News archive TRIPS and medicines case November 2005 – March 2008
In this document you will find ten news articles that have been published by the EU Coherence Programme, the predecessor of the Fair Politics EU Programme. 

It will give an impression of our work on the TRIPs and Medicines case and the developments on this area during the last couple of years.
Health
Written questions by several MEPs: Clinical trials in developing countries
10 MARCH 2008

Three of the Millennium Development Goals (MDGs) adopted by the United Nations in 2000 are specifically health-related, making the improvement of health and health care in developing countries one of the priority subjects on the international development agenda. Yet, clinical trials are increasingly being carried out on people in low-income and developing countries, because of reasons related to reduction of costs. 

Because of poor health systems, inadequate supervision by the national and European drug authorities and a lack of information and transparency on clinical trials, in many developing countries the specific requirements cannot be met.

In a written question MEPs Dorette Corbey (PSE), Francoise Grossetete (PPE-DE), Glenys Kinnock (PSE), Thijs Berman (PSE), Linda McAvan (PSE), Karin Scheele (PSE), Jules Maaten (ALDE), Adamos Adamou (GUE-NGL), Maria Martens (PPE-DE), Genowefa Grabowska (PSE) and Gyula Hegyi (PSE) asked the Commission if it can guarantee that drugs authorised by the EMEA[i] are tested in compliance with the ethical guidelines for Good Clinical Practise, and if not, if the Commission is willing to take action.

In its report ‘

 HYPERLINK "http://www.somo.nl/html/paginas/pdf/Ethics_for_Drug_Testing_feb08_NL.pdf" Ethics for drug testing in low and middle income countries’ , SOMO, the centre for research on multinational corporations, states that European authorities devote little to no attention to the ethical aspects of the clinical trials submitted. Results from unethical trials as well as from trials of poor quality are simply accepted by those European authorities. The existing international ethical standards on testing of new medicines, are not being met, as a result of conditions such as poverty, illiteracy, poor health systems and inadequate research. In addition, national medicine authorities fail to promptly publish public assessment reports on medicines approved for the EU market, as is legally required.

 

‘A bitter pill’ researched and published by the WEMOS Foundation is the first report that offers a survey of the risks associated with implementing clinical trials to people in developing countries. Trials conducted in an unethical way are-quite rightly– prohibited within EU countries. At the same time however these countries actually demand that new medicines are tested this way before approval for the EU market is granted. WEMOS states that stricter ethical requirements need to be developed for clinical trials, in order to prevent patients in developing countries from being exposed to disproportionate risks during testing.

The EU, as the largest donor of development assistance in the world, invests considerably in improving the quality of health care systems in developing countries. At the same time, however, European manufacturers of medicines are testing new medications on people in developing countries under very debatable and obscure conditions and circumstances. This is a practice that is clearly incoherent.

The EU Coherence Programme monitors the efforts made by MEPs to address Policy Coherence for Development in their daily work. These questions to the Commission quoted above are very welcome acts in this respect, as they demonstrate clearly how incoherent practices impact negatively on people in developing countries. For this action, all MEPs were awarded a coherence star.

Full question of the MEPs can be found below.

WRITTEN QUESTION E-1167/08

by Dorette Corbey (PSE), Francoise Grossetete (PPE-DE), Glenys Kinnock (PSE), Thijs Berman (PSE), Linda McAvan (PSE), Karin Scheele (PSE), Jules Maaten (ALDE), Adamos Adamou (GUE-NGL), Maria Martens (PPE-DE), Genowefa Grabowska (PSE), Gyula Hegyi (PSE)
to the Commission

Subject:Clinical trials in developing countries

Date: 20 February 2008

Clinical trials are increasingly being carried out on people in low-income and developing countries, because this can reduce costs. Although international and European guidelines on Good Clinical Practise specify the conditions and procedures under which these clinical trials must be carried out(European Directive 2001/20/EG), in many developing countries these conditions and procedures cannot be met. This is because of poor health systems, inadequate supervision by the national and European drug authorities and a lack of information and transparency on clinical trials in the audit reports.

