, Denmark 
K.U.L.U.- Women and Development (KULU), Denmark  
Association internationale de techniciens, experts et 

chercheurs – AITEC, France  
ATTAC France  
ATTAC Finland  
AbL-Arbeitsgemeinschaft bäuerliche Landwirtschaft, 

Germany 
Bund für Umwelt und Naturschutz Deutschland (BUND) -    
      Friends of the Earth Germany 
FDCL e.V., Germany 
Federation of German Consumer Organizations (vzbz),     
     Germany 
Gen-ethisches Netzwerk (Gene-ethical Network), Germany 
German NGO Forum on Environment and Development,    
      Germany 
Nature and Biodiversity Conservation Union (NABU),     
      Germany 
PowerShift - Verein fuer eine oekologisch-solidarische    
       Energie- & Weltwirtschaft e.V., Germany  
SEEDS Action Network (SAN), Germany 
World Economy, Ecology & Development, Germany  
Consumer Association for the Quality of Life (EKPIZO),   
     Greece 
ATTAC Hungary  
Fairwatch, Italy  
Terra Nuova - Centro per il volontariato ONLUS, Italy  
Both ENDS, Netherlands  
Platform Duurzame en Solidaire Economie, Netherlands  
Platform Aarde Boer Consument, Netherlands  
Women's International League for Peace and Freedom   
    (WILPF), Netherlands  
Campaign against Euro-federalism (CAEF), UK  
GeneWatch UK 
Keep Our National Health Service Public (KONP), UK 
National Health Action Party (NHAP), UK 
National Health Service Consultants' Association, UK  
No2EU-Yes to Democracy, UK 
PoHG - The Politics of Health Group, UK  
Trade Justice Movement (TJM), UK 
ATTAC Vlaanderen 
 

 
 
 
 
 
 

 

 
 
 

*This letter was originally sent on July 8, 2013 during the first TTIP negotiating round in Washington, DC. It has been 
updated to reflect the signatories of a number of additional organizations.  



 

 

 

  Brussels, 18 November 2013 
Joint letter to Member States’  

Permanent Representatives (CoRePers) 
 

EU Regulation on clinical trials:  
An urgent call for support to clinical data transparency  

 
At the ENVI Committee’s vote on the Clinical Trials Regulation on 29 May 2013, Members 
of the European Parliament (MEPs) took a clear stance in support of enhanced data 
transparency. We call upon the Council to also choose transparency. 
 
The current discussions on a new EU Regulation on Clinical trials (aimed at repealing 
Directive 2001/20/EC) offers an exceptional opportunity to improve the transparency of 
clinical trials data.  
The current situation of limited access to clinical trial data allows for harmful practices to 
occur, such as selective publication and the withholding of medicines’ safety data, ultimately 
undermining the protection of public health. It has been widely reported that many adverse 
drug reactions, including deaths, could have been avoided had the general public known 
about the undisclosed effects of certain medicines1,2.  
  
In addition to the many benefits to patients’ safety, the disclosure of full clinical trial data 
would allow for independent analysis of clinical trials results and enhance the cost-
effectiveness of public health expenditure by, for example, allowing comparative-
effectiveness analysis between therapies. Health Technology Assessment (HTA) agencies 
strongly rely on this data for their assessments, and they have called for its public release3. 
Beyond doubt, data transparency will lead to improved health decision-making.  
 
In a recent article, European Medicines Agency (EMA) regulators support these arguments 
and state that, contrary to industry’s fears, public access to data sets from clinical trials will 
benefit the research-based biopharmaceutical sector by, amongst other things, increasing 

                                                           
1
 Health Action International (HAI) Europe. Protecting citizens’ health: Transparency of clinical trial data on 

medicines in the EU. Policy paper (October, 2013). Available at: http://haieurope.org/wp-
content/uploads/2013/10/HAI_Protecting-citizenshealth-transparency-of-clinical-trial-data-on-medicines-in-
the-EU.pdf 
2
-  Joint letter by 11 International and European organisations “Clinical trials regulation: protect public health, 

choose transparency!” Brussels, (April 2013). 
Available at: http://english.prescrire.org/en/79/207/46302/2612/2506/SubReportDetails.aspx 
3
 Wieseler B., Wolfram N., McGauran N. et al. Completeness of reporting of patient-relevant clinical trial 

outcomes: comparison of unpublished clinical study reports with publicly available data (2013). Plos Med 
10(10): e1001526 
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the efficiency of drug development and reducing duplication of effort amongst trial 
sponsors4.  
 
Moreover, transparency of clinical trial data is required for ethical reasons. Many patients 
participate in trials and undertake risks in order to contribute to medical science. Failure to 
make these results publicly available is a betrayal of their trust. Unnecessary duplication of 
trials leads to avoidable harm. 
 
For all these reasons, the following European and international organisations - International 
Society of Drug Bulletins (ISDB), Nordic Cochrane Centre, Medicines in Europe Forum (MiEF), 
Health Action International (HAI) Europe, Association Internationale de la Mutualité (AIM) 
and Trans Atlantic Consumer Dialogue (TACD) – have joined to call upon the Council to 
support the ENVI Committee’s position on data transparency, in particular: 
 
► Amendment 30. The transparency standards of the EMA have to be upheld and 

reinforced. Once the decision making-process has been completed, the Agency 
releases documents submitted as part of applications for marketing authorisation, 
including clinical study reports (CSRs), which are comprehensive documents 
containing detailed but of course anonymised clinical data5. These documents were, 
until now, made available on request and the EMA is working towards their proactive 
publication online (scheduled for 2014).  
According to the European Ombudsman, data included in clinical study reports 
contain no commercially confidential information6. This has been confirmed by a 
recent review of several dozens of clinical study reports5. 

 
► Amendment 193. Clinical study reports offer by far the most comprehensive data on 

each clinical trial, providing the highest reporting quality on methods and outcomes. 
It is crucial that these documents are made publicly available, in addition to the 
summary of the results.  
The disclosure of clinical trial data can safeguard patients’ confidentiality. In its 
previous assessment, the Ombudsman found that “neither the requested documents 
nor other information in the public domain appeared to allow a link to be made 
between a given identification number and a particular patient, thus making it 
possible for him/her to be identified” 6. In addition, EMA regulators have stressed 
that “standards for deidentifying personal data are available and continue to evolve 
to ensure adequate protection” 4. 
Financial penalties must be imposed in the event of non-compliance with disclosure 
requirements. 

 
 
 

                                                           
4 Eichler H.G., Pétavy F., Pignatti and Guido R. Access to patient-level trial data- A boon to drug developers 

(2013). NEJM 369:1577-1579. DOI: 10.1056/NEJMp1310771 
5
 Doshi P., JeffersonT. et al. Clinical study reports of randomised controlled trials: An explanatory review of 

previously confidential industry reports. (2013). BMJ Open 3:e002496 
6
 European Ombudsman. Decision of the European Ombudsman closing his inquiry into complaint 

2560/2007/BEH against the European Medicines Agency. (November 24, 2010). 



► Amendment 194. The reasons for discontinuing a clinical trial, as well as the obtained 
results, have to be submitted and published on the EU database. This information 
could evidence that the investigational medicinal product was not effective or that 
there were too many adverse drug reactions. This is vital information for patients. 

 
► Amendment 253. In order to ensure that the EU database is widely used by the 

general public, it needs to be available free of charge and set up in a user-friendly 
way.  

 
In addition to the above listed amendments, the future EU Clinical Trials Regulation has to 
include the following provisions: 
 
► Request the publication of clinical study reports within 3 years, at the latest, if the 

sponsor has not by then applied for marketing authorisation. This would ensure 
that these results are not forever lost to science. 
 

► State that the following information is not commercially confidential: clinical trial 
data, the reasons for temporary halt and early termination of a trial as well as 
regulatory documents concerning the criteria and decision about the trials’ 
authorisation and granting of drugs’ marketing authorisation.  

 
 
We would be happy to  discuss this issue further with you and hope that you will take our 

recommendations into account.   

 
Cosignatory organisations 

 
 

ISDB. The International Society of Drug Bulletins, founded in 1986, is a worldwide network of 

bulletins and journals on drugs and therapeutics that are financially and intellectually independent of 

the pharmaceutical industry. Currently ISDB has about 80 members representing 41 countries around 

the world. More info: www.isdbweb.org. Contact: press@isdbweb.org. 

Nordic Cochrane Centre. The Nordic Cochrane Centre is part of the Cochrane Collaboration. The 
Cochrane Collaboration is an international not-for-profit international network of more than 28,000 
dedicated people from over 100 countries preparing, maintaining and promoting the accessibility of 
systematic reviews of the effects of health care. More information: www.cochrane.org. Contact: 
pcg@cochrane.dk  
 
MiEF. The Medicines in Europe Forum (MiEF) was launched in March 2002 and reaches 12 European 

Member States. It includes more than 70 member organizations representing the four key players on 

the health field, i.e. patients groups, family and consumer bodies, social security systems, and health 

professionals. Such a grouping is unique in the history of the European Union and is testament of the 

importance of European medicines policy. Contact: pierrechirac@aol.com 

HAI Europe.Health Action International (HAI) Europe is a non-profit, European network of 

consumers, public interest NGOs, health care providers, academics, media and individuals working to 

http://www.isdbweb.org/
mailto:press@isdbweb.org
mailto:pcg@cochrane.dk
mailto:pierrechirac@aol.com


increase access to essential medicines and improve their rational use through research excellence 

and evidence-based advocacy. More info: www.haieurope.org. Contact: ancel.la@haieurope.org  

AIM. The Association Internationale de la Mutualité (AIM) is a grouping of autonomous health 
insurance and social protection bodies operating according to the principles of solidarity and non-
profit-making orientation. Currently, AIM’s membership consists of 41 national federations 
representing 29 countries. In Europe, they provide social coverage against sickness and other risks to 
more than 150 million people. AIM strives via its network to make an active contribution to the 
preservation and improvement of access to health care for everyone. More info: www.aim-
mutual.org. Contact: corinna.hartrampf@aim-mutual.org. 
 

TACD. The Transatlantic Consumer Dialogue (TACD) is a forum of US and EU consumer organisations 
which develops and agrees on joint consumer policy recommendations to the US government and 
European Union to promote the consumer interest in EU and US policy making. More information: 
www.tacd.org. Contact: tacd@consint.org or hammerstein.david3@gmail.com  
 

 

 

mailto:ancel.la@haieurope.org
mailto:corinna.hartrampf@aim-mutual.org
mailto:hammerstein.david3@gmail.com


 

 
 

  Brussels, 2 December 2013 
Joint letter to Member States’  

Permanent Representatives (CoRePers) 

 
EU Regulation on clinical trials:  

The protection of clinical trial participants must not be undermined 
 
We call upon the Council and MEPs to: 
- ensure that the new Regulation does not weaken the rights of clinical trial participants  
- make  sure  that  Member  States  uphold  their  responsibility  and  sovereignty  in  assessing  the 

acceptability of clinical trials. 
 
Several measures contained in the July 2012 EU Commission’s proposal for a new Regulation on clinical trials 
aim to deregulate clinical research in human subjects, thereby undermining Member States’ subsidiarity on 
ethical matters (1). 

 
We welcome the improvements made by the ENVI Committee of the European Parliament and the Council 
so far. We particularly welcome the efforts made to limit the undermining of the protection of clinical trial 
participants, particularly by restoring the role of national Ethics Committees ‐ the corner stone of Directive 
2001/20/EC.  
 
In addition, we welcome the Council improvements to the ENVI Committee report: 
‐ Refusing  the  tacit  approval  procedure  as  proposed  by  the  European  Commission;  no  trial  should  be 

authorised  in  a  Member  State’s  own  territory  without  a  proper  review  by  their  national  Ethics 
Committee. A proper review also entails that Ethics Committees and Member States staff have sufficient 
time to allow for a sound  assessment of the applications; 

‐ Reinstating  a  clearer  definition  of  the  notion  of  Clinical  trial,  to  prevent  some  trials  from  being 
considered "non‐interventional studies” by default; 

‐ Refusing  the  proposal  that  patients  can  be  asked  to  provide  “broad  consent”  or  that  patients  can  be 
included in “low‐intervention trials” without having given their  informed consent;  

‐ Ensuring  that  "low‐intervention  clinical  trials"  are  subject  to  the  same  application  procedure  as  any 
other clinical trial (2). 

 
Our additional recommendations to safeguard protection of clinical trial participants include: 
 

1. Making clear that Ethics Committees’ opinions are binding as it was foreseen by Directive 2001/20/EC; 
Member States  should have  the possibility  to opt‐out  if  their national Ethics Committee  is against  the 
conduct of the clinical trial on their territory; 
 

                                                             
1‐ For more details, read our joint analysis ("New Proposal for a Regulation on Clinical Trials – Joint analysis" 5 February 2013 : 12 
pages.), available at:  http://english.prescrire.org/en/79/207/46302/2507/2506/SubReportDetails.aspx 
 
2‐ We also welcome the Council support of the provision of the ENVI Committee report that “The subjects participating in a clinical 
trial should represent the population groups (e.g. gender and age groups) that are likely to use the medicinal product investigated in 
the  clinical  trial”.  However,  we  would  advise  to  delete  “unless  otherwise  justified  in  the  protocol”,  since  it  opens  the  door  to 
establishing exceptions which will not  improve current practice (item 20 of the Council working document Part 1). 
  

 

 

  



2. Ensuring  the  independence  of  evaluation  committees:  Drug  Regulatory  Agencies  provide  scientific 
advices to pharmaceutical companies who seek for them and who pay fees in exchange for them.  This 
practice  leads  to  Drug  Regulatory  Agencies  becoming  “scientific  co‐developer”  of  the  medicine. 
Therefore,  Ethics  Committees have  to be hierarchically  independent  from Drug  regulatory  agencies  in 
order to guarantee the independence of their opinion and prevent them from conflicting interests.  
Moreover,  the  ENVI  Committee  amendment  requiring  that  “Names,  qualifications,  and  declaration  of 
interest of the persons assessing the application should be made publicly available” should be reinstated 
(amendment 25 of ENVI Report (recital 14); item 28 of the Council working document). 
 

3. Refusing  to  include  “off  label  use”  into  the  definition  of  “low‐intervention  trials”  even  under  the 
condition  that  “its  use  is  an  evidence  based  treatment  supported  by  published  scientific  evidence  on 
safety and efficacy” (item 11 (recital 9) of Council working document). This provision is very dangerous: 
- evidence shows that many publications and especially guidelines produced by “experts” are biased, 

due to conflicts of interest; 
-  the  risk  is  that  manufacturers  would  first  be  encouraged  to  seek  marketing  authorisation  for  a 

narrow  therapeutic  indication, which would  be  granted  based  on  evidence  from  small  short‐term 
standard  clinical  trials,  since  it  would  concern  few  patients.  Then,  the manufacturer  will  have  an 
interest  in  stimulating off‐label use  to gather  scientific evidence on  the  safety and efficacy of  that 
particular medicine when used according to those off‐label indications. Ultimately, such a provision 
would entitle the manufacturer to ask for an extension of the marketing authorisation based on less 
rigorous “low‐intervention trials”. 

