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GLOSSARY

Liz Durham

Diversion—the phenomenon where drugs intended to be sold in one market are exported to another, higher-priced market (but usually diverted products are sold at a price lower than the going rate in the importing country to compete with manufacturer’s direct sales)

Exhaustion—An intellectual property right is exhausted when a patented product is first put on the market with the consent of the patent holder.  Thus, the patent holder retains the exclusive right to manufacture the patented product and to put it on the market, but, from that moment on, has no further right over the actual product.

Gray market goods—Best shown in an example:  

Suppose company A has patented a drug, which it makes under patent in the U.S. and Canada, but sells at a lower price in Canada.  If company B buys the drug in Canada and imports it into the U.S. at a price that is lower than company A’s price in the U.S., that would be a parallel or gray import.

ICs—industrialized or “developed” countries (e.g., the U.S., U.K., etc.)

IPR—Intellectual Property Right

LDCs—less developed countries.  TRIPS has two categories of these (“developing” and “least-developed” countries), this term applies to both categories.

Market segmentation—condition where drugs are not diverted .  Achieved through measures such as export controls, special marketing strategies, etc. {see Watal note at ELD-8}

NGO—non-governmental organization (e.g., Oxfam, Doctors Without Borders, WHO)

National treatment (required by TRIPS Art. 3)—the principle which requires that a country granting a patent to a foreign applicant treat that applicant no differently than it would treat a domestic applicant.

Parallel imports—another term for gray market goods (see other term for definition)

TRIPS—Agreement on Trade-Related Aspects of Intellectual Property Rights (adopted in 1994) {see ELD-5}

WHO—World Health Organization

WTO—World Trade Organization (established in 1994 under agreements contemporary with TRIPS)

TIMELINE OF RELEVANT EVENTS, DOCUMENTS, WTO CONFERENCES, ETC.

Liz Durham

	Date
	Event
	X-Reference

	April 1994 
	TRIPS is adopted at the conclusion of the Uruguay Round negotiations (began in 1986) in Marrakesh, Morocco.  The WTO was also created by related agreements at that time.
	ELD-5

	Jan. 1999 
	WHO issues a report (“Globalization and access to drugs: Implications of the WTO/TRIPS Agreement”) suggesting parallel imports and compulsory licensing as solutions to high prices of medicines in LDCs
	---

	Jan.-July 2001
	U.S. unsuccessfully challenges Brazilian statute that allowed compulsory licensing of a patented product if that product is not “worked” (produced) domestically but is imported into Brazil.  See “Brazil—Measures Affecting Patent Protection: Request for Consultations by the United States,” WTO Doc. No. WT/DS199 (available through the WTO website).
	---

	April 2001 
	Pharmaceutical industry unsuccessfully challenges the South African Medicines Act that allowed lower-priced parallel imports of medicines that local patent owners produce.  See Financial Times (London) 5 Mar 2001.
	---

	Oct.-Nov. 2001
	Anthrax/Cipro crisis arises

· Apotex and other companies offered to make a generic form of the drug if given permission by the Canadian government.  

· Owner of Cipro patent (Bayer AG) reluctantly donates supplies of Cipro to Canada to avoid compulsory licensing there

· U.S. Congress proposes legislation to allow compulsory licensing of patented drugs, specifically to facilitate building up stock of Cipro.  
	---

	Nov. 9-14, 2001
	WTO Ministerial Conference at Doha, Qatar.  Declaration on Public Health calls for solution to the problem by the end of 2002 
	ELD-11

	Nov.-Dec. 2002
	WTO follow-up negotiations regarding the Doha Declaration in Geneva 
	ELD-12

	Dec. 1, 2002
	Dutch Health Inspection recalls drugs exported to Africa (for non-profit use) that were discovered to have been re-imported and sold in the Netherlands and Germany.
	ELD-18

	Aug. 30, 2003
	Agreement implementing paragraph 6 of the Doha Declaration adopted 
	ELD-19

	Sept. 2003
	WTO Ministerial Conference in Cancun
	---


INTRODUCTION: Patents and Access to Drugs in Third World Countries

Liz Durham

Patent protection has always been considered one of the most important components of an incentive structure to encourage R&D in the pharmaceutical industry.  A patent provides the assignee company a temporary monopoly on the claimed drug, allowing them to avoid price-lowering competition from generic manufacturers.  As noted by the U.K Commission on IPRs in their Sept. 2002 report, the pharmaceutical industry in ICs is more strongly dependent on the patent system than most other industrial sectors to recoup its past R&D costs, to generate profits, and to fund R&D for future products.  The pharmaceutical industries in ICs have been the main lobbyists for the international strengthening of IP protection.  In a presentation before the U.K. Royal Institute of International Affairs in March 2001, Sir Richard Sykes, the former Chairman of GlaxoSmithKline UK, commented: 

“As I have said, IP protection is not the cause of the present lack of access to medicines in developing countries. At Doha last November, WTO members agreed to defer TRIPS implementation for the least developed countries until 2016 {see ¶ 7 of the Doha Decl. at ELD-11, lines 101-02}. I do not believe that TRIPS will prevent . . . developing countries . . . from obtaining access to the medicines they need. On the other hand, I firmly believe that these countries have the capacity to nurture research-based pharmaceutical industries of their own, as well as other innovative industries, but this will only happen when they provide the IP protection that is enshrined in TRIPS. TRIPS needs to be recognised as an important industrial development tool for developing countries.” 

The TRIPS agreement {see ELD-5} was considered a major victory for these interest groups.  However, LDCs are concerned with how the adoption of intellectual property protection would affect their efforts to improve public health, economic, and technological development more generally, particularly if patent protection would increase the price and decrease the choice of sources of pharmaceuticals.  Higher prices would fall especially hard upon poor people, particularly because LDCs lack widespread provision of public health services found in most ICs. Thus LDCs and NGOs such as Oxfam, have argued the opposite:

“Why do developing countries object so strongly to TRIPS? Its essential flaw is to oblige all countries, rich and poor, to grant at least 20 years' patent protection for new medicines, thereby delaying production of the inexpensive generic substitutes upon which developing-country health services and poor people depend. And there is no upside: the increased profits harvested by international drug firms from developing-world markets will not be ploughed back into extra research into poor people's diseases. . . .” {from a 2001 Oxfam briefing paper.  Oxfam is an NGO devoted to working against global poverty and hunger—ELD}

There are a variety of “safety valves” that LDCs can employ to protect their interest in public health, each of which essentially create some “exception” to the assignee’s/manufacturer’s patent rights:

(1) Technology transfer, develop the pharmaceutical industry.  


