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HEALTH GAP (GLOBAL ACCESS PROJECT) REMARKS 
IN THE MATTER OF 2010 SPECIAL 301 REVIEW MARCH 3, 2010

Health GAP is a policy and advocacy organization working for the urgent scale up of access to affordable HIV treatment in developing countries, on behalf of millions of people who are facing imminent death without access to medicines. We have worked over the last decade to improve the response of the U.S. government to global AIDS, through increasing US government investments in AIDS treatment and improving US government policies. Because of the critical role that generic competition among manufacturers has played in reducing the costs of life saving AIDS medicines in developing countries, we have also focused on ensuring that U.S. trade policy is guided by and accountable to the needs of people suffering unnecessarily without medicines access. 


Our efforts in the US have helped contribute to significant shifts in the response to AIDS in countries in sub Saharan Africa and other countries in need. This includes a dramatic scale up in appropriations for HIV treatment and prevention, and the creation in 2003 of the US President’s Emergency Plan for AIDS Relief (PEPFAR) as well the creation in 2001 of the Global Fund to Fight AIDS, Tuberculosis and Malaria.  There have also been some changes in trade policy relating to intellectual property rights and access to medicines over the course of the previous two Administrations. 

Unfortunately, this Administration, like the previous one, appears committed to use of the Special 301 report as a tool to bully countries that are attempting to ensure access to affordable medicines through intellectual property provisions that make use of flexibilities enshrined in the TRIPS agreement and reaffirmed by the Doha Declaration on the TRIPS Agreement and Public Health. 

This persistent deployment of a flawed policy under previous Administrations is a matter of serious concern to the AIDS and global health community. The assessment by USTR of ‘adequate and effective protection’ of intellectual property rights and ‘fair and equitable market access’ can and must be determined in the context of the U.S. obligation to uphold the provisions of the Doha Declaration on the TRIPS Agreement and Public Health. We expect to see a 2010 Special 301 report that does more than pay lip service to the idea of the primacy of public health and access to medicines—we expect to see countries removed from the Watch List in each and every case where their actions were consistent with TRIPS compliant efforts to promote access to medicines for all. 

Our comments today build on arguments provided in the submission you have available, and are confined to these points:

• The Administration’s public commitments to respond to global health priorities including but not limited to the epidemic of untreated HIV are undermined by USTR’s use of the Special 301 report and other measures to punish and pressure countries using TRIPS-compliant measures to increase availability of medicines; 

• USTR’s current use of the Special 301 report contradicts U.S. obligations according to the Doha Declaration on the TRIPS Agreement and Public Health; and 
• We are concerned that continued use of the Special 301 report is a prohibited form of unilateral action by the U.S., in violation of its commitments to a multilateral system of dispute resolution within the WTO.

1. USTR’s use of the Special 301 report to punish and pressure countries using TRIPS-compliant measures to increase availability of medicines undermines U.S. commitments on AIDS and global health 

President Obama and his Administration have pledged repeatedly to reach the global goal of universal access to HIV treatment in developing countries, as well as complementary international commitments to tackle diseases that are the leading preventable killers of people in developing countries worldwide. Moreover, as presidential candidates, President Obama, as well as Vice President Biden and Secretary of State Clinton made repeated promises to scale up the US response to global AIDS, including through adoption of trade policies that ensure access to affordable generic medicines.

These public commitments were preceded by the launch of President Bush in 2003 of the President’s Emergency Plan for AIDS Relief (PEPFAR), seeking appropriations of $15 billion over five years and pledging to extend treatment to at least 2 million people with HIV.

The U.S. is now the largest funder of antiretroviral therapy in the world, and PEPFAR has been reauthorized at the level of $48 billion for its second five years.
  Out of the 4 million people on treatment at the end of 2008, PEPFAR reports directly supporting treatment more than 2.4 million people and indirectly supporting many more through investments in the Global Fund to Fight AIDS, Tuberculosis and Malaria and otherwise.
  