 
4. Ensuring that all clinical trial participants are eligible for compensation in case of damages, including in 

“low‐intervention  trials”  (in  fact,  post‐authorisation  safety  studies  are  conducted  when  there  are 
concerns about adverse drug reactions). 
In  Chapter  XII,  the  Commission  proposed  a  harmonised  approach  with  the  setting  up  of  a  “national 
indemnification mechanism”. The Council considers that participants’ compensation  is a Member State 
prerogative and only requires an “arrangement, which is appropriate to the nature and the extent of the 
risk”.  Such  a  measure  produces  too  much  wiggle  room  for  interpretation  and  triggers  competition 
among Member States. The risk is that, in order to attract clinical trials, this competition would lead to 
the  lowest  common  denominator  in  damage  compensation  (items  58  to  62  of  the  Council  working 
document);  
 

5. Demand investigators (clinicians) – not sponsors – to report to health authorities ALL serious adverse 
reactions,  whether  "expected"  or  not  (3).  At  the  very  least,  support  amendment  75  of  the  ENVI 
Committee,  which  includes  into  the  definition  of  serious  adverse  events  also  other  events  deemed 
serious by the investigator in the context of the clinical trial. 
 

6. Reinstate provisions from Directive 2001/20/EC which establish that: 
- in case of death of a subject, sponsors are required to supply health authorities with any additional 

information that they may request (article 16(3) and (4) of Directive 2001/20/EC); 
- toxicological  experiments must  take place prior  to  any use of  the product  on humans  (recital  2of 

Directive 2001/20/EC));  
 

7. Support amendment 66 of the ENVI Committee to the definition of substantial modification in order to 
include any modifications likely to change the interpretation of the scientific documents used to support 
the conduct of the clinical trial, or any other change to any aspect of the clinical trial that  is otherwise 
significant; 

                                                             
3‐ The Regulation and item 53 of the Council working document only require the trial sponsor to report serious adverse drug 
reactions to health authorities if these are “unexpected”.  



 
8. Reinstate  clear  deadlines  for  serious  ADR  reporting  by  the  sponsor  to  health  authorities  (support 

amendments 38 and 39 of the ENVI Committee (items 47 and 48 of the Council working document part 
1)) and reinstate clear deadlines for the reporting of serious breaches to the rules in the conduct of a 
clinical  trial  (item  52  of  the  Council  working  document  part  1);  such  timelines  were  also  stated  in 
Directive 2001/20/EC. 
 

On  the  issue  of  transparency,  we  have  already  called  for  the  Council  to  support  and  strengthen 
ENVI’s  Report  improvements  (4). We  invited  the  Council  to  support  particularly  amendments  30  &  193 
(about  clinical  study  reports  not  to  be  considered  commercially  confidential),  amendment  194  and 
amendment 253.  
 
We have also called for the Council to request: 
- The publication of clinical study reports within 3 years after the end of a clinical trial, at the latest, if the 

sponsor has not by  then applied  for marketing authorisation. This would ensure  that  these results are 
not forever lost; 

- To clearly state that the following information is not to be considered commercially confidential: clinical 
trial  data,  the  reasons  for  temporary  halt  and  early  termination  of  a  trial,  as  well  as  regulatory 
documents concerning the criteria and decision about a trial’s authorisation and a medicine’s marketing 
authorisation. 
 

We also call on the Council to reinstate the following amendments adopted in ENVI Committee:  
- A Universal Trial Registration Number (UTRN) should be assigned to each trial in order to allow effective 

following of  the trial  (from initial ethical approval  to  final publication)  (amendment 20 of ENVI report; 
item 23 of the Council working document); 

- The reasons  for withdrawing of a clinical  trial should be notified via  the EU portal  (amendment 28 of 
ENVI report; item 31 of the Council working document); 

- Dissuasive and harmonised sanctions should be applied by Member States  in case of  failure to make 
clinical trial publicly available within the defined timelines. 
In addition, in regards to the submission by the sponsor of a “summary of the results of the clinical trial 
within the defined timelines”, we call on the Council to delete the exception that establishes that “due 
to scientific reasons (e.g., when the clinical trial  is still ongoing in third countries and data from that 
part of the trial are not available)” manufacturers would be able to delay publication. When a “clinical 
trial  is  still ongoing  in  third countries”, preliminary  results  for other  sites  should nonetheless be made 
available within the defined timelines in order to prevent any undue postponement.  

 
We  sincerely  hope  that  you  will  take  our  recommendations  into  account.  Should  you  have  any  queries, 
please do not hesitate to contact us. 
 
Association Internationale de la Mutualité (AIM) 
Health Action Internationale (HAI) Europe 
International Society of Drug Bulletins (ISDB) 
Medicines in Europe Forum (MiEF) 
WEMOS

                                                             
 
4‐ Our18 November 2013  joint open letter (AIM, HAI Europe, ISDB, MiEF, Nordic Cochrane Centre, TACD) “An urgent 
call for support to clinical data transparency” is available here: 
http://english.prescrire.org/en/79/207/46302/3053/2506/SubReportDetails.aspx   



 
Endorsing organisations 

 
 

 
AIM.  The Association  Internationale  de  la Mutualité  (AIM)  is  a  grouping  of  autonomous  health  insurance  and  social 
protection bodies operating according to the principles of solidarity and non‐profit‐making orientation. Currently, AIM’s 
membership  consists  of  41  national  federations  representing  29  countries.  In  Europe,  they  provide  social  coverage 
against  sickness  and  other  risks  to  more  than  150  million  people.  AIM  strives  via  its  network  to  make  an  active 
contribution  to  the  preservation  and  improvement  of  access  to  health  care  for  everyone.  More  info:  www.aim‐
mutual.org. Contact: corinna.hartrampf@aim‐mutual.org. 
 
HAI Europe.Health Action  International  (HAI) Europe  is a non‐profit, European network of consumers, public  interest 
NGOs, health care providers, academics, media and individuals working to  increase access to essential medicines and 
improve their rational use through research excellence and evidence‐based advocacy. More info: www.haieurope.org. 
Contact: ancel.la@haieurope.org  
 
ISDB. The International Society of Drug Bulletins, founded in 1986, is a worldwide network of bulletins and journals on 
drugs  and  therapeutics  that  are  financially  and  intellectually  independent  of  the  pharmaceutical  industry.  Currently 
ISDB  has  about  80  members  representing  41  countries  around  the  world.  More  info:  www.isdbweb.org.  Contact: 
press@isdbweb.org. 
 
MiEF. The Medicines in Europe Forum (MiEF) was launched in March 2002 and reaches 12 European Member States. It 
includes more than 70 member organizations representing the four key players on the health field, i.e. patients groups, 
family and consumer bodies, social security systems, and health professionals. Such a grouping is unique in the history 
of  the  European  Union  and  is  testament  of  the  importance  of  European  medicines  policy.  Contact: 
pierrechirac@aol.com 
 
Wemos. Wemos  influences  international  policy  in  such  a  way  that  the  right  to  health  is  respected,  protected  and 
promoted.  In doing so, Wemos devotes special attention  to vulnerable sections of  society. Wemos advocates ethical 
conduct,  coherent  policy  and  equal  access  to  care.  Its  lobbying  work  focuses  on  lasting  improvements  in  Dutch, 
European and global policy. More information: www.wemos.nl. Contact: annelies.den.boer@wemos.nl 
 



Ambassador Michael Froman  
United States Trade Representative  
Executive Office of the President  
600 17th Street NW  
Washington, DC 20508 
 
 
Commissioner Karel de Gucht  
Commissioner for Trade  
European Commission  
BE-1049 Brussels 
 

December 16th, 2013 

 
Dear Ambassador Michael Froman and Commissioner Karel De Gucht: 

The undersigned organizations are writing to express our opposition to the inclusion of investor-
state dispute settlement (ISDS) in the Trans-Atlantic Trade and Investment Partnership (TTIP).  

ISDS grants foreign corporations the right to go before private trade tribunals and directly 
challenge government policies and actions that corporations allege reduce the value of their 
investments. Even if a new policy applies equally to domestic and foreign investors, ISDS allows 
foreign corporations to demand compensation for the absence of a ‘predictable regulatory 
environment.’  

In recent years, the use of ISDS to challenge a diverse array of government policies has 
expanded dramatically. Inclusion of ISDS in free trade agreements and bilateral investment 
treaties has allowed corporations to file over 500 cases against 95 governments.  Many of these 
cases directly attack public interest and environmental policies. For the following reasons, we 
strongly urge you to exclude ISDS from TTIP: 

ISDS forces governments to use taxpayer funds to compensate corporations for public 
health, environmental, labor and other public interest policies and government actions:  
ISDS has been used to attack clean energy, mining, land use, health, labor, and other public 
interest policies. In fact, of the more than $14 billion in the 16 claims now pending under just 
U.S. free trade agreements, all relate to environmental, energy, financial regulation, public 
health, land use and transportation policies – not traditional trade issues.   

Increasingly, corporations are using ISDS to challenge non-discriminatory government 
measures.  For example, EU investors have attacked Egypt’s minimum-wage increase, and a 
U.S. corporation has attacked the Peruvian government’s decision to regulate toxic waste and 
close a dangerously polluting smelter under deals with ISDS. In one of the most notorious cases, 
U.S. tobacco giant Philip Morris launched investor-state cases challenging anti-smoking laws in 



Uruguay and Australia after failing to undermine the health laws in domestic courts. Particularly 
because of the significant number of cross-registered companies in the United States and the EU, 
the number of ISDS attacks on public interest policies would likely increase dramatically if TTIP 
includes ISDS.  Governments must have the flexibility to put in place public interest policies 
without fear of trade litigation launched by corporations. 

ISDS undermines democratic decision-making: ISDS grants foreign corporations the right to 
directly challenge government policies and actions in private tribunals, bypassing domestic 
courts and creating a new legal system that is exclusively available to foreign investors and 
multinational corporations.  ISDS also offers corporations a venue through which to challenge 
domestic court decisions, further undermining domestic decision-making.  In short, ISDS is a 
one-way street by which corporations can challenge government policies, but neither 
governments nor individuals are granted any comparable rights to hold corporations accountable.   

European and U.S. legal systems are capable of handling investment disputes:  The United 
States and the EU have very strong domestic court systems and property rights protections. 
Inclusion of ISDS in TTIP would only provide corporations a new means to attack domestic 
policies deemed permissible by domestic courts.  A state-to-state dispute settlement system is 
more than sufficient to handle investment disputes in TTIP. 

These and other concerns underscore why our organizations are opposed to including investor-
state in TTIP.  We call on you to exclude investor-state dispute settlement from the agreement. 

 
U.S. and EU or Global: 
350.org 
Global Marshall Plan Initiative 
Greenpeace 
IBFAN 
International Trade Union Confederation 
Naturefriends International 
Transnational Institute 
 
United States 
ActionAid USA 
African Services Committee, U.S. and Ethiopia 
American Federation of Labor and Congress of Industrial Organizations (AFL-CIO) 
American Federation of State, County and Municipal Employees (AFSME) 
Americans for Democratic Action 
Blue Green Alliance  
Center for Digital Democracy 
Center for Effective Government 
Center for Food Safety 
Center for International Environmental Law (CIEL) 
Citizens Trade Campaign 



Coalition for Sensible Safeguards  
Communications Workers of America (CWA) 
Consumer Action 
Consumer Federation of America 
Consumers Union 
Earthjustice 
Environmental Investigation Agency  
Fair World Project 
Farmworker Association of Florida 
Food & Water Watch 
Friends of the Earth U.S. 
Health GAP (Global Access Project) 
Indiana Toxics Action Project 
Institute for Agriculture and Trade Policy 
Institute for Policy Studies, Global Economy Project  
International Brotherhood of Boilermakers 
International Brotherhood of Teamsters 
International Fund for Animal Welfare 
Knowledge Ecology International 
National Association of Consumer Advocates 
National Legislative Association on Prescription Drug Prices 
National Wildlife Federation (NWF) 
Natural Resources Defense Council (NRDC) 
Oil Change International 
Pesticide Action Network North America 
Portland Area Global AIDS Coalition-Global South 
Public Citizen 
Sierra Club  
Sisters of Notre Dame de Namur Justice and Peace Network 
Sustainable Energy & Economy Network 
United Steelworkers (USW) 
Women's Voices for the Earth 
 
Europe: 
11.11.11, Belgium 
Act Up, France 
Africa Europe Faith and Justice Network (AEFJN) Belgium 
Afrika Kontakt, Denmark 
A G Post-Fossil, Germany 
AITEC, France 
Alliance for Cancer Prevention, UK 
Amigos de la Tierra (FoE Spain) 
Aquattac, Europe 
Arbeiterkammer Wien (Chamber of Labour Vienna), Austria 
Arbeitsgemeinschaft bäuerliche Landwirtschaft (ABL), Germany   
Arbeitskreis Heckenschutz, Germany 



ATTAC Austria 
ATTAC Darmstadt, Germany 
ATTAC France 
ATTAC Germany 
Attac Gruppe Schwalm-Eder, Germany 
ATTAC Stuttgart, Germany 
Attac Wuppertal (Agrargruppe), Germany  
Austrian Trade Union Federation (ÖGB) 
Baby Milk Action, UK 
Bee Life European Beekeeping Coordination 
Berliner Wassertisch (Berlin Watertable), Germany 
Buglife - The Invertebrate Conservation Trust, Europe 
BUND e.V. - Friends of the Earth Germany 
Bürgerinitiative Fracking freies Hessen, Germany 
Bürgerinitiative für ein lebenswertes Korbach, Germany 
Campact e.V., Germany  
CEE Bankwatch Network, Europe 
Center for Encounter and Active Non-violence, Austria 
Chaos Computer Club e.V., Germany 
ClientEarth, UK, Belgium, Poland 
Climate Action Network Europe 
CNCD-11.11.11, Belgium 
Corporate Europe Observatory, Belgium 
Danish Ecological Council 
Décroissance Bern, Switzerland 
Deutsche Umweltstiftung, Germany 
Deutscher Berufs- und Erwerbsimkerbund e.V 
Deutscher Naturschutzring (DNR), Germany 
DIVaN e.V., Germany 
Earth Watch Media, Netherlands 
Ecologistas en Acción, Spain 
EcoNexus, UK and International   
European Attac Network, Europe 
European Environmental Bureau (EEB) 
European Federation of Public Service Unions (EPSU) 
European Professional Beekeepers Association 
European Public Health Alliance 
Fairwatch, Italy 
Federation of Greek Beekeepers Associations 
Forschungs- und Dokumentationszentrum Chile-Lateinamerika e.V., Germany  
Friends of the Earth Europe 
Gemeingut in BürgerInnenhand (GiB), Germany 
Gen-ethisches Netzwerk, Europe 
German Nature and Biodiversity Conservation Union (NABU), BirdLife partner, Germany 
German NGO Forum on Environment and Development 
Germanwatch 



Gewerkschaft der Gemeindebediensteten-Kunst, Medien,Sport, freie Berufe (GdG-KMSfB),   
      Austria 
Global Responsibility – Austrian Platform for Development and Humanitarian Aid, Austria 
Health Action International 
Health and Environment Alliance (HEAL), Europe 
Health Care Without Harm, Europe 
Health Poverty Action, UK 
Ibfan Italia, Italy 
Initiativ Liewensufank, Luxemburg 
Initiative für Netzfreiheit, Austria 
Institut za trajnostni razvoj(Institute for Sustainable Development), Slovenia 
John Mordaunt Trust, UK 
Keep Our NHS Public, United Kingdom 
KEPKA (Consumers Protection Center), Greece 
Lambeth Keep Our NHS Public, UK 
Les Verts du Golfe, France 
Milieudefensie, Friends of the Earth Netherlands 
National Union of Teachers, UK 
NaturFreunde Deutschlands, Germany 
NOAH, Friends of the Earth Denmark 
No Moor Fracking, Germany 
ÖBV-Via Campesina Austria 
Occupy London Economics Working Group, UK 
Occupy London - Real Democracy Working Group, UK 
One World Week-UK 
Patients4nhs, UK 
PELLETIER, Rhone-Alpes 
PEGAH - Verein für regionale und globale Kunst und Kultur / Iranischer Kunst- und     
     Kulturverein, Germany  
Pesticide Action Network Europe 
Piratenpartei, Germany 
PowerShift e.V., Germany 
PRO-GE, Austria 
Quercus – ANCN, Portugal 
Reseau Environment Sante, France 
R.I.S.K. Consultancy, Belgium 
Slovene Consumers Association, Slovenia 
Slow Food Deutschland e.V., Germany 
SOMO, Netherlands 
StopTTIP, UK 
Student Stop AIDS Campaign, UK 
SÜDWIND, Austria 
The Berne Declaration, Switzerland 
The Cancer Prevention & Education Society, England 
The Danish Ecological Council 
The Energy, Equity and Environment Group of Occupy London 



Therapeutikum Wuppertal e. V., Germany  
Tower Hamlets Keep Our NHS Public, UK 
Trade Justice Movement,UK 
Trades Union Congress, UK 
Traidcraft Exchange, UK 
Transition Town Brixton, UK 
Transport & Environment 
UK National Hazards Campaign, UK 
Umweltdachverband, Austria 
UNISON, UK 
Vrijschrift, Netherlands 
War on Want, UK 
Wasser in Bürgerhand (WIB), Germany 
Women and Development (KULU), Denmark 
Women in Europe for a Common Future 
World Development Movement (WDM), UK 
World Economy, Ecology & Development (WEED), Germany 
WWF European Policy Office 
 
Africa 
AIDSCARE WATCH ORG, Kenya 
Center for Health Human Rights and Development, Uganda 
Girls-Awake Foundation (GAF), Uganda 
Treatment Action Campaign, South Africa 
 
Asia 
IBFAN-ICDC, Malaysia 
 
Latin America 
Democracy Center, Bolivia 
LATINDADD 
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PRESS RELEASE  

Brussels, 27 September 2013 
 

 
TRANSPARENCY IN THE PUBLIC INTEREST:  

How the EMA policy on publication and access to clinical-trial data could help save lives 
 
 

The European Medicines Agency (EMA) draft policy on “publication and access to clinical-trial data” could 
pave the way to a new era in the disclosure of clinical data on medicines.  
 