**   Not really an exception to the rights of the patent owner.  This is the ideal, direct, permanent solution, reflecting the fact that we wouldn’t have this problem if the LDCs weren’t underdeveloped.  {Just wanted the list of “safety valves” to be complete—ELD}
(2) Delay in application of TRIPS for LDCs.  {See Part VI of TRIPS above at ELD-7, lines 62-108}
(3) Voluntary “exceptions” to the assignee’s rights:

(a) Bulk government purchasing or negotiated licenses. 

(b) Donations {this has happened, see the Anthrax crisis in the timeline at ELD-3—ELD}
(4) Government-mandated (statutory) exceptions:

(a) Patentable subject matter (excluding drugs from it) {see TRIPS Art. 27 at ELD-5, lines 91-112}
(b) Research exception—not a full-fledged exception, but may at least help foster competition at an earlier stage to drive down prices later. {see also Susan Steele’s talk about the § 271(e) “safe harbor”—ELD}
(c) Exhaustion and allowance of parallel imports {see UK Comm’n Report at ELD-10} 

(d) Compulsory licensing
The materials that follow will show how the WTO has homed in on the last of these “safety valves” in their most recent decisions.  

TRIPS:  AGREEMENT ON TRADE-RELATED ASPECTS OF INTELLECTUAL PROPERTY RIGHTS

Marrakesh Agreement Establishing the World Trade Organization, Annex 1C, (Apr. 15, 1994)
{The TRIPS agreement established the World Trade Organization (WTO), and as the “IP” in TRIPS implies, the treaty addresses the scope of protection that all member states must provide, exceptions that would be permitted, and the phasing-in leeway given to developing countries.—ELD}
PART I

GENERAL PROVISIONS AND BASIC PRINCIPLES

Article 6
Exhaustion

For the purposes of dispute settlement under this Agreement, 

subject to the provisions of Articles 3 and 4 

{dealing with national treatment (see glossary at ELD-2) and most favored nation status—ELD}

nothing in this Agreement shall be used to address the issue of the exhaustion of [IPRs]. 

{see glossary at ELD-2}.

Article 7
Objectives
The protection and enforcement of [IPRs]

should contribute 


to the promotion of technological innovation and 


to the transfer and dissemination of technology, to 



the mutual advantage of 





producers and users 



of technological knowledge and 

in a manner conducive 


to social and economic welfare, and 


to a balance of rights and obligations.

Article 8
Principles
1.
Members may, 



in 




formulating or 




amending 



their laws and regulations, 


adopt measures necessary 



to protect 




public health and 




nutrition, and 



to promote the public interest 


in sectors of vital importance to their 



socio-economic and 



technological development, 


provided that such measures are consistent with the provisions of this Agreement.  

PART II

STANDARDS CONCERNING THE AVAILABILITY, SCOPE AND USE OF INTELLECTUAL PROPERTY RIGHTS

SECTION 5:  PATENTS

Article 27

Patentable Subject Matter

1.
Subject to the provisions of 



paragraphs 2 and 



3, 


patents shall be available for any inventions, 



whether 




products or 




processes, 



in all fields of technology, 


provided that they 



are new, 



involve an inventive step and 



are capable of industrial application.  …

2.
Members may exclude from patentability



inventions, 




the prevention 






within their territory of the




commercial exploitation of which 




is necessary to protect 





ordre public or 





morality, 




including 





to protect 







human, animal or plant 






life or 






health or





to avoid serious prejudice to the environment . . . .

3.
Members may also exclude from patentability:

 (a)

diagnostic, 


therapeutic and 


surgical 



methods for the treatment of 




humans or 




animals;

{Remember Morton v. NY Eye Infirmary from last year—held that surgical methods are unpatentable, although other cases have allowed them—ELD}

(b)
plants and animals 




other than micro-organisms, and essentially biological processes for the production of plants or animals 




other than non-biological and microbiological processes.  …

Article 28

Rights Conferred
1.
A patent shall confer on its owner the following exclusive rights:

(a)
where the subject matter of a patent is a product, to prevent third parties not having the owner’s consent from the acts of:  




making, 




using, 




offering for sale, 




selling, or 




importing for these purposes 





{doesn’t this conflict with the reservation of the exhaustion issue in Art. 6 (see ELD-5, lines 20-29)??—ELD}



that product;

* * *

2.
Patent owners shall also have the right to 



assign, 



or transfer by succession, the patent and



to conclude licensing contracts.

Article 30

Exceptions to Rights Conferred

Members may provide limited exceptions to the exclusive rights conferred by a patent,


provided that such exceptions 



do not unreasonably conflict with a normal exploitation of the patent and 



do not unreasonably prejudice the legitimate interests of the patent owner, 


taking account of the legitimate interests of third parties.

Article 31

Other Use Without Authorization of the Right Holder

Where the law of a Member 


allows for other use of the subject matter of a patent 


without the authorization of the right holder,


including use by 




the government or 




third parties authorized by the government, 

the following provisions shall be respected:

(a)
authorization of such use shall be considered on its individual merits;

(b)
such use may only be permitted if, 




prior to such use, 



the proposed user has made efforts to obtain authorization 





from the right holder 




on reasonable commercial terms and conditions and 




that such efforts have not been successful within a reasonable period of time.  



This requirement may be waived by a Member





in case of a national emergency or





other circumstances of extreme urgency or 





in cases of public non-commercial use.  




In situations of national emergency or other circumstances of extreme urgency, 





the right holder shall, nevertheless, be notified as soon as reasonably practicable.  




In the case of public non-commercial use, 





where the government or contractor, without making a patent search, knows or has demonstrable grounds to know that a valid patent is or will be used by or for the government, 





the right holder shall be informed promptly;

(c)
the scope and duration of such use shall be limited to the purpose for which it was authorized, … ;

(d)
such use shall be non-exclusive;

(e)
such use shall be non-assignable, 




except with that part of the enterprise or goodwill which enjoys such use;

(f)
any such use shall be authorized predominantly for the supply of the domestic market of the Member authorizing such use;

(g)
authorization for such use shall be liable, 




subject to adequate protection of the legitimate interests of the persons so authorized, 



to be terminated 



if and when the circumstances which led to it cease to exist and are unlikely to recur.  