As a result, there are no guarantees that clinical trials are carried out in an ethical manner and the rights and health of trial participants are respected. Indeed, there have been cases reported of violation of the ethical guidelines (see: The Wemos Foundation. December 2007. A Bitter Pill)
The European Union has a clear responsibility towards trial participants. However, the EMEA and national drug agencies authorise drugs to enter the European market without a thorough check whether the clinical trials comply with the European ethical guidelines on Good Clinical Practise. 

1. Can the Commission guarantee that drugs authorised by the EMEA have been tested in line with the ethical guidelines for Good Clinical Practise as laid down in European Directive 2001/20/EG and the Declaration of Helsinki? 

2. If not, is the Commission willing to take action and consider the following solutions:

* Impose an obligation to publicly register in advance all clinical trials and the outcomes of these trials  and create a legal framework to improve the transparency and public accessibility of all clinical trials carried out in developing countries, both in research protocols and audit reports

* Impose obligatory supervision of each clinical trial by an independent expert 

* Reject a marketing authorisation request or immediately withdraw authorisation if non-compliance to ethical guidelines discovered

* Put in place the human and financial resources to allow European regulators to thoroughly check whether clinical trials comply with the guidelines on Good Clinical Practise. 

3. What action will the Commission take to help developing countries to improve their supervision of clinical trials and compliance with ethical guidelines?

4. Cases were reported where new drugs were tested against placebo´s although appropriate treatment already exists, with fatal consequences for patients using placebo´s. The rules of EMEA are open for interpretation. Can the Commission clarify the conditions that allow and justify the use of placebo´s?

E-1167/08

Answer by Mr Verheugen

On behalf of the Commission

Date: 21 May 2008

 
The Commission would like to stress the importance that all clinical trials, irrespective of where they are conducted, comply with the ethical principles enshrined in Community legislation. It is committed to promoting the same high level of protection of subjects participating in clinical trials, wherever they are done.

1 and 2. The Commission confirms, as outlined in its answers to the previous Written Questions E‑1805/06 and E‑0777/07 by Mr van den Berg and E‑2357/07 by Mrs Corbey and Mr van den Berg, that medicinal products reviewed by the European Medicines Agency (EMEA) can be granted a marketing authorisation by the Commission only if they are based on clinical trials conducted in compliance with the requirements of Directive 2001/20/EC(1) and related implementing legislation. Article 3 of Commission Directive 2005/28/EC(2), in particular, lays down that clinical trials shall be conducted in accordance with the Declaration of Helsinki on Ethical Principles for Medical Research Involving Human Subjects.

Article 8 subparagraph 3 (ib) of Directive 2001/83/EC(3) also requires a statement by the applicant to the effect that clinical trials carried out outside the European Union meet the ethical requirements of Directive 2001/20/EC. This statement includes a list of the trials involved, the countries where they were carried out and the ethical standards on the basis of which they were conducted.

Consequently, results from clinical trials that do not meet these requirements cannot be legally used by an applicant to justify its application for a marketing authorisation. Similarly, marketing authorisations may be suspended or revoked where any infringement of the EU requirements on clinical trials is discovered.

Community legislation already provides for a number of control mechanisms to verify compliance with Directive 2001/20/EC, such as penalties and inspections. For example, Commission Regulation (EC) No 658/2007(4) foresees, for medicinal products authorised by the Community, financial penalties in case of infringements of various obligations, including failure to comply with clinical trials requirements.

Sites where clinical trials are conducted — including in third countries — can be inspected by the competent authorities of Member States. The EMEA has put in place a system of inspections of Good Clinical Practice in third countries since 2006 which has led to an increasing number of inspections in those countries and which is being further extended in 2008. The inspections include sites in Latin America, Africa and Asia. The conduct of the trials in developing countries and the presence of vulnerable populations are two key factors in selecting sites and studies for inspections. The inspection procedure has, among its priorities, the assessment of informed consent process and confirmation of ethics committee review.

3. The Commission is already pursuing a number of initiatives to help third countries improve their supervision of clinical trials and compliance with ethical guidelines.

