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In its June 25, 2002, Second Communication Relating to Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health, the United States articulated its formal position for post-Doha negotiations and has stubbornly held to that position through negotiations this fall.  Although the Second Communication relinquished some of its earlier, even more stringent conditions,
 the stated U.S. position continues to undermine the production-for-export solution promised at Doha and instead favors the interests and profits of U.S. drug companies, which last year alone made over $37 billion in profit.  Once again millions of lives hang in the balance as the U.S. threatens to renege on its solemn promise at Doha to find an expeditious, and effective, solution to the production-for-export problem.

Conditionalities on Covered Diseases and Countries with Insufficient Pharmaceutical Capacity

In Section II of its submission, the U.S. strives to achieve a "compassionate" tone while narrowly defining the problem.  It does so first by referring to "grave" public health problems,
 especially those resulting from HIV/AIDS, TB, malaria and other epidemics.  Clearly, these major pandemics were at the forefront of international concern about inadequate supplies of affordable medicines in developing countries.  But the promise made at Doha was to reach solutions for a multitude of public health concerns,
 not only for the most egregious, headline diseases.  The issue of affordability of patented medicines arises for a wide range of diseases and conditions; high prices plague developing countries’ ability to pay for routine and exceptional care and robs their depleted treasuries of desperately needed foreign-currency reserves.  Accordingly, post-Doha solutions must leave options for diseases other than the "Big Three."

Second, the U.S. attempts to forestall entry of generic manufacturers by giving existing patent holders a major role in defining threshold needs.  In this regard, the U.S. has suggested that drug-access problems ordinarily arise only "where the supply of the pharmaceutical in question has not been provided by the patent holder through normal commercial arrangements or through discount, donation, or other aid programs."  To the contrary, all of these short-term and revocable offers forestall a lasing import solution that ensures sustainable access to high quality, low-cost generic drugs.  The U.S. has also proposed a WTO notification rule that would permit a time period for "improved offers by patent holders to supply the country in need."  Section V.  However, in addition to permitting response by pharmaceutical patent holders, the notice rule will also permit behind-the-scenes pressure from developed countries for reliance on temporary discount price offers.  In the final analysis, an industry that can brag about its Accelerated Access Program that it now supplies 30,000-36,000 Africans with ARV's (less than 1% of the African population in immediate need of anti-retroviral therapy) must be not be given any power to define the need for imported medicines from dramatically cheaper, high quality suppliers. 

Third, although the U.S. has given up its earlier effort to limit solutions to least developed countries, in Section II, it continues to seek a narrow definition of pharmaceutical capacity, focusing solely on manufacturing capacity for any products within an otherwise anemic pharmaceutical sector.  In this regard, the U.S. continues to disregard the problem of small-market and low-income countries where it might be theoretically possible to utilize some marginal pharmaceutical capacity but where diseconomies of scale make it economically infeasible to produce medicines efficiently.  Accordingly, the U.S. should be forced to address the economy-of-scale issue more forthrightly.  As stated in the by the Commission on Intellectual Property Rights in its path-breaking Report on Integrating Intellectual Development Rights and Development Policy (Sept. 2002):  “To allow … for economies of scale, and a degree of competition, it is important that small markets are grouped together as much as is possible.” (p. 48).  

Moreover, The U.S. has attempted to cover its probable intentions with respect to over-stringent definitions of capacity and thus of eligible countries by referring to an ephemeral "procedure to clarify which developing country Members can be considered to have insufficient or no manufacturing capacity in the pharmaceutical sector or at least the factors to be taken into consideration."  Rather than let importing countries establish their own frank assessment of the economic and technical feasibility of pharmaceutical production, the U.S. apparently wants to put this power in the hands of a behind-the-scenes committee which will non-transparently hold life-and-death decisions in its hands.  Alternatively, it wants to define strict eligibility guidelines that would exclude certain middle-income developing countries based on national-income or stage-of-development criteria.  It is doing so because these markets are a strategic arena of future growth for the patent pharmaceutical industry which faces increased efforts to regulate prices domestically.  To the extent that the U.S. succeeds in excluding certain middle income developing countries, like Brazil, it will preserve drug company profits at the cost of identifiable lives on the ground.  Alternatively, to the extent that inclusion or exclusion is left indefinite, countries will risk being taken to dispute resolution if they gambled and lost about the bona fides of their low-development or low-income index or about the degree of incapacity in their pharmaceutical sector.

