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9th September 2003

Paragraph 6 problem is solvable and manageable 

under existing provisions of TRIPS 
(i.e. without help of the WTO Council Decision)

Paragraph 6 problem is solvable by correct interpretation and implementation of Art 31(f) as per applicable Rules of interpretation of public international law as required by WTO/DSU Doha Declaration and Vienna Convention on Interpretation of Treaties.

A. The existing TRIPS provisions permit compulsory licences (CL) being given by Para 6 situation by the exporting and importing countries. 

(a) Ex-facie – and on plain reading, the existing provisions of TRIPS: -

· Do not give any exclusive rights to patentee to prevent exports. Significantly Article 28 omits exports.  

(Accepting the Decision would mean creation of new rights not provided even in Article 28)

· Article 31(k) specifically omits Article 31(f) conditions if the compulsory licence “is permitted to remedy a practice determined after judicial or administrative process to be anticompetitive. Charging of excessive prices by the right holder has been accepted in patent laws of most countries and also in the EU Treaty and Regulations as anticompetitive.  In USA, the trend is to treat as anticompetitive practice if a patent holder charges 4 times the price he claims for the same product in other countries. Therefore, if an intending licensee offers to supply the patented product at 25% (or less) of patentees price, a statutory presumption of a fit case for grant of compulsory licence to remedy the anticompetitive practice of excessive prices can be provided in the national patent law. In such case, only a formal order of judicial or administrative authority would satisfy Art 31(k) requirements. If such a licence is issued under Art 31(k) it would permit exports/imports consistently with TRIPS requirements and avoid all the arguments, doubts and scope of disputes and at the same time avoid all the delays arising out of conditions prescribed by Art 31(b) & (f) as well as the Decision. 

· Art 5A (2) & (4) of Paris Convention (adopted by Art 2 as part of TRIPS) provide for grant of compulsory licences to prevent / control abuses of patent, including in particular failure to work or insufficient working. It is the common experience that by maintaining excessively high prices of their patented drugs, the patentees do not actually work the patent at all or sufficiently in most of the developing countries.  Holding an enquiry and granting licence under this provision would be less problematic and a permanent solution, avoiding case to case basis prescribed by the Decision.  

· Significantly, Art 31(k) or Art 5A (2) & (4) do not prescribe any of the new restrictive conditions or procedures now sought to be introduced and imposed by the Decision in the event of the licensee exporting/importing the products. No apprehension of diversion is reflected or provided either in Art 31(k), Art 5A (2) & (4) or in respect of non-predominant part exports in case of Art 31(f). 

· Article 31(f) does not prohibit exports and in fact permits exports by licensees of non-predominant quantities without any restrictions whatsoever. In their communication dt. 18th June 2002 to the TRIPS Council, referring to Art 31(f) expression – “predominantly for the supply of the domestic market” even EC has confirmed that: - “This does nevertheless allow a non-predominant part of the products concerned to be destined to supply foreign markets (except under the circumstances addressed by Article 31(k))”.
(Accepting the Decision would introduce restrictions in respect of even such non-predominant supplies, where none are prescribed by TRIPS. Para 9 of the Decision is drafted vaguely and confusingly and is contradictory to provide exemption for non-predominant part exports as per Art 31(f))  

· Remedy of remuneration and not stoppage - TRIPS, recognizes clear distinction between existence and exercise of rights.  Even while granting exclusive rights under Article 28, TRIPS provides for regulating and controlling exercise of such rights by permitting government and third party uses (Article 31) and compulsory licences for controlling abuses (Article 5A(2) of Paris Convention) and permits member countries to prescribe remedy by way of remuneration (Article 44(2)) instead of total stoppage.  By providing remuneration in terms of Art 31(h), total compliance with Art 31(f) can be ensured even in respect of predominant part requirement. 

(Accepting Decision seriously compromises Members rights to prescribe remedies for patent abuses and infringements permissible under TRIPS)

(b) Flexibility – As confirmed by Doha Declaration TRIPS provisions including Article 31 are flexible.  In fact, US totally ignores all its conditions and requirements (including Article 31(f)) in the provisions for compulsory licences in its different statutes, particularly 28 USC 1498, Clause (l) of 19 U.S.C 1337 (Trades Act Sec 337), 28 USC 1491 and also in other statutes.  Likewise the other advance countries do not accept Art 31 conditions as mandatory.    These flexibilities can be used to solve the problem as set out below. 
(The Decision takes away the flexibility and imposes restrictive conditions and procedures in respect of Art 31(f)) 

(c) TRIPS by Art 31(f) requires Member countries to authorize use “predominantly for the supply of the domestic market”.  Thus TRIPS requirement would be satisfied if the Member issues CL subject to such condition. TRIPS does not require Member country to monitor or police performance of such condition by the licencee. 