The competent authority shall have the authority to review, 






upon motivated request, 




the continued existence of these circumstances;

(h)
the right holder shall be paid adequate remuneration in the circumstances of each case, 




taking into account the economic value of the authorization;

* * * 

 (k)
Members are not obliged to apply 


the conditions 


set forth in subparagraphs (b) and (f) 


where such use . . .remed[ies] a practice determined . . . to be anti-competitive.  


The need to correct anti-competitive practices may be taken into account 


in determining the amount of remuneration in such cases.  


Competent authorities shall have the authority 



to refuse termination of authorization 



if and when the conditions 





which led to such authorization



are likely to recur;
* * *

{I have deleted sections (1) regarding judicial review and (2) providing for cross-licensing where the use of one patent requires the use of another patent—ELD}

PART VI

TRANSITIONAL ARRANGEMENTS

Article 65
Transitional Arrangements
1.

Subject to 




the provisions of paragraphs 2, 3 and 4, 


no Member shall be obliged to apply the provisions of this Agreement 


before the expiry of a general period of one year



following the date of entry into force of the WTO Agreement.

2.
A developing country Member is entitled to delay 



for a further period of four years 


the date of application . . . .

3.
Any other Member 



which is in the process of transformation from a centrally-planned into a market, free-enterprise economy and 



which is undertaking structural reform of its intellectual property system and 



facing special problems in the preparation and implementation of intellectual property laws and regulations, 


may also benefit from a period of delay as foreseen in paragraph 2. 

* * *

Article 66
Least-Developed Country Members
1.
In view of the special needs and requirements of least-developed country Members, 


their economic, financial and administrative constraints, and 


their need for flexibility to create a viable technological base, 


such Members shall not be required to apply the provisions of this Agreement, 





other than Articles 3, 4 and 5,



for a period of 10 years from the date of application [for membership into the WTO].  


The Council for TRIPS shall, 



upon duly motivated request by a least-developed country Member, 


accord extensions of this period.

2.
Developed country Members shall provide incentives to enterprises and institutions in their territories 


for the purpose of promoting and encouraging 


technology transfer 


to least-developed country Members 


in order to enable them to create a sound and viable technological base.
Background Note for Workshop on Differential Pricing and Financing of Essential Drugs 

Jayashree Watal (Apr. 2001)

{This is a background paper prepared by the WTO Secretariat in preparation for the WHO/WTO Workshop on Differential Pricing and Financing of Essential Drugs in Hosbjor, Norway.  It discusses the concepts of market segmentation and price differentiation—ELD}
* * *

Market segmentation: techniques, actors and incentives

Whatever the approach taken to achieve differential pricing, actual and perceived market segmentation is an essential condition. This session seeks to examine different ways in which the diversion of low-priced products intended for poor country markets to other markets can be prevented. This will involve a discussion of what companies can do by themselves and what governments can do, in particular:

(1) Marketing strategies by manufacturers and contractual approaches.

(2) Governmental measures, particularly regulatory controls and export controls {discussion of these methods omitted—ELD}
(3) The use of intellectual property rights.

* * *

5.1 Marketing strategies by manufacturers and contractual approaches

* * *

5.1.1 Marketing strategies {listing is not in original, and the text paraphrased slightly—ELD}

· Differences in appearance
· Use different brand names in different markets (e.g., GlaxoSmithKline's well-known antiulcerant drug, Zantac, is called Zinetac in India). 

· Use different colours or colour combinations for the pill or capsule in low and high income countries.

· Make differences in packaging 

· Use different language on the packaging 

**  
Caveat:  when there are large enough differences in price, middlemen may find it profitable to re-package drugs to suit different markets.

· Sell the preferentially priced product only to certain public health-care channels that are primarily used by the poor 

**  
Caveat:  need to provide adequate safeguards against the diversion of the product into other markets.

5.1.2 Purchase undertakings

[N]egotiating contractual commitments [can] ensure that the product is only used in the market for which it is intended.  [However, s]uch commitments [may work only] where the purchaser is able to control directly the distribution of the product to the point of final consumption, such as might be the case with government or NGO-run hospitals or clinics. Of course, this is not just a legal matter since it is only with experience that trust in the effectiveness of such commitments will be built up.

5.1.3 Ex-post reimbursement techniques

[E]x-post reimbursement techniques . . . enable the retail price to be uniform for all users, and thus minimize the risk of product diversion, while allowing for the effective price paid to be differentiated.

In the United States, in recent years health maintenance organizations (HMOs) and other specialized drug benefit managers (collectively called pharmacy benefit managers or PBMs) have instituted systems to obtain discounted prices on prescription drugs for their clients – usually an insurer, managed care company or employer. These discounts are paid directly to the client rather than to the individual purchaser of the drug, thus eliminating the scope for arbitrage by traders.  . . .
. . . Danzon (1997) {in her book Pharmaceutical Price Regulation: National Policies versus Global Interests—ELD} has . . . raised the possibility of the payment of rebates by manufacturers directly to governments (or their surrogates) in countries where lower prices are appropriate.


{One recent example of an attempt to deal with a lack of market segmentation arose in Maine where Medicare patients were traveling to Canada to purchase drugs patented in the U.S. that were being produced as generics and sold at lower prices in Canada. In response to this problem, the state created a rebate program that forced U.S. pharmaceutical companies to essentially pay customers the difference between the U.S. price and the Canadian price.  The Supreme Court recently validated that program in the face of constitutional challenges.  See Pharmaceutical Research and Mfrs. of America v. Walsh, 123 S.Ct. 1855 (May 19, 2003).—ELD}

* * *

5.3 The use of intellectual property rights

[T]wo ways in which intellectual property rights can be used to segment pharmaceutical product markets [are]: through licensing with geographical restrictions and through restrictions on parallel trade.

