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Introductory words: Charlotte Goyon, Global Health Advocates, Secretariat of the European Parliament Working Group on Innovation, Access to Medicines and Poverty Related Diseases

· Introduction on Access to Essential Medicines, presentation of the European Working group on Innovation, Access to Medicines and Poverty Related Diseases, the EU-India FTA.

First session:

Carlos Correa, University of Buenos Aires/South Centre
· Reference to EP resolution 2007: EP indicated that the EC should not seek TRIPS plus in developing countries, as it could affect public health.

· EC is actively seeking TRIPS plus provisions in the EU-developing countries FTA (EU-Peru and EU-Colombia FTA for instance), especially in the EU-India FTA and the EU-MERCOSUR FTA.

· The fact that India is required to grant Data Exclusivity (DE) is not only affecting India itself but also developing countries which receive generic medicines from there (Africa, Latin America and Asia).

· EC’s interpretation of TRIPS article 39.3 is that it requires DE => Wrong interpretation:

· preclinical and clinical data on safety and efficacy are necessary to get approval of a medicine and market it.

· With DE, national drug authorities cannot use or rely on test data to register generic equivalents

· So generic producer will have to either repeat clinical trials (unethical = test on human beings + and waste of time) or wait the expiry of DE period

· It is impossible to read DE in the TRIPS agreement. To have such provision it has to be in clear wording as it is the case for protection of patent right.

· Example of Argentina: No DE in Argentina’s legislation, US introduced a claim before WTO. The case was settled and Argentina was not required to change its legislation.

· DE could also have its effects without patent protection or after the patent has expired, blocking competition

· Example: Colchicine, widely available as a generic drug for gout pain in the USA since the 19th century. Tests with 185 patients (very small), one week: => 3 years of DE => Price increase from $0.09/pill to $4.85/pill.

Tido von Schoen-Angerer, Médecins Sans Frontières – Access to Essential Medicines Campaign

· MSF provide health care in many area; problem not only with HIV, but also with many other diseases.

· MSF– Access to Essential medicines campaign:

· Medicines not affordable.

· Lack of innovation simply: not enough money invested for diseases that affect people in poor countries.

· To make medicines affordable, generic companies competition is necessary. Competition is the most effective way to lower prices

· India is a key supplier: 80% of MSF - HIV treatments.

· India is granting patent since 2005 under TRIPS, but Indian legislator created a balanced system with Patent law act Section 3D which unable not enough innovative product to be patented.

· DE would apply to all medicines, patented one and non patented: example of NEVIRAPINE SYRUP AIDS pediatric drug, not patented in India. If there is DE, generic companies could not produce it.

· Reference to Oxfam studies on the impact of DE in Colombia. It increased consequently the cost of drugs. Also WHO on its briefing note has been clear on the very bad side effects of DE.

· We have been informed EC is still seeking DE (mention to De Gucht letter to MSF), they are willing to make exception for essential medicines. This is unacceptable, such TRIPS plus provision, a complex exception mechanism would in my view affirm that EC knows DE would affect access to medicines.

· No impact assessment has been done on implementation of DE in India; Commissioner De Gucht, answering to EP questions, admitted the importance of India as a supplier of affordable medicines.

· On investment chapter: EC recently asked the Council to modify the EU-India negotiation directive to include also IP. It would allow companies to litigate the Indian government about anything they would consider infringing their IPR in any way. Example: Philip Morris filed case against Uruguay under Switzerland-Uruguay Bilateral Investment Treaty to challenge Uruguay's decision to increase the size of warning labels on cigarette packets

· Innovation system is broken: from North countries to South ones, there is insufficient innovation for particular diseases in developing countries (example of TB).

· EU cannot export a system that does not perform well in Europe. There should be policy coherence, so the EC trade policy should 

· be supportive to the EC ambition to reach the MDGs. 

