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« Comment relever les défis de Doha ? L’exemple de l’accès pour les PED aux médicaments », Rapport HERVIER, Chambre de Commerce et d’Industrie de Paris, 13 février 2003.
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CCIP’s POSITION PAPER – English summary

THE SOLUTION ATTEMPTS 

A.  – As regards compulsory licences 

The compulsory licences worry the pharmaceutical industries. But it must be seen that they constitute only simple safeguard measures. In addition, if a pharmaceutical laboratory does not wish to grant an compulsory licence, it can always prefer a voluntary one on less favourable conditions, to keep the control of its licence policy. 
It must be noted that to date, no African country has used the system of the compulsory licences yet. Only South Africa and Kenya have already transposed in their legislation possible recourse to generic drugs. The Brazilian law goes beyond by laying down the possibility for the government of granting an compulsory licence to a local producer if the patented product is not manufactured locally within three years following the deposit of the patent. 

During the attacks by anthrax (autumn 2001) the United States used the compulsory licence clauses to order from their pharmaceutical firms aver tens millions medicines units covered by a patent belonging to the Bayer firm. 

The principle of the compulsory licences is not new and existed in the industrialised countries. Thus, the Canadian law included a special treatment of compulsory licences to the pharmaceutical inventions. According to it any interested person could obtain in an almost-automatic way a licence of manufacture or of import at a fixed fee. This arrangement did not last, Canada having been acquired a not enviable reputation to the investors in the pharmaceutical field. Research was not encouraged; it was even done increasingly abroad.  
On 15 February 1993, Canada abolished its compulsory licence arrangement. The abusive use of the obligatory licences can therefore harm the technology transfers for the development of the pharmaceutical industry.  Effective information of the developing countries to prevent them of these risks is therefore essential. 

(Proposal: The WTO should be urged to make a broad information campaign with respect to the to inform developing countries of the risks incurred as regards technology transfers, in case of abuses of compulsory licences. 

To allow the countries with non-existent or limited production capacities or even, to reach the compulsory licences, the European Commission proposed a new paragraph in addition to Article 31 (f) in order to put an exception. When an compulsory licence is set up, the member states must be allowed to produce medicine and to sell it to another country.  

Various conditions should also be specified: 

1) medicine will not have to be put on the market of the producing country, but entirely be exported towards the country aimed by the compulsory licence, 

2) medicine could be distributed only in the beneficiary country and could not be re-exported, 

3) the producing country and the country of destination will have to take all the measures necessary to guarantee the respect of these two conditions, to avoid the abuses and diversions towards other markets. 

In the event of compulsory licence, the holder of the patent should be able to appeal against a decision judged arbitrary before a relevant judicial body in the country concerned. However, developing countries have a lack of patent experts in intellectual property to which they are no familiarised.  The industrialized countries are likely to dispute the decisions of the developing countries’ courts. The Body of settlement of the disputes of the WTO could very quickly be overflowed with such complaints.  The WTO doubtless will be led to call for the expertise on the WIPO. The WTO should be able to train the lawyers of the developing countries and the least developed countries to the intellectual property. Developing countries do not have experts in intellectual property and additionally their courts are not informed on this matter.  

(Proposal: The WTO should be able, in partnership with the WOIP, to form the developing countries and the least developed countries to the intellectual property concept without awaiting their consent to the ADPIC Agreement. 
The pharmaceutical industry is already affected by arrival on the market of numerous generic drugs (Cf. Supra). The incurred losses do not seem likely to be compensated by new patents, in the absence of important innovation. With competition even very light of the developing countries, it is important to encourage R&D in particular, in France and in Europe investments in biotechnologies. If the government is studying currently a range of incentives intended to promote R&D and innovation. Such an initiative deserves to be encouraged. Measures have to be taken if one wants Europe to remain exporting and does not become a pharmaceutical product import ground. 

(Proposal: R&D and the importance attached to biotechnologies have to be strengthened in France and in all Europe; in order to avoid any economic risk due to the access to medicines. 

In France there is a lack of links between the academic world and the industrial one. 