Licensing.  A patent owner (or owner of another type of intellectual property right) can license a third party to use the right in question subject to restrictions on the geographical area within which that license is valid. Thus, a patent owner could contractually oblige his agent/licensee in a low-income country not to export to high-income countries. However, the reach of such contractual arrangements to persons which are not direct parties to the contract but which might come into possession of the preferentially priced product is very imperfect. Thus, there would appear to be limits to the extent to which such arrangements can be relied upon to prevent the undesired export of the product in question. …

IP Legislation making Importation Infringement.  In general, under intellectual property law, the rights of right holders are exhausted {see definition of exhaustion in glossary at ELD-2} once the product has been put on the market by or with its consent. The question is whether the right holder can object to the importation by a third party of a product that has been put on the market in another country by or with its consent. When the intellectual property law of a country does not give this right to the right holder, the right holder cannot prevent imports of "grey market goods" or "parallel imports". However, where the rights of the right holder in the country of importation are not exhausted by its putting the product on the market in another country (but only when it has done so in the country of importation), then the right holder can use its intellectual property right to prevent such imports.

[L]imitations to the use of [IP Laws].   The effectiveness of these solutions will depend on:

· the existence of intellectual property rights in the products in question; it will . . . be more useable for patented drugs than generic ones. 

· the intellectual property law in question giving right holders the right to prevent parallel imports; such rights tend to be stronger under patent law than trademark law. 

· [the actual feasibility of] a private right of action against individual importers (or sellers in the country of importation) . . . .

U.K Commission on Intellectual Property Rights,

Integrating Intellectual Property Rights and Development Policy (Sept. 2002)


{Biographical note:  The U.K. Commission on IPRs is composed of 6 members, who have a variety of work backgrounds.  Several of them work for various policy institutes in the U.K., India, and Argentina.  The chair, John Barton, is a law professor at Stanford.—ELD} 

{This selection offers the developed-country view of parallel imports, calling for safeguards against diversion and re-importation.—ELD}

* * *

More generally, as the TRIPS agreement is implemented, the supply [sic: production] of generic copies of new drugs will be prevented. At present, the threat of international competition from generic suppliers of copies of patented drugs is a restraining factor on the prices that can be charged in countries with no patent regimes, and to a lesser extent in countries with patent regimes where there is a credible threat of compulsory licensing. When all producer countries have patent laws, generics will increasingly be limited to older off-patent drugs.  {It appears that international IP protection adds another dimension to the problem (and the solutions) discussed in the Steele & Abramowitz talks—ELD}. . .  Means will need to be found, within the patent system and outside it, to generate the competitive environment that will help to offset the adverse price effect of patents on developing country consumers. …

* * *

2

Differential Pricing

[D]ifferential pricing in principle should be an economically rational way for global companies to maximise their profits on products that are sold in both low and high income markets. It should also be a way of ensuring that poorer people obtain less expensive products. 

. . . In establishing a differential pricing system, which would allow low prices in developing countries to coexist with higher prices in developed countries, there are two important factors:

(1) Markets with different price levels must be segmented {see definition of market segmentation in glossary at ELD-2} so that low priced medicines cannot enter higher priced markets. This means controlling exports and imports of relevant products.

(2) Pricing decisions in higher priced markets, where these are set or influenced by government policy, must not be made by reference to prices in the low priced markets.


The second factor does not involve IP considerations, but represents a political problem in many developed countries because of the existing variation in prices of pharmaceuticals . . . and the pressure on the budgets of patients, insurance schemes and the state to meet ever rising bills for patented drugs.


{For one potential solution to this problem, see the ex-post reimbursement method discussed in the Watal article at ELD-8, lines 75-97, and the discussion of the Maine example—ELD}

But the tools of the IP system, including parallel imports and compulsory licensing, are likely to play an essential part in underpinning differential pricing and market segmentation. In order to ensure an effective operation of a differential pricing system, national laws in developing countries should retain the right for the government to admit parallel imports and to issue compulsory licenses.

We are also aware of recent price reductions and of the number of special schemes operated by some companies, sometimes in cooperation with international agencies, to provide heavily discounted or free drugs and, in conjunction with local government and NGOs, supportive infrastructure to ensure delivery to the patient. . . . These are all welcome contributions to improving access to medicines in developing countries. But there is also the need to seek more broad-based solutions, which are also sustainable, to the serious public health problems that are being addressed. That is why continued efforts are required to make differential pricing effective.

Parallel Imports 

In principle, it is undesirable for there to be restrictions upon the free movement of products once placed on the market by a manufacturer. But in practice, and strictly for the purpose of ensuring that lower priced products can be supplied to, and only to, those who need the lower prices, it may be necessary to derogate from that general principle. 

Doha Declaration ON THE TRIPS AGREEMENT AND PUBLIC HEALTH

World Trade Organization, Doha Ministerial Conference, WTO Doc. WT/MIN(01)/DEC/2 (Nov. 14, 2001)

{Representatives from each of the members of the WTO (142 countries), observer governments (prospective members), and various intergovernmental organizations attended the Doha Ministerial Conference in Qatar.  This declaration was among several involving various trade-related issues (e.g., agriculture, implementation of agreements involving the EU, etc.).  This declaration required the WTO to deal with in adequacy of the TRIPS compulsory licensing scheme for providing developing countries with an adequate supply of patented drugs. –ELD}
1.
We recognize the gravity of the public health problems afflicting many developing and least-developed countries, especially those resulting from HIV/AIDS, tuberculosis, malaria and other epidemics.

2.
We stress the need for the [TRIPS] to be part of the wider national and international action to address these problems.

3.
We recognize that intellectual property protection is important for the development of new medicines.  We also recognize the concerns about its effects on prices.

4.
We agree that the TRIPS Agreement does not and should not prevent Members from taking measures to protect public health.  Accordingly, while reiterating our commitment to the TRIPS Agreement, we affirm that the Agreement can and should be interpreted and implemented in a manner supportive of WTO Members' right to protect public health and, in particular, to promote access to medicines for all.


In this connection, we reaffirm the right of WTO Members to use, to the full, the provisions in the TRIPS Agreement, which provide flexibility for this purpose.

5.
Accordingly and in the light of paragraph 4 above, while maintaining our commitments in the TRIPS Agreement, we recognize that these flexibilities include:

(a)
In applying the customary rules of interpretation of public international law, each provision of the TRIPS Agreement shall be read in the light of the object and purpose of the Agreement . . . .