(d) It is clear that Art 31(f) permits licencees to export/import “non-predominant” part of licensed production without any condition whatsoever.

(e) Any exports whether within the limits (non-predominant quantities) permissible under Article 31(f), would involve the same possibilities of re-exportation or diversion of the licensed patented product by the importer from the importing country. 

(f) So far as the patent holder is concerned, the situation would be the same whether the exports are within the non-predominant limits or in excess.    Yet Article 31(f) does not prescribed any such conditions or requirements for exports of non-predominant quantities, either at exporting or importing ends.  

(g) Benefit of Art 31(f) available to all now being restricted - Further the benefit of Article 31(f) is available to all countries irrespective of their being rich or poor countries or countries having or not having generic industry.  

(h) It is indeed most significant that the draft of TRIPS Agreement was prepared by the very pharma trade associations from USA, EU Japan and others.  This clearly shows that TRIPS Agreement itself does not apprehend contemplate, or provide for any such contingency, and none are intended.

(i) In fact, though there are no restrictions as now proposed for Art 31(f), there have been no cases of any commercial scale imports of any such products into U.SA, E.U, Japan. Canada or otherwise.

(j) TRIPS – Art 31(f) does not prescribe any such conditions for non-predominant permitted exports.

(k) Para 9 of Decision (first part) is intended to take away these existing flexibilities under Art (f) & (h).
B. LDCs already exempted - LDCs exempted from introducing TRIPS provisions on patents in respect of ‘Pharmaceutical products’ till 2016.  Therefore, any restrictive conditions of Art 31(f) would not apply to them at all – whether for importing or exporting or for issue of compulsory licences under Article 31 or for exercise of powers under Article 30. Ignoring this exemption, the Decision makes LDCs subject to the same restrictive scheme for imports and deprives them of benefit of this exemption.
(The intention of in limiting the scope of  ‘Pharmaceutical products’ for the purposes of Para 6 application or CL for exports/imports, appears to be limit the scope of Para 7 exemption for LDCs.) 

C. Fundamental human rights – Right to life, Right to development, Right to better standard of living and improved health (which includes access to affordable medicines) create binding obligations under international law and treaties, and as per established international law, including UN Charter, UN Conventions on Human Rights and as per Vienna Convention on Law of Treaties which prevail over patent rights. Relevant references are set out in the annexure.  

Guidance and support for enforcement of the fundamental human rights can be given independently by or obtained from UN and national human rights commissions, WHO and UNAIds by member nations or ngos for solution of para 6 problem – and if requried for securing review of the council decision. 

D. Under the WTO/TRIPS regimes also healthcare has primacy over trade rights, as confirmed by WTO Secretariat itself which has brought out Joint Study Report in August 2002 with WHO, specifically referring to these issues and implications of Doha Declaration on TRIPS relevant extracts below: 

WTO Agreement and Public Health 

(Extracts from Executive Summary): 

Article XX of GATT guarantees Members' right to take measures to restrict imports and export of products when those measures are necessary to protect the health of humans, animals and plants (Article XX(b)).

4. This and similar provisions in WTO Agreements recognize that there are cases where Members may wish to subordinate trade-related considerations to other legitimate policy objectives and constraints, such as health. WTO jurisprudence, on several occasions, has confirmed that WTO Members have the right to determine the level of health protection they deem appropriate. Human health has been recognized by the WTO as being "important in the highest degree."
8. The TRIPS Agreement seeks to help achieving such a balance. It contains several provisions that enable governments to implement their intellectual property regimes in a manner which takes account of immediate and longer-term public health considerations. It also provides for some flexibility in the implementation of the Agreement by allowing countries, under certain conditions, to limit patent owners' exclusive rights, for instance by granting compulsory licenses and allowing parallel importation of patented products. This flexibility was reaffirmed by the WTO Members at the Doha Ministerial Conference.
Access to drugs and vaccines

20. WHO estimates that currently one third of the world's population lacks access to essential drugs, and that over 50 per cent of people in poor countries in Africa and Asia do not have access to even the most basic essential drugs. Access to essential medicines and vaccines depends on four critical elements: rational selection and use, sustainable financing, reliable supply systems and affordable prices.
E. “The scope of pharmaceutical sector or coverage of drug and diseases is also clarified by this Report based on WHO’s defination of ‘health’     (Ref: Introduction to Report)

3. The WHO defines health as "a state of complete physical, mental and social well-being and not merely the absence of disease or infirmity". "Public health" refers to all organized measures (whether public or private) to prevent disease, promote health, and prolong life of the population as a whole. Good health for all populations is an accept-ed international development goal and one building block for sustainable economic development, which is a goal both the World Health Organization and the World Trade Organization are working towards.