( Proposal: The pharmaceutical industry and research, generally, need a strategic objective which passes through strengthened cooperation between the academic world and companies. 
If developing countries also wish to obtain access to medicines which are no longer subject to patents, research on the old illnesses would deserve to be started again. 

( Proposal: The research on the old or orphan illnesses often not profitable, would deserve to be continued. 

Companies have to take fully advantages of the ADPIC Agreement by taking out patents. 

(Proposal: The French companies have to benefit fully from the advantages from ADPIC Agreement by taking out more patents or by protecting better their inventions. 
B. – As regards price differentials  

The antiviral treatments cost, on average 300 dollars by patient and by year and remain therefore inaccessible for the majority of the Africans. 

The majority of the major pharmaceutical industries has already reduced the prices of certain medicines exported to the developing countries. Thus, Abbott announced, in 27 March 2001, that it lowered the price of its medicines against AIDS in Africa; Boehringer-Ingelheim committed itself, in July 2000, to providing the Névirapine free of charge for five years the developing countries; GlaxoSmithKline had even begun, in 1997, by a reduction of 75% of the AZT price, etc Certain multinationals, present in Africa, do not hesitate either to propose to their contaminated employee treatments against AIDS. 

On the initiative of the G8 and of the United Nations General Assembly, A world fund to  fight against AIDS, tuberculosis and paludism were created in June 2001. 

The good will from the pharmaceutical industries to reduce the medicine prices is proved. However, the measures taken in this direction will be more visible if companies find real support from their states. The research has an unquestionable cost. It is at this level that suitable solutions must be found.  The implementation of a policy of access to medicines at low prices will be facilitated if the governments of the industrialized countries will give stronger subsidies to the R&D.  

(Proposal: To have price reductions, the governments of the industrialized countries should stimulate R&D by tax and financial measures more substantially. 

More specifically, the research for the principal pandemic illnesses should be financed by an international fund in the international public interest. The training of the developing countries should also be able to be ensured by such a fund. 

(Proposal: Research on a limited number of pandemic illnesses should be financed by an international fund since that’s a international public interest which must be not shoulder by the only firms. 
Always in the purpose to encourage public financing and prices fixing accessible to the developing countries, conversions of debts should be made to fight against AIDS This was already done between France and Uganda as well as between France and Mozambique. 

(Proposal: The agreements of debt conversion should in the countries concerned, be more frequent. 

The medicines traffic at low prices towards industrialized countries remains a major concern. 

GlaxoSmithKline noted such a traffic concerning VIH/AIDS treatment for a value of 18 million euros. To counter these diversions, the European Commission took a proposal, on 30 October 2002, aiming to create a list of medicines sold at low prices which will no longer be able to be the subject of imports in the EU. In order to facilitate customs controls on imports in the Union, a specific logo could also be affixed on the products concerned (Cf. Supra). 
To avoid these vexations the European Commission has already proposed  affixing a specific logo on the boxes sold at low prices in these countries to prevent illegal reimportations towards the European Union. 

This solution is appreciable  but could be passed by counterfeits of this logo. To avoid parallel imports, the ADPIC Agreement must manage the exhaustion of the patent rights. Parallel imports are based on the principle of exhaustion which requires the owner of a patent to lose his exclusive use right of his product, once sold with his assent. They make it possible therefore to import, without the prior agreement, of the holder of the patent of the identical patented products marketed at a lower price in another given state. Medicines should be the subject of traceability. Differentiation between medicines to the countries of the South and those to the North could be envisaged. But the recommended solutions will require additional resources in the customs.  

The Healthcare Distribution Management association plans to set up a system of monitoring of the medicines boxes to facilitate the management of stocks and to reduce manipulations errors. Each medicine would have a single code. Electronic labels would even allow the remote follow-up of it. Such an initiative should be promoted at the international level to fight against the diversion of medicines. 

(Proposal: To avoid, parallel imports, medicines produced by WTO members should be subject to a system for tracing the goods origin. A system of electronic labels or of radio frequency is worth to be promoted. 
C. – As regards technology transfers 

Only local production is a long-term solution. Morocco, Ghana and Ethiopia, in particular, may become generic drugs production centers. Local production will not be real without consequent technology transfers. Thailand has already exported its know-how towards Africa thanks to doctors who take part in the manufacture of generic drugs at low prices. The technology transfers are, in addition, likely to avoid the brain drain of the developing countries.