 
 

On 22 November 2012, building on its previous efforts to increase transparency, the EMA organised 
a workshop on clinical-trial data and transparency. Following that workshop, the Agency established 
advisory groups to help develop a policy on publication of and access to clinical-trial data, which has recently 
been released for public consultation.  

In its draft, the EMA proposes “proactive publication of clinical-trial data” submitted in support of a 
marketing-authorisation application. Many elements from clinical study reports (CSRs) would finally become 
publicly available. This is a step in the right direction, as there is currently a lack of public access to the full 
body of available scientific evidence about the effects of medicines on human health (with data frequently 
being withheld or manipulated when results do not favour the trial sponsor’s product, as shown during 
recent litigation brought against pharmaceutical companies). Clinical trials have to comply with the 
Declaration of Helsinki, which explicitly mentions the ethical obligation to disclose research results.  
 
 

A CRITICAL TIME FOR CLINICAL-TRIAL DATA. Earlier this year, seizing the opportunity provided by the ongoing 
discussions on the European Commission’s proposal for a new regulation on clinical trials, the European 
Parliament’s Committee on the Environment, Public Health and Food Safety (ENVI) aligned the proposed 
clinical trials regulation with the EMA’s 2010 policy, and publicly supported the Agency’s commitment to 
transparency. 

Not surprisingly, the news of the EU Parliament’s endorsement of the EMA’s efforts has travelled far 
beyond Europe. In a move to maintain data secrecy, pharmaceutical industry trade associations in the EU 
and US are counteracting the EMA’s initiatives by supporting the litigation initiated by two pharmaceutical 
companies against the EMA at the European Court of Justice. Among other measures, these trade 
associations are seeking to prevent data transparency by “mobilizing patient groups to express concern 
about the risk to public health by non-scientific re-use of data” and by proposing deficient and non-binding 
self-regulation principles that would maintain the status quo.  
 
 

THE EMA’S TRANSPARENCY EFFORTS ARE IN THE INTERESTS OF PUBLIC HEALTH. Having actively participated in 
the Agency’s policy development process, our organisations re-iterate their commitment to full transparency 
and urge the EMA to:  
 Extend the scope of its transparency policy to provide access, retrospectively, to clinical-trial data 

concerning all medicines approved over the last 10 years (2004 to 2014), whether centrally (by the EMA) 
or through the decentralised procedure or mutual recognition (by the CMDh);  

 Introduce a more stringent definition of “commercially confidential information” in order to ensure that 
transparency remains the rule rather than the exception. Any exception to disclosure should only involve 
the removal of specific elements within a document and should never be applied to entire sections or 
certain types of documents; 

 Beware of the use of “patient confidentiality” as a pretext to prevent the disclosure of clinical data; 
 Incorporate access to data concerning medicines into other EMA processes, particularly 

pharmacovigilance (e.g. European public assessments reports (EPARs) should be immediately updated 
and made available, particularly in the case of a “variation” prompted by safety issues). 

 

 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/events/2012/07/event_detail_000656.jsp&mid=WC0b01ac058004d5c3
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By proactively granting public access to information on the efficacy and safety of medicines, 
the EMA new draft policy could prevent drug-induced harm and help save patients’ lives, provided 
that it is properly structured and implemented.  
 
Association Internationale de la Mutualité (AIM)    
Health Action International (HAI) Europe    
International Society of Drug Bulletins (ISDB) 
Medicines in Europe Forum (MiEF) 

 
 
 
 
 
 

 

About us 

 
The Association Internationale de la Mutualité (AIM) is a grouping of autonomous, not-for-profit 
health insurance and social protection bodies that operate on the principle of solidarity. Currently, 
AIM’s membership consists of 42 national federations representing 25 countries. In Europe, they 
provide social coverage against sickness and other risks to more than 160 million people. AIM strives 
via its network to make an active contribution to the preservation and improvement of access to 
health care for everyone. More info: www.aim-mutual.org. Contact: corinna.hartrampf@aim-
mutual.org 
 
HAI Europe. Health Action International (HAI) Europe is a non-profit, European network of 
consumers, public interest NGOs, health care providers, academics, media and individuals working to 
increase access to essential medicines and improve their rational use through research excellence and 
evidence-based advocacy. More info: www.haieurope.org. Contact: ancel.la@haieurope.org 
 
ISDB. The International Society of Drug Bulletins, founded in 1986, is a worldwide Network of 
bulletins and journals on drugs and therapeutics that are financially and intellectually independent of 
pharmaceutical industry. Currently ISDB has around 80 members in 41 countries around the world. 
More info: www.isdbweb.org. Contact: press@isdbweb.org. 
 

MiEF. The Medicines in Europe Forum (MiEF) was launched in March 2002 and reaches 12 European 
Member States. It includes more than 70 member organizations representing the four key players on 
the health field, i.e. patient groups, family and consumer bodies, social security systems, and health 
professionals. It is a testament to the importance of European medicines policy. Medicines are not 
merely consumer goods, and the European Union represents an opportunity for European citizens to 
seek further guarantees of efficacy and safety. Contact: pierrechirac@aol.com 

 

http://www.aim-mutual.org/
mailto:corinna.hartrampf@aim-mutual.org
mailto:corinna.hartrampf@aim-mutual.org
mailto:ancel.la@haieurope.org
http://www.isdbweb.org/
mailto:press@isdbweb.org
mailto:pierrechirac@aol.com
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Oral statement by Stichting Health Action International on the occasion of the 132nd 

session of the Executive Board. 

Agenda item 10.2: Follow-up of the report of the Consultative Expert Working Group 

(CEWG) on Research and Development Financing and Coordination 

 

Chair, distinguished delegates, 

 

At the open-ended meeting in November, Member States adopted a draft report and resolution 

on the follow-up of the report of the Consultative Expert Working Group. This comes after ten 

years of inter-governmental debate and several expert reports with concrete proposals on how 

to fix an R&D system that fails to deliver medicines for the majority of people that need them.  

 

Given the body of concrete proposals and the widely shared recognition of the urgency of this 

problem, this draft resolution is disappointing for its lack of ambition and lack of concrete 

commitments.  

 

Therefore, it is most worrying that the draft report recommends “the adoption of the resolution 

by the WHA without re-opening it”. This when the draft resolution was adopted after 2am, when 

only 25 Member States were left in the room and interpretation in the official languages had long 

stopped. We believe that a draft resolution adopted by a small number of Member States under 

less than ideal conditions should not include such a far-reaching recommendation to the 

Executive Board.  

 

The only more concrete commitment that can be distilled from the draft resolution is the call to 

establish an R&D Observatory. An important and positive step, but the mandate and structure of 

this observatory remain unclear. It should be clear that this Observatory will have sufficient 

resources and is there to perform two critical functions: mapping existing R&D resources, and 

identification of priority areas of needs-driven R&D.  

 

Further, in the draft resolution Member States commit to undertake “health R&D demonstration 

projects”, but without giving further detail. The CEWG in its report has developed key principles 

that should govern R&D in the public interest based on principles of delinkage and knowledge 

sharing. The CEWG has evaluated and recommended five concrete proposals that best 

incorporate these principles and we would expect to see exactly these proposals to be 

operationalized through these pilot projects.  

 

The draft resolution does not adequately respond to the urgent need to fix an R&D system that 

fails to deliver and it does not adequately take into account the recommendations made by the 

Consultative Expert Working Group. 

  

Against this background we urgently request that the distinguished EB Members reject the 

recommendation that the World Health Assembly should adopt the resolution without re-opening 

it, and allow for full discussion of this draft report at the WHA.  

 

Thank you. 



 
 

 

 

STATEMENT 

ViiV’s license to the MPP: a positive step to improve children’s access to HIV treatment, 

but more needs to be done  

28 February 2013  

Health Action International (HAI) Global and HAI Europe welcome the announcement by the 

Medicines Patent Pool (MPP) on their new license for HIV/AIDS treatment abacavir.   

Tim Reed, HAI Global: “HAI congratulates the MPP and ViiV on the great improvement of pro-

public health licensing conditions of this pediatric license”. Future collaboration between the 

MPP and ViiV Healthcare, a joint venture between GSK, Pfizer and Shionogi, commits to 

explore access to ViiV’s pipeline products to develop special formulations of HIV/AIDS 

medicines for children (pediatrics). Access to ViiV’s pipeline, which contains one of the most 

promising new treatments for HIV/AIDS: dolutegravir, is of immense interest for HIV patients in 

developing countries.  HAI recognises this license as an important and positive step towards 

realising real improvements in global access to medicines. 

At the same time, HAI would like to emphasise that enhanced licensing commitments to the 

MPP are needed to improve access to HIV treatment in the developing world.  ViiV’s license still 

does not cover all developing countries. Further, both the license and the promise of future 

collaboration are restricted to the development of treatments for children. Ultimately, these 

restrictions will prevent some of the most needy beneficiaries from accessing to lifesaving HIV 

therapies. 

 

Following this positive step, HAI calls on ViiV – and GSK, Pfizer and Shionogi - to make 

abacavir and its pipeline products, such as the promising therapy dolutegravir, available to both 

adults and children in all developing countries. Other companies should follow ViiVs example 

and license their HIV/AIDS treatments to the MPP. This list includes, most notably, 

Johnson&Johnson, who walked away from the MPP in 2011, and Abbott, who has, up until now, 

indefensibly refused all talks with the MPP.  

 

“The MPP has an enormous potential to improve and secure access to HIV/AIDS treatment for 

patients around the world. Yet, for the MPP to be effective, companies have to license their 

patents on HIV/AIDS treatment to the pool under the widest-possible access conditions. Only 

two company licenses to the MPP have been publicly announced to date. More licenses to the 

pool are needed, and needed fast.” Tessel Mellema, HAI Europe. 

 

For further information about HAI’s work on biomedical innovation, visit www.haieurope.org   

 

- END -  

 

For more information contact Tessel Mellema, tessel@haieurope.org 

 

http://www.haieurope.org/


 

 

 

 

 

Health Action International Briefing Note  

WHA66, May 2013 - Provisional agenda item 17.2: follow up of the CEWG report  

 

Being Ambitious and Keeping Focus 

 

At the open-ended meeting (26-28 November 2012) on the follow-up of the report of the 

Consultative Expert Working Group on Research and Development (CEWG), Member States 

produced a draft report containing a draft resolution.i The Executive Board confirmed in January 

that the draft resolution is to be considered in open form by this year’s WHA. 

 

Despite the clear recommendations set out by the CEWG to move towards an integrated 

solution, this draft resolution does not provide a clear agenda for addressing pressing 

unmet R&D needs. It takes a minimalist approach in terms of commitments and does not 

adequately respond to the urgent need to repair a broken R&D system with a comprehensive 

solution in the form of a global framework for health R&D. 

The draft resolution does however contain valuable elements to move towards a global 

health R&D framework that produces needs-driven innovation and affordable access to results. 

It identifies 'demonstration projects' and a global R&D observatory as the main stepping stones 

towards a solution and also urges Member States to review and explore existing and possible 

mechanisms of coordination and financing of global health R&D.  

Though concerned over the lack of ambition and clarity in language, HAI welcomes the 

commitment to an R&D observatory, the demonstration projects and the exploration of 

improved coordination and financing and encourages the prompt development of these 

initiatives. However, HAI would like to express caution with regards to losing sight of the core 

principles needed to structurally address the current market failures of global health R&D in 

terms of lack of innovation and affordable access. The CEWG report contained - apart from its 

recommendation on starting negotiations on a binding instrument - the key recommendations of 

i) de-linking of the costs of R&D from the price of the end product, and ii)open knowledge 

innovation- collaboration in the R&D process while generating  knowledge as a public good, not 

bound by exclusive rights for a few privileged users.  

To effectively address the current market failures in global health R&D it is vital that 

considerations of priority health needs and affordable access to health products are built 

into the innovation systems as key pre-requisites. In the joint open NGO letter in November 

a broad coalition of health NGOs emphasized the need for global health R&D to be conditioned 

by principles and norms that duly acknowledge i) that priority health needs should drive R&D 

funding, ii) that the outputs of publicly funded R&D are global public goods iii) the need to de-

link the costs of R&D from the price of the end product and iv) the need for transparency in R&D 

funding and results.ii 

 

 



These norms & principles should be built into any project that comes out of this effort to improve 

global health R&D. Without it, the post CEWG process risks being reduced to merely another --

albeit better coordinated - pooled fund that puts money into an existing unsustainable system. 

Once projects that actively promote technology transfer and knowledge sharing, are 

implemented widely, these norms can be adopted by the local environments and spread further  

Health R&D needs to be located in a system that privileges cooperation instead of 

competition, and inclusion instead of exclusion from knowledge goods. When a decade 

ago, discussions began on improving global health R&D through an R&D treaty, open 

innovation and implementing de-linkage, Member States were ahead of the curve in considering 

these issues.  Now, the world has caught up and open innovation in its many forms is being 

used in different industries and fields. WHO Member States should not let this global CEWG 

process fall behind but instead take back the lead by creating the right incentives and setting 

adequate norms for biomedical research. The post CEWG process represents the opportunity 

to do this on a grand scale. 

HAI encourages the Member States to: 

 Include core principles and norms that should govern public health R&D in the draft 

resolution 

 

 Clarify in the draft resolution that the actions proposed are stepping stones towards a 

comprehensive solution in the form of global framework for health R&D.  