First, the Commission has considerably strengthened its bilateral relations with key third countries (e.g. India) and has proposed concrete action, such as the establishment of direct contact points for exchange of information on clinical trials between these countries and the EU. A specific procedure to check compliance with the ethical principles as provided for by the Helsinki Declaration has also been proposed.

Secondly, the Commission is actively participating in a field-testing exercise, under the supervision of the World Health Organisation (WHO). The EMEA and EU GCP (Good Clinical Practice) inspectors have also organised specific training for EU inspectors on inspection in developing countries, including contributions from WHO, and will continue to work with WHO and other parties in order to contribute to increasing both EU expertise and that of regulators in developing countries in relation to GCP inspection. The Commission is also active in the working groups on ethics guidelines (research ethics) in developing countries with relevant third parties in particular the Council of Europe (Bioethics division), Unesco and the United Nations Inter-Agencies Committee in Bioethics.

Thirdly, the Commission and the EMEA have put in place the necessary procedures to implement Article 58 of Regulation (EC) No 726/2004(5), which enables the EMEA to assist scientifically third countries in the evaluation of medicines to be marketed exclusively outside the EU. Several products against life-threatening diseases have been evaluated under this procedure already.

In addition, the Commission has asked the European Group on Ethics of Science and new Technologies (EGE) to issue an Opinion on the ethical aspects of clinical research in developing countries(6) . The Commission has also financed research projects on capacity building on ethical questions in developing countries (Africa — NEBRA, EDCTP; Latin America — Eulabor, China –BIONET etc.), and has organised conferences in this area (e.g. Globalisation, epidemics(7)).

Fourthly, the Commission is financing, through the European and Developing Countries Clinical Trials Partnership (EDCTP), capacity building for clinical trials in developing countries. The EDCTP was created under the 6th Framework Programme for Research with the overall aim to reduce poverty in developing countries by improving the health of the populations through new clinical interventions (to fight Human Immunodeficiency Virus (HIV)/Acquired Immunodeficiency Syndrome (AIDS), Malaria and Tuberculosis). Projects financed so far by the EDCTP include clinical trials on poverty-related diseases, training activities on clinical trials for clinicians and researchers in sub-Saharan Africa, and more than 14 projects on ethics (courses and seminars, establishment of African national or institutional ethical review committees, establishment of regional ethics coordinating offices in developing countries). The EDCTP functioning is continuously providing specific information useful for the ongoing strategic discussion on the Clinical Trials legislation in Europe.

Finally, the Commission actively participates in international activities to harmonise requirements for the development of medicinal products and the conduct of clinical trials, such as the International Conference of Harmonisation. In this context, the Commission encourages the adoption of these international standards by all third countries, as well as the application of relevant principles of Community legislation such as the ethical provisions provided for in Directive 2001/20/EC.

4.  Clinical trials are usually conducted as ‘controlled clinical trials’ randomised and as appropriate versus placebo or versus an established medicinal product of proven therapeutic value. The treatment of the control groups will depend on ethical considerations and the therapeutic area. In some instances, it may therefore be more pertinent to compare the efficacy of a new medicinal product with that of an established medicinal product of proven therapeutic value rather than with a placebo. There is, however, no general rule applicable to all circumstances. The decision to require placebo and/or active control studies has been and will be taken on a case-by case basis. In practice, three main scenarios are usually distinguished:

	—
	a new medicine in the therapeutic area where no pharmacological treatment is available. In that case, data will usually come from randomised and where possible placebo controlled trials;

	—
	a new medicine in a therapeutic area where placebo is deemed unethical and an active control exists. In this case, controlled trials will normally be against an active comparator;

	—
	a new medicine in a therapeutic area where placebo is deemed ethical and one or more established medicines are available. Under this scenario, the use of placebo may be necessary to determine certain scientific parameters, such as the sensitivity of the assay in comparison with an active control.