PEPFAR has steadily increased its procurement of generic medicines and is now the world’s largest procurer of generic HIV treatment. For example in 2007 the proportion of generics by volume procured by PEPFAR reached 73%; in FY 2008, PEPFAR spent $202 million on antiretrovirals. Before that, spending on HIV treatment increased from $106 million in 2005 to $131 million in 2007 while the proportion of funds spent on generic ARV increased from 11% to 27% and to 57%, with corresponding savings estimated to be more than $115 million over 3 years.
  In addition to its own ARV procurement, the U.S. is the biggest donor to the Global Fund to Fight AIDS, Tuberculosis and Malaria,
 which by the end of 2008 had spent nearly $4.4 billion on AIDS programs, roughly a third of which was spent on ARV treatment and monitoring, which necessarily included a significant amount for ARVs.

Although treatment reached over 4 million people at the end of 2008,
 an additional 10 million patients who need treatment under new WHO treatment guidelines are still without medicines,
 and many millions more will require treatment over the next decade.  These patients need treatment in their own right, but there is also growing evidence that treating HIV/AIDS might be one of the best ways to prevent HIV transmission.
 
In addition, new treatment guidelines recommend discontinuation of d4T (stavudine) and its replacement with a more expensive tenofovir- or zidovudine-based regimens (cost comparison $210 or $149 vs. $80 per person per year).
  Therefore, first-line medicines becoming more expensive, but newer second- and third-line regimens are even more 8 to 30 times more expensive (see chart below).
  Recent reports contrast first-line combination costs at between $80-243 per person per year with estimated second-line combination costs at between $620-993 per person per year and possible third-line combination costs at more than $2291 per person per year.
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This Administration’s pledged commitment to universal access to AIDS treatment cannot be met unless the price of HIV treatment is affordable.  Although generic companies in India and other producing countries were able to reverse engineer and manufacture older antiretroviral medicines at a fraction of the cost of brand-name patented versions, those same opportunities have dwindled with respect to newer medicines.  Accordingly and as a result of India having become fully TRIPS-compliant in 2005, a number of newer antiretroviral treatments remain much more costly because the patent holder faces no generic competition from India or elsewhere.

Moreover, production and export of generic antiretrovirals in India, and other countries with production capacity, has been a driving force scaling up access to medicine in sub Saharan Africa. Therefore USTR’s pressure on India and other countries with manufacturing capacity, through Special 301 report listing and other means, harms not only Indians in need of treatment, but also those people living with HIV and other health priorities in sub Saharan African countries that are now primarily importing countries. While African countries did not feature in the 2009 Special 301 report, they are nonetheless impacted by the listing of India, Brazil and other manufacturing countries. 

It is in this context that the USTR’s pursuit of heightened intellectual property protections for pharmaceutical products and its punishment of countries that use TRIPS-compliant flexibilities by means of its Special 301 Annual Reports directly undermines the Administration commitment to reaching universal access. 

Beneficiaries of U.S. global AIDS programs, as well as U.S. taxpayers, urgently require the U.S. to pursue trade policies that support generic production of second generation HIV treatment—their interests must be promoted and protected by the Administration and USTR. 

For the U.S. to be the world’s major procurer of AIDS medicines at the same time that the USTR is pursuing policies that will reduce the U.S.’s ability to procure low cost antiretrovirals is an example of extreme policy incoherence at its worst. 

2. The USTR is disregarding U.S. commitments made in the Doha Declaration

On November 14 2001, the U.S. joined every other WTO Member Country and signed the Doha Declaration on the TRIPS Agreement and Public Health.
 The Doha Declaration emphasized the gravity and primacy of developing countries’ public health needs,
 clarified Member’s right to promote access to medicines for all,
 and specifically reconfirmed countries’ broad discretion to issue compulsory licenses and to permit parallel importation.
 Finally, the Doha Declaration proposed an extension of the transition period for least-developed country members concerning their obligations to grant and enforce product patents on pharmaceutical products, and their obligation to comply with data protection and mailbox-market-exclusivity rules.