· not further compound current funding crisis of Global Fund to Fight AIDS, TB, Malaria  

· All countries must contribute in ways that balance innovation and access. Commission needs to actively explore new ways to stimulate innovation with access and how to pay for R&D

=> EC should consider R&D treaty with financial obligations for countries to contribute to R&D financing with incentives that deliver innovation and access +  support mechanism that reconcile innovation and access to medicines (de-linkage of the costs of R&D from the price of the bio-medical products – a key concept of the WHO Global Strategy and Plan of Action on Public Health, Innovation and Intellectual Property)

Katrien Vervoort, Oxfam-Solidariteit

· Presentation on empirical evidence on impact of DE on access to medicines.

· DE gives a monopoly to originator pharmaceutical industries, even when the medicine is not innovative.

· Two case studies are presented, one of Oxfam on DE in Jordan, the other on DE in Guatemala (center for policy analysis on trade and health):

· Jordan: lower-middle income country; in 2001 US-Jordan FTA introduced TRIPS plus provisions, such as DE. They said it would not increase the cost of medicines, it would increase R&D, foreign direct investment and the launch of new products on the market. 
· Medicines prices have risen with 20% since 2002 and account for an increasing share of overall health care costs

· Many medicines lacking a generic equivalent in Jordan from 2002-2006 were due to the imposition of data exclusivity (and not patent protection – only 5 of the analyzed 108 new medicines on the market had patent protection).

· few benefits of this FTA for Jordan: little or no FDI into Jordan since 2001  (most new medicines are imported rather than produces locally, while Egypt – no TRIPS implementation until 2005 and no DE - yet received 223 million USD of FDI + increase of scientific offices (aggressive marketing methods)) + few innovation + the few new medicines were unaffordable

=> Pharma companies don’t bother to ask for patent protection (expensive, Jordan not member of Patent Cooperation Treaty,…)  they rather prefer to rely on DE to keep competitors outside the market. As a consequence, medicines in Jordan to treat cardiovascular disease and diabetes are 2 to 10 times more expensive than in Egypt. 

=> Many remain unsold, because unaffordable for the people. But some of them acquired considerable market share because of real public health benefit (cfr graph increasing market shares of medicines without generic equivalent) => Increasing healthcare costs + less medical treatment, especially for poor people.  

· Guatemala: Introduced DE for 15 years in 2000, in 2002 they revoked it because it was too bad for public health policy; in 2003, under pressure of the US, they reinstalled for a period of 5 years. They revoked it in 2004 and reinstalled it again under 2005 US-Central America FTA. The impact on access to medicines was disastrous; some generic medicines have been removed from the market (registration not renewed), some where delaying from entering in the market. DE is clearly increasing price. The difference between this example and Indian situation is that DE impact in India would be much greater, especially for developing countries.

Jimmy Gideyi, Kibera Post Test Clubs Network

· HIV positive; activist from in Nairobi, in a Kibera slum of one million inhabitant, life is difficult there.

· I knew of my status in 2004

· My wife was also HIV positive but she refuse to go for quality treatment and died in 2008. 

· When I discover I was sick, I was scared, people die because of HIV and AIDS. I was concerned for my family, my 3 sons whom I needed to look after.

· I starter treatment at MSF clinic with a drug combination, in generic form, it was easier because only one pill instead of 3.

· If I would not have access to medicines, I would be dead and my sons would be orphans. Thanks to generic medicines which are affordable, I can receive treatment. 

· There are over 5 million people under HIV generic medicines treatment, and 10 million more need it.

· When I heard about DE, I was scared. The latest generation of treatment must be accessible, 2nd line treatment must be cheaper than they are currently.

· I implore you not to include DE in your FTA, we need generic medicines produced in India.

Brian Ager, European Federation of Pharmaceutical Industries Association

· Pharmaceutical R&D-based industries believe that the EU-India FTA can only bring long term benefit, it will boost trade, improve health care in India, and it won’t affect access to generic medicines for the developing world.

· It is a great opportunity for India to become a successful industry with strong and young scientists. We believe India can become a competitive industry, developing innovative medicines.

· A balanced FTA could bring India to a developed economy and enable it to improve health care.

· In order to do it, we think IPRs are the solution, even if sometimes it seems to exclude access to medicines. But in practice it is not: IPRs do not constitute any barrier.