 

 Move quickly with the demonstration projects which should be used to learn how to 

address the systemic failures in global health R&D. The projects should operationalize 

the concrete push and pull mechanisms that according to the CEWG best incorporate 

principles of delinkage and enhance knowledge sharing, affordability and needs driven 

innovation. These proposals include open knowledge innovation, innovation inducement 

prizes, patent pools, direct grants and pooled funds. 

Regions (and nations) should be pro-active in this effort: We would expect to see the 

European Union take leadership, as it is currently developing its new 80 billion multi-

annual research and innovation framework, Horizon 2020, which provides the EU with 

ample room and flexibility to make ambitious commitments to explore new biomedical 

innovation models.iii 

 Commit to the effort needed to have the R&D observatory in place, and to be designed 

in a way that is open and transparent. It should be clear from the start that this 

observatory, located in the WHO, will have sufficient resources and is established to 

perform three critical functions: Firstly, monitoring and mapping of existing R&D 

resources, secondly identifying research gaps, and thirdly the evidence-based 

identification and co-ordination of priority areas of needs-driven R&D.  

 

Endnotes 

                                                           
i
 A/CEWG/4   -5 December 2012, http://apps.who.int/gb/cewg/pdf/A_CEWG_4-en.pdf. 
ii
 Open letter to WHO Member States on the occasion of the open-ended Member States meeting on the 

follow up of the report of the Consultative Expert Working Group (CEWG)  on Research and 
Development: Financing and Coordination, November 26-28th 2012  Signed by over 50 NGOs. 
http://haieurope.org/wp-content/uploads/2012/11/Joint-NGO-position-post-CEWG-November-23.pdf. 
iii
 Horizon 2020: The EU Framework Programme for Research and Innovation.  

http://apps.who.int/gb/cewg/pdf/A_CEWG_4-en.pdf
http://haieurope.org/wp-content/uploads/2012/11/Joint-NGO-position-post-CEWG-November-23.pdf
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WHA66 – Intervention agenda item 17.2: follow up of the CEWG report  
Stichting Health Action International, KEI and the Berne Declaration 
 
The Consultative Expert Working Group on Research and Development (CEWG) 
produced a report in April last year which expressed the urgent need to repair a 
broken R&D system with a comprehensive solution in the form of a global framework. 

The draft resolution does not provide a clear agenda towards this and suffers from 
lack of ambition, lack of clarity, and lack of concrete commitments. It does contain 
valuable elements that can be used as stepping stones towards a R&D framework. 
We welcome the commitment to an R&D observatory and the demonstration 
projects. 

However, we are concerned about the losing sight of the core principles and norms 
that should govern public health R&D. The CEWG report contained three key 
recommendations to ensure needs driven R&D and affordable access to medical 
products from the start of the innovation process. The first is the need to de-link the 
costs of R&D from the price of the end product. The second is to conduct R&D 
through open knowledge innovation - including open collaboration in the R&D 
process and generating knowledge as a public good.  The third is to create new 
global norms to ensure sustainable financing of R&D for health care priorities. 

Any project that comes out of this process to improve global health R&D should 
advance work on these norms and principles. Otherwise, the post CEWG process 
risks being reduced to a weak coordination mechanism that puts little money into an 
existing system that is broken. The demonstration projects be used to operationalize 
the concrete push and pull mechanisms that according to the CEWG best 
incorporate these principles of de-linkage and knowledge sharing. 

As regards the R&D observatory, it should identify and provide guidance on the 
priority areas of needs-driven R&D, and to the extent possible and appropriate, data 
needs to be publicly accessible. The observatory should collect economic, legal, 
scientific and health impact data on R&D spending by both state and non-state 
actors. It could be more ambitious and also collect actual research data. To start, any 
data, compound or technology resulting from the demonstration projects could then 
be included in the open databases managed by the observatory. 

These proposed actions, even when seen in an optimistic light, should be seen as 
stepping stones towards a comprehensive solution addressing a broad range of 
diseases and conditions.  

We call upon Member States to begin discussions on a framework for coordination, 
norm setting and financing for R&D by 2014. Given the widespread recognition of the 
urgency of this problem, we cannot afford to postpone this to 2016. 

On the US proposal, we should avoid repeating the mistakes of the first Expert 
Working Group. Any advisory group on this process should be either consultative 
with governments or inter-governmental. When other stakeholders are involved this 
should concern a variety of stakeholders, including civil society. 



NGOs Condemn the EU Press Release on TRIPS Extension for LDCs 

21
st
 June 2013 

 

On 11
th
 June 2013, the WTO TRIPS Council took a decision (IP/C/64) to extend for a further 

8 years, the flexibility of least developed country (LDC) Members under Article 66.1 to not 

apply the provisions of the TRIPS
1
 Agreement except for Articles 3, 4 and 5 (which concern 

national treatment and most-favored nation treatment). This decision was taken in response to 

the “duly motivated request” submitted by Haiti on behalf of the LDC Group last November, 

seeking an unconditional extension for as long as a WTO Member remains a LDC.   

 

This decision was a compromise deal as the EU and US exerted intense pressure on the LDCs 

to accept conditionalities that are not in favour of the people in the LDCs.  

 

The European Union in its press release on 11 June 2013 (“the release”), welcomes the 

TRIPS Council Decision, but it also makes several inaccurate and misleading statements.   

 

1.  The release claims that the EU: “From the outset of discussions has recognized the 

importance of flexibility for least developed countries (LDCs) and supported an extension to 

the transition period”.  

 

Contrary to its claim of support, throughout months of behind-the-scenes negotiations, 

the EU consistently sought to undermine both the requested length of the transition 

period and LDCs’ freedom to determine the level of IP protection, if any, that was 

optimal in light of their special circumstances.  
 

Article 66.1 of TRIPS explicitly permits LDCs not to apply TRIPS provisions in recognition 

of their special needs and requirements, their economic, financial and administrative 

constraints and their need for flexibility to develop a viable technological base. However, 

throughout the negotiations, the EU prioritized accelerated TRIPS compliance over the 

development needs of LDCs. The EU persistently viewed the transition period as merely 

giving LDCs a little more time to become TRIPS compliant, irrespective of whether the basic 

conditions exists in LDCs to benefit from high levels of intellectual property protection and 

enforcement. Consequently the EU opposed duration requested by LDCs (i.e. of as long as 

they remain LDCs) and attempted to limit the policy space/freedom LDCs are legally entitled 

to under Article 66.1 of TRIPS.  

 

2.  The EU release also states that where LDCs voluntarily provide some kinds of IP 

protection, “they have committed themselves not to reduce or withdraw the current protection 

that they give” (no-rollback). This is a disingenuous reading of the recently adopted TRIPS 

Council Decision and of the negotiating history, where the EU clearly lost its efforts to secure 

a no-rollback clause.  

 

The no-rollback clause, included in the previous extension decision adopted in 2005, is not 

included in the current extension. The LDC Group rightly objected to its inclusion in the new 

decision, though the developed countries particularly the US and the EU continued to demand 

it.  As a compromise, the new decision replaces the obligatory no-rollback clause with a 

sentence whereby LDCs only “express their determination to preserve and continue the 

progress towards implementation of the TRIPS Agreement". To remove any doubt, the 

decision further clarifies, that “Nothing in this decision shall prevent least developed country 

Members from making full use of the flexibilities provided by the Agreement to address their 

needs ….”  

 

                                                        
1
 Trade Related Aspects on Intellectual Property Rights which is part of the World Trade organisation 

(WTO) membership 



Clearly, the new extension decision does not prevent LDCs from rolling back (i.e. 

reducing or withdrawing) existing IP protections (even if less consistent than the TRIPS 

Agreement), if appropriate, in their own judgment, to meet their particular needs. This 

is supported by the exclusion of the previous obligatory no-rollback clause from the new 

extension decision and the reaffirmation of the right of LDCs to use the flexibilities provided 

by the TRIPS Agreement, which includes the flexibility under Article 66.1 (to not apply 

TRIPS provisions), which now has been extended. Therefore, the EU’s interpretation of 

the new extension decision is fundamentally flawed and purposefully misleading, and is 

just another attempt to undermine rights of the poorest nations granted under Article 

66.1 of TRIPS.  

 

3.   The release states that: “LDCs will not have to protect these patents [pharmaceutical 

product] until 2016”, giving the impression that the transition period for pharmaceutical 

products unequivocally ends by 2016. 

   

In 2002, the TRIPS Council Decision of 27 June 2002 (IP/C/25) specifically exempted LDCs 

from applying TRIPS provisions on patents and on undisclosed information, to 

pharmaceutical products, until 2016, without prejudice to the right of LDCs to seek further 

extensions thereof. The 11 June 2013 decision text is applicable to all provisions of the 

TRIPS Agreement (except for Articles 3, 4 and 5). The decision does not prevent LDCs from 

seeking a further extension of the 2002 TRIPS Council Decision concerning pharmaceutical 

products (IP/C/25). In this regard we urge the LDCs Group to submit a “duly motivated 

request” pursuant to Article 66.1 of the TRIPS Agreement to seek an unconditional 

extension of the 2002 TRIPS Council Decision concerning pharmaceutical products 

(IP/C/25) until a WTO member graduates from the LDC status.  

 

In conclusion, we call on the EU to abandon its efforts to force LDCs to prematurely 

adopt stringent standards of intellectual property protection and to unreservedly 

support any future requests by LDCs pursuant to Article 66.1 of the TRIPS Agreement.   

 

Act Up Paris 

Asociacion Ambiente y Sociedad, Colombia 

Berne Declaration, Switzerland 

Both ENDS, The Netherlands 

Centre For Climate Change and Environmental Studies 

Center for Encounter and Active Non-Violence, Austria 

Center for Information Policy in Africa 

Coalition for Health Promotion and Social Development (HEPS), Uganda 

East African Health Platform 

Ecologistas en Acción, Spain 

Electronic Information for Libraries (EIFL) 

Food Rights Alliance 

Health Action International 

Health GAP, USA 

Labour, Health and Human Rights Development Centre, Nigeria 

Mariam Foundation, Uganda 

Stop AIDS Campaign, United Kingdom 

The Center for Health, Human Rights and Development (CEHURD), Uganda 

The Development Fund, Norway 

Third World Network 

Uganda Network on Law Ethics & HIV/AIDS  

Oxfam International 
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The Status Quo Wins Again 

 Selected R&D demonstration projects disappoint, offer little progress  

 

Geneva, December 2013–On December 4-5, experts at a Global Technical Meeting, hosted by 

the World Health Organization (WHO), selected biomedical research and development (R&D) 

‘demonstration projects’ to go forward and receive financing. This is an outcome of the process 

that resulted from the Global Strategy and Action Plan on Public Health Innovation and 

Intellectual Property, now referred to as the Consultative Expert Working Group on Financing 

and Coordination on R&D (CEWG). The purpose of demonstration projects are to test new R&D 

approaches that enhance needs-driven R&D and access to results that can be used on a large 

scale.  

 

The Global Technical Meeting was the result of a process that reflected a compromise; the 

demonstration projects would provide an initial step away from the R&D framework status quo, 

which has been identified as failing global health, towards a multilateral framework that is just, 

inclusive and driven by health needs, rather than monopoly profits and ensures worldwide 

access to innovative medicines. A key element of this compromise process was that the 

demonstration projects would be used to validate alternative mechanisms to incentivise needs-

driven R&D, which would ensure product affordability and access to the results of R&D, but 

avoid market exclusivity through intellectual property rights rewards.  

 

At the World Health Assembly in May 2013, Member States agreed that demonstration projects 

should incorporate two core principles identified as key to the enhancement of needs-driven, 

affordable innovation: firstly, open knowledge innovation and, secondly, the de-linkage of the 

costs of R&D from the price of the final product.  

 

The eight projects that have now been selected, although perfectly scientifically sound, do not 

divert from the R&D status quo and will demonstrate little, at best, and, nothing, at worst, in 

terms of establishing new innovation models that use alternative incentives to the current 

monopoly driven model.  

 

Innovative proposals, disruptive to the status quo, did actually make the 22-proposal shortlist, 

but were eliminated in the final selection exercise in Geneva and will not go forward. At first 

sight, this appears to be the direct result of the criteria used for selection; however, whether the 

demonstration project would test a new approach to R&D was only used as a third-level criterion 

for selection. This is unfortunate and Health Action International is deeply disappointed with the 

result. It is difficult to imagine what lessons the selected demonstration projects will offer the 

current system of global health R&D. They will certainly not contribute to the search for a 

structural solution to the current failure of global health R&D.  

 

Health Action International  

For more information please contact Policy Advisor Tessel Mellema: tessel@haieurope.org 
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Amsterdam, 28 January 2013, 

Excellency, 

 

I am writing you on behalf of Health Action International (HAI) Europe. HAI Europe is part of 

the HAI independent, global network, working to increase access to essential medicines and 

improve their rational use through research excellence and evidence-based advocacy.i 

All eyes are now on the European Union (EU)-Thailand free trade agreement,and we 

understand that Thailand is developing the framework for the upcoming negotiations for this 

FTA. Based on our experience with earlier EU FTA negotiations, we have serious concerns 

over the repercussions this FTA will have on access to medicines in Thailand and the region.  

 

The EU's position on intellectual property (IP) in previous free trade agreements, including 

the earlier EU-ASEAN negotiations suggests that we can expect that the EU will push for 

similarly stringent IP standards that affect the right to health. Thailand’s resistance to EU IP 

demands is crucial for the protection of health and development in Thailand and beyond.  

The Agreement on Trade-Related aspects of Intellectual Property Rights (TRIPS) already 

contains strong IP protection. IP provisions that go beyond what is required from WTO 

members under TRIPS - TRIPS-plus standards - disturb the already precarious balance that 

exists in TRIPS between public interests and the interests of IP holders.  

 

TRIPS-plus provisions in earlier negotiated EU and US FTAs have been demonstrated to 

reduce the availability of generic medicines, thus raising medicines prices.ii  Public health 

NGOs, the European Parliament, the European Council, UNAIDS, the UN Development 

Programme, the UK Commission on Intellectual Property Rights and Development Policy, 

the UN Commission on HIV/AIDS and the law, respected international IP academics, and 

even the World Health Organization (WHO) all recognise the link between TRIPS-plus IP 

provisions that disproportionately favour rights-holders, and poor access to medicines.iii  

 

Therefore, we urge you to exclude from the framework for the FTA negotiations between 

Thailand and the EU, the possibility of including any IP provisions that are in excess of the 

TRIPS Agreement. We also urge you to reject the inclusion of an investment chapter and any 

investor-to-state dispute settlement system in the said bilateral treaty. Below, we will further 

explain the reasons for this caution.  



 

Health Action International (HAI) is an independent, global network, working to increase access to essential medicines 

and improve their rational use through research excellence and evidence-based advocacy.   

1. TRIPS-plus provisions and their impact on access to medicines. 

  

TRIPS already contains strong IP protection. However, TRIPS did allow some policy space 

for countries to protect public health (through the so-called „TRIPS flexibilities‟).  IP 

provisions that are  TRIPS plus disturb the already precarious balance that exists in TRIPS 

between public interests and the interests of IP holders. TRIPS-plus provisions in earlier 

negotiated EU and US FTAs have been demonstrated to reduce the availability of generic 

medicines, thus raising medicines prices.iv 

 

Moreover, the Thai Government recently issued compulsory licenses for three types of 

medicines and the World Bank has estimated that if Thailand uses compulsory licensing to 

reduce the cost of second-line antiretroviral therapy to treat people living with HIV/AIDS by 

90%, the government would reduce its future budgetary obligations by US$3.2 billion 

discounted to 2025.v However, a number of TRIPS-plus IP provisions that are likely to be 

proposed by the EU in the upcoming FTA negotiations could prevent the effective use of 

compulsory licenses and also otherwise restrict the room for the Thai government to use IP 

in their public (health) interest.  

