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United States (U.S.) is aggressively working to open markets globally, regionally and bilaterally to expand American opportunities and to guard its investments in overseas market. With multilateral negotiations proceeding at a slow pace especially following the collapse of talks in Cancun, U.S. is on a spree signing free trade agreements (FTAs) with the Americas, Asian, African and Middle Eastern nations. Robert Zoellick U.S. Trade Representative informed the world “We are not stopping. We are moving with the countries that are willing to go”
, referring to the creation of bilateral and regional free trade agreements. U.S. is systematically approaching each developing country using a variety of carrots and sticks to engage them in bilateral and regional free trade agreements.  

In the past two years, U.S. has concluded agreements with Singapore, Australia, Bahrain, Morocco, Chile and the Central American states (Costa Rica, Honduras, Dominican Republic, Guatemala, El Salvador, Nicaragua). Negotiations are underway or about to begin with Thailand, Andean states (Peru, Colombia, Ecuador, Bolivia) and the South African Customs Union (Botswana, Lesotho, Namibia, South Africa, Swaziland). U.S. also has Trade and Investment Framework Agreements (TIFAs) with ASEAN states - Indonesia, Philippines, Malaysia and Middle Eastern states – Saudi Arabia, United Arab Emirates, Kuwait, Qatar, Yemen, Oman, Egypt, Algeria and Tunisia. 

The FTAs are all encompassing, covering - Market Access for Goods, Agriculture, Cross-Border Services, Financial Services, Investment, Intellectual Property Rights, Government Procurement, Competition Policy, Labor, Environment, Sanitary and Phytosanitary Measures, Technical Barriers to Trade, Trade Facilitation, Transparency, Customs Administration and Dispute Settlement process. The terms in each of these agreements do not vary significantly; in fact most chapters are identical almost to the letter. 

U.S. is driven to adopt a “divide and rule” trade strategy, to achieve two imperative objectives. First, is to set tough standards for future trade and investment negotiations. Once countries are already committed to stricter trade and investment rules through a bilateral/sub-regional agreement it will be more difficult for developing countries to collaborate and mount the kind of opposition to U.S. proposals which Brazil helped to lead in Cancun. The second objective is to push through obligations which have not been adopted at the WTO. It is therefore unsurprising to find issues and standards that failed to be adopted at the WTO, now being incorporated into the FTAs.  
The Private Sector and U.S. Trade Policy

The Office of the U.S. Trade Representative (USTR) is responsible for developing and coordinating U.S. trade, commodity and direct investment policy and leading negotiations with other countries. The agency’s head, Robert Zoellick is the President’s principal advisor, negotiator and spokesperson on trade and related investment matters. USTR is advised by the Trade Policy Advisory Committee System established in 1974, which consists of 33 advisory committees with a total membership of 1000 advisors, representing the “private sector” to ensure that U.S. trade policy and trade negotiation objectives adequately reflect U.S. commercial and economic interests. This committee system is arranged in three tiers: the President’s Advisory Committee for Trade Policy and Negotiations (ACTPN); six policy advisory committees; and 26 technical, sectoral and functional advisory committees. 
These committees are mainly dominated by companies which possess an abundance of wealth and are seeking to protect their investments at all costs. Many of these corporations spend millions of dollars on contributions to the political parties and engage influential lobbyists to lobby the ruling government, to formulate domestic legislation and international trade policies which enhance their investments.  For example, Henry McKinnell, the CEO of Pfizer Inc. (a member of the UN Global Compact) is a 2004 “pioneer” (collected at least US$100 000 for Bush) and the recent past chairman of Pharmaceutical Research and Manufacturing Associations of America (PhRMA), which spent US$ 34 million on lobbying during the Bush administration.
 He is known to lobby aggressively against efforts to force U.S. pharmaceutical manufacturers to lower prices, in recent years. Pfizer sits on the USTR Functional Advisory Committee on Intellectual Property (IFAC-3), which has successfully pushed for the adoption of rigorous intellectual property rights in the FTAs.  