· Critical decline in innovation: it is not only Pharmaceutical companies’ fault. Innovation becomes tougher, we want to be extremely sure the medicine is safe and efficient. And of course industries pipe line respond to the market, industries before to develop a product want to make sure it is going to be rewarded.
· New challenges = new diseases, old ones that come back, resistance to treatment. To find a solution to this challenges we need a strong IP system, like the one that the EU-India FTA can bring us.
· India is not only exporting to developing countries, but as well to developed countries like the UK, US and Germany. Despite the progress made back in 2005 with the implementation of the TRIPS agreement, India is not ensuring enough IP protection.

· Respecting the need of access to medicines expressed by Jimmy today, balance provisions have to protect IPRs and at the same time permit access to medicines.
· We support propositions that establish a stable environment for investment and innovation by both EU and local companies.
· We do not want to introduce radical change in India IP legislation, just a gradual introduction of elements of IP that are fundamental pillars of developed economy innovation policies. Several people propose data protection as one of those elements. It is also one of the stretching gap in Indian’s law regarding other economies, such as China, which have include data protection in their law.
· Such protection is only for companies the way to cover the huge investment needed for knowledge creation. It not extra-protection when the patent comes to an end. It will not have any impact on current production of generic medicines.
· Data protection is essential to keep innovation and encourage R&D.

Ignacio García Bercero, European Commission, DG Trade

· The EC is seeking for in this EU-India FTA:

· IP chapter has been negotiated to ensure an effective protection and enforcement of IPR. It is extremely important in the context of our relation with a country such as India. India is committed to protect IPRs.

· No provision in this chapter would limit access to affordable medicines on the Indian market or the export market. The EP resolution of July 2007 has been fully taken into account by the EC in the negotiations with India.

· From the very beginning of the negotiations, we have proposed DE in the IP chapter, having clear references to the Doha declaration and the ability to grant compulsory licensing (CL).

· Patent term extension is not required in the agreement.

· On incidents that happened 2 years ago (detention of in-transit shipments in Europe), EC intervened very rapidly with the customs authority of the MSs, we discussed the situation with pharmaceutical industries and we ensure you that no incident like this will happen again.

· We want to ensure that this agreement will provide effective IP protection, but in a balanced way, not to increase the price of medicines. We are aware that India is a very important supplier for the developing world.

· On DE, need to find a balance between rewarding investors for the high cost of clinical trials, and the need to ensure that any such provision does not delay or increase the cost of essential medicines.

· Commissioner De Gucht proposes to introduce exceptions for DE in case of essential medicines. In cases of CL on on-patent medicines,  DE would not apply, and legitimately for public health reason on off-patent medicines it would be possible to ask for exceptions.

· In our view it is important to have a discussion on this issue, to try to find a balanced solution, but I can assure that what have been discussing with India on the scope of this negotiation, and nothing would increase the prices of generic medicines.

· The IP chapter will not go beyond the Indian law. It is the Indian government that will decide whether they want DE for pharmaceuticals or not.

Q&A 

Q: Merck Sharp et Dohme: DE is not the only factor of increasing prices. The Oxfam study shows price increasing depends on various factors. The concept that competition necessarily brings down prices is not demonstrated. You are calling for Policy coherence but I would rather advise you Advocacy coherence. 30 years of generic competition in India have not brought any innovative medicines. If you are looking for innovative based industries, don’t you prefer IPR?

Q: David Hammerstein – TACD: I read on Wikileaks, in the campaign to pressure and gain DE in Guatemala, there was a slander campaign of which Carlos Correa was a target of US government, as well as the Nobel Price winner. It reminds me what Mr. Bercero said: “we will respect Indian legislation”, it is a kind of godfather reaction, like if it was an offer you cannot refuse. We are talking about one model, the innovation model where most Pharmaceutical companies devote 10 times more to marketing than on R&D. Saying that one size fits the entire world is very unreasonable, considering this system is even not working for countries that implement it (example of Spanish situation). I am shocked there is no impact report from States and EU authorities. 