Narrow, Geographically-limited Solutions

Having defined the disease problem narrowly and having narrowed the list of countries that might avail themselves of the production-for-export solution, the U.S. next moves in Section IV to limit the countries which might produce for export – namely developing countries with pharmaceutical capacity.   Arguably this is a negotiating offer designed to attract the agreement of existing producer countries, e.g., India, to drop their alliance with African countries and instead to ally with the U.S. demand.
  It also is designed to suggest the illusory promises of technology transfer to Africa so that the continent might develop its own regional pharmaceutical capacity.  Admittedly, many treatment activists and developing countries have urged solutions that leave the door open for the development of indigenous pharmaceutical capacity in the Global South.  And, the development of local or regional capacity would obviously help ensure a reliable supply of medicines.  However, no one should think that it would be economically efficient (or feasible) for each developing country to develop its own broad-spectrum pharmaceutical sector, sophisticated enough to reverse engineer and product the newest generation of complicated medicines.  Instead, developing countries, as a group, need to create the legal and economic conditions that would entice market entry of a limited number of major producers, perhaps with some additional local plants in selected large market countries.  These few producers could achieve economies of scale and compete over time to drive prices down.  

Nonetheless, contrary to the U.S. proposal, in the short run, it might be desirable to authorize some existing generic manufacturers in developed countries to produce immediate volumes of high quality generics.  Thus, the option of developed country manufacturers should not be prematurely removed from the bargaining table.

Self-Defeating Diversion Rules

Like the E.U., the U.S. has eschewed the possibility of supplying trade regions, as advocated by South Africa and previously by the Africa Group, in favor of country-by-country production for export, none of which could be diverted to any other country.  Because economies of scale may be achieved by the combined purchasing power of several countries or a trading region, i.e., the African Union, and some of those regional purchases might be coordinated in the future either by the Global Fund to Fight AIDS, TB, and Malaria, or by other regional procurement bodies, the proposed no-diversion rule should not be allowed to limit regional approaches.  Instead, diversion rules should be aimed at preventing diversion to developed countries and to developing countries with patents that have not yet issued a compulsory license for import.  Moreover, the burden of creating enforcement mechanisms should fall primarily on developed countries that have institutional and fiscal resources to safeguard their borders from unauthorized imports.

Moratoriums or Waivers re Article 31(f) only

The key feature of the U.S. proposal is its total rejection of a proactive Article 30 solution and its advocacy of moratoriums or waivers on the enforcement of the predominantly-for-domestic-use rule found in Article 31(f).  The length of any potential moratorium or waiver period is unspecified and, of course, risks being too short.   Moreover, there are multiple grounds for opposing waivers or moratoriums:  (1) they don't help developing countries that have prematurely and improvidently passed TRIPS compliant and TRIPS-plus patent legislation; (2) moratoriums and waivers are irrelevant for the first generation of AIDS medicines which are already lawfully being produced in India (because of process only patent rules) and elsewhere; and (3) the moratoriums or waivers might end, just when you need them or they might require contentious and uncertain extensions.  Given that diseases like AIDS, TB, and malaria will continue for a very long time, it makes more sense to come up with a good Article 30 solution now than merely postpone a solution for a few years.   

Unlike the U.S., the E.U. has previously considered the possibility of an Article 30 limited exception in an exporting country to supply a compulsory license issued in the importing country or to satisfy the right of no-patent countries to access medicines.  The NGO paper of Health GAP, Consumer Project on Technology, Doctors without Borders, Essential Action, and Oxfam stated many of the advantages of an Article 30 limited-exception solution and has proposed implementing language even broader than the E.U. proposal.  Similarly, the Africa Group and other countries have previously proposed Article 30 language that would "authorize the production and export of medicines by persons other than holders of patents on those medicines to address public health needs in importing Members."  Even more recently, the World Health Organization has announced its support for an Article 30 approach, an approach which was also discussed positively in the CIPR Report (p. 47).  In sum, Article 30 solutions are streamlined, easily negotiated, and even easier to implement once authorizing legislation is enacted in producing and importing countries.  Although the U.S. has argued that negotiating an Article 30 limited exception is more time consuming than negotiating an amendment to Article 31(f) or a highly conditional moratorium on its enforcement, this is sophistry.  Surely, amending the text of TRIPS is more time consuming and procedurally burdensome than a binding interpretation of the TRIPS Council on a pro-treatment access Article 30 limited exception.