This scenario is common in Washington D.C. and widely practiced amongst others, by the Energy, Construction, Finance, Health, Insurance, Real Estate, Communications and Electronic industries, many of which are part of the UN Global Compact. A number of these corporations also sit on the various USTR advisory committees that currently are aggressively campaigning via FTAs, amongst others for market access in the goods and service sectors, adoption of stringent intellectual property rights (TRIPS-Plus), trade facilitation and investor-state dispute settlement procedures, irrespective of whether it benefits the developing countries. These FTAs, make a mockery of the negotiations at the multilateral forum of the World Trade Organization (WTO).
De facto these are the industries contriving the development of the U.S trade and investments policies, which ultimately affects human lives and livelihood all around world, many a times in a negative way. An excellent case study is the U.S. pharmaceutical industry - how its association (PhRMA) which represents more than 100 brand name pharmaceutical companies, many of which are members of the UN Global Compact utilizes its vast influence within the U.S. administration, to encourage the development of strong patent rules which in turn denies the poor and the middle income earners all around the world, access to affordable generic medicines.
The Pharmaceutical Industry and Access to Medicines

Lobbying for TRIPS

In the early 1990s, U.S. supported by industry lobbies, included stringent minimum intellectual property standards into the WTO trading system, now known as the TRIPS Agreement. Prior to TRIPS some 50 countries including developed countries such as Spain and Portugal did not grant patent protection for pharmaceutical products, enabling countries to produce generic equivalents of patented medicines, for domestic consumption and for export to countries which had no production capacity. This was regarded as necessary to promote access to medicines at competitive affordable prices - a vital factor in public health. 

Amongst the loudest and most assertive of corporate lobbies was the pharmaceutical industry anxious to protect their profits by gaining monopoly over the production, marketing and pricing of patent-protected medicines. PhRMA provided the technical, legal expertise and advocacy skills on which U.S. trade negotiators based their strategies. A former CEO of Pfizer, Edmund Pratt affirmed the industry’s involvement “Our combined strength enabled us to establish a global private sector-government network which laid the foundation for what became TRIPS”.

The TRIPS agreement effectively curbed production, export, import and sale of generic medicines, which costs a fraction of patented medicines. Developing countries fought hard to ensure at least some flexibility was provided in the agreement (See Box 1). Although the reality is that developing countries are quite reluctant to employ these safeguards, as PhRMA is known to work with the USTR to blacklist these countries in the Special 301 report, although their actions and policies are TRIPS compliant. PhRMA in its Annual Report 2003-2004 states:

“Under the “Special 301” provisions….PhRMA has asked the USTR to designate Argentina, Pakistan and Poland as Priority Foreign Countries for their failure to protect patented pharmaceutical products…..Inclusion in the Special 301 report establishes intellectual property issues as a priority in bilateral discussions between the U.S. and the designated country”. 
These countries are on the USTR watch list. In fact, U.S. has targeted many countries on its Special 301 Watch List and concluded TIFAs or FTAs which adopt TRIPS-Plus standards (See Box 2).  
The Doha Declaration and “Paragraph 6” problem
Sustained campaigning by health activists led to the adoption of the Doha Declaration on Public Health in November 2001. It is reported that on receiving the final version of the Declaration, the International Federation of Pharmaceutical Manufacturing Associations (IFPMA)
 urged U.S. to back out as it undid all that was achieved by TRIPS.
 