 

Examples of TRIPS-plus provisions that the EU is likely to propose are: 

 provisions on data exclusivity and supplementary protection certificates would 

significantly extend the length of the market monopoly for brand pharmaceutical 

products beyond the 20 years of patent protection. These provisions inhibit generic 

production and competition; maintaining high prices and impeding access to 

affordable medicines. A study on the impact of these same IP provisions during the 

EU negotiations with the Andean region show that there are good reasons to be 

concerned. The forecast for the ‘extension of patents’ proposals revealed a dramatic 

increase in medicines’ spending in Peru and Colombia due to the lack of generic 

competition, resulting in an increase in spending of 250 million USD in Peru. In 

addition, the extension of protection of trial data (data exclusivity) would trigger an 

increase in medicines’ spending of 217 million USD in Colombia and 136 million USD 

in Peru by 2025.vi As ever, the victims of the rising cost of healthcare are the poorest 

families and those without healthcare insurance.  

 Measures on IP enforcement that go beyond current TRIPS obligations would 

generate additional implementation costs and could put a chill on generic competition. 

For instance, the EU is likely to push for measures that would grant draconian powers 

to customs officials through so-called border measures. This would give companies 

the right to lodge requests with Thai customs authorities to detain, suspend the 

release, or destroy shipments of generic medicines on the basis of allegations of IP 

infringement (whether trademarks or patents) without judicial review or even 

notification of the patent holder.  

 

In addition, the investment chapter of the envisaged FTA can also pose a direct threat to 

health-related regulation by including IP—related provisions that would compromise, in 

particular, the ability of the Thai government to take action to promote the production, 

registration, supply, import, and export of generic medicines. 

 the most problematic provision the EU is likely to introduce in the investment chapter 

is an investor-state dispute provision that gives foreign investors the right to sue 

governments for damages, if laws, policies, or other actions interfere with the 

enjoyment of their investments - even if the laws are in the public interest. 

Pharmaceutical companies could allege that health regulations undermine enjoyment 

of their IP-related “investments,” and therefore constitute indirect expropriation or 

unfair and inequitable treatment. This could lead to challenges of governments 

seeking to promote access to medicines, for example through compulsory licenses, 

by pharmaceutical companies claiming their IP have been affected. A “chilling effect” 

could be created, diminishing the willingness of governments to use IP flexibilities or 

to interpret TRIPS in a manner that protects health and access to medicines.  

 



 

Health Action International (HAI) is an independent, global network, working to increase access to essential medicines 

and improve their rational use through research excellence and evidence-based advocacy.   

2. Global and EU positions caution against TRIPS-plus provisions in FTAs 

A number of public health NGOs, the European Parliament, the European Council, UNAIDS, 

the UN Development Programme, the UK Commission on Intellectual Property Rights and 

Development Policy, the UN Commission of HIV/AIDS and the law, respected international 

IP academics, and even the World Health Organization (WHO) all recognise the link between 

TRIPS-plus IP provisions that disproportionately favour rights-holders, and poor access to 

medicines.vii Further, both the EU and Thailand are committed to the Global Strategy & Plan 

of Action on Public Health, Innovation and Intellectual Property (GSPA), adopted by the 

World Health Assembly in May 2008. The GSPA enshrines the principle of placing public 

health protection over commercial interests, and devotes considerable attention to the impact 

of IP rights on public health, singling out the practice of overreaching IP protection clauses in 

bilateral trade agreements.  

 

Further, both the European Parliament and the European Council have, explicitly and on 

several occasions, called upon the EU not to negotiate TRIPS-plus provisions as part of their 

bilateral trade agreements, especially with emerging and developing countries: 

 The European Parliament resolution of July 2007 urges the European Commission 

not to demand TRIPS plus provisions in bilateral agreements.viii In 2008, the 

European Parliament passed a resolution on the EU-ASEAN FTA which said that 

“nothing in the agreement should create legal or practical obstacles to the maximum 

use of TRIPS flexibilities […] and calls on the Commission negotiators […] to do 

nothing that could undermine the Thai government's efforts to ensure access to 

medicines for all its residents”ix 

 EU Member States in the EU Council have in their May 2010 Council Conclusions on 

Global Health states that the EU should: “support third countries, in particular LDCs, 

in the effective implementation of flexibilities for the protection of public health 

provided for in TRIPS agreements, in order to promote access to medicines for all, 

and ensure that EU bilateral trade agreements are fully supportive of this objective”.x 

 The EU Parliament has in July 2012 rejected TRIPS-plus IP enforcement provisions 

in the envisaged Anti-Counterfeiting Trade Agreement (ACTA) in an overwhelming 

vote. ACTA would have hindered generic competition, which is crucial for access to 

affordable medicines in Europe and developing countries.xi 

Key Conclusions  

We are concerned that despite the clear obligation of the EU Commission negotiators to 

respect both the letter and the spirit of the commitments entered into by the EU Member 

States, the EU Commission will insist on TRIPS-Plus provisions that can affect access to 

affordable medicines in Thailand.  

 

If Thailand already accepts TRIPS-plus IP provisions in a free trade agreement with EU, it 

will threaten its own ability to make use of established IP flexibilities that have important 

socioeconomic benefits, including public health, including the use of compulsory licensing. 

Stronger IP protection and ever tighter restrictions on access to knowledge and information 

can weaken innovation, as well as severely limiting the ability of Thailand to develop new 

technologies and industries, such as pharmaceuticals, which would ultimately contribute to a 

more sustainable access to medicines.  

 

Therefore, we urge you to exclude from the framework for the FTA negotiations between 

Thailand and the EU, the possibility of including any IP provisions that are in excess of the 

TRIPS Agreement.We also urge you to reject the inclusion of an investment chapter and any 

investor-to-state dispute settlement system in the said bilateral treaty. 

  

Yours sincerely, 

 

Tessel Mellema 

Health Action International Europe: tessel@haieurope.org  



 

Health Action International (HAI) is an independent, global network, working to increase access to essential medicines 

and improve their rational use through research excellence and evidence-based advocacy.   
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CIVIL SOCIETY LETTER TO MEMBERS OF THE WORLD TRADE ORGANIZATION (WTO) 
CONCERNING A FURTHER EXTENSION OF THE  TRANSITION PERIOD FOR LEAST 

DEVELOPED COUNTRIES (LDCs) UNDER ARTICLE 66.1 OF THE TRIPS AGREEMENT  

21st February 2013 

 

Dear Members of the World Trade Organization (WTO),   

As civil society organisations concerned with access to medicines, to educational resources, to 
environmentally sound technologies (ESTs), and to other public goods and cultural creations and further 
concerned with farmers’ rights, food security, human flourishing, sustainable and equitable technological and 
industrial development in Least Developed Countries (LDCs), we call on WTO Members to 
unconditionally accord the LDC Group an extension of the transition period as requested by the LDC 
Group in their duly motivated request to the TRIPs Council (IP/C/W/583). 

Article 66.1 of the TRIPS Agreement accorded LDC Members of the WTO a renewable ten-year exemption 
from most obligations under the TRIPS Agreement in view of the special needs and requirements of the LDC 
Members, their economic, financial and administrative constraints and their need for flexibility to create a 
viable technological base1. 

This exemption was originally due to expire on 31 December 2005. However, a TRIPS Council decision of 
27 June 2002 (IP/C/25), exempted LDCs from having to implement or enforce patents and test data 
obligations with regard to pharmaceutical products until 1 January 2016. Without prejudice to this extension, 
the TRIPS Council, through its decision IP/C/40, extended the general TRIPS compliance transition period 
for LDC Members for all obligations under the TRIPS Agreement, other than Articles 3, 4 and 5, until 1 July 
2013 or until such date on which a Member ceases to be an LDC, whichever date is earlier.  

On 5 November 2012 the Delegation of Haiti on behalf of the LDC Group submited a duly motivated 
request to the WTO TRIPS Council for an extension of the LDC transition period, until a Member 
ceases to be a LDC (IP/C/W/583).  Annexed to the request is a draft decision text for the consideration 
of the TRIPS Council. The draft decision states: “Least developed country Members shall not be 
required to apply the provisions of the Agreement, other than Articles 3, 4 and 5, until they cease to be 
a least developed country Member”. 

We are of the view that Article 66.1 obliges the TRIPS Council to approve without conditions the duly 
motivated request submitted by the LDCs. Thus we strongly urge all WTO Members to urgently 
support the LDC Group request and to approve the LDC request and proposed draft decision.    

LDCs are fully justified in seeking an unlimited extension for so long as any LDC Member is so classified 
because shorter extensions, even sequential extensions, will not give LDCs adequate time to overcome 
capacity constraints and to develop a viable and competitive technological base. By definition, LDCs face 
ongoing resource and human constraints, widening technological gaps, and weak innovative capacities.  
Overcoming these problems takes contextually specific strategies, policy flexibility, greater financial 
resources, but it also takes time – decades not years.  

Similarly, LDCs are fully justified in seeking a group extension rather than individual country extensions and 
in seeking extensions with respect to all TRIPS obligations rather than select obligations only.  LDCs, by 
definition, are similarly situated with respect to development challenges and they should have full flexibility 
as a group.   

LDCs are also fully justified in not promising to maintain current levels of IP protections.  LDCs must not be 
asked to undertake additional obligations such as those contained in paragraph 5 of IP/C/40. This paragraph 
is based on Article 65 of TRIPS but it only applies to developing countries and not to LDCs. Conditions such 
as paragraph 5 of IP/C/40 narrows the policy space available to LDCs by cementing colonial era IP rules and 
ill-advised IP reforms.  LDCs should have full flexibility and policy space as permitted under Article 66.1 of 

                                                
1 Article 66.1 of the TRIPS Agreement states: “In view of the special needs and requirements of least-developed country Members,  
their economic, financial and administrative constraints, and their need for flexibility to create a viable technological base, such  
Members shall not be required to apply the provisions of this Agreement, other than Article 3, 4, and 5, for a period of 10 years from  
the date of application as defined under paragraph 1 of Article 65. The Council for TRIPS shall, upon duly motivated request by a  
least-developed country Member, accord extensions of this period.” 



TRIPS including the option to undo existing IP protections. Article 66.1 of TRIPS does not permit the TRIPS 
Council to attach conditions when granting an extension as per the duly motivated request of LDCs. 

We are of the view that failure by the TRIPS Council to grant LDCs an extension would be disastrous for 
LDC Members and their citizens. LDCs would immediately need to amend their intellectual property laws to 
become TRIPS-compliant and would be under extreme time pressures to do so. Much worse, they would be 
adopting high standards of intellectual property protection and enforcement before they have had any real 
domestic technological capacity and before a significant body of local inventors, authors, and creators could 
leverage a domestic intellectual property system to their advantage.  

It is a fact that in LDC countries foreign individuals and companies are the main beneficiaries of expanded IP 
protection and these foreign right holders tend to set high monopoly prices, which are unaffordable to most 
of the population. Moreover, historically most technological development in developing and even in 
developed countries has come through a period of copying and adapting advanced technologies initially 
invented elsewhere.2  

Many LDC Members, pursuant to misguided advice, have been focusing on becoming TRIPS compliant. We 
believe that this is the wrong focus as generally LDCs are not in a position to benefit from full TRIPS 
compliance. In any case, the TRIPS transition period provides LDCs ample flexibility to implement the level 
of intellectual property protection suitable for individual interests and needs.  

Finally approving the LDC group request would also effectively extend the waiver issued to LDCs with 
regard to pharmaceutical products (due to expire in 2016). LDCs suffer from multiple disease burdens. For 
instance most LDCs are from sub-Saharan Africa, which has a high concentration of AIDS epidemic. Thus 
the request is important to the continued ability of LDC to access affordable generic medicines of assured 
quality for HIV/AIDS, TB, malaria and other infectious, neglected, and non-communicable diseases and to 
allow LDCs to develop local pharmaceutical capacity. Indeed, LDC Members, could fill an important 
pharmaceutical niche by manufacturing newer medicines now patented in key producer countries like India, 
all of which were required to become TRIPS-compliant in 2000 or 2005.  
 
The crucial issue of an LDC extension with respect to pharmaceuticals has been raised by the the Global 
Commission on HIV and the Law made up of former heads of state and leading legal, human rights and HIV 
experts, and supported by the UN Development Programme (UNDP) on behalf of the Joint United Nations 
Programme on HIV/AIDS (UNAIDS).  In its final report, the Commission states that "When the product is 
pharmaceuticals, the outcome [of TRIPS regulation] for poor countries with overwhelming HIV epidemics 
and other health challenges has been catastrophic. It is an indictment of the current international IP regime 
that it has not resulted in increased innovation for medicines to treat HIV co-infections such as tuberculosis, 
hepatitis C or related diseases that predominantly affect the poor.”3 The Commission therefore recommended 
that "The WTO members must indefinitely extend the exemption for LDCs from the application of TRIPS 
provisions in the case of pharmaceutical products. The UN and its member states must mobilise adequate 
resources to support LDCs to retain this policy latitude."4  

In conclusion we request that:  

• All WTO Members honor their obligation under Article 66.1 and unconditionally accord to the 
Least Developed Countries the requested extension. Accordingly all WTO Members should support 
and agree at the upcoming meetings of the TRIPS Council to the draft decision text presented by 
the LDC Group that: “Least developed country Members shall not be required to apply the 
provisions of the Agreement, other than Articles 3, 4 and 5, until they cease to be a least developed 
country Member” 

• WTO Members do NOT attach to the extension decision any conditions and limitations that limit 
the policy space and flexibility available to LDCs under Article 66.1 of TRIPS, such as those 
contained in paragraph 5 of IP/C/40.   

                                                
2 This trend is aptly captured by Ha-Joon Chang: “....when they were backward themselves in terms of knowledge, all of today’s rich 
countries blithely violated other people’s patents, trademarks and copyrights. The Swiss “borrowed” German chemical inventions, 
while the Germans “borrowed” English trademarks” and the Americans “borrowed” British copyrighted materials – all without 
paying what would today be considered “just” compensation” ; Ha-Joon Chang (2007), “Bad Samaritans The Guilty Secrets of Rich 
Nations & the Threat to Global Prosperity” 
3 HIV and the Law : Risks, Rights & Health », final repport of the Global Commission on HIV and the Law, p. 80. 
4 Idem. p. 87. 



In conclusion, we stress that any attempt to weaken or to refuse Least Developed Countries (LDCs) 
rights that they are entitled to under the TRIPS Agreement will damage the credibility of the WTO as 
it will show that the multilateral trading system is unable to benefit the poorest and most vulnerable 
segment of the international community.  

 

SIGNATORIES  

 
Global Networks & Organizations 
 

1. Act V: The End of AIDS New York, London, Washington D.C. and Oslo. 
ACT V’s mission is to accelerate the end of the 
AIDS pandemic by supporting universal access to 
prevention, antiretroviral treatment and high quality 
health care.  

2. AID FOR AIDS International (AFAI) A non-profit  organization committed to improving 
the quality of life of people with HIV or AIDS in 
Latin America and the Caribbean and for immigrants 
to the United States of America living with HIV.  

3. ATTAC An organization involved in the alter-globalization 
movement, active in some 40 countries, with over a 
thousand local groups and hundreds of organizations 
supporting the network. 

4. Consumers International A coalition of 240 member organizations in 120 
countries, to help protect and empower consumers 
everywhere. 