Q: Andre Corrado – EP Secretariat - INTA: We agree on some points, especially on the need not to threaten access to medicines. But we also have to be practical, IP protection will not be out of the EU-India FTA. I would like to know from the lobby groups, what are in practice their suggestions to the EC or the EP? What are the changes to make? From the EC, I would appreciate to know the reasons why the EC is insisting for having DE in this agreement? What it does bring to this FTA?

A: Carlos Correa, University of Buenos Aires/South Centre: What do you expect from DE monopoly, to reach the cheapest price? DE is different from the system of patents. So what impact this model would have in developing countries? DE means additional funding to pharmas, but does not mean funding innovation or R&D.
A: Tido von Schoen-Angerer, Médecins Sans Frontières – Access to Essential Medicines Campaign: It is good time to propose new innovation model. We see now a broken system which is not replaced at all. India introduced a patent system in 2005. We have to assume consequences, we should create a patent pool. If Pharmas have patent protection, why are they additionally asking for DE? Creating complex exception to DE is not a solution. I have been in Thailand where we ask for a CL in 2001; we obtained it only in 2007.

A: Ignacio García Bercero, European Commission, DG Trade: We should focus on what is really at stake. I don’t see how anything we are debating can have an impact on access to medicines. In the case of public health need, EC assures that it would be possible to grant exceptions. Finally, about pressure and an offer you cannot refuse, if anyone says India is not going to take a decision in view of its own interest, that person does not know India very well.
Q: German pharmaceutical industry: If there is no provision on IPRs at all in this agreement, do you think the 500 million people in India living with less than one dollar a day, will they have more access to medicines? It goes beyond IP, we have not discussed the role of many players (for instance government and a sustainable health care system). And I don’t like the contradiction you make between innovation and generic industries, the model being broken is not totally true. I would like for the 2nd panel to figure out what can you do together to achieve more?

A: Brian Ager, European Federation of Pharmaceutical Industries Association: Yes it is not broken, but it is suffering. The R&D has to go on, it is true it comes down. The problem has been recognized and we are determined to solve it. In Europe we need to find the way to cooperate with other countries. Public/private partnership could be a solution.
Second session: Roundtable

Participant: speakers of the first session, MEPs 

Moderator: Elisa Baldini, Médecins Sans Frontières – Access to Essential Medicines Campaign, Secretariat of the European Parliament Working Group on Innovation, Access to Medicines and Poverty Related Diseases

Intervention of Mary Panoussi,  Assistant of MEP Eleni Theocharous, Vice-Chair of European Parliament Working Group on Innovation, Access to Medicines and Poverty Related Diseases: My MEP has been working for various humanitarian NGOs, as a doctor (neurologist and paediatric), it is important to guarantee cheap medicines for the poor and not provide excessive benefits for the pharmaceutical industry. Never mind if the help brought to poor people is humanitarian or from a development program, the important thing is for them to be able to eat, to drink water and have access to treatments. MEPs are concerned as well in the establishment of infrastructure and transfer of technology which is for many developing countries not affordable. Even if its not the latest tools, at least we should transfer something they would handle in a better way.

Q: Francesco Velo: We are seeing the rise of a new model, a combination between market and State. If we apply this new model to our topic, we will have great opportunities for pharmaceutical industries. They would be supported in investments by States. We have to think about all rules, all tools that cannot be applied anymore because the world has changed. All the possibilities to do something have to go beyond the market (for instance technology and knowledge). Could it be an opportunity to see a deeper cooperation between EU institutions and other institutions? Together with the development of the market, sharing task, sharing competences and so on. 

Q: VFA: From our point of view, the question is less access to medicines, if we are talking about prices, it is very theoretical. Between originator companies, there is a doctor, a distributor, a hospital; this only works if all parties work together. Example of Botswana, where 80 to 90% of people in treatment receive their medicines thanks to cooperation between the government, research-based pharma companies and the Gates Foundation. As concerning India, we have, as far as I know, no patent for essential medicines that are listed by WHO, but nevertheless there is no relevant access to medicines for the Indian population. There is a gap, which we have to tackle, this is the role of part of the pharmaceutical industries. A lot of examples can show our commitment, I come back to Mr. Schoen-Angerer example of the NEVIRAPINE SYRUP which has not received any patent under Indian law and moreover its originator is granting voluntary licensing for generic industries to produce it.

