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Tobacco Control

According to the Pan American Health Organization and the World Health Organization, “Transnational tobacco companies…have been among the strongest proponents of tariff reduction and open markets. Trade openness is linked to tobacco consumption.”
  

The U.S Trade Representative has indicated that tobacco measures in the Korea-US Trade Promotion Agreement will be similar to all recent U.S. trade agreements, which have included reductions in tariff and nontariff barriers to trade in tobacco products. These provisions are intended to increase consumption of tobacco products, which are lethal.  Reducing tobacco consumption is a key public health goal of particular consequence for South Korea, where 67% of males smoke presently.
Korea currently attributes the majority of its deaths to cancer. Cancer-related deaths rose from 13.8% to 21.4% of all deaths between 1980 and 1994 – with cancer-related mortality for men changing from 49.5 to 134.2/100,000, and for women from 32.6 to 76.1/100,000. Since 1980, lung cancer has increased the most rapidly, and liver and lung cancer in men accounted for 65% of all cancer deaths from 1984-1998.

There is a lag period of between 20 and 30 years between tobacco consumption and tobacco-related deaths such as lung cancer. Mortality due to lung cancer is sure to increase and present significant problems for suffering individuals, for the national health care system, and in the loss of economic productivity due to premature deaths.
Tobacco control measures appear to be achieving a slow decline in tobacco consumption in South Korea. In 1995, Korea passed the National Health Promotion Act (NHPA), which states that all public areas and facilities must assign smoking and non-smoking areas. The NHPA also restricts cigarette vending machines and selling to those under the age of 19. It requires health warnings on tobacco packaging and advertising. Annual per capita consumption declined from 130 in 1990 to 116 in 2000.  One goal of the NHPA is to reduce male smoking from 67%  to 30%, and female smoking from 6.7% to 5%, by 2010.
Korea has a 40% tariff on imported tobacco products. Korea originally planned to levy a 40 percent tariff on imported tobacco as its lifting of the state monopoly on cigarettes became effective in July 1, 2001. But, driven by pressure from the U.S. government and multinational cigarette producers, the Korean government reluctantly consented to phase in the tariff by 10 percent a year, gradually raising it to 40 percent by 2004.  This tariff will likely be eliminated by the agreement, which will likely increase consumption particularly among youth.
The proposed liberalization of tobacco markets under the KORUS FTA has the potential to significantly hinder this progress.  Korea had import tariffs on foreign cigarettes, until the 1980s, when the US exerted pressure to liberalize the tobacco industry under the Special 301 provisions.  In 1988 smoking rates among male Korean teens rose from 18.4% to 29.8% in a single year.  The rates among female teens more than quintupled – from 1.6% to 8.7%.
  These rises were due to decreased prices and increased advertising. 
This FTA includes NAFTA-like provisions that give investors, including tobacco companies, standing to challenge governmental regulations at the local, state, and national levels directly and seek compensation for profits lost due to rules that do not comply with strict investment obligations. 

Trade agreements enable the tobacco industry to challenge a wide range of tobacco control measures, unless tobacco products are specifically excluded from trade agreements:
 
· Tobacco tariffs—Tariffs can also be challenged as discriminatory and restrictive trade barriers. 

· Reducing exposure to secondhand smoke—Clean indoor air rules, including banning smoking in restaurants and bars, could face challenge as barriers to trade since these policies decrease cigarette consumption, and company profits. 
· Ingredient disclosure and warning labels—Under investor rights provisions, private corporations could sue for "expropriation" of property as a result of regulations on ingredient disclosure and warning labels. 

· Controlling sale and distribution of tobacco products—Wholesale and retail licensing, controls on vending machines, and restrictions on sales to children could be subject to challenge under rules governing distribution services in trade agreements.