For more scientific details, the Honourable Members are referred to relevant international guidelines on the subject(8).
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More information?
Visit the website of the European Parliament
Visit the website of MEP Dorette Corbey
Visit the website of MEP Francoise Grossetete
Visit the website of MEP Glenys Kinnock
Visit the website of MEP Thijs Berman
Visit the website of MEP Linda McAvan
Visit the website of MEP Karin Scheele
Visit the website of MEP Jules Maaten
Visit the website of MEP Adamos Adamou
Visit the website of MEP Maria Martens
Visit the website of MEP Genowefa Grabowska
Visit the website of MEP Gyula Hegyi

[i] The European Medicines Agency
Health
Written question MEP Kader Arif: Access to medicinal products
12 FEBRUARY 2007
In a written question MEP Kader Arif (PSE) asked the Commission questions on access to medicinal products

 

The EU Coherence Programme monitors the efforts made by MEPs to address Policy Coherence for Development in their daily political activities. MEP Kader Arif’s question to the Commission underlines the importance of policy coherence on the subject of biofuels. They urge the Commission to be coherent in its actions. For this action, MEP Kader Arif (PSE)) was awarded a coherence star. 

Full question can be read below
 World Aids Day has provided a further opportunity for considering the ravages caused by the Aids virus throughout the world — especially in the developing countries where over 95 % of sufferers live. The occasion was also a reminder that providing access to essential medicinal products at prices which patients can afford continues to be a real challenge.

Competition between drug manufacturers is an effective way of bringing prices down — indeed, the arrival on the market of generic versions of anti-HIV/Aids drugs was what enabled the cost of tritherapies to be reduced from USD 10 000 per patient per year in 2000 to the current USD 130 per patient per year. However, the latest generation of anti-retroviral drugs which has recently been produced in order to overcome the resistance which some sufferers have developed is not yet exposed to competition, hence it remains beyond the financial reach of the vast majority of patients. 

Over the last few years the increasing number of bilateral agreements between developing and Western countries (where the major pharmaceutical countries have powerful means of exerting pressure) has resulted in levels of patent protection which are higher than those required under the TRIPS (Trade-Related Aspects of Intellectual Property Rights) Agreement. The difficulty — even impossibility — of securing access to the medicinal products in question prevents effective action from being taken against the spread of the virus and delays achievement of the Millennium Development Objectives.

Does the Commission acknowledge that the arrangements made to date are inadequate as a means of providing access to medicinal products at affordable prices? What action does it intend to take with a view to ensuring that the Doha Declaration on the TRIPS Agreement and Public Health (which clearly stipulates that the rules relating to intellectual property should not prevent countries from protecting their public health) is actually applied? What safeguard mechanisms will it set up in order to enable proper competition to be practised and hence the cost of treatments (including second-generation ones) to be reduced? What new strategy does it propose for developing countries which are not able to manufacture generic medicinal products? Lastly, what position does it adopt within the WHO's Intergovernmental Working Party on Public Health, Innovation and Intellectual Property Rights, which has been given the task of drawing up an action plan and a global strategy for dealing with the crisis surrounding access to medicinal products?

 More information?
Visit the website of the European Parliament
Health
Written question MEP Raül Romeva i Rueda: Medicines and TRIPS
12 FEBRUARY 2007

In a written question MEP Raül Romeva i Rueda (Verts/ALE) asked the Commission questions on Novartis

 

The EU Coherence Programme monitors the efforts made by MEPs to address Policy Coherence for Development in their daily political activities. MEP Raül Romeva i Rueda’s question to the Commission underlines the importance of policy coherence on the subject of biofuels. They urge the Commission to be coherent in its actions. For this action, MEP Raül Romeva i Rueda (Verts/ALE) was awarded a coherence star. 

Full question can be read below
According to a newspaper report which appeared on Tuesday 30 January, a court in India is due to resolve a dispute between the Indian Government and the pharmaceuticals company Novartis over the manufacture and use of a generic anti-cancer drug, the patent for which is held by the abovementioned company.

If the court — which for the time being has decided to postpone its decision until 15 February for want of information — were to find in the drug company's favour, this would lead to the development of new patents and to a ban on more generic drugs.

Since India is currently — on account of its production of generic drugs — one of the main suppliers of medicinal products in the world (and especially in the Third World), the Court's decision could have disastrous consequences. Of particular concern is the whole issue relating to drugs designed to combat Aids.