(b)
Each Member has the right to grant compulsory licenses and the freedom to determine the grounds upon which such licenses are granted.

(c)
Each Member has the right to determine what constitutes a national emergency or other circumstances of extreme urgency, it being understood that public health crises, including those relating to HIV/AIDS, tuberculosis, malaria and other epidemics, can represent a national emergency or other circumstances of extreme urgency.

(d)
The effect of the provisions in the TRIPS Agreement that are relevant to the exhaustion of intellectual property rights is to leave each Member free to establish its own regime for such exhaustion without challenge, subject to the MFN and national treatment provisions of Articles 3 and 4 {defining the requirements of national treatment of foreign patent owners, see glossary at ELD-2—ELD}.

6.
We recognize that WTO Members with insufficient or no manufacturing capacities in the pharmaceutical sector could face difficulties in making effective use of compulsory licensing under the TRIPS Agreement.  We instruct the Council for TRIPS to find an expeditious solution to this problem and to report to the General Council before the end of 2002.  {A solution was supposed to be reached during follow-up negotiations in Geneva.  See van Thiel’s article at ELD-12 for details on what happened—ELD}

7.
We reaffirm the commitment of developed-country Members to provide incentives to their enterprises and institutions to promote and encourage technology transfer to least-developed country Members pursuant to Article 66.2 {see TRIPS at ELD-7, line 101}.  We also agree that the least-developed country Members will not be obliged, with respect to pharmaceutical products . . . to enforce rights provided for under [TRIPS] until 1 Jan 2016, without prejudice to the right of least-developed country Members to seek other extensions of the transition periods as provided for in Article 66.1 of the TRIPS Agreement {see TRIPS at ELD-7, line 84}.  We instruct the Council for TRIPS to take the necessary action to give effect to this pursuant to Article 66.1 of the TRIPS Agreement.

Public Health versus Intellectual Property: 

Servaas van Thiel (July 2003) 

(available at www.cid.harvard.edu/cidtrade/Papers/vanthiel.pdf)
{Biographical note:  Prof. van Thiel works for the Council of Ministers of the European Union and teaches international law at the post-graduate Program on International Legal Co-operation of the Free University in Brussels, Belgium.—ELD}
{This article provides a quasi-narrative of the negotiations in Geneva at the end of 2002 where WTO members attempted to hammer out a way to implement paragraph 6 of the Doha Declaration and allow the importation of goods produced under a compulsory license.  Several groups of countries submitted divergent proposals.  The TRIPS Council Chair (Mexico) submitted a draft proposal (the “16 December 2002” draft), based on the issues discussed here, that is almost identical to the Aug. 30 agreement—ELD}

* * *

. . . The main controversial issues throughout the discussions were:

(1) Who are the beneficiary importing countries?

(2) What products should countries be allowed to import?

(3) Who are eligible exporting countries? 

(4) What legal form which the proposed mechanism should take?

(5) For which diseases should imports be made possible?

(6) What safeguards must be implemented?

* * *

{The words “reformatting” and “paraphrasing” don’t begin to explain what has been done to the rest of this piece. I’ve essentially rearranged the text of the article into a one-page comparison chart for each of the issues above that outlines the approach advocated by: 

(1) LDCs at the Geneva negotiations, 

(2) ICs at the Geneva Negotiations, and 

(3) the compromise draft (16 December 2002 draft submitted by the chair).

It should be more demonstrative of the conflicts on the issues than a straight reading of the article—ELD}

1.  Who are the beneficiary importing countries qualifying for the Doha compulsory license?

[T]he Doha Declaration contained several contradictory indications. In ¶ 1 it referred to "public health problems afflicting many developing and least-developed countries" suggesting that the Declaration itself only covered a limited number of countries. In ¶ 6, however, it recognised the difficulty of "WTO Members with insufficient or no manufacturing capacities in the pharmaceutical sector" of making effective use of compulsory licensing and instructed the TRIPS Council "to find an expeditious solution to this problem".  In the Geneva negotiations all WTO Members agreed that least developed countries should automatically qualify as potential beneficiaries of the proposed mechanism without any need for further examination as to eligibility. A major disagreement, however, arose over possible other beneficiaries.  A closely related issue was [how the Doha eligibility condition of having "no or insufficient manufacturing capacity" [should be assessed].  


LDC Position
IC Position
Compromise Draft


· Any WTO Member which considered that it had insufficient manufacturing capacity (including importing countries where the product is not patented) should be able to benefit from the mechanism, but the choice of developed countries not to be included (self-exclusion) would be respected. 

· Doha eligibility should be self-assessed by each Member as a matter of discretion.

· [Some countries] remarked that the assessment should not be limited to any one point in time as ability to manufacture is a dynamic concept, and that manufacturing capacity should not be viewed solely in terms of technological capability but should take into account economic feasibility and economies of scale.
· 
Relying on ¶ 1 of the Doha Declaration, and recalled that the Sub-Saharan AIDS crisis had been at the origin of the entire discussion, believed that only least developed and low income developing countries (according to the World Bank classification) should benefit from the mechanism . . . .

· Conditions and objective criteria should be formulated [for] self-assessment [of Doha eligibility] by the TRIPS Council, possibly with some oversight process providing for a case-by-case examination allowing rebuttal.  

· Some members specified that the assessment should be on a product by product basis (the country's production capacity of a specific drug), [considering] production capabilities in active substances and not just in final pharmaceutical products.

Defines eligible importing Member in Article 1(b) 

- as any least-developed Member and

- any other Member that notifies the TRIPS Council of its intention to use the system (no approval from any WTO body required). 

However, 

23 WTO Members agreed up-front to be listed as non-user of the system and 

some other WTO Members stated that they would use the system only in situations of national emergency or other circumstances of extreme urgency. In addition the Annex to the draft Decision specifies that eligible Members (other than least developed countries) may themselves establish that they have no or insufficient productive capacity in the pharmaceutical sector. Only in the latter case does the Annex provide in a more objective way that: "When it is established that such capacity has become sufficient to meet the Member's needs, the system shall cease to apply".