· Cigarette content regulation—Laws and regulations to enact tobacco control affecting cigarette content regulation, including fire-safe cigarettes, are subject to potential challenge trade rules. Consumer warnings could be required as a substitute for product regulation as they are less restrictive to trade, but they are also less effective tobacco control measures.
· Advertising, promotion, sponsorship, and marketing restrictions—Partial bans of cigarette advertising could be challenged as trade violations under FTA trade rules  affecting advertising. 
The investor-state provision in the Korea agreement makes tobacco control measures particularly vulnerable to challenge.

CPATH recommends the following:

1. Tariff and Nontariff Provisions: 

Exclude tobacco products from all trade rules and in each relevant Schedule and Annex, including but not limited to Market Access, Most Favored Nation, National Treatment, Services, Intellectual Property, Investment and Dispute Settlement and tariff reduction schedules.
2: Insert the following: 

Notwithstanding any language to the contrary, nothing in this agreement shall block, impede, restrict, or modify the ability of any party to take or maintain any action, relating to manufactured tobacco products that is intended or expected, according to the party, to prevent or reduce tobacco use or its harms and costs or that is reasonably likely to prevent or reduce tobacco use or its harms, including tariffs and restrictions on the marketing of tobacco or tobacco products.

3:  Add: Provisions of the Framework Convention on Tobacco Control shall govern, in the event of any conflict with this Agreement.
4. Eliminate the investor-state provision that gives foreign corporations greater rights than domestic investors to file trade challenges against tobacco control measures. 

Intellectual Property and Access to Affordable Medicines
The U.S. persists in pressing for changes in Korea’s drug pricing system that are strongly opposed in Korea.  Because several U.S. federal programs use reference pricing systems similar to Korea’s to provide affordable drugs, the U.S. is trading off our ability to provide affordable medicines at home in exchange for economic benefits to the transnational pharmaceutical industry from this agreement. We are also trading off our ability to concentrate on other, more important objectives, such as opening up automobile markets, in return for questionable benefits to the transnational pharmaceutical industry and even fewer clear benefits to the American public. 
The agreement proposes expanded protection of drug company monopoly rights. It is important to be clear about what this means for the people of Korea and the people of the U.S.: higher prices for people and delayed fair competition from generic competitors which would lower prices.  On March 28, Korean trade negotiators reportedly capitulated to U.S. demands to implement new data exclusivity rules, patent extensions, and linkage between patent and drug marketing offices.  These provisions, if implemented, will depress generic production and increase prices.  Korea's universal National Health Insurance system relies on generic medicines to control drug costs.  Drugs already account for 30% of Korea's health expenditures, more than other OECD countries.  The average annual income in Korea is $16,000 a year.  
According to the Korea Policy Institute, 

“new drug prices are comparable to average factory prices in the U.S., the United Kingdom, Germany, France, Italy, Japan, and Switzerland. The Korean government has enacted cost containment measures in the area of pharmaceuticals - lowering the reimbursement costs for drugs and supporting the production of domestically produced generic drugs. The Korean Health Insurance Review Agency has a goal of reducing pharmaceutical costs from more than 29 percent of the national insurance payments to less than 24 percent by 2011. South Korea relies on the provision of generic drugs to control pharmaceutical costs in their public health care system.”
The Korean Alliance Against KorUS FTA reports that people in Korea already suffer as a result.  Han-ki Yoon, diagnosed with AIDS nine years ago, needs second-line treatments which are unavailable or unaffordable there.  He reported that Roche has rights to sell Fuzeon in Korea, but refuses to do so, demanding a price of $20,000 a year per patient. 
Jung-ha Kim, whose bother died of leukemia in October, 2006, noted that the national health program now pays over $31 million a year to treat leukemia patients with Gleevec.