The above stated concerns about waivers and moratoriums are serious enough, but there is another sinister suggestion in the U.S. Communication.  It states that "a moratorium or waiver (and the actions taken under them) would be approved in advance, which would provide the manufacturing country with certainty that its production and export of the product under the waiver will not be subject to challenge."  Section VIII.  Apparently, the U.S. envisions a separate panel of WTO decision-makers who are going to approve individual CL's, for each and every manufacturer and for each and every importing country.  Thus, in addition to the onerous procedural burdens of seeking hundreds of CL's, there will be the additional burden of seeking prior approval, case-by-case, before some kind of WTO body.   Although in private discussions, the U.S. has suggested that there might be a basis for granting “group wholesale” rather than “individual retail” waivers, the waiver approach still adds avoidable procedural delays and an undesirable element of uncertainty that might deter governmental actions by both importers and exporters and entrepreneurial action by generic producers.

Procedural Death Queues 

Under the U.S. proposal, procedural barriers have multiplied once again:  (1) establish your status to a WTO decision-maker as a no- or low-capacity country, (2) next, negotiate for voluntary licenses or price reductions from multiple patent holders product-by-product, (3) issue a compulsory license in the importing country, product-by-product, (4) seek prior approval from another WTO board for a waiver or moratorium, product-by-product, (5) notify a manufacturing/exporting country and convince it to issue an export-only compulsory licenses product-by-product.  Each developing country will have to go through three or all five of these steps, depending on whether it has patents on file or not.  At some point, one has to wonder if the purpose of these procedural hoops is to protect the minor, mostly theoretical interests of Big Pharma and developed countries or whether they are designed to actually watch people die in the treatment queue as Kafkaesque procedures drag on and on and on.  

Compulsory licenses, even under administratively streamlined procedures, take lawyers, bureaucratic decision-makers, and other official resources, are subject to pharmaceutical company opposition and subversion, and can give rise to covert bilateral trade pressure from the U.S. which has frankly acknowledged that it wants compulsory licenses to remain "exceptional" rather than "ordinary."  Paradoxically, however, the U.S. is attempting to impose a system that requires hundreds of separate C.L. applications - one for each and every required medicine and each and every importing country and in each and every exporting country.  As a practical matter, these kinds of procedural burdens may well make producers countries loath to issue compulsory licenses on humanitarian grounds merely to serve public health needs in distant countries.  Indeed, many countries have been reluctant to even consider imposing licenses for their own needy populations.  What makes the U.S. think that countries will readily go through this grief even to benefit a fledgling generics industry?  Is the U.S. compulsory license solution designed in reality to prevent any real solution to the Doha dilemma?

Conclusion

Once again, the U.S. seems to have forgotten that lives - millions of lives, 13,000 lives everyday with respect to AIDS, TB, and malaria - hang in the balance.  The U.S., the E.U., and the rest of the world made a promise at Doha, that the WTO would find an expeditious solution to the production-for-export issue left open on November 14, 2001.  Now the U.S. and the E.U., but particularly the U.S., are threatening to renege on that promise - to break their word - and to conditionalize the Doha Declaration to death.  Although the U.S. might decide to callously ignore the current and future public health needs of its own citizens in times of bio-terrorism or with respect to orphan medicines, it should not be permitted to kill countless others in its drive to preserve pharmaceutical profits.  Developing countries and treatment activists worldwide must protest the U.S.'s narrow, Doha-strangling conditions at the upcoming TRIPS Council negotiations.
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� In terms of defining the problem, one positive feature of the U.S. proposal is that it frankly acknowledges that export/import solutions must reach no-patent countries.  It also is willing to presume that all least developed countries lack pharmaceutical capacity.  Finally, it has dropped its earlier insistence that Access would be permitted only for non-commercial, public sector use.


� The Doha Declaration itself talks about the gravity of public health problems, not grave public health problems.  Though the differences in meaning might be slight, the Doha formulation suggests the total effect of many discrete public health problems rather than focusing primarily on the gravity of particular individual problems.  This ends up making a difference because of continuing efforts by the pharmaceutical industry and the U.S. to focus on HIV/AIDS, tuberculosis, malaria, and similar epidemics.


� The Doha Declaration is significant for having adopted a much broader public health perspective, particularly in paragraph 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."  


� This effort has apparently failed given India’s reported agreement with the recent South African submission.


� The South Africa proposal does not impose any limits on exporting countries, nor for that matter on eligible importing countries either.
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