A: Tido von Schoen-Angerer, Médecins Sans Frontières – Access to Essential Medicines Campaign: On the last question, health provisions in India, it is true there is a lot of improvement to do but that’s not an excuse. The syrup example was to figure out what could have happened if DE would apply. We don’t expect charitable program from pharmaceutical companies but innovative solutions. Pharmas must support the patent pool system, the voluntary licensing system is not what we need now.
Q&A: Ignacio García Bercero, European Commission, DG Trade: On the investment chapter I would like to know what is your concern. Under TRIPS there is a right to grant CL under certain conditions, it’s a TRIPS flexibility. Investment chapter is not yet in the EC mandate but I would really appreciate to hear from you what is your concern on this point.
A: Tido von Schoen-Angerer, Médecins Sans Frontières – Access to Essential Medicines Campaign: The concern is that the FTA will include the possibility for companies to litigate the Indian government as soon as it takes public health measures that go against the interest of the industry, like it happened with the Uruguay–Philip Morris example I gave you.

A: Ignacio García Bercero, European Commission, DG Trade: For me it is pretty clear that nothing in the investment chapter would prevent India to introduce health protection measures, but now you are telling me that it is a concern I will certainly look after this point very carefully with our lawyer.
A: Tido von Schoen-Angerer, Médecins Sans Frontières – Access to Essential Medicines Campaign: So maybe you can clarify why EC is seeking to include IP in the investment chapter?
A: Carlos Correa, University of Buenos Aires/South Centre: Provisions for CL and the wording of this exception would really affect the way it is interpreted and easily used. “Legitimate regulatory measures adopted for public health”, the investor could argue that it is not legitimate. The wording is very dangerous, you said previously that India may eventually make exception for public health: “what is necessary in view of public health needs”, how would you interpret “necessary”? Would a pharmaceutical company be able to stop a CL or to litigate it because it considers the reason for granting CL not sufficient? EU should rather adopt measures that really promote public health in those countries. The IP protection EC is asking for in the FTA will not benefit those people living with less than one dollar a day, it aims to fit European pharmaceutical industries. You cannot sell us this as an improvement for public health, there is no evidence at all that this will increase investment or it will provide benefits to public health. Moreover in most developing countries, medicines are paid by patient. Establishing these rules, you are just preventing people from accessing medicines. 
A: Brian Ager, European Federation of Pharmaceutical Industries Association: We are mixing up things, public policy issue is one thing, IPR has nothing to do with it; it aims to promote Indian academia and industries to make the next generation of medicines. I agree with a new model of innovation based on partnership, it brings together skills; nobody on their own can really fix the problem.
A: Ignacio García Bercero, European Commission, DG Trade: Obviously in order to grant a CL, certain conditions have to be respected; if you are saying that the conditions under the TRIPS agreement are not respected, then that’s an other debate. India has to define what their public health needs are and to know under which conditions it would not be appropriate to grant DE. For agricultural purposes, Indians agreed DE is necessary, it is currently passing through parliamentary process. For pharmaceuticals, the negotiations are still going on; it is the Indians’ own decision.
A: Katrien Vervoort, Oxfam-Solidariteit: Yes it is up to the Indian government to decide whether exceptions are needed for public health purposes. But India is not only producing for India, it is also producing for the rest of the rest of the world. How can a developing country convince India that there is a legitimate public health reason to grant a CL?
A: Ignacio García Bercero, European Commission, DG Trade: Implication of DE would first affect only the Indian internal market; for external markets it depend on what are the provisions in the country of destination.
Q: Tido von Schoen-Angerer, Médecins Sans Frontières – Access to Essential Medicines Campaign: I still don’t understand how India would be able to decide which medicine can have DE and which other cannot? We are talking about HIV medicines now but other diseases tomorrow are going to show up, there is already a great concern about cancer drugs. How India would decide a drug is important or not for the future without political influence or external pressure?
A: Ignacio García Bercero, European Commission, DG Trade: If you are making the argument that any medicines need to have open doors in the market because they are all essential, that is a different proposition. We should better define what an essential medicine is.
Q&A: Tido von Schoen-Angerer, Médecins Sans Frontières – Access to Essential Medicines Campaign: It is not for us to show you which medicines are essential or not. You can say DE can be granted if it is proven the medicine is not necessary for public health. You said you have taken responsibility not to harm access to medicines, then you have the responsibility to be complying with EP resolution 2007 and to make sure your exception system will not harm access to medicines.
Q: Mahdi Shama – European Economic and Social Committee: What are the safeguards in the FTA if the impacts are negative? How can civil society bring its voice to the table if the impact of what the European Union is proposing is going to have a negative effect? The intentions of the European Union are good, but what if we got it wrong?