5. CUTS International An international consumer protection organization 
with over 300 member groups worldwide 

6. Development Alternatives with Women for 
a New Era (DAWN) 

 

A network of feminist scholars, researchers and 
activists from the economic South working for 
economic and gender justice and sustainable and 
democratic development. 

7. Dignity International An organization supporting partners worldwide in 
the frontline of the human rights struggle to bring 
about lasting social change. 

8. Electronic Information for Libraries (EIFL) An international organisation enabling access to 
knowledge through libraries in more than 55 
developing and transition countries 

9. Friends of the Earth A global environmental network composed of 74 
member groups, 5,000 local organizations, and over 
2 million supporters 

10. Health Alliance International USA, Cote d’Ivoire, Timor-Leste, Mozambique. 
Promote policies and support programs that 
strengthen government primary health care and 
foster social, economic and health equity for all. 

11. HIV Young Leaders Fund Mission is to enable new leadership in the HIV 
response among young people most affected by HIV. 

12. Global Network of People Living with HIV 
(GNP+) 

A global network that coordinates the efforts of 
regional networks of communities living with 
HIV/AIDS 

13. International Catholic Movement for 
Intellectual and Cultural Affairs (ICMICA) 

Global network of Catholic leaders committed to 
justice, peace and creation. 

14. International Civil Society Support CSS’s objective is to develop and implement a 
comprehensive Civil Society HIV/AIDS agenda.  

15. International Grail Justice and Trade 
Agreements Network 

A coalition of groups working for peace and justice 
in 20 countries worldwide 



16. International-Lawyers.Org Lawyers working for global justice at the United 
Nations, the African Union, and other international 
forums.  

17. International Network of People who Use 
Drugs 

A network of 500 individual members that represent 
approximately 80 different drug user organisations.  

18. International Trade Union Confederation 
(ITUC) 

The International Trade Union Confederation 
(ITUC) is the main international trade union 
organisation, representing the interests of working 
people worldwide. The ITUC represents 174 million 
workers in 156 countries and territories and has 315 
national affiliates. 

19. The International Union of Food, 
Agricultural, Hotel, Restaurant, Catering, 
Tobacco and Allied Workers’ Association 
(IUF) 

An international union composed of over 330 
member organizations in 120 countries, representing 
more than 12 million workers 

20. LDC Watch LDC Watch is a global alliance of national, regional 
and international civil society organisations (CSOs), 
networks and movements based in the LDCs and 
supported by civil society from development partner 
countries. 

21. Médecine pour le Tiers Monde - Third 
World Health Aid (Belgium) 

With head quarters in Belgium, supports right to 
health for all and has developed collaborations with 
Southern groups around the world 

22. Médecins Sans Frontières -Access 
Campaign 

Medical humanitarian organisation advocating for 
access and innovation to drugs, diagnostics and 
vaccines 

23. The Global Forum on MSM & HIV 
(MSMGF) 

A coalition of advocates working for effective 
responses to HIV worldwide. 

24. Nord-Sud XXI A non-governmental organization co-founded by 
Nelson Mandela that works to strengthen human 
rights and development through the UN 

25. Oxfam International An international confederation of 17 organizations 
working in 90 countries fighting the injustice of 
poverty 

26. Peoples’ Health Movement A global network of health activists, civil society 
organizations and academics in approximately 70 
countries. 

27. PLUS Coalition Internationale Sida An international coalition fighting AIDS in Africa, 
Europe and North America 

28. Social Watch Network of organisations working towards poverty 
eradication and gender justice 

29. Third World Network An international network of organisations and 
individuals.  

30. World AIDS Campaign An international campaign to pressure governments 
and policy makers to honor their commitments to 
fight AIDS 

31. World Democratic Governance Project 
Association 

A coalition of organizations working to restore 
international institutions’ responsibility to define 
social and economic policies globally 

 
Inter-regional and Regional Networks 
 

32. ACP Civil Society Forum Network Represents 79 organizations in Africa, the Caribbean 
and the Pacific Islands 

33. African Biodiversity Network Represents 36 member organizations in 12 African 
countries 



34. African Development Interchange Network Africa 
35. African Community Advisory Board 

(AfroCAB) 
Africa 

36. Africa Europe Faith and Justice Network A faith-based network present in Africa and in 
Europe to promote economic justice 

37. Africa Faith & Justice Network (AFJN) A network of more than 34 organisations that 
advocate for U.S. economic and political policies 
that will benefit Africa's poor majority, 

38. African Services Committee USA and Ethiopia 
39. Africa Trade Network Network of civil society organisations in Africa 

working on economic justice 
40. AIDS Action Foundation West Indies 
41. Arab NGO Network for Development 

(ANND) 
Represents 7 networks and 23 individual 
organizations in the Arab region.  

42. Asia Pacific Mission for Migrants (APMM)  A regional migrant centre working in the Asia 
Pacific region.  

43. Asia Pacific Network of People Living with 
HIV (APN+) 

A network of member organizations in 30 Asia-
Pacific countries 

44. Asia Pacific Network of Sex Workers Asia Pacific 
45. Asian-Pacific Resource & Research Centre 

for Women (ARROW) 
Asia Pacific 

46. Asia Pacific Transgender Network (APTN) Asia Pacific 
47. Asian Peasant Coalition (APC)   Represent more than 15 million rural members (e.g. 

landless peasants, agricultural workers, fisherfolks, 
pastoralists, and rural youth) from 33 organizations 
from Bangladesh, India, Indonesia, Malaysia, 
Mongolia, Nepal, Pakistan, Philippines, and Sri 
Lanka.  

48. BUKO-Campaign against Biopiracy Europe 
49. Campaign for Seed-Sovereignty Europe 
50. Caribbean Congress of Labour Caribbean 
51. Center for Regional Integration and 

Sustainable Development in Central Africa 
Africa 

52. EAC Civil Society Forum  East Africa Community region 
53. Eastern and Southern Africa Small Scale 

Farmers Forum (ESAFF) 
A network of small-farmer organizations based in 13 
African nations 

54. European AIDS Treatment Group (EATG) A network of more than 110 member communities 
in 40 countries across Europe and North America  

55. Eurostep - European Solidarity Towards 
Equal Participation of People 

A network of autonomous European non-
governmental development organisations working 
towards peace, justice and equality in a world free of 
poverty 

56. Health Action International Africa A network of consumers, NGOs, health care 
providers, academics and individuals in more than 
20 Sub-Saharan countries  

57. Health Action International Asia Pacific Asia-Pacific 

58. Health Action International Europe HAI Europe is an independent, European network, 
working to increase access to medicines and 
improve their rational use.   

59. Health GAP USA, Uganda, Kenya 

60. Information Group on Latin America 
(IGLA) 

Europe and Latin America and the Caribbean 

61. International Community of women living 
with HIV Eastern Africa) 

A network that operates in Burundi, Kenya, 
Rwanda, Tanzania, Uganda, Djibouti, Eritrea, 



Ethiopia, Sudan. 
62. International Treatment Preparedness 

Coalition Middle Eastern & North Africa 
Middle Eastern & North Africa  

63. Momentum Microdevelopment & 
Momentum Trust 

Kenya & Denmark 

64. Pacific Islands Association of Non-
Governmental Organizations (PIANGO) 

A network of Pacific NGOs existing to facilitate 
communication, provide a common voice and to 
improve the well being of communities that are 
served by members of the NGO 

65. Pacific Network on Globalisation (PANG) A pacific regional network promoting economic 
justice in globalisation 

66. Pan African Positive Women`s Coalition Africa 
67. Pan-African Treatment Access Movement 

(PATAM) 
Africa 

68. Red de Género y Comercio (América 
Latina) 

69.  

Latin America 

70. Southern Africa Trade Union Coordination 
Council (SATUCC) 

SADC Region 

71. South Asia Alliance for Poverty Eradication 
(SAAPE) 

An alliance of journalists, academics, trade 
unionists, human rights activists, NGOs and other 
civil society actors to fight against poverty and 
injustice in South Asia. 

72. South Asia Watch on Trade, Economics and 
Environment (SAWTEE) 

A network of NGOs from five South Asian 
countries: Bangladesh, India, Nepal, Pakistan and 
Sri Lanka 

 
National Organizations  
 

73. Sanayee Development Organization (SDO) Afghanistan 
74. S.O.S - Crianca E Desenvolvimento Integral De Angola Angola 
75.  Foro Ciudadano de Participación por la Justicia y los Derechos 

Humanos (FOCO) 
Argentina 

76. Foro Latinoamericano del Trabajo, la Innovación e Integración 
(FLATI) 

Argentina  

77. Fundación para Estudio e Investigación de la Mujer (FEIM) Argentina 
78. Sindicato del Personal de Dragado y Balizamiento (SIPEDYB) Argentina 
79. Red Argentina de Personas Positivas (Redar Positiva) Argentina 
80. Australian Fair Trade and Investment Network (AFTINET) Australia 
81. Australian Federation of AIDS Organisations (AFAO) Australia 
82. Presentation Sisters Lismore Australia 
83. Presentation Sisters Victoria Australia 
84. Presentation Sisters Of Western Australia Australia 
85. OeBV-Via Campesina  Austria 
86. Angikar Bangladesh 
87. Equity and Justice Working Group Bangladesh (EquityBD) Bangladesh 
88. Integrated Social Development Effort (ISDE)  Bangladesh 
89. Nabodhara Bangladesh 
90. Groupe de Recherche et d'Action pour la Promotion de l'Agriculture et 

du Développement (GRAPAD) 
Benin 

91. Social Watch Benin 
92. 11.11.11 Belgium 
93. Centre National de Coopération au Développement (CNCD) Belgium 
94. Lhak-Sam (BNP+)  Bhutan 
95. Tierra Viva Bolivia 



96. Creative Commons Brazil 
97. Center for Technology and Society of the Getulio Vargas Foundation Brazil 
98. GESTOS Brazil 
99. Rede Brasileira pela Integração dos Povos (REBRIP) Brazil 
100. Rede Social de Justiça e Direitos Humanos Brazil 
101. Appui au Développement Intégral et à la Solidarité sur les Collines 

(ADISCO) 
Burundi 

102. Women's Network for Unity Cambodia 
103. SILAKA Cambodia 
104. Association for Participation in Development Assistance (APD-

Cameroon) 
Cameroon 

105. Association Nationale des Jeunes Femmes Actives pour la Solidarité 
(ANJFAS) 

Cameroon 

106. Cameroon TB Group Cameroon 
107. Center for Regional Integration and Sustainable Development in 

Central Africa (CIRDDAC) 
Cameroon 

108. Coalition 15% Cameroon 
109. Colibri Cameroon 
110. For Impacts in Social Health (FISS) Cameroon 
111. Mouvement camerounais pour le plaidoyer à l'accès aux traitements 

(MOCPAT) Cameroon 
Cameroon 

112. People Welfare Services  Cameroon 
113. Positive-Generation, Cameroon Cameroon 
114. Treatment Access Watch Cameroon 
115. Canadian HIV/AIDS Legal Network Canada 
116. Global Compliance Research Project Canada 
117. l'Action des Chrétiens pour l'Abolition de la Torture et la Peine des 

Morts (ACAT RCA) 
Central African Republic 

118. Groupe d'Action de Paix et de Formation pour la Transformation 
(GAPAFOT) 

Central African Republic 

119. Derechos Digitales Chile 
120. Beijing Aizhixing Institute China 
121. Asociacion Ambiente y Sociedad Colombia 
122. Association N’Zrama de Bouake Côte d’Ivoire 
123. Lumière Action Côte d’Ivoire 
124. Ruban Rouge Côte d’Ivoire 
125. CENADEP (National Centre for Development Support and 

Participation Populaire) 
Democratic Republic of 
Congo 

126. Femme PLUS ASBL Democratic Republic of 
Congo 

127. PRODDES (promotion de la démocratie et des droits économiques et 
sociaux) 

Democratic Republic of 
Congo 

128.  Organisation Djiboutienne de Bienfaisance et Développement 
(HODAGAD) 

Djibouti 

129. Institute For Peace and Conflict Studies Timor Lorosa’e East Timor 
130. Ecuador Decide Ecuador 
131. Red de Acción Ciudadana frente al Libre Comercio El Salvador 
132. Unidad Ecológica Salvadoreña (UNES) El Salvador 
133. Egyptian Initiative for Personal Rights Egypt 
134. Environmental Development Action in the Third World (ENDA-

Ethiopia) 
Ethiopia 

135. ACT-UP Paris France 
136. Sidaction France 
137. Therapeutic Solidarity & Initiatives Against HIV/AIDS (Solthis) France 
138. Syndicat du Travail Sexuel (STRASS) France 



139. Association of Non-Governmental Organisations (TANGO) The Gambia 
140. Worldview The Gambia 
141. Action against AIDS Germany Germany 
142. Bread for the World Germany 
143. BUKO Pharma-Kampagne Germany 
144. Federation of German Scientists (FGS) Germany 
145. World Economy, Ecology & Development (WEED) Germany 
146. Consortium of Academic and Research Libraries in Ghana Ghana 
147. Ghana Trade and Livelihood Coalition (GTLC), Ghana Ghana 
148. Health Digest Foundation Ghana 
149. Centre du Commerce International pour le Developpement (CECIDE) Guinea 
150. Haitian Advocacy Platform for an Alternative Development (PAPDA) Haiti 
151. Aalamba India 
152. All India Drug Action Network (AIDAN) India 
153. Ashodaya Academy India 
154. Ashodaya Samithi India 
155. Astitva India 
156. Bharatiya Krishak Samaj India 
157. Diverse Women for Diversity India 
158. Drug Action Forum - Karnataka (DAF-K) India 
159. LOCOST India 
160. Maharastra Trityapanth Sangatna  India 
161. MUSKAN Sanstha India 
162. Initiative for Health & Equity in Society India 
163. Parrambh Trust  India 
164. Public Health Foundation of India (PHFI) India 
165. Research Foundation for Science Technology & Ecology India 
166. Samarpan Trust India 
167. Sambhodan Trust India 
168. Sampada Grameen Mahila Sanstha (SANGRAM) India 
169. Sarvjan Gamin Vikas Evam Prishikshan Sanstha,  India 
170. Talking About Reproductive and Sexual Health Issues (TARSHI) India 
171. Veshya Anyay Mukti Parishad (VAMP) India 
172. Indonesia for Global Justice Indonesia 
173. Comhlámh  Ireland 
174. Presentation Justice Network Ireland 
175. Presentation Sisters North West Province Ireland 
176. Fairwatch Italy 
177. Zi Teng Hong Kong  
178. Campaign for Social & Economic Justice (CSEJ) Jamaica 
179. Globalization Watch Hiroshima Japan 
180. AIDS Law Project Kenya 
181. Akiba Uhaki Foundation (Human Rights and Social Justice Fund) Kenya 
182. Inades Formation Kenya  Kenya 
183. Kenya Ethical and Legal Issues Network (KELIN) Kenya 
184.  Kenya Debit Relief Network (KENDREN)  Kenya 
185.  Kenya Hospices and Palliative Care Association (KEHPCA) Kenya 
186.  Participatory Ecological Land Use Management (PELUM) Kenya 
187. Resources Oriented Development Initiatives (RODI-K) Kenya 
188. Southern And East African Trade Institute (SEATINI) Kenya 
189. Lesotho Library Consortium Lesotho 
190. Policy Analysis and Research Institute of Lesotho (PARIL)  Lesotho 
191. Foundation for Human Rights and Democracy Liberia 
192. Lithuanian Research Library Consortium Lithuania 



193. International Code Documentation Centre -ICDC-IBFAN Malaysia 
194. Malaysian AIDS Council Malaysia 
195. Positive Malaysian Treatment Access & Advocacy Group 