Does the Commission acknowledge the need for generic drugs to be used in order to treat illnesses, especially in third-world countries?

Is the Commission planning to take any action with a view to developing the use of such drugs in Europe?

Is the Commission thinking of taking any action vis-à-vis the Swiss pharmaceuticals company Novartis — such as asking it to withdraw its case from the Indian courts?

 More information?
Visit the website of the European Parliament
Health
Written question MEP Arif: Legal proceedings by Novartis against the Indian Government
07 FEBRUARY 2007

In a written question MEP Kader Arif (PSE) asked the Commission questions on legal proceedings by Novartis against the Indian Government

 

The EU Coherence Programme monitors the efforts made by MEPs to address Policy Coherence for Development in their daily political activities. MEP Arif’s question to the Commission underlines the importance of policy coherence on the subject of biofuels. They urge the Commission to be coherent in its actions. For this action, MEP Kader Arif (PSE) was awarded a coherence star. 

Full question can be read below
In January 2006, on the basis of new legislation dating from 2005, the Indian authorities refused to award a patent to the company Novartis for its drug Gleevec. The justification for this decision was that the drug was not a genuine innovation but a new form of a pre-existing drug.

Some months later, Novartis appealed against the decision, claiming that the Indian Patents Act was inconsistent with the agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS). However, the 2001 Doha declaration on the TRIPS agreement and public health, signed by all members of the WTO, clearly indicates that the agreement ‘can and should be interpreted and implemented in a manner supportive of [the] right to protect public health and, in particular, to promote access to medicines for all’. The same declaration gives countries the possibility of taking measures to protect public health. The Indian Patents Act is based on this declaration: it contains a key public health safeguard to the effect that only new or genuinely innovative drugs may be patented.

If Novartis wins the case and the law is changed, it is likely that many essential drugs will be patented in India, which will limit the availability of affordable Indian generic versions. This would be harmful to the millions of ill people in the world whose life depends on these drugs, particularly HIV/AIDS patients. Indeed, 85 % of HIV/AIDS patients in the care of Médecins sans frontières are treated with generic drugs purchased in India, and over 50 % of the drugs used in developing countries to treat HIV/AIDS patients come from India.

Does the Commission recognise the dramatic consequences that a victory for Novartis might have on access to drugs for millions of people living in developing countries? Furthermore, having pledged to support the implementation of the Doha declaration (Article 4), does the Commission support the call by the European Parliament and certain EU Member States for Novartis to withdraw its action against the Indian Government?

 More information?
Visit the website of the European Parliament
Health
Written question MEP Stihler: The EU and the provision of cheaper drugs for developing countries
22 JANUARY 2007

In a written question MEP Catherine Stihler (PSE) asked the Commission questions on the EU and the provision of cheaper drugs for developing countries

 

The EU Coherence Programme monitors the efforts made by MEPs to address Policy Coherence for Development in their daily political activities. MEP Stihler’s question to the Commission underlines the importance of policy coherence on the subject of biofuels. They urge the Commission to be coherent in its actions. For this action, MEP MEP Catherine Stihler (PSE) was awarded a coherence star. 

Full question can be read below
What action is the EU taking to ensure the provision of cheaper drugs for developing countries?

Health
Oral question MEP Cornillet: Counterfeiting of medicinal products
27 APRIL 2006

In an oral question with debate MEP Thierry Cornillet (ALDE) asked the Commission questions on Counterfeiting of medicinal products

 

The EU Coherence Programme monitors the efforts made by MEPs to address Policy Coherence for Development in their daily political activities. MEP Cornillet’s question to the Commission underlines the importance of policy coherence on the subject of biofuels. They urge the Commission to be coherent in its actions. For this action, MEP Thierry Cornillet (ALDE) was awarded a coherence star. 

Full question can be read below
The counterfeiting of medicinal products is the most serious and the most amoral of all forms of such deception and it constitutes a growing scourge in many countries, causing the health and even the lives of millions of people to be put at risk.