2. What products should countries be allowed to import?

[T]he Doha Declaration was also ambiguous because in ¶ 1 it seemed to refer to medicines required to address "public health problems" "especially those resulting from HIV/AIDS, tuberculosis, malaria and other epidemics", whereas in ¶ 4 it referred to "WTO Members' right to protect public health and, in particular, to promote access to medicines for all", and in ¶ 6 it referred to "WTO Members with insufficient or no manufacturing capacities in the pharmaceutical sector".  The question arose in Geneva whether the proposed mechanism should only cover end products i.e. patented medicines or also active ingredients or intermediate products and patented production processes. 


LDC Position
IC Position
Compromise Draft


· Product coverage should be wide, including not only end products or medicines but all public health-related products, including active pharmaceutical substances and diagnostic kits, as well as related technical processes and equipment.

· 
Product scope should be limited to patented pharmaceutical products and pharmaceutical products manufactured through a patented process, but many among them subsequently recognised the constructive ambiguity of the DOHA Declaration as regards the coverage of active ingredients and diagnostic kits. 

· Others insisted . . . that the solution should be confined to patented pharmaceuticals and also believed that the proposed mechanism should only cover those patented pharmaceuticals needed for the diseases explicitly mentioned in ¶ 1 of the Doha Declaration.


Refers to "pharmaceutical product" which it defines as any patented product, or product manufactured through a patented process, of the pharmaceutical sector needed to address the public health problems as recognised in ¶ 1 of the Doha Declaration. It adds that it is understood that active ingredients necessary for its manufacture and diagnostic kits needed for its use would be included. That compromise therefore takes account of the wish of developing countries to have a product coverage that goes beyond patented pharmaceuticals, while also linking the product coverage to the type of diseases mentioned in ¶ 1 of the Doha Declaration.

3.  Who are eligible exporting countries? 

[T]he Doha Declaration did not contain any direct reference, but contained very broad formulations (including in the negotiating mandate in ¶ 6 that could be interpreted as referring to importing and exporting countries. As such, ¶ 4 provided that "the TRIPS agreement does not and should not prevent Members from taking measures to protect public health" and that the agreement "should be interpreted and implemented in a manner supportive of WTO Members' right to protect public health and, in particular, to promote access to medicines for all". Moreover, ¶ 5(b) stipulated that "Each Member has the right to grant compulsory licenses" and the freedom to determine the grounds upon which such licenses are granted. Again ¶ 5(c) gave each Member the right "to determine what constitutes [a national emergency or] other circumstances of extreme urgency".


LDC Position
IC Position
Compromise Draft


· No reason to limit the circle of exporting countries. They argued that the specific product concerned might not be available in any developing country and that importing countries should in any case have the possibility to obtain the best product at the best price.

· 
Limited to developing countries only as this would stimulate transfer of technology and creation of local production capacity. 

· They also voiced the concerns of their established pharmaceutical industry that inclusion of developed countries in the list of potential exporters risked distorting competition within developed countries between the patent holders and their generic competitors (who could benefit through stockpiling or economies of scale).

· Others suggested that developing countries should be the suppliers, at least in cases where the resources from the Global Fund were used to fight epidemics.


Refers to "exporting Member" which is defined as any Member using the system to produce pharmaceutical products for, and export them to, an eligible importing Member. . . .

4.  What legal form which the proposed mechanism should take?


LDC Position
IC Position
Compromise Draft


· Authoritative interpretation of Article 30 {see TRIPS at ELD-6, line 40} so as to recognise the right of WTO Members to authorise third parties to make, sell and export patented public health-related products without the consent of the patent holder to address public health needs in another country. 

· In this regard Africa submitted that exports could be permitted as a limited and reasonable exception to patent rights under Article 30, or as a ground for a compulsory license determined by a Member in its own discretion (the ground being to protect public health in another country), or as a measure taken in compliance with UN responsibilities regarding the international health crisis . . . .

· Moratoria or waivers were not acceptable to some as these would not amount to sustainable or legally predictable solutions.

· 
Favoured a minimal use of the proposed mechanism, suggested that an expeditious, workable, transparent, sustainable and legally certain solution could be achieved through either a moratorium for dispute settlement or a waiver of the TRIPS obligation to use a compulsory license essentially only for the domestic market (Article 31f), to be granted on a country by country basis. To meet developing countries calls for legal certainty some added that the waiver could be formulated on a long-term basis with the annual renewal requirement . . . .

· The EU sought a legally secure and long term solution and, after initially favouring an Article 30 solution, ultimately suggested amending Article 31 to . . . carve out a clearly circumscribed exception to the “domestic market” restriction imposed by Article 31(f) to allow production and export, under a compulsory license, of a pharmaceutical product needed to address public health problems in another Member. 

· Members should agree on a temporary arrangement such as a dispute settlement moratorium, or possibly a waiver . . . .  


Combines the waiver and amendment approaches. It takes the form of a decision under Article IX of the WTO agreement and provides waivers from the obligations set out in Article 31 f (production under compulsory license predominantly for the domestic market) and 31 h (adequate remuneration to the right holder to avoid double remuneration) of the TRIPS agreement. It also provides . . . that the Decision and the waivers granted therein shall terminate on the date on which an amendment to the TRIPS agreement replacing its provisions takes effect. The TRIPS Council is instructed to initiate work on such an amendment before the end of 2003 with a view to its adoption within 6 months.

5.  For which diseases should imports be made possible?

[T]he Doha Declaration contained the same ambiguity as for the product scope since it could be interpreted as referring to the pharmaceutical products needed to address more specifically "public health problems afflicting many developing and least-developed countries, especially those resulting from HIV/AIDS, tuberculosis, malaria and other epidemics" (¶ 1) or to the wider concepts of "medicines" (¶ 4) or products of the "pharmaceutical sector" (¶ 6). In addition, the very wording of ¶ 1 of the Declaration is ambiguous because it does refer to major diseases (which suggests a limitation), but that reference is non-exhaustive in itself (referring also to other epidemics) and also part of the much wider concept of "public health problems afflicting many developing and least-developed countries".  [A] broad majority of the WTO Membership believed that the mechanism should not be limited to the diseases mentioned in ¶ 1 of the Doha Declaration, but that it should be up to each Member to decide when it faces a public health problem. They relied on the non-exhaustive nature of the Doha declaration to claim a large discretion to decide when to use the proposed mechanism.