The pharmaceutical industry has stated in its published remarks on trade advisory committees that trade negotiations have become the principal process through which it is able to ensure new standards of protection and enforcement. Some of these provisions, on reviews for government purchasing decisions, would be new to the U.S., and would not likely be independently approved here if proposed independently.  Others, such as data exclusivity, are being imposed out of context of finely balanced U.S. rules. The drug industry is due reasonable compensation based on evidence that it is producing innovations and that these innovations are available to and benefiting populations who need them. To the contrary, however, stronger IP rules have coincided with diminished innovation, and reduced access to needed drugs. Drug company rights should be fairly balanced against people’s human right to medical care.  The Korea agreement does not meet this test. 
A statement by majority Ways and Means Committee members on March 27, 2007, indicates an intention to establish a fair balance between access to medicines and protecting pharmaceutical innovation in developing countries.  However, it also calls for opening up Korea’s “closed markets” for pharmaceuticals and automobiles.  We suggest the Committee reconsider important respects in which life-saving medicines and automobiles are not similar products.

Restrictions on government purchasing

The Korea Policy Institute reports: “Before the second round of talks, the South Korean government introduced plans to implement a “positive list” of reimbursable prescription drugs by the end of 2006. A “positive list” system creates a list of drugs with proven efficacy and price-competitiveness that will be reimbursed within the national health care system. This would replace the existing “negative list” system that only lists drug exclusions. The positive list system is not a unique intervention by the South Korean government. Indeed, it has been adopted in many OECD countries and is an effort towards keeping the high cost of health care expenditures down. Many U.S. states and HMOs are taking a similar approach of scrutinizing prescriptions drugs, encouraging the use of generics, and limiting reimbursements on brand name drugs.” 

 
The U.S. proposal calls for Korea to install an independent review board on government pricing and drug selection decisions, as Korea establishes a "positive list" program for selecting and pricing drugs in Korea.  This provision would also subject to trade challenges several US programs that use formularies and reference pricing (negotiated rates for a limited number of drugs in each therapeutic category).   These U.S. programs include Medicare hospital drug purchases, Medicaid, Department of Defense, and Veterans Affairs, and federally authorized drug discount programs for other providers.  These provisions were controversial in the Australia agreement. (see attached from CPATH.)  

The U.S. has also required that Korea charge the average price for G7 countries (referred to as the A7 price) for each listed drug.

The U.S. is trading off our ability to provide affordable medicines at home in exchange for other economic benefits to the pharmaceutical industry from this agreement.  We are building a track record, with Australia and now with Korea, of using trade negotiations to establish policies that will prop up high drug prices at home and abroad.  These policies would be unlikely to pass an independent vote in Congress, and do not balance Congress' objectives in the Trade Act to assure affordable medicines while promoting intellectual property rights. 
CPATH recommends the following:

1. Exclude TRIPS-plus provisions including data exclusivity, patent extensions and linkage, from the Korea agreement.
2. Exclude provisions calling for outside review of government drug purchasing determinations in Korea and in the U.S.
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The U.S.-Australia Free Trade Agreement Can Challenge VA and Medicaid Drug Prices

July 15, 2004
Summary
The Australia Free Trade Agreement can expose US drug discounts for programs including Veterans Affairs, Medicare and Medicaid, to greater leverage by the pharmaceutical industry through independent review processes that vary from current practices.

U.S. health care consumers and professionals are not represented in trade negotiations. Trade agreements, which frequently lead to unintended consequences, increasingly address important issues of health and social policy. Congress can take steps now to assure that the U.S.-Australia FTA protects affordable drug prices, and to include the public health community in a transparent trade policy process. 

Australia FTA and Department of Veterans Affairs: 

The FTA gives drug companies the right to challenge drug listing and pricing decisions by the Department of Veterans Affairs.  Independent reviews can delay procurement decisions, and allow companies to pressure agencies for higher prices.  

The VA system effectively achieves very low prices for medicines. Under the U.S.-Australia FTA,  “suppliers,” defined as businesses, are authorized to challenge VA procurement decisions, including listing and pricing pharmaceuticals, through “at least one impartial administrative or judicial authority that is independent of its procuring entities”(15.11.2).