(MTAAG+) 
Malaysia 

196. Walé  Action-Santé-Population Mali 
197. Globe Mauritania  
198. Association pour le développement et de la promotion des droits 

humains 
Mauritania  

199. Associacion Nacional De Industriales De Transformacion a.c.  Mexico 
200. Bia´lii, Asesoría e Investigación, a.c. Mexico 
201. Mujeres Para El Diálogo a.c.   Mexico 
202. Red Nacional Género Y Economía (REDGE) Mexico 
203. Siembra, a.c.  Mexico 
204. Tamaulipas Diversidad VIHDA Trans AC Mexico 
205. Union Nacional de Trabajadores Mexico 
206. Economic Justice Coalition Mozambique 
207. All Nepal Peasants’ Federation  Nepal 
208. All Nepal Women’s Association (ANWA) Nepal 
209. Child Workers in Nepal (CWIN) Nepal 
210. Children-Women In Social Service and Human Rights (CWISH) Nepal 
211. Forum for the Protection of Public Interest (Pro Public) Nepal 
212. General Federation of Nepalese Trade Unions (GEFONT) Nepal 
213. Global South Initiative Nepal 
214. Institute of Human Rights Communication Nepal (IHRICON) Nepal 
215. International Institute for Human Rights, Environment and 

Development (INHURED International) 
Nepal 

216. Jagaran Nepal Nepal 
217. National Alliance for Human Rights and Social Justice  Nepal 
218. National Association of People Living with HIV/AIDS in Nepal 

(NAP+N) 
Nepal 

219. NGO Federation of Nepal (NFN) Nepal 
220. Rural Reconstruction Nepal (RRN) Nepal 
221. Society for Legal and Environmental Analysis and Development 

Research (LEADERS Nepal) 
Nepal 

222. Both ENDS Netherlands 
223. Platform Aarde Boer Consument Netherlands 
224. Vrijschrift Foundation Netherlands 
225. The Centre for Research on Multinational Corporations (SOMO) Netherlands 
226. Alternative Espaces Citoyens Niger 
227. Association Nigerienne des Scouts de l'Environnement Niger 
228. Labour, Health and Human Rights Development Centre Nigeria 
229. The Development Fund Norway 
230. The Norwegian Trade Campaign Norway 
231.  STAR-STAR, Association For Support Of Marginalized Workers 

(SW) 
Macedonia 

232. Center for Health Policies and Studies (PAS Center) Moldova 
233. Association de Lutte Contre le Sida (ALCS) Morocco 
234. Delta Foundation Pakistan 
235. HANDS Pakistan 
236. Confederation of Labor and Allied Social Services (CLASS) Philippines 
237. IBON International Philippines 
238. Initiatives for Dialogue and Empowerment through Alternative Legal 

Service (IDEALS) 
Philippines 

239. Resistance and Solidarity against Agrochem TNCs (RESIST) Phillipines 
240. Community Empowerment for Progress Oragnization (CEPO) Republic of South Sudan 



241. Agency for Cooperation and Research in Development (ACORD) Rwanda 
242. Africaine de Recherche et de Cooperation pour l’Appui au 

Developpement Endogene (ARCADE) 
Senegal 

243. African Council of AIDS Service Organizations (AfriCASO)  Senegal 
244. Network Movement for Justice and Development (NMJD) Sierra Leone 
245. Youth Partnership for Peace and Development Sierra Leone 
246. Water, Sanitation and Hygiene Network of Sierra Leone (WASH-Net 

Sierra Leone) 
Sierra Leone 

247. Development Service Exchange Solomon Island 
248. Somali Organization for Community Development Activities 

(SOCDA) 
Somalia 

249. African Centre for Biosafety (ACB) South Africa 
250. AIDS and Rights Alliance for Southern Africa (ARASA) South Africa 
251. Centre for Civil Society Economic Justice Project South Africa 
252. Institute for Economic Research on Innovation (IERI) South Africa 
253. Labour Research Service South Africa 
254. South Durban Community Environmental Alliance South Africa 
255. Southern And East African Trade Institute (SEATINI) South Africa 
256. Section 27 South Africa 
257. Surplus People Project South Africa 
258. Treatment Action Campaign (TAC) South Africa 
259. Ecologistas en Acción  Spain 
260. Forum Syd Sweden 
261. Alliance Sud Switzerland 
262. Berne Declaration Switzerland 
263. Health Innovation in Practice (HIP) Switzerland 
264. International Baby Food Action Network IBFAN Switzerland 
265. Organisation pour la Communication en Afrique et de Promotion de 

la Coopération Economique Internationale (OCAPROCE) 
Switzerland 

266.  Tchad Agir Pour l’Environnenment (TCHAPE) Switzerland 
267.  Swissaid Switzerland 
268. Agenda Participation 2000 Tanzania 
269. CHOICE AFRICA-TANZANIA Tanzania 
270. Governance Links Tanzania Tanzania 
271. Participatory Ecological Land Use Management (PELUM) Tanzania 
272. Policy Forum Tanzania 
273. Tanzania Alliance for Biodiversity Tanzania 
274. Tanzania Organic Agriculture Movement Tanzania 
275. AIDS ACCESS Foundation Thailand 
276. Alternative Agricultural Network Thailand 
277. Drug Study Group Thailand 
278. Drug System Monitoring and Development Program Thailand 
279. Ecological Alert and Recovery – Thailand (EARTH) Thailand 
280. Empower Foundation Thailand 
281. Foundation for AIDS Rights Thailand 
282. Foundation for Consumers Thailand 
283. FTA Watch Thailand 
284. Health and Development Foundation Thailand 
285. Health Consumers Protection Program Thailand 
286. Thai Holistic Health Foundation Thailand 
287. Thai NGO Coalition on AIDS Thailand 
288. The Thai Network of People living with HIV/AIDS (TNP+) Thailand 
289. Rural Doctors Foundation Thailand 
290. Rural Doctor Society Thailand 
291. Rural Pharmacists Foundation Thailand 



292. Social Pharmacy Research Unit, Chulalongkorn University Thailand 
293. Action Contre le Sida (ACS) Togo 
294. Action Group and Reflection on the Environment and Sustainable 

Development (GARED) 
Togo 

295. Institute For Peace and Conflict Studies Timor Lorosa’e East Timor 
296. Advocates Coalition for Development and Environment (ACODE)  Uganda 
297. ActionAid Uganda 
298. Action Group for Health, Human Rights and HIV/AIDs (AGHA)  Uganda 
299. Aids Information Center (AIC) Uganda 
300. Centre for Health Human Rights and Development (CEHURD) Uganda 
301. Center for participatory research and development (CEPARD)  Uganda 
302. Coalition for Health Promotion and Social Development (HEPS) Uganda 
303. Community Health and Information Network (CHAIN) Uganda 
304. Food Rights Alliance Uganda 
305. Human Rights Awareness and Promotion Forum (HRAPF) Uganda 
306. Initiative for Social and Economic Rights (ISER) Uganda 
307. Inter-agency Youth Working Group (IYWG) Uganda 
308. International Community of Women living with HIV Eastern Africa Uganda 
309. Jenga Africa  Uganda 
310. Kabarole District NGOs/CBOs Association (KANCA) Uganda 
311. Kampala District Forum of PLHIV Networks (KADFO+) Uganda 
312. LungujjaCommunity Health Caring Organisation (LUCOHECO) Uganda 
313. Mariam Foundation Uganda 
314. Microjustice Uganda 
315. Muslim Centre for Justice and Law Uganda 
316. National Community of Women Living with HIV/AIDS   Uganda 
317. National Forum of People Living with HIV/AIDS Network in Uganda 

(NAFOPHANU) 
Uganda 

318. NGO Forum Uganda 
319. Nakaseke Initiative (NIFAED)  Uganda 
320. Participatory Ecological Land Use Management (PELUM) Uganda 
321. Reproductive Health Uganda (RHU) Uganda 
322. Southern And East African Trade Institute (SEATINI) Uganda 
323. Summit Foundation (SUFO) Uganda 
324. The Aids Support Organisation (TASO) Uganda 
325. The Uhuru Institute Uganda 
326. Uganda Health and Science Press Association Uganda 
327. Uganda Reach the Aged Association (URAA) Uganda 
328. Uganda Youth and Adolescents Health Forum Uganda 
329. Volunteer Efforts for Development Concerns (VEDCO) Uganda 
330. Womens Awareness Against Cervical Cancer Uganda 
331. Youth Development Forum (YODEFO) Uganda 
332. Youth Plus Policy Network Uganda 
333. Instituto del Tercer Mundo Uruguay 
334. Medact United Kingdom 
335. MedsinUK United Kingdom 
336. Presentation Sisters United Kingdom 
337. Roj Women's Association United Kingdom 
338.  Stop AIDS Campaign United Kingdom 
339. War on Want United Kingdom 
340. World Development Movement United Kingdom 
341. HIV Prevention Justice Alliance and AIDS Foundation of Chicago United States 
342. ACT-UP San Francisco United States 
343. AIDS Policy Project United States 
344. American Medical Student Association United States 



345. Asia Catalyst United States 
346. Center for Policy Analysis on Trade and Health (CPATH) United States 
347. Electronic Frontier Foundation (EFF) United States 
348. IP Justice United States 
349. International Presentation Association United States 
350. Knowledge Ecology International United States 
351. Moana Nui Action Alliance United States 
352. Presentation Sisters, Fargo United States 
353. Presentation Sisters of Staten Island United States 
354. Public Citizen United States 
355. Treatment Action Group (TAG) United States 
356. Universities Allied For Essential Medicines (UAEM) United States 
357. Voices Of Community Activists & Leaders (VOCAL-NY) United States 
358. Human Rights Information and Training Center Yemen 
359. Abana Besu Project Zambia 
360. Centre for Trade Policy and Development Zambia 
361. Engender Rights Centre for Justice Zambia 
362. Positive Health Outcomes  Zambia 
363. Presentation Sisters of the Blessed Virgin Mary Zambia 
364. Treatment Advocacy and Literacy Campaign (TALC) Zambia 
365. Zambia Health Community Initiative  Zambia 
366. International Community of Women Living with HIV (ICW) Zimbabwe 
367. Southern And East African Trade Institute (SEATINI) Zimbabwe 

 
 



                               
 
 
 
 
Mr Karel de Gucht,  
Commissioner for Trade  
200 Rue de la Loi 
B-1049 Brussels, Belgium                                                    
 
 

 
Brussels, the 26th of March 2013 

 
 
Re: Safeguarding access to medicines in the last stage of free trade negotiations with 
India  
 
Dear Commissioner De Gucht,  
 
We are writing to you to express our concerns as regards the final stage of negotiations of a free 
trade agreement (FTA) between the EU and India, which are anticipated to conclude by April 
2013.   
 
For years, Oxfam and Health Action International (HAI) Europe have raised serious concerns with 
intellectual property barriers that prevent access to affordable medicines for patients in 
developing countries. Access to medicines is a core element of the human right to health, and 
affordable medicines are critical to build sustainable health care systems. Thus, we have 
consistently advocated that intellectual property rules (IPR) in trade agreements should not 
threaten public health and the production and circulation of affordable generic medicines.  
 
India plays a critical role to provide millions of people in India and around the world with quality 
generic medicines. Nicknamed the “pharmacy of the developing world”, Indian generics 
companies produce approximately two-thirds of generic medicines and 80% of medicines to treat 
HIV and AIDS used in low and middle-income countries. It is therefore of the utmost importance 
that the EC refrains from pushing for the introduction of harmful IP rules in the negotiating text 
that could threaten the vital role played by generics firms in India to supply low-cost medicines.  
  
While we appreciate the decision of the EC to publicly announce that data exclusivity and patent 
term extensions will not be included in the FTA, we are worried, based upon a negotiating text 
leaked in March 2013, that other problematic provisions that would undermine access to 
medicines remain. 
 
In particular, two problematic chapters remain on the negotiating table and have alarmed civil 
society organisations around the world: 
 



1. Enforcement of IPR: We are concerned that this chapter contains TRIPS-Plus 
provisions that would disproportionately favour multinational drug companies defending 
their patents at the expense of generic competition. Under these provisions, right holders 
could claim their IPRs are being infringed and without prior judicial review allow for delay, 
seizure or even destruction of generic medicine shipments. The inclusion in this chapter 
of intermediary liability triggers great concerns for all actors involved in the generic supply 
chain, including suppliers of active pharmaceutical ingredients, retailers and those who 
provide treatment. A strict injunction system, third party liability provisions and stringent 
border measures are elements of this chapter that could create serious difficulties that 
undermine generic competition.   

 
2. Investment chapter: Two key concerns are that the investment chapter includes an 
investor-state dispute resolution mechanism and a broad scope that allows IPR to be 
characterized as “investment”. India, under its TRIPS obligations, has already put in 
place balanced IP laws that guarantee the promotion of public health while also providing 
adequate and effective intellectual property protection. In recent years, investor-state 
disputes involving intellectual property, such as Eli Lilly vs Canada, and Philip Morris vs. 
Uruguay and Australia, illustrate how investor-state disputes can be used to pressure or 
prevent governments from using IP flexibilities for public health purposes. These cases 
legitimize the concerns that the “investor-to-state” arbitration mechanism might be used 
with increasing frequency by drug companies in the name of protecting their investments.  
The mechanism may be used to challenge national IPR laws for pharmaceuticals, 
relevant legal decisions and national public health measures.    

 
We urge the EC to bear in mind access to medicines considerations while concluding the last 
stage of the negotiation and to refrain from pressuring India to accept TRIPS-plus IPR 
enforcement provisions, as well as a dangerous investment chapter that would reduce its political 
space to take pro-public health policies. TRIPS-plus provisions should be excluded from the text 
in order to allow India to remain the “pharmacy of the developing world”.   
 
We hope that our concerns will be heard and taken into consideration. We remain available to 
discuss further these issues if you wish so.   
 
Yours faithfully, 
 

                                                                                                     
Natalia Alonso                                                                     Tim Reed 
Head of EU Advocacy Office                                               Executive Director  
Oxfam International                                Health Action International 
Rue de la Science 4        Overtoom 60II 
B-1000 Brussels - Belgium                   1054 HK Amsterdam -The Netherlands 
Tel +32 (0)2 234 11 10        Tel: +31 20 683 3684  
www.oxfam.org/en/eu         www.haieurope.org 
 
 

 
 

Cc: Mr Andris Piebalgs 
Commissioner for Development 



 
 

1 
 

 
  

 

 

JOINT PRESS RELEASE 

Health Action International (HAI) Europe, Oxfam and Action against AIDS Germany 

 

6 March 2013 

 

EU-Thailand FTA Negotiations: What Fate for Access to Medicines? 

 

This week, from March 4 to 6, the Prime Minister of Thailand and her negotiating team visit 

Brussels to meet with EU officials and officially launch negotiations on a new Free Trade 

agreement (FTA) between the EU and Thailand. Based on our experience with earlier EU FTA 

negotiations, we have serious concerns over the repercussions this FTA will have on access to 

medicines in Thailand and the region. “The EU’s position on intellectual property protection in 

previous FTAs, including the earlier failed negotiations between the EU and ASEAN, suggests 

that we can expect that the EU will push for intellectual property standards in the EU-Thailand 

FTA that go beyond Thailand’s WTO obligations under TRIPS and will limit access to 

medicines.” Tessel Mellema, HAI Europe. 