A: Ignacio García Bercero, European Commission, DG Trade: The EC is seeking to provide a balanced approach, taking into account the different interests at stake. I refuse the argument that we are just working in the interest of pharmaceutical companies. Civil society is needed to monitor the implementation of this agreement, it is a complex issue, it is not something India has ever included in any of its international agreements. We hope India will understand that involving civil society is a good element to ensure that all bodies are here.
Conclusions
Niccoló Rinaldi, MEP
This hearing has been a very successful initiative, I want to thank on behalf of the working group on Innovation, Access to Medicines and Poverty-Related Diseases all the experts and all the participants. 

We decided at the beginning of our mandate, in July 2009, to establish a permanent working group on this specific issue of access to medicines. Mostly with members like me, involved in the INTA committee. But this is just one of the initiatives that have been taken. Others are: 

-
Panel organized by MSF in Geneva at the public forum of the WTO in September 2009. It was about the EU regulation and on the possibility to sign a resolution on in-transit medicines.

-
In late 2010 the EC said the regulation on in-transit medicine needed to be modified.

-
INTA committee’s visit to South Africa: we devoted half day to visit MSF HQ in Cape Town, we met a number of patients, doctors, etc. They made very clear how they can be affected by EU regulation 1383/2003, and especially how the EU-India FTA and ACTA could limit access to medicines.

-
I organized a working lunch with Michelle Childs (MSF) and about 40 MPs belonging to the ACP delegation. It is the role of this delegation to be concerned about such agreement, as for the Indian delegation with the EU-India FTA.

We do have solutions to propose, such as new model of innovation for instance, but unfortunately there are numerous factors that interfere with it, such as corporate interests, which are powerful, in some case legitimate.

Our concern is not restricted to the EU-India FTA; previously it was on ACTA, and before again on TRIPS. It is not one shot solution. We always have to be careful to find the right balance between corporate interests and public health for all these agreements. It is our role as MEPs to be vigilant on that.

I would like to thank particularly director of negotiation Ignacio García Bercero for its presence: you have always been available to debate and answer to question on your activities. It is the way we are working here in Europe and it is a good approach.

As Europeans we trust in the EC and its competence and its honesty, but let me say there is no place for mistake in this EU-India FTA. We are talking about the life of people and we are talking about the moral credibility of the EU authority. There are probably not enough things which have been done in terms of communication, in terms of engagement, in terms of dialogue. 

As MEPs we are making the “trait d’union” between the civil society and the institutions. We do represent the citizens and we do represent the institutions as well. There is a general problem in our institutions on many different issues, we are often too much self confident, we don’t talk and listen to the people, to the civil society, to the expert. About 10 years ago, the United Nations special Rapporteur for the right of health already warned Europe on the harm we could make on access to life saving medicines in concluding such international agreements.

As the vice-chair of the Working Group on Innovation, Access to medicines and Poverty Related Diseases, I can tell you we are going to follow up on the EU-India FTA issue with my colleagues, MSF and other important bodies. We will continue to raise our concerns about the investment chapter, about DE, and we will have an oral question for the March plenary session to discuss with the Commissioner on where we are and where we go on issues concerning EU-India FTA. We will also try to produce and to pass a Resolution.