The Submission of Global Health Organizations, including Health GAP, highlights the many ways that the USTR has pursued TRIPS-plus intellectual property protections and the many other ways that the USTR has improvidently listed countries because of their fully TRIPS-compliant utilization of lawful flexibilities.  Special 301 reports have listed countries for use of compulsory licenses (Thailand and Brazil), for refusing to expand scope of patentability to second uses (Brazil), for failure to extend patent terms (Israel), for failure to adopt patent/registration linkage (12 countries in the 2009 Special 301 Report), for failure to grant data exclusivity (multiple countries for multiple years), and for failure to adopt extraordinary enforcement measures, including border measures that might unreasonably interfere with the legal trade and transshipment of generic medicines as was recently seen in the seizure of quality-assured generic medicines to treat HIV and other health problems. Each and every one of these listings has the potential to increase the cost of medicines in developing countries, block access for people in urgent need, and increase costs likely to be borne by U.S. taxpayers through multilateral and U.S. bilateral development assistance.  

One compelling example, described in the submission to this sub committee by the Center for Policy Analysis on Trade and Health (CPATH), is the country case of Guatemala—a country where TRIPS-compliant policies regarding protection of test data triggered listing by USTR as “Priority Watch List” country, including on the 2009 Special 301 report. Ongoing pressures by USTR ultimately led to national procurement authorities eschewing procurement of lower-cost generic versions of key medicines, triggering dramatic increases in prices, including for a key second generation medicine to treat HIV.
 These are extremely grave public health costs being borne as a result of your trade policies. Far too much attention has been given to the interests of pharmaceutical companies and far to little to the more compelling foreign policies objectives that seek greater access to medicines for the poor. 
The Doha Declaration requires that the U.S. maintain policy space for WTO Member States to prioritize public health and access to medicines for all. However, USTR has disregarded developing countries’ obligation to ensure access to essential medicines for their residents by using Special 301 reporting systems and other measures such as bilateral trade agreements and direct pressure on countries; as a result some countries have abrogated their right to legislate and utilize TRIPS-compliant flexibilities to promote access to affordable generic medicines of assured quality.  We note that a report by the U.S. Government Accountability Office has confirmed this tendency in its recent assessment of USTR Trade Policy.

3. The USTR May Be Violating its Obligation to Use the WTO Multilateral Trade Dispute Mechanisms to the Exclusion of its Unilateral Special 301 Listing Sanctions

Article 23.2 of the Marrakesh Agreement establishing the World Trade Organization states “Members shall not make a determination to the effect that a violation has occurred, that benefits have been nullified or impaired or that the attainment of any objective of the covered agreements has been impeded, except through recourse to dispute settlement in accordance with the rules and procedures of this understanding.” Similarly the WTO Panel Report, United States – Sections 301-310 of the Trade Act of 1974, found that use of the U.S. 301 system, as used by a superpower, constituted undue leverage on other Members and could in certain circumstance be an illegal trade act.
  Although the WTO dispute resolution mechanism is not a strong vehicle for vindication of developing countries trade interests, it should and does provide a degree of protection against unilateral trade bullying. Accordingly, continued use of the Special 301 report by USTR is a prohibited form of unilateral trade threat in violation of the U.S.’s commitments to a multilateral system of dispute resolution within the WTO.

Conclusion

We call on USTR to conduct a complete review of its use of use of Special 301 listings, soliciting analysis and review from health and other experts through a multiagency process. Health GAP insists that USTR refrain from listing countries that lawfully refuse to adopt TRIPS-plus flexibilities or that utilize TRIPS- and Doha-compliant flexibilities to increase access to medicines.  As a condition of respecting U.S. endorsement of the Doha Declaration on the TRIPS Agreement and Public Health, and for the purpose of achieving the goals set out by President Obama’s Global Health Initiative,
 which seeks improved health outcomes in developing countries not only with respect to HIV/AIDS, tuberculosis and malaria, but also with respect to child and maternal health, sexual and reproductive health, neglected diseases, and health system strengthening more broadly, the USTR should act affirmatively to promote access to medicines by promoting implementation of the TRIPS flexibilities affirmed in the Doha Declaration, instead of erecting intellectual property protections that serve only to increase pharmaceutical industry profits.  Those monopoly-based profits come at too high a cost in terms of health outcomes for people living with HIV and other people seeking to secure healthy and productive lives. 
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