LDC Position
IC Position
Compromise Draft


· {Most went with majority approach, agreed that the Doha listing not exhaustive—ELD}

· 
[Some ICs argued that the] scope of the diseases should be limited to the ones mentioned in ¶ 1 of the Declaration and that a fact-finding survey should be conducted with regard to which countries faced public health difficulties as a result of which diseases and at what level of seriousness. 
· The USA . . . had a more legalistic approach. It felt that the Doha wording, though ambiguous and agreed, should not be allowed to be construed as covering all medicines for all diseases. It sought reassurance with other WTO Members that this was also their understanding, but did not get a confirmation on that point. It then suggested that the proposed mechanism should cover a list of 22 of the most devastating diseases that frequently occur in Sub Saharan Africa as well as "other epidemics of comparable gravity and scale including those that might arise in the future whether due to natural occurrence, accidental release or deliberate use". 


►
NO AGREEMENT REACHED!!

· In a last minute attempt to broker a compromise it was suggested to combine a USA statement, indicating its interpretation of the limited number of diseases covered by the mechanism, with a statement by the Chair of the TRIPS Council that, without prejudice to the Doha Declaration, the implementation of the proposed Decision would be likely to remain within the limits indicated in the USA Declaration. Though elegant, the compromise fell short of the legal certainty sought by the USA, which consequently reserved its position on the draft decision as proposed by the Chair, leaving the TRIPS Council, in the night of 20 to 21 December, no other choice than to note its failure to resolve the issue and to refer it back to the General Council.
6. What safeguards must be implemented?

In general Members agreed on the need for safeguards against trade diversion, but controversy arose whether it [was] sufficient to give right holders access to legal remedies and provide for strict product-labelling, or whether all Members should be obliged to take . . . measures against trade diversion [FN 59].  [A related issue was] compensation to the patent holder—specifically, whether compensation should be determined in the country of export or the country where the product is consumed.

FN 59.  {Text of footnote replaced with news story from The Pharmaceutical Executive (12/1/2002), describing the event referred to in the original footnote—ELD} The Dutch Health Inspection has recalled several consignments {36,000 packs} of GlaxoSmithKline (GSK) antiretrovirals that were being sold in the Netherlands and Germany.  Officials believe the medicines came from Senegal, where the head of the Dakar-based aid organization, Africa Helps Africa, said it exchanged a surplus of the medicines for other drugs and medical equipment. [The company who made the exchange] denied doing anything wrong.  The value of the drugs was estimated in the “dozens of millions of Euro.”

LDC Position
IC Position
Compromise Draft


· Place the burden of safeguards against trade diversion on the patent owners, by referring to their right to seek remedies against re-exports out of the "domestic market", and by allowing them to label the exported products for consumption within designated domestic markets.  

· Not all the conditions needed to apply and that a requirement on the importing Member to also issue a compulsory license under Article 31 would be administratively burdensome, while possibly resulting in double remuneration of the right holder.

· The importing Member would be in the best situation to assess the facts and that the amount of compensation would maintain some relationship with the ability of patients to afford the product.

· 
Wanted a strong commitment from all WTO Members to take and support measures against trade diversion . . . . 

· All relevant requirements of Article 31, other than Article 31(f) {see TRIPS Art. 31 at ELD-6, line 110}, would remain fully applicable, both to the Member granting the license under the proposed exception and to the country of importation, which, in case the pharmaceutical product concerned were patented there, would also have to issue a compulsory license for its import.

· U.S. asserted that the burden should fall on the exporting country (which clearly has more resources than the importing country) and should be worked out taking into account the value of the license.

· 
[T]he only obligation that is waived for the exporting Member is the obligation not to export production under a compulsory license (Article 31 f). 

· [T]he eligible importing Member must make a prior notification to the TRIPS Council specifying [various details about the drugs needed and the circumstances for invoking the mechanism].  

· The compulsory license issued by the exporting Member (Article 2b) must contain a number of conditions:

· [limiting] the amount of production to the amount necessary to meet the notified needs of the importing Member 

· provide for clear identification of those products (e.g. through packaging or colouring and shaping) and for full web-site disclosure prior to shipment of information concerning those quantities and distinguishing features. 

· adequate remuneration must be paid to the right holder in the exporting 

· importing Members must take "reasonable measures within their means, proportionate to their administrative capacities and to the risk of trade diversion" (with a large exception for Africa). If a developing country importer experiences difficulty to prevent re-exportation, developed Members shall provide, on request and mutually agreed terms, technical and financial co-operation in order to facilitate implementation of this provision. 

WTO Implementation of Paragraph 6 of the Doha Declaration on Public Health

(Aug. 30, 2003)

WTO Doc. WT/L/540


{After negotiations at Geneva failed to generate a solution to the Paragraph 6 problem, the following agreement was released this past August.  I’ve been unable to find out whether there was a special meeting to do this, although this essentially mirrors the text of the 16 December 2002 compromise proposed by the TRIPS Council Chair in Geneva—ELD}

* * *

{Preamble}


Noting the Declaration on the TRIPS Agreement and Public Health and, in particular, the instruction of the Ministerial Conference to the Council for TRIPS contained in paragraph 6 of the Declaration to find an expeditious solution to the problem of the difficulties that WTO Members with insufficient or no manufacturing capacities in the pharmaceutical sector could face in making effective use of compulsory licensing under the TRIPS Agreement and to report to the General Council before the end of 2002;


Recognizing, where eligible importing Members seek to obtain supplies under the system set out in this Decision, the importance of a rapid response to those needs consistent with the provisions of this Decision;


Noting that, in the light of the foregoing, exceptional circumstances exist justifying waivers from the obligations set out in paragraphs (f) and (h) of Article 31 of the TRIPS Agreement {see TRIPS at ELD-6, line 110} with respect to pharmaceutical products;

* * *

1.
For the purposes of this Decision:

(a) "pharmaceutical product" means 




any patented product . . . 




of the pharmaceutical sector 




needed to address the public health problems as recognized in ¶ 1 of the Declaration.  



It is understood that 





active ingredients 






necessary for its manufacture and 





diagnostic kits needed for its use 



would be included;

(b)
"eligible importing Member" means 



any least-developed country Member, and 



any other Member that has made a notification  to the Council for TRIPS of its intention to use the system as an importer, 




it being understood that a Member may notify at any time that it will use the system in whole or in a limited way, for example only in the case of a national emergency or other circumstances of extreme urgency or in cases of public non-commercial use.  