However, according to a study of international Finance Corporation, technology transfer needs the existence of appropriate and preliminary intellectual protection.  

Least developed have a period of transition until 2016 to set up their national legislation in accordance with the WTO rules. Developing countries have until 1 January 2005 to do so. These deadlines granted to India and to Argentina seem particularly long in view of the current level of their pharmaceutical industry. 

Wanting to encourage the technology transfers while granting longer deadlines of transposition of the ADPIC Agreement might not appeared logical. 

To increase the technology transfers, there must be a policy of incentive to foreign investment. The ADPIC Agreement and its problems of access to the medicines put forward by Doha illustrate perfectly the need for a policy in this field. The European level can be favored initially. The passed attempts for a international regulation of foreign investment and of the technology transfer failed (Cf. Draft code of the United Nations on the technology transfers). However, without guarantee of investments protection, they won’t carry technology transfers. 

(Proposal: Reflection on a European policy concerning incentive to the technology transfers towards the developing countries deserves to be started since having an international agreement on investments, within a short time seem to be utopia. 

It must not be forgotten that the technology transfers can be done by exchanges of personnel between hospitals of the North and of the South. Such an arrangement should also allow to have their units of value validated in the developing countries. 

(Proposal: exchanges of medical teams and techniques, can serve the technology transfer. 

In the developing countries, patients and institutional are badly informed of how to use medicines. Certain medicines which avoid the AIDS transmission from the mother to the child were not used by misinformation.  

(Proposal: Companies should be able to give their support for transfer of knowledge. 
D. - As regards health policy 

The social policies of the developing countries and the share of the annual budget devoted to the improvement of health are unsuited to their needs. The health infrastructure of these countries is, in general, insufficient to ensure and organize access to essential medicines. A differentiated pricing policy has to be accompanied by adequate infrastructures in order to improve the health systems of the developing countries. 

The international community has to facilitate access not only to medicines but also to the treatments. 

The World Health Organization (WHO) is often criticized. It prioritizes prevention, to the detriment of the care. 

(Proposal: The WTO and the international organizations, such as WHO, should be able to find together the appropriate solution to the treatments access.  
E. – In the fight against the unilateral sanctions 

The Body of settlement of the disputes is qualified to judge disagreements relating to the ADPIC Agreement. Unilateral sanctions are therefore prohibited. However, the United States continues using their special Section 301 (which is part from the Section 301 and adapted to the intellectual property).  

The Section 301 has already been examined by WTO following a request of the European Union. It was judged compatible with the international commercial rules but its use must be circumscribed under the ORD. In other words, the United States does not have the right to take commercial sanctions though this Section 301 apart from any decision of the WTO condemning a Member State. USA has the opportunity to threaten another state which does not inform the American position.  

The European Union was satisfied with the decision of the ORD and did not consider useful to appeal against it, insofar as its commercial weight is sufficiently important to face any American threats. The developing countries haven’t got much power and they have an undoutful interest to see the section 301 rescinded. 

Thus, a Thailand public research center has succeeded in copying a medicine which was under a American patent and in exploiting it in a form not covered by the aforementioned patent. Whereas this group could avail itself of its right to copy since it is recognised by Article 30 of the ADPIC Agreement, the United States threatened Thailand to use their special section 301. Thailand gave up making use of its right because of the American commercial reprisals threats. 

This special Section 301 serve the American interests, within a non competitive and unfair framework. 

(Proposal: The special Section 301, and more generally, the Section 301 should be re-examined and dismantled. 

F. – As regards competition and intellectual property  

The intellectual property can ensure monopolistic positions. During the proceeding it is possible to delay (failing to exclude) the entry of the generic drugs producers during almost two years; additional components of the product (improvement of therapeutic shapes, new indications, etc.) are patented in successive stages which increase the duration of protection. 

(Proposal: The problems of the access to the medicines in the developing countries plead for taking into account of the competition conditions. 
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