The definition of ‘pharmaceutical products’ in Para 1 of the Decision seeks to restrict the scope by referring only to Para 1 of Doha Declaration ignoring the wider implications of ‘national and international action’ and public health aspects referred in Para 2 & 4, which would definitely extend to include the above definition.  

F. Mandatory Human Right obligations under UN Treaties:-

The obligations relevant to Para 6 problem in the UN Charter are contained in Articles 2.4, 55, 56 & 103. (Extracts in Annexure) 

All members having pledged themselves (Art 56 – UN Charter), ‘to take joint and separate action in co-operation’, ‘for the achievement of the purposes set forth in Art 55’, namely for promotion of ‘universal respect for, and observance of, human rights and fundamental freedoms for all’, it is obligatory for each members country to respect such rights not only within their own territory, but for all people, universally, and also to refrain from doing anything which would deny or defeat enjoyment of such rights.
UN Sub-Commission on Human Rights Resolution 2001/21 has specifically refers to Doha Declaration and also these problems under TRIPS: 

“Reminds all Governments of the primacy of human rights obligations under international law over economic policies and agreements, and requests them, in national, regional and international economic policy forums, to take international human rights obligations and principles fully into account in international economic policy formulations;”(Pr. 3)

“Calls upon Government to integrate into their national and local legislation and policies and polices provisions that, in accordance with international human rights obligations and principles, protect the social function of intellectual property;” (Pr. 4)

“Urges all Governments to ensure that the implementation of the TRIPS Agreement does not negatively impact on the enjoyment of human rights as provided for in international human rights instruments by which they are bound;” (Pr. 5)

“Also urges all Government to take fully into account existing State obligations under international human rights instruments in the formulation of proposals for the ongoing review of the TRIPS Agreements, in particular in the context of the Ministerial Conference of the World Trade Organisation to be held in Doha in November 2001” (Pr. 6)

“Calls upon States parties to the International Covenant on Economic, Social and Cultural Rights to fulfil the duty under article 2, Paragraph 1, article 11, paragraph 2, and article 15, paragraph 4, to cooperate internationally in order to realize the legal obligations under the Covenant, including in the context of international intellectual property regimes;” (Pr. 7)

Reference to ‘health’ in all these International Human Right Conventions has to be understood in the sense as per WHO definition mentioned above. 

Accepting these International Human Right obligations, Art 31(f) has to be construed to allow for export/imports of drugs, particularly in the context of Para 6 problem. There is no need to impose the restrictive condition of the Decision, which only defeat the human right benefits.

G. US Law on “Human rights and security assistance” 

Even US is bound by its own law to support human right benefits.

22 U.S.C. § 2304 (1994). Foreign Assistance Act (Extract)

(1) The United States shall, in accordance with its international obligations as set forth in the Charter of the United Nations and in keeping with the constitutional heritage and traditions of the United States, promote and encourage increased respect for human rights and fundamental freedoms throughout the world without distinction as to race, sex, language, or religion. Accordingly, a principal goal of the foreign policy of the United States shall be to promote the increased observance of internationally recognized human rights by all countries.
There are other US Laws making special provisions for enforcement of human right obligations.

EU’s  paper IP/C/W/280 dt. 12.06.01
“The view of the EC and their member States is that the absence of any explicit reference to public health in Article 31 does not prevent WTO Members from invoking public health concerns. Article 7 ('Objectives') refers to 'social and economic welfare' as an objective of the Agreement while Article 8 ('Principles') allows Members to take measures necessary to protect public health, provided such measures are consistent with the provisions of the Agreement. Although Articles 7 and 8 were not drafted as general exception clauses, they are important for interpreting other provisions of the Agreement, including where measures are taken by Members to meet health objectives”. 