It is noted that 




some Members [FN3] will not use the system set out in this Decision as importing Members and 




that some other Members have stated that, if they use the system, it would be in no more than situations of national emergency or other circumstances of extreme urgency;


FN3.  Australia, Austria, Belgium, Canada, Denmark, Finland, France, Germany, Greece, Iceland, Ireland, Italy, Japan, Luxembourg, the Netherlands, New Zealand, Norway, Portugal, Spain, Sweden, Switzerland, the United Kingdom and the United States.

(c) "exporting Member" means a Member using the system set out in this Decision to produce pharmaceutical products for, and export them to, an eligible importing Member.

2.
The obligations of an exporting Member under Article 31(f) of the TRIPS Agreement shall be waived 



with respect to the grant by it of a compulsory license 



to the extent necessary for the purposes of production of a pharmaceutical product(s) and its export to an eligible importing Member(s) 



in accordance with the terms set out below in this paragraph:

(a)
the eligible importing Member(s)  has made a notification to the Council for TRIPS, that:

(i)
specifies the names and expected quantities of the product(s) needed ;

(ii)
confirms that the eligible importing Member in question, 




other than a least developed country Member, 




has established that it has insufficient or no manufacturing capacities in the pharmaceutical sector for the product(s) in question in one of the ways set out in the Annex to this Decision; and

(iii)
confirms that, 




where a pharmaceutical product is patented in its territory, 




it has granted or intends to grant a compulsory license in accordance with Article 31 of the TRIPS Agreement and the provisions of this Decision;

(b)
the compulsory license issued by the exporting Member under this Decision shall contain the following conditions:

(i)
only the amount necessary to meet the needs of the eligible importing Member(s) may be manufactured under the license and 

the entirety of this production shall be exported to the Member(s) which has notified its needs to the Council for TRIPS;

(ii)
products produced under the license shall be clearly identified as being produced under the system set out in this Decision through specific labelling or marking.  

Suppliers should distinguish such products through special packaging and/or special colouring/shaping of the products themselves, 




provided that such distinction is feasible and does not have a significant impact on price;  and

(iii)
before shipment begins, the licensee shall post on a website the following information:

-
the quantities being supplied to each destination as referred to in indent (i) above;  and

-
the distinguishing features of the product(s) referred to in indent (ii) above;

(c)
the exporting Member shall notify the Council for TRIPS of the grant of the license, including the conditions attached to it.   The information provided shall include [details regarding the product and the license]. . . . 

3.
Where a compulsory license is granted by an exporting Member under the system set out in this Decision, 


adequate remuneration pursuant to Article 




31(h) of the TRIPS Agreement {see TRIPS at ELD-7, lines 16-20} 


shall be paid in that Member 



taking into account the economic value to the importing Member of the use that has been authorized in the exporting Member.  


Where a compulsory license is granted for the same products in the eligible importing Member, the obligation of that Member under Article 31(h) shall be waived in respect of those products for which remuneration in accordance with the first sentence of this paragraph is paid in the exporting Member.

4.
In order to ensure that the products imported under the system set out in this Decision are used for the public health purposes underlying their importation, 


eligible importing Members shall take


reasonable measures 




within their means, 




proportionate to 





their administrative capacities and to 





the risk of trade diversion 


to prevent re-exportation of the products that have actually been imported into their territories under the system.  


In the event that an eligible importing Member that is [an LDC] experiences difficulty in implementing this provision, [ICs] shall provide, on request and on mutually agreed terms and conditions, technical and financial cooperation in order to facilitate its implementation.

5.
Members shall ensure the availability of 




effective legal means 




to prevent the importation into, and sale in, their territories of products 





produced under the system set out in this Decision and 





diverted to their markets inconsistently with its provisions, 



using the means already required to be available under the TRIPS Agreement.  


If any Member considers that such measures are proving insufficient for this purpose, the matter may be reviewed in the Council for TRIPS at the request of that Member.

6.
With a view to harnessing economies of scale for the purposes of enhancing purchasing power for, and facilitating the local production of, pharmaceutical products:



{the language of this section is virtually impenetrable, essentially says that an importing member may allow exportation of products made under compulsory licenses to other LDCs or countries meeting the requirements to be an importing country—ELD}

* * *

7.
Members recognize the desirability of promoting 




the transfer of technology and 




capacity building in the pharmaceutical sector 



in order to overcome the problem identified in paragraph 6 of the Declaration.  


To this end, eligible importing Members and exporting Members are encouraged to use the system set out in this Decision in a way which would promote this objective.  


Members undertake to cooperate in paying special attention to the transfer of technology and capacity building in the pharmaceutical sector in the work to be undertaken pursuant to Article 66.2 of the TRIPS Agreement {see ELD-7, lines 104-06}, paragraph 7 of the Declaration {see ELD-11, lines 93-109} and any other relevant work of the Council for TRIPS.

8.
The Council for TRIPS shall 



review annually the functioning of the system set out in this Decision 




with a view to ensuring its effective operation and 



shall annually report on its operation to the General Council.  …

* * * 

{The omitted provision preserves allowances of Art. 31 as they were prior to this agreement—ELD}

11.
This Decision, including the waivers granted in it, shall terminate for each Member on the date on which an amendment to the TRIPS Agreement replacing its provisions takes effect for that Member.  

The TRIPS Council shall initiate by the end of 2003 work on the preparation of such an amendment with a view to its adoption within six months, on the understanding that the amendment will be based, where appropriate, on this Decision . . . .

{No word on this yet, unsurprisingly—ELD}

ANNEX—Assessment of Manufacturing Capacities in the Pharmaceutical Sector


Least-developed country Members are deemed to have insufficient or no manufacturing capacities in the pharmaceutical sector.


For other eligible importing Members insufficient or no manufacturing capacities for the product(s) in question may be established in either of the following ways:

(i)
the Member in question has established that it has no manufacturing capacity in the pharmaceutical sector; or

(ii)
where the Member has some manufacturing capacity in this sector, it has examined this capacity and found that, excluding any capacity owned or controlled by the patent owner, it is currently insufficient for the purposes of meeting its needs.  




When it is established that such capacity has become sufficient to meet the Member's needs, the system shall no longer apply.
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