 

Overreaching IP protection and enforcement restricts and delays legitimate competition from 

generic manufacturers, thereby sustaining market monopolies, high monopoly prices, and 

significantly affecting access to affordable treatment. Stringent TRIPS-plus intellectual property 

(IP) provisions in earlier negotiated EU and US FTAs have reduced the availability of generic 

medicines, leading to an increase in medicines prices.i The EU’s initial demands in the EU - 

India trade negotiations have sparked great opposition from international agencies, developing 

country governments and civil society. The EU Parliament also recently rejected strong IP 

enforcement measures in the Anti-Counterfeiting Trade Agreement (ACTA), an agreement that 

would also have hindered generic competition. 

Moreover, public health NGOs, the European Parliament, UNAIDS, the UN Development 

Programme, the UK Commission on Intellectual Property Rights and Development Policy, the 

UN Commission on HIV/AIDS and the Law, international IP academics, and also the World 

Health Organization (WHO) all recognise the link between TRIPS-plus IP provisions that 

disproportionately favour rights-holders, and poor access to medicines.ii  

 

Further, we are concerned that the EU is likely to introduce investor-state dispute provisions in 

the FTA. Under such provisions pharmaceutical companies can claim that the government’s 

health regulations undermine enjoyment of their IP-related “investments”. This could lead 

pharmaceutical companies to sue the government of Thailand, arguing that the government’s 

measures to promote access to medicines, for example the issuance of compulsory licenses, 

will negatively affect their IP investments in Thailand. This may seriously threaten the possibility 
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for the government of Thailand to take measures to reduce the costs of medicines: the World 

Bank has estimated that if Thailand uses compulsory licensing to reduce the cost of second-line 

antiretroviral therapy to treat people living with HIV/AIDS by 90%, the government would reduce 

its future budgetary obligations by US$3.2 billion discounted to 2025.iii 

 

The past weeks, civil society organisations and citizens 

in Thailand have taken to the streets and alerted their 

government to their concerns on how this 

comprehensive trade package with the EU will affect 

the prices of medicines, seeds and agricultural 

products in Thailand. They have also complained that 

the consultation with civil society on these FTA 

negotiations organized by the Parliament of Thailand 

was largely flawed. Last week more than 1,500 citizens 

and activists gathered outside Government House in Bangkok to voice their concerns (see 

picture).iv  

 

The EU should refrain from demanding IP provisions that go beyond TRIPS as well as 

investment provisions and not misuse the instrument of an FTA to support the commercial 

interests of the pharmaceutical industry, while damaging the opportunities for innovation and 

access to medicines in Thailand.  

“The EU should ensure that its trade policy is in line with its development objectives, including 

specifically enhancing access to medicines. It must consider the broader context and effects of 

its IP demands, not only for public health, but also for socioeconomic development. Erecting 

more monopoly barriers will only sustain the status quo of inequity in health and development 

that exists between citizens in developed, emerging, and developing countries.” Leila Bodeux, 

Oxfam International 

For more information, please contact: 

 Health Action International (HAI) Europe: Tessel Mellema, tessel@haieurope.org  

 Oxfam International: Leila Bodeux, leb@oxfamsol.be  

 Action against AIDS Germany / Aktionsbündnis gegen AIDS: Marco Alves,  

alves@aids-kampagne.de  
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EU-India free trade deal puts millions of lives at risk  
 

Activists from across Europe stage flashmob in front of the  
European Parliament calling on Europe to drop harmful provisions  

 
Brussels, 9 April, 2013—As European Commission (EC) pressure mounts on India to rush into signing a 
free trade agreement (FTA), activists from across Europe mobilised in Brussels today to demand that the 
EC withdraw provisions that will harm people’s access to medicines in India and across the developing 
world. Civil society organisations have learnt through leaked texts that the EC, in closed-door 
negotiations, is aggressively pushing for stronger industry control at the expense of public health, 
threatening millions of lives.  
 
“In the wake of several recent pro-public health decisions in India, the EU is now doubly keen to shut 
down India as the ‘pharmacy to the developing world’ and ensure the profits of its pharmaceutical 
companies are kept intact,” said Leïla Bodeux of Oxfam. “Eighty per cent of medicines used to treat HIV 
in the developing world come from India and, if the EU succeeds in retaining the harmful provisions that 
remain in the agreement, it would cut off this lifeline supply for millions of people.” 
 
Under pressure from public health groups, certain provisions damaging to access to medicines such as 
patent term extensions have been removed from the proposed deal. However, the intellectual property 
(IP) enforcement and investment provisions are still seriously concerning, particularly as an early April 
deadline to sign the agreement is imminent. 
 
“This attack on the health of the world’s poorest is seriously concerning, particularly as a deadline to sign 
the agreement draws ever nearer and could be days away,” said Carl Schlyter, MEP for the Green Party. 
“The EC cannot claim it supports access to medicines and is concerned about the lives of people in 
developing countries and, in the same breath, be pushing harsh provisions around intellectual property 
enforcement on India.” 
 
“I’m urging the European parliament: don’t accept the provisions that will impact so many lives before 
you sign on the dotted line.” 

 
Dressed as zombies, wearing ripped and bloody suits representing European trade negotiators, the 
activists from organisations including Oxfam, Médecins Sans Frontières (MSF), the Stop AIDS Campaign, 
Health Action International (HAI) Europe and Act-Up Paris massed outside the European Parliament 
together with concerned MEPs. 
 
“Some FTA harmful provisions are similar to ACTA, an anti-counterfeiting deal which was killed off, 
thanks to intense public scrutiny. But now they are back: this is the issue that just never dies,” said Lotti 
Rutter from the Stop AIDS Campaign. 
 
Enforcement provisions could potentially block the production and export of generic medicines from 
India—a lifeline for millions of people across the developing world. Enforcement provisions would open 
the door to abusive practices from multinational corporations, by allowing medicines to be delayed, 
seized, detained and destroyed.  
 
Measures on investment could see the Indian government—as well as third parties, like treatment 
providers such as MSF—sued by multinational companies for billions of dollars in private arbitration 
panels if national laws, policies, court decisions, or other actions are perceived to interfere with their 
investments; for example, if an Indian patent office rejects or overrides a patent on a medicine to 
increase access.  
 



“As treatment providers we are alarmed about the impact of these measures if they go through. Not only 
will they put another nail in the coffin of access to the affordable, quality medicines MSF relies on to 
treat patients across the world, but we could be at-risk of being embroiled in disputes for simply using 
generic medicines. Europe should drop all demands that threaten public health in all their trade 
negotiations,” said Katy Athersuch, MSF Access Campaign.  
 
The anticipated conclusion of the EU-India FTA in early April has sparked protests across Asia, Europe and 
Africa—the continent that could stand to lose the most from an agreement. 
 
This FTA is just the latest in a long line of negotiations by the EU to impose stricter IP provisions on 
developing countries. The EU is currently in FTA negotiations with India, ASEAN, Thailand, Malaysia and 
Ukraine, and is planning negotiations with Morocco, Tunisia and Egypt to name just a few. 
 
"We are extremely worried; in our region, people living with HIV are benefitting from generic 
antiretroviral medicines imported from India,” said Othman Mellouk from the International Treatment 
Preparedness Coalition in the Middle East and North Africa. “Such an agreement between India and 
Europe will have harmful consequences and prevent the access to essential medicines in our region, and 
we call on the European Commission to stop its trade policy that only benefits to main pharmaceutical 
companies and affects many people in developing countries." 
 

- END - 
 
Notes to editors 
The EU-India Free Trade Agreement has been negotiated since 2007. From the outset, the European 
Commission has pushed to include provisions that would undermine India’s generic drugs industry from 
delivering affordable medicines on which millions of people in developing countries rely on. 
 
Harmful provisions in the EU-India FTA include: 
‘Enforcement’ measures which could lead to generic medicines being prohibited from leaving India on 
their way to patients in other developing countries, on the mere allegation that a patent or trademark is 
being infringed. This could also embroil treatment providers in legal battles simply for providing generic 
medicines to patients. 
 
The ‘investment’ part of the FTA would expand companies’ ability to sue the Indian government when it 
regulates health in the public interest, for example by overriding a drug patent to increase access to a 
medicine, or through drug price controls. These disputes would be handled outside of domestic courts in 
secret settlement panels, with large sums in damages at stake. As a result of investment provisions in 
FTAs between other countries, several such disputes have already been filed by corporations against 
governments in order to force a reversal of public health policies (Phillip Morris vs. Uruguay).  Companies 
claim these policies lead to so called “expropriation” of their investments and profits. 
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EU-Thailand Free Trade Agreement: Not at the expense of access to medicines 

 
 

       
Mobilization during the 1st round of negotiation                 Mobilization during the second round of negotiation 
May 2013             September 2013 
 

 
Following the official launch of the negotiations for a Free Trade Agreement (FTA) between the EU 
and the Kingdom of Thailand in March 2013, Thai officials and EU negotiators are meeting this 
week (16-20 September) in Chiang Mai, Thailand, to conduct a second round of negotiation of a 
trade agreement that both parties want to achieve in as little as 18 months.  
 
This week, around 5 000 health, consumer, and farming activists from various Thai civil society 
networks are taking part in a campaign to defend access to public goods under this FTA. They are 
organizing a wide range of activities such as demonstrations, press conference and meeting with 
the EU delegation.  
 
Thai health activists want to remind Thai and EU negotiators that the FTA should not include 
Intellectual Property Rights (IPRs) that go beyond the already stringent WTO obligations (TRIPS 
agreement). Such provisions would only reinforce monopolies of multinational pharmaceutical 
companies, increase the price of medicines and create new access barriers to cheap generic 
medicines. 
  
They also call on negotiators not to include investment provisions that would allow investors (eg. 
pharmaceutical companies) to legally challenge the Thai government in secretive arbitration panels 
for any measures the government may take to curtail, override or strike down patents and other 
forms of IP protection on public health grounds, even if it is allowed to take such measures under 
TRIPS and the Doha Declaration.  
 
Act Up-Paris, Oxfam International, Health Action International and Action against AIDS Germany 
strongly support Thai civil society. EU negotiators should take into consideration the importance of 
access to cheap and good quality generic medicines for patients in Thailand when negotiating this 
trade deal. Since 2002, a system of universal health coverage exists in Thailand which covers 99% 



of the population. The production and availability of affordable and quality generic medicines is a 
key element to sustain this universal coverage.  
 
“We fear that should TRIPS+ measures or dangerous investment provisions be included in the 
Thailand-EU FTA, the ability of the Thai government to keep on running the current health system 
and to provide its citizens with the medicines they need might be hampered”, says Leïla Bodeux 
from Oxfam International. 

 
"The EU's position on intellectual property protection in previous FTAs, including the earlier failed 
negotiations between the EU and ASEAN, suggests that the EU will push for tough IPRs in this 
FTA and will grant powers to investors, including the pharmaceutical industry, that could open for 
the door to abuses that jeopardize the Thailand government’s efforts to provide health care for all", 
says Tessel Mellema from HAI. 
 
“The EU should refrain from demanding IP provisions that go beyond TRIPS as well as harmful 
investment provisions. In supporting the commercial interests of its pharmaceutical industry, the EU 
is damaging the opportunities for innovation and access to medicines in Thailand”, says Celine 
Grillon from Act Up-Paris. 
 
“There is no human right to the realization of commercial interests, but there is a universal right to 

health! The EU delegates must have this in mind, when negotiating terms of the trade agreement 
with Thailand and other countries”, says Astrid Berner-Rodoreda from Action against AIDS 
Germany. 

 
For more information, please contact: 
 

 Act Up-Paris (France) : Céline Grillon, international@actupparis.org, + 33 6 50 01 39 10 

 Health Action International (HAI): Tessel Mellema, tessel@haieurope.org, +31 62 468 67 
71 3684  

 Oxfam International: Leïla Bodeux, leb@oxfamsol.be, +32 485 94 82 89  

 Action against AIDS Germany / Aktionsbündnis gegen AIDS: Marco Alves, alves@aids-
kampagne.de, +49 30 275 824 03 
 
Notes to editor: 
 
Overreaching IP protection and enforcement restricts and delays legitimate competition from 
generic manufacturers, thereby sustaining market monopolies, high monopoly prices, and 
significantly affecting access to affordable treatment. Stringent TRIPS-plus intellectual property (IP) 
provisions in earlier negotiated FTAs have reduced the availability of generic medicines, leading to 

an increase in medicines pricesi. 
 
Public health NGOs, the European Parliament, UNAIDS, the UN Development Programme, the UK 
Commission on Intellectual Property Rights and Development Policy, the UN Commission on 
HIV/AIDS and the Law, international IP academics, and also the World Health Organization (WHO) 
have recognized the link between TRIPS-plus IP provisions that disproportionately favour rights-
holders, and poor access to medicines. 
 
A compulsory license is a TRIPS agreement’s safeguard that countries are allowed to issue to 
override a drug patent and to enable production or importation of a generic medicines. It allows 
countries to slash down drastically the price of live saving drugs that they could not otherwise 
provide to their populations. Since 2007, Thailand has issues several compulsory licenses on 
HIV/AIDS treatment as well as several cancer and heart disease medicines. This move put 
Thailand in the orbit of big pharmaceutical groups that felt threatened by that sort of practices. The 
World Bank had estimated in 2006 that if Thailand uses compulsory licensing to reduce the cost of 
second-line antiretroviral therapy to treat people living with HIV/AIDS by 90%, the government 

would reduce its future budgetary obligations by US$3.2 billion discounted to 2025.ii It is therefore 

mailto:international@actupparis.org
mailto:tessel@haieurope.org
mailto:leb@oxfamsol.be
mailto:alves@aids-kampagne.de
mailto:alves@aids-kampagne.de


key that the future FTA will not impede Thailand to issue compulsory licenses to respond to health 
needs when necessary. 
 
According to our information, the EU will probably include an investor-state dispute provisions in 
this FTA. Under such mechanism pharmaceutical companies can claim that the government's 
health regulations undermine enjoyment of their IP-related "investments". This could lead 
pharmaceutical companies to sue the government of Thailand in front of international arbitration 
panels to overrule measures to promote access to medicines, for example the issuance of 
compulsory licenses.  
 
The US pharmaceutical company Eli Lilly & Co. challenges the Canadian government under 
Chapter 11 of the North American free trade agreement (NAFTA) following a Canadian court 
decision to revoke the company’s patent for the drug Strattera, which is used to treat attention-
deficit disorder. The drug company is now seeking $500 million in compensation.   
 
 
 

                                                 
i
 All costs, no benefits: How TRIPS - plus intellectual property rules in the US-Jordan FTA affect access to medicines, 

Oxfam International (2007), http://www.oxfam.org.uk/resources/issues/health/downloads/bp102_trips.pdf. A Trade 
Agreement’s Impact on Access to Drugs’ (2010), Ellen R. Shaffer and Joseph E. Brenner, CPATH, www.healthaffairs.org; 
IFARMA. Impact of the EU Andean Trade Agreements on Access to Medicines in Peru. November 2009. HAI Europe. 
http://haieurope.org/wp-content/uploads/2010/12/11-Nov-2009-Report-IFARMA-Impact-Study-on-EU-Andean-Trade-
Agreement-in-Peru-EN.pdf 
ii
 ‘The Economics of Effective AIDS Treatment’, Conference Edition, World Bank, Washington, 2006 

http://www.oxfam.org.uk/resources/issues/health/downloads/bp102_trips.pdf
http://www.healthaffairs.org/
http://haieurope.org/wp-content/uploads/2010/12/11-Nov-2009-Report-IFARMA-Impact-Study-on-EU-Andean-Trade-Agreement-in-Peru-EN.pdf
http://haieurope.org/wp-content/uploads/2010/12/11-Nov-2009-Report-IFARMA-Impact-Study-on-EU-Andean-Trade-Agreement-in-Peru-EN.pdf
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