(Pr. 12) 

H. Principle of proportionality – As compared to any loss which patent holder may suffer from some chance, diversion of products or to any develop countries of licenced products, the loss and suffering of human lives by delaying or obstructing the supplies of badly needed life saving drugs, is totally incomparable. On application of principle of proportionality now accepted as part of international law and fundamental freedoms and human rights, the provisions of Art 31(f) have to yield, and have to be implemented to allow for such exports/imports by licencees. 
I. Will the Decision solve Para 6 problem?  –   NO.  

In India most of the products required for treating HIV/AIDS and other ailments are out of patents. LDCs have been exempted from compliance with TRIPS patent law requirements including Art 31(f) since the beginning and confirmed by June 2002 Decision. Yet because of restrictive compulsory licences provisions under their own national laws, regional treaties and recently under Free Trade Agreement with US, many of the African LDCs created barriers of their own.  The Decision does not help them in any way, but in fact imposes additional unwarranted restrictions. This is only one example.   Most of the developing countries have closed their own options by adopting such restrictive national laws and failing to avail of the benefits of TRIPS flexibilities as mentioned above. 

The problem can and will be solved by the developing nations including LDCs correcting their own laws, respecting human right obligations, applying the principles of ‘jus cogens’ and refusing to accept the Decisions which only deprives them of their existing rights and benefits. 

J. These Decision only introduces additional conditions on compulsory licences not already prescribed by TRIPS and also nullifies the benefits of the Doha Declaration 

K. Equally objectionable is the attempt to deprive the Members of their sovereign rights: -

· to decide what is best for health of their own citizens and in their own peculiar circumstances;  

· of adopting the legislative and administrative measures for issuing compulsory licences and the terms thereof as are best suited for their  needs and development; and 

· by taking away the right and jurisdiction to adjudicate disputes between patent holders and licensees about any breach of licence terms and the remedy for such breach

L. Internationalizing private litigations by giving status as WTO dispute - There is a deliberate attempt to convert routine patent law private litigations between patent holders and licensees, which are subject to national laws to be decided in national courts as per the existing provisions of the TRIPS Agreement, into international disputes between Member States to be decided as a WTO dispute as per WTO/DSU rules and procedures.  

M. Remedies under national laws - Even if in any individual case, a licensee under Article 31 exports the licensed patented product in excess of ‘predominant’ domestic supplies, it would only amount to a breach of licence conditions, Article 31 requirement or violation of patent right allowed under Article 28 of TRIPS.  Even if Article 31(f) requirement is treated as mandatory condition, it would only mean infringement of the patent right to the extent of the excess quantity, and entitle the right holder to file an infringement suit in the national court having jurisdiction.  At its worst, this would only involve a litigation at national level between the right holder and the Article 31 licensee subject to national patent and procedural laws.  It would not be a breach by the national government issuing the licence, nor give any right to the national government of the patent holder, to raise a dispute under the WTO/DSU.

N. Member states become defendants - The Member States would become ordinary litigants and the outcome would be subject to the remedies such as retaliatory measures as per WTO Agreement.  Very few of the LDCs have the financial and other resources to support even a good bonafide case. 

O. Delaying / obstructing procedures - The conditions and procedural requirements which are now proposed by these developed nations as solutions for Para 6 problem, will actually have the effect of imposing entirely new onerous obligations for the nations issuing Article 31 licences and give new rights to.  The breach of any requirement will thus acquire the status of an international dispute, which can be raised under WTO/DSU provisions by the national governments of the patent holders against the governments of both - exporting as well as importing countries. 

P. These would defeat – rather than solve Para 6 problem - Far from providing a solution to the Para 6 problem such obligations, conditions, procedural requirements, if accepted, will only add more complications, and delay and defeat the very objective of Article 31, and even take away the existing, undisputable right available to Article 31 licensees to export non-predominant quantities, and of the rights of the licensees importers in the importing country.
Mumbai., (India) 

N. B. Zaveri

Advocate

For further references and clarifications: 

Email: narendraz@vsnl.net
Tel: (O) (022) 22663301/3201

Resi: (022) 25163461
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ANNEXURE

HUMAN RIGHTS PREVAIL OVER TRADE RIGHTS

1. Binding obligations under UN Charter, WTO and Human Rights Conventions, which override Art 31(f) provisions.  

A. Human rights obligations in respect of – right to life – right to better standard of living – right to health and nutrition etc.,

Improvement of public health has been universally accepted as a primary and sacrosanct duty of State by WHO, Declaration of Human Rights, and in laws of most nations. Protecting the vast population of the poor against diseases like AIDS, HIV, drug resistant diseases like T.B., malaria, dengue etc., calls for all out national efforts on war-footing.