At Doha no agreement was reached on the use of compulsory license in countries with production capacity to export to those that lacked production capacity (the ‘paragraph 6’ problem). In an IFPMA General Assembly, its President suggested that the pharmaceutical industry had ultimately no choice but to accept the Doha Declaration as a positive development. He also stated that “IFPMA--along with European Federation of Pharmaceutical Industries and Associations and PhRMA….may agree on an …..workable solution to the challenge of implementing the Doha Declaration”
 indicating the influential role played by the pharmaceutical industries in the paragraph 6 negotiations. The U.S. position in rejecting the proposal by developing countries and attempting to restrict the solution to certain diseases and to the poorest countries is identical to PhRMA’s stance. This is unsurprising considering, in 2002 the pharmaceutical industry raised $60 million for the Republican mid-term election campaign. The final solution to paragraph 6 achieved in August 2003 is complex and its use may be burdensome to developing countries.
The Drug Industry’s Lobbying Activities

Pharmaceutical companies have over the years spent millions of dollars on lobbyists and campaign contributions, to develop a highly sophisticated and effective web of influence in the U.S and globally. 
In 2002, the drug industry spent US$ 91.4 million (a 12% increase from 2001) on 675 lobbyists hired to actively engage with members of the Congress, the White House and the Bush Administration over domestic and international issues. That is seven lobbyists for each U.S. Senator. 51% of these lobbyists had “revolving door” connections. 
PhRMA is one of the most influential in the Washington circles. It hired 112 lobbyists in 2002 (spending US$ 14.3 million) and 82 lobbyists in 2001 (spending US$ 11.3 million). Campaign contributions by the top 25 pharmaceutical firms from 1997 to 2002, was US$ 48.6 million, 80% of which went to the Republicans. PhRMA is the fourth on the list with a total of US$ 4.1 million, 95% of which went to the Republicans. Public Citizen totaled the drug industry’s spending on federal political influence from 1997 to 2002, to over US$ 650 million.
Noting the amounts expended on political parties, it is not surprising that the drug industry gets what it wants.
PhRMA and FTAs

PhRMA’s Annual Report 2003-2004 states its mission – “winning advocacy for public policies that encourage the discovery of life-saving and life-enhancing new medicines for patients by pharmaceutical/biotechnology research companies”. To accomplish this mission, PhRMA is dedicated to achieving in Washington DC, the states and the world:
· Broad patient access to safe and effective medicines through a free market without price controls

· Strong intellectual property incentives

It is determined to set as a negotiating objective in the trade agreements the promotion of adequate and effective intellectual property protections as well as the accelerated implementation of TRIPS. No mention is made about assessing the preparedness of developing countries to adopt TRIPS-Plus rules and how such rules will hamper access to affordable medicines. In fact PhRMA proudly reports that it will readily penalize countries that fail to protect patented pharmaceutical products by including it into the Special 301 report. 
PhRMA openly acknowledges encouraging the U.S. government to pursue TRIPS-Plus standards via bilateral and regional FTAs. With thankful politicians running the White House, Senate and House of Representative, the U.S. government has thrown its full support behind the pharmaceutical industry. 
A lucid example of that support is the U.S.–Australia Free Trade Agreement (AUSFTA). PhRMA has long been dysphoric about the Australian Pharmaceutical Benefits Scheme which is known for its low drug prices negotiated by market power of a centralized buying system. In fact President Bush was quite candid with Prime Minister Howard that he faced political difficulties in U.S. over perceptions that drug prices in Australia were too low. The IFAC-3 (which had among other companies, representatives from Pfizer Inc, Merck & Co Inc., PhRMA) gave an advisory opinion to the U.S. President and Congress on the AUSFTA stating:
“IFAC-3 wishes to underscore the importance that it attaches to a close working relationship between IFAC-3 and industry, on the one hand, and U.S. negotiators on the other……FTA negotiations provide the most effective approach currently available to the U.S. for improving global intellectual property protection”.
AUSFTA was signed adopting TRIP-Plus standards. It is predicted that prices in Australia will rise by almost 30% in the next five years, undoing all the benefits of the scheme.

For a developed country, the impact from increases in drug prices is already a problem. For developing countries such as in Central American and the South African Customs Union (SACU), the impact is even more devastating. 