In developing countries in particular, medicinal products are in circulation which are too strong or too weak, have no active ingredient or are even toxic. In those countries the medicinal products which are most often counterfeited are those used to treat potentially fatal diseases such as malaria, tuberculosis and HIV/AIDS.

World trends in the counterfeiting of medicinal products are worrying. According to WHO estimates, 6% of drugs on the world market are counterfeit - the US Food and Drug Administration puts the figure at 10%. Up to 70% of the anti-malaria drugs available in Cameroon are counterfeit. In 2003 the WHO corroborated this figure for six other African countries. Of the medicinal products consumed in poor countries, 25% are allegedly counterfeit.

The EU is a late entrant to the international fight against counterfeiting.

- What action (in addition to publishing the Commission Communication entitled 'Strategy for the enforcement of intellectual-property rights in third countries') has the EU taken and is it intending to take in order to combat the scourge of counterfeit medicines on its territory? 

There are many reasons accounting for such a huge presence of counterfeit medicinal products in developing countries.

- What action does the EU intend to take in order to help poor countries to regulate and monitor the quality of medical products and equipment placed on the market?

- Should the EU not play an active role in the promotion of an International Convention designed to ensure that each country makes the counterfeiting of medicinal products (or the handling thereof) a specific crime or offence under its law?

Health
Written question MEP van den Berg: agreement on cheap medicinal products in developing countries which has not been used to date
12 DECEMBER 2005

In a written question MEP Max van den Berg (PSE) asked the Commission questions on the agreement on cheap medicinal products in developing countries which has not been used to date.

 The EU Coherence Programme monitors the efforts made by MEPs to address Policy Coherence for Development in their daily political activities. MEP van den Berg’s question to the Commission underlines the importance of policy coherence on the subject of biofuels. They urge the Council to be coherent in its actions. For this action, MEP Max van den Berg (PSE) was awarded a coherence star. 

Full question can be read below
Developing countries need access to cheap medicinal products. Accordingly, a procedure exists for countries which are themselves able to produce cheap, unbranded medicinal products for their own inhabitants. However, many countries do not have the capacity to manufacture generic medicinal products for themselves. In 2003, a temporary agreement (waiver) was concluded in the World Trade Organisation so that countries without any production capacity were allowed to import generic medicinal products. Although that agreement has, to date, never been used and is, therefore, ineffective in increasing access to cheap medicinal products, the European Union is trying to have the rule now made permanent.

1. Has the Commission considered the effectiveness of the temporary agreement? If so, to what conclusion did it come? Has the Commission any idea as to why the agreement had never been used?

2. Does the Commission share the view that, until its effectiveness has been properly assessed, the 2003 temporary agreement cannot and must not be converted into a permanent procedure?

3. Has the Commission any plans to enshrine in economic partnership agreements supplementary conditions which go further than the agreements on access to cheap medicinal products currently blocked in the WTO?

 More information?
Visit the website of the European Parliament
Health
Written question MEP Mitchell: Amendments to the TRIPS agreement
16 NOVEMBER 2005

In a written question MEP Gay Mitchell (PPE‑DE) asked the Commission questions on EU fisheries policy

 

The EU Coherence Programme monitors the efforts made by MEPs to address Policy Coherence for Development in their daily political activities. MEP Mitchell’s question to the Commission underlines the importance of policy coherence on the subject of biofuels. They urge the Commission to be coherent in its actions. For this action, MEP Gay Mitchell (PPE‑DE) was awarded a coherence star. 

Full question can be read below
The WTO adopted in 2001 the Doha Declaration on TRIPS and Public Health in order to remedy the problem of patents standing in the way of access to affordable essential medicines. It has been reported by the organisation Médicins Sans Frontières however, that the amendments being proposed at the scheduled meeting of the WTO's TRIPS Council at the end of October do not offer any real solutions to the problem of accessibility, and that to date there is no evidence that the approach taken so far actually works. 

Given the urgency of the issue of accessibility of life-saving drugs, will the Commission seek to persuade the WTO Director to conduct an impact assessment into whether the current measures in place do in fact work to improve access to essential medicines?

 More information?
Visit the website of the European Parliament