UN Charter and different international treaties, contain provision for promotion and protection of ‘fundamental human rights’ – ‘right to life’, ‘right to development’, ‘right to higher standards of living’ etc. As per UN Charter, Preamble, and Arts. 1.3, 2.2, 2.4, 55, and 56 it is obligatory for all UN members to abide by UN Charter provisions and to ‘promote….. higher standards of living’. 

UN Charter – 

Art 2.4 - requires all members to refrain from acting ‘in any other manner inconsistent with the Purposes of the United Nations’
Art 55 - Among other things, provides for – promoting higher standards of living, solution for health and related problems, and ‘universal respect for, and observance of, human rights and fundamental freedoms for all without distinction…’.   
Art 56 reads: - “All Members pledge themselves to take joint and separate action in co-operation with the Organisation for the achievement of the purposes set forth in Article 55”.

Art 103 provides – ‘In the event of a conflict between the obligations of the Members of the United Nations under the present Charter and their obligations under any other international agreement, their obligation under the present Charter shall prevail’. 

Such other legally binding obligations and peremptory norms exist under Universal Declaration of Human Rights and related Conventions ICCPR, and several declarations and resolutions adopted by UN Commission on Human Rights. The ICCPR 1966 declares:
“Every human being has the inherent right to life. This right shall be protected by law” (Art. 6), and further (Art. 4) that “no derogation was permissible from this right” ”.
Human Right Conventions and Treaties of UN and also Regional Treaties and National Acts on Fundamental Human Rights – including right to life, right to healthcare, right to better standard of living – EC has separate treaty, UK, India, USA and most of the countries have their own national legislations on human rights containing binding obligations;

The Declarations and Resolutions adopted by UN General Assembly, WHO, UN AIDS, WTO, DD requiring Members to respond to call for international actions to provide medicines and healthcare to the millions, dying or suffering from infectious diseases and pandemics like AIDS/HIV, Malaria, T.B.; and to provide access to medicines for all.
The specific reference to WTO Members right to protect public health made in both – DD and WHO-WTO Report (para 3) – is supported by Clause (b) of Art. XX of GATT providing General Exceptions, which reads: “……nothing in this Agreement shall be construed to prevent the adoption or enforcement by any contracting party of measures necessary to protect human, animal or plant life or health”.

Principles of Jus Cogens as applicable to HR Treaties -

The UN HR Commission has, by General Comment 6 (GC-6) ICCPR 1966 clarified that the “right to life is the supreme right from which no derogation is permitted.”

The use of the expression, “right from which no derogation is permitted” attracts the principle of Jus Cogens, and application of Art. 53 of Vienna Convention. Right to life includes right to good physical and mental health, nutrition and access to medicines.
Binding obligations under WTO – 

Human rights and Health -

Preamble, Art XVI: 3, human rights – better standard of living and health - WTO Agreement provisions prevail over TRIPS provisions;

Article XVI:3 reads – “In the event of a conflict between the provisions of this Agreement and the provisions of any of the (World) Multilateral Trade Agreements, the provisions of this Agreement shall prevail”.

(a) The Art 2.2 stipulates that the Agreements included in Annex 1 ‘are integral part’ of this Agreement, binding on all members. These include also Article XX (b) of GATT of 1994. and Article 2.2 and 6.1 of TBT  Agreement referred below.
(b) Amongst the objects of the WTO relevant to Art 31(f) requirement are that ‘relations in the field of trade and economic endeavour should be conducted with a view to raising standards of living’, and ‘substantial reduction of tariffs and other barriers to trade’.   
TRIPS – Objectives in preamble, Art 7 & 8 - nations right to provide for healthcare and nutrition;
The TRIPS Agreement itself proclaims as a principle: “Members may, in formulating or amending their national laws and regulations, adopt measures necessary to protect public health and nutrition………” (Art.8.1). DD requires that the objects and principles of TRIPS have to be read with each provision of TRIPS.

GATT 1994 – Article XX - healthcare requirements – nations right to make exceptions for healthcare;
These include - Article XX(b) of GATT 1994 guaranting the Members' right to take measures to restrict imports and export of products when those measures are necessary to protect the health of humans, animals and plants, and  Articles 2.2 and 6.1 of Agreement on Technical Barriers to Trade requiring that "Members shall ensure that technical regulations are not prepared, adopted or applied with a view to or with the effect of creating unnecessary obstacles to international trade.

***********