PhRMA’s aim for the SACU negotiations is to “bring standards of IP protection into closer alignment with U.S. standards” although the Least Developing Countries of SACU are not even required to implement TRIPS until 2016. A goal also shared by the USTR. The Sub-Saharan countries are extremely poor with an estimated 40% to 50% of the population living below the poverty line. In South Africa more than 600 people die a day of AIDS-related causes while Botswana has an HIV prevalence rate of 38%. What these countries need are medicines at affordable prices and not more rules which favor the rich to get richer. 
Central America has nearly 165, 000 people living with HIV/AIDS and 30 000 cases of full-blown AIDS. Guatemala has 75% of its populations living below the poverty line, with 58% living in abject poverty. In Honduras, HIV/AIDS kills one person every two hours because the vast majority of the people cannot afford life saving AIDS medicines. Resources for public health are limited. The U.S.-Central American FTA’s solution to these problems is strong patent rules. The Costa Rican Pharmaceutical Industry predicts an increase of up to 800% in drug prices following the implementation of TRIPS-Plus rules. Patented medicines sold at monopoly prices would be too expensive for poor people and even middle income earners to afford. What Central America and other developing countries need is competition from generic medicines which is crucial in generating significant drops in drug prices enabling more people to access treatment. It is not enough to be left at the mercy of discounts given by pharmaceutical companies on a case by case basis.
End the Industry Lobbying
The drug industry is just one example of who has the power to shape U.S. trade policy and negotiating objectives. The USTR has become a mere spoke person for the industry lobbies, failing to balance the interests of the other stakeholders. The only true winners are the industries. Many corporations assuage their guilt and appease public scorn through philanthropic activities and joining the UN Global Compact. Pfizer Inc. is such an example (See Box 3). 
FTAs designed to only serve the special interests of U.S. industries, at the expense of human lives and livelihoods of the poorer trading nations can only create ill will and enmity among nations. This is definitely not the way forward to developing an integrated, more viable and durable multilateral trading system. 
BOX 1 – Key provisions in THE Trips Agreement






· Minimum term for patent protection: 20 years from filing date.
· Compulsory Licensing: allows a government to authorize a private company or a government agency to exploit a patent without the patent holder’s consent. It is an essential tool for governments to balance the rights of patent holders and the broader public interest.  Possible grounds for granting a compulsory license:
i)
The patent holder refuses to grant authorization

ii)
In cases of national emergency and other extreme urgent circumstances

iii)
To remedy anti-competitive practices 

iv) 
For public non-commercial use 

v)
To facilitate the use of dependent patents.

Members are free to determine further grounds for issuance. The use of compulsory license is subject to certain conditions - it must be “predominantly for the supply of domestic market”, effectively limiting exports of generics (subject to the paragraph 6 solution) and “adequate remuneration” must be paid to the patent holder. 

· Parallel Importation: allows countries to provide for international exhaustion of patents which allows it to import patented medicines which are cheaper in other countries.
· Data Exclusivity: Protection is only provided for test data for “pharmaceutical products that utilize new chemical entities”. No other obligation.
· Linkage Between Patents and Regulatory Approval: No Linkage. Generic companies can obtain regulatory approval before the patent expires enabling them to enter the market immediately when the patent barrier is lifted.
Overall, in line with the principles of patent law, although patent holders are granted a time bound monopoly, governments retain the flexibility in using parallel importation and compulsory licensing to access cheaper and affordable medicines 
BOX 2 – SOME TRIPS-PLUS PROVISIONS 
· Patent Term Extended: parties are required to extend the patent term when there has been a delay in issuing the patent. Further, the patent term must be extended to compensate for delays in granting the regulatory approval. (Example U.S.-Singapore FTA)
· Compulsory Licensing Limited to: remedy anti-competitive practices, national emergencies and for public non-commercial use. A higher standard of compensation - “reasonable and entire” is adopted. Parties cannot require the transfer of test data or know-how in relation to production under compulsory license. (Example: U.S.-Singapore FTA)