The FTA process described is different from the current domestic U.S. bid challenge system. The independent review body must have the power to overrule VA decisions promptly (Article 15.11.4) The General Accounting Office, presently the first line of review, can recommend but not override VA decisions.  Court appeals, the second step, might not be considered prompt.  A system that does meet these requirements could jeopardize the VA’s successful drug pricing system. 
The process is different from the World Trade Organization’s Government Procurement Agreement, Article XX: 1. The WTO requires only that interim corrective measures preserve commercial opportunities generally; US-Australia gives specific rights to the complaining supplier to participate in the procurement opportunity at hand. 2. The WTO calls for procedures that can provide for interim measures (such as delaying a procurement decision). US-Australia gives that power to the independent review authority, which is separate from the procuring entity. 3. The WTO has an exception for the public interest; US-Australia has no such exception

Grounds for filing a complaint do not need to include a charge of discrimination based on national origin.  A supplier can assert failure to comply with the Federal Acquisition Regulations, in the case of the US. The FTA requires that decisions do not have the “purpose or effect of creating unnecessary obstacles to trade.” A drug company with an office in Austalia could initiate a challenge.
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The U.S. Trade Representative, and the General Counsel for the VA, have provided the following assurances:

1. The VA is not covered by the FTA’s Annex 2-C on pharmaceuticals.  This is true. However, VA drug listing and pricing decisions are covered in another FTA section, Chapter 15 on Government Procurement.

2. VA non-contracting measures will be protected by the “Exceptions” article of the FTA, which exempts measures necessary to protect human life or health.  This is an extraordinarily sunny interpretation of the exception, which also requires countries to demonstrate that the measure in question does not provide a “disguised restriction on international trade,” and has failed in past cases to prevent arguably graver threats to life.
2. The Australia FTA gives rights to drug companies to challenge drug purchasing and reimbursement decisions by Medicare and Medicaid, which could lead to higher prices.
Annex 2-C on Pharmaceuticals applies to “federal healthcare authorities [that] operate or maintain procedures for listing new pharmaceuticals or indications for reimbursement purposes, or for setting the amount of reimbursement for pharmaceuticals, under its federal healthcare programs.”  These programs are distinguished from those like the VA that procure drugs directly, and are covered by Chapter 15 on Government Procurement.  

The USTR has stated that parts of Medicare would be covered by this provision. Annex 2-C would also apply to Australia’s Pharmaceutical Benefits Scheme, which negotiates low drug prices for Australians.

The USTR has asserted that Medicaid would not be affected because it is a state program.  However, These are strong grounds for disputing the USTR’s view. A federal authority, HHS, maintains the federal statute on drug price rebates for Medicaid programs.  (Many states then proceed to seek further discounts.)  Medicaid was created by federal law.

Annex 2-C requires affected agencies to “make available an independent review process that may be invoked at the request of an applicant directly affected by a recommendation or determination.”  The USTR has stated that “applicants” refers to program beneficiaries.  A May, 2004, request to the Department of Health and Human Services to clarify this point has not been answered.  Assuming that “applicants” includes drug companies, the California Senate Office of Research (SOR) has commented regarding Medicaid: "The...requirements that would appear to conflict with California current practice would be the independent review process, implemented at the request of an applicant, and the requirement that written justification for any decision be given to the applicant.  In very general terms, the agreement would make drug pricing and regulation more difficult by expanding the basis for an applicant to challenge an administrative decision."  The SOR analyst agrees that failure to reach agreement on price could in this case be grounds for a request for independent review, a right that drug companies do not currently enjoy. 

Congress can take steps now to change the U.S.-Australia FTA and to protect U.S. consumers.

VA drug procurement, Medicare and Medicaid could be excluded from the Agreement. Many procurement decisions are already excluded from the Australia FTA including motor vehicles and dredging at construction sites. The VA Counsel claims that Chapter 15 gives new access to U.S. contracts for Australian firms; however the USTR also claims that Australian drug companies have no such interest. Important government programs that provide benefits to millions, including vulnerable populations, can legitimately be excluded from this Agreement.
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