· Parallel Importation Limited  (Example: U.S.- Singapore FTA)
· Data Exclusivity Provision: mandates 5 to 10 years of protection for the original “test data” of pharmaceutical products. If generic companies cannot rely on that test data to obtain marketing approval, compulsory license will be rendered useless. In certain scenarios, the period of test data protection may become longer. (Example: U.S. – Central America FTA)
· Linkage Between Patents and Regulatory Approval: Generic companies have to wait until the patent expires before obtaining the marketing approval (even when compulsory license is issued) unless the brand name companies consent, effectively extending the patent monopoly by the period it would actually take for generic producers to obtain approval and actually enter the market (Example: U.S. – Chile FTA)
Overall the effect of the TRIPS-Plus provisions is to extend the monopoly held by patent holders over life saving medicines, restrict generic production and limit the use of parallel importation and compulsory licensing as tools to access cheaper medicines even when there is a national emergency.
BOX 3

Pfizer Inc – Pharmaceutical Colossus

Fortune in 2003 depicted Pfizer as “the biggest drug company ever”. It controls eight of the world’s 25 top selling pharmaceuticals. One of its cholesterol-reduction drug Lipitor, fetched revenues of US$ 9.2 billion in 2003. Total revenue for 2003 was US$45.2 billion, a 40% increase from 2002.  Of that amount, US$ 7.1 billion was spent on research and development (R&D) in 2003 (15.8% of revenues)
, an increase of 38% from 2002. Costs of selling, informational and administrative (including marketing and advertising) made up the bulk of expenses in 2003 amounting to US$ 15.2 billion (33.7% of revenues) and an increase of 41% from 2002. Advertising expenses totaled approximately US$ 2.9 billion in 2003 and US$ 2.3 billion in 2002.

Net income for 2002 was US$9.1 billion; a rate of return nine times that of Wal-Mart and 31 times as much as General Motors. In 2003 profits were US$3.9 billion due to costs related to merger with Pharmacia. Pfizer’s recent market capitalization of about US$245 billion ranks it among the four most valuable stocks in the world. 

To put it in perspective Pfizer’s market value is almost twice the Gross National Product of South Africa, the largest economy in sub-saharan Africa.

Pfizer’s Lobbying Activities

Pfizer wields extensive influence in the White House, Senate and the House of Representatives and uses it vigorously to lobby policies that support its commercial interests. It has regularly been one of the top spenders on lobbying activities. In 2002 Pfizer spent US$3.6 million on 94 lobbyists, whilst campaign contributions to political parties from 2001-2002, was close to US$ 2 million.
 Between the period of 1997-2002, a total sum of US$ 5.6 million was contributed, 82% of which went to the Republicans.
 In the 2003-2004 election cycle, for Pharmaceutical/Health products, Pfizer heads the list of top contributors, with the amount of US$ $922,384 of which 65% has been to the Republicans.

Its CEO Henry McKinnell was the Chairman of PhRMA, the most powerful pharmaceutical industry lobby in the U.S. Currently he is on PhRMA’s Board of Directors and heads the Intellectual Property Committee in the association. He is also the Chairman Emeritus of PhRMA, Chairman of the Business Roundtable, Director of the Trilateral Commission and the Business Council and Member of the Presidential Advisory Council on HIV/AIDS. 

The Vice-President of Pfizer Inc sits on the Industry Functional Advisory Committee on Intellectual Property which advises U.S. trade negotiators on compliance by developing countries of their TRIPS obligations, on the development and implementation of overall U.S. trade policy and on priorities for actions to implement such policy. Its Senior Vice President is the Vice Chair of the Intellectual Property Committee of U.S. Council for International Business (USCIB) which proudly claims that it maintains a “dialogue with U.S. trade negotiators concerning TRIPS and USCIB member opposition to the weakening of patent protection”

Pfizer is also a member of PhRMA, the International Chamber of Commerce, Business and Industry Advisory Committee, TransAtlantic Business Dialogue, all of which are paragons of political clout.

It is evident that Pfizer is uniquely positioned to influence the policies of governments and international organizations. 

Pfizer and Intellectual Property

Pfizer has a long history of aggressively lobbying for the adoption of stringent Intellectual Property standards to bridle competition from producers of generic drugs.  At World Intellectual Property Organization (WIPO), this effort was frustrated. Pfizer’s General Counsel stated at that time “As a UN organization, WIPO works by majority and simply put there were more of them than us. Our experience with WIPO was the last straw in our attempt to operate by persuasion”.
 Pfizer moved to GATT as a forum to push for stringent Intellectual Property laws. The then Chairman Edmund Pratt was also the Chairman of the 45 member Advisory Committee on Trade Policy and Negotiations appointed by the President, a central figure in President Ronald Reagan’s Business Advisory Committee on International Trade and one of the chief architects of the Intellectual Property Committee. On the development of TRIPS, Pratt noted “Working together we were able to draft intellectual property standards that would be supported by dispute resolution and enforcement mechanisms” referring to the cooperation with European Union of Industrial and Employers’ Confederation (UNICE) and the Japanese industry coalition, Keidanren.
 

Pfizer is known to have worked with USTR and PhRMA and contributed to the development of the infamous Section 301 which allows the U.S. government to target and take retaliatory action against countries which in their opinion fail to provide adequate patent protection.
  Brazil, a country with a third of its population living in poverty came under the scrutiny of USTR following a complaint by PhRMA, and faced 100% tariffs on its exports to U.S. until it amended its patent law. 

During the Doha negotiations, Henry McKinnell, CEO of Pfizer met with the WTO’s Director General to discuss the agreement
 although WTO negotiations are suppose to be between trade ministers and not with private entities. But USTR had no qualms about it. It is also reported that Pfizer had demanded the USTR to force the breakdown of the Doha discussions.
 

McKinnell at a recent stockholders meeting said “United States needs to act against countries that fix drug prices……Consumers in France, Germany and Canada among others, should share the cost of discovering and developing medicines, rather than simply reaping the rewards…."Pfizer," he said, "is doing what it can to make that happen. We are encouraging members of Congress to recognize this for what it is--a trade issue."
  

Pfizer’s position on intellectual property remains today the same as it was during the TRIPS negotiations. TRIPS-Plus regimes are not about recovering R & D costs (as noted above the actual R&D costs are unclear) or rewarding the inventor but about curbing competition and increasing profits through market monopoly. While millions of people around the world are dying from treatable and preventable illnesses, to Pfizer, it is a trade issue. And so it is actively using its vast power and influence to push for TRIPS-Plus rules in FTAs with developing countries where many already die because they do not have access to affordable medicines.
Pfizer’s Philanthropic Activities

In October 2002, Pfizer became a member of the UN Global Compact, in an attempt seen to placate its critics. On 22nd June 2004 Pfizer launched a corporate citizenship internet site. The site includes a link to the UN Global Compact website and describes how the company is changing, what its philanthropic activities are and where the company is headed to. In the same month, it published a 32 page booklet which outlines its five principles on access to medicines in the developing world. It even contributed a chapter entitled “Pfizer: A New Mission in Action” in a book about Global Compact.

With regard to Access to Medicines internationally, Pfizer boasts of donating medications under the Diflucan Partnership Program and the International Trachoma Initiative. It also speaks of assisting in building an Infectious Diseases Institute in Uganda and an International AIDS Grant Program to strengthen local capacity in HIV/AIDs. They launched a Global Health Fellows initiative, wherein employees volunteer as medical corps and spend 6 months in imparting knowledge on the HIV/AIDS. It claims to have donated US$ 650 million in 2003 “to provide medicines, medical care and community services to people around the world who need help”

Stop the Hypocrisy
In an interview, at the recent international AIDS Conference in Bangkok, McKinnell justified Pfizer’s position by stating its philanthropic activities. These programmes are welcomed by the needy but they are not alternatives to more systematic policies to promote access to affordable medicines. “Access to medicines” is a fundamental part of the Human Right to Life.
 By lobbying for, and shaping TRIP-Plus rules which effectively limits people’s access to affordable medicines, Pfizer is in breach of Principle 1 and 2 of the UN Global Compact. 
So stop the hypocrisy. Lives are at stake.
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