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My name is Sean Flynn, and I am the Associate Director of the Program on Information Justice (PIJIP) and Intellectual Property at the American University Washington College of Law.  PIJIP promotes social justice in law governing information dissemination and intellectual property through research, scholarship, public events, advocacy, and provision of legal and consulting services.  In addition, we work with groups representing the interests of state governments in trade and medicines policy matters, including the Forum on Democracy and Trade and the National Legislative Association on Prescription Drug Prices.  PIJIP is concerned that certain provisions in the US-Korea Free Trade agreement will negatively affect the ability of citizens in both countries to access affordable medicines.  
I.
USTR is Attacking Korean, and by Extension U.S., Drug Negotiation Formularies
One of the central issues in the negotiations thus far has been the continued insistence of the U.S. to control the prices and regulation of medicines in Korea.  Most recently, the U.S. has been pushing for the alteration or abandonment of Korea’s “positive list” formulary, which lists drugs that may receive reimbursement from the national health care plan.  Provisions of an FTA altering Korea’s drug formulary could threaten the effectiveness of U.S. state and federal drug price negotiation efforts as well.

A.
Korea Pays Higher Drug Prices Than the U.S.
The U.S. has been using trade negotiations to impose high drug prices on Koreans for many years.  In 1999, the United States and Korea reached agreement under which “new innovative drugs” were to be priced based on “A-7 pricing,” i.e. the average ex-factory price of United States, United Kingdom, Germany, France, Italy, Switzerland, and Japan.
  Korea has an average income per person of less than half any other of the A-7 countries, and therefore the impact of A-7 pricing is to require that Koreans pay a much higher percentage of their income on drugs than any of the other reference countries.  Indeed, Korea pays more in absolute terms for many patented pharmaceutical products than the U.S. government does for the same drugs, despite the U.S. having many times the income per capita as earned by Korea (see tables below).
Prices (/year) for four drugs
	Drug
	U.S. VA
	Korea (A-7)

	Iressa
	$14,516
	$23,696

	Velcade
	$47,991
	$57,685

	Gleevec(600)
	$28,654
	$52,831

	Temodar
	$16,935
	$20,255


Source: Consumer Project on Technology
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B.
USTR Has Opposed Korea’s Efforts to Negotiate Lower Prices Through a “Positive List” Formulary.
In May 2006 – Korea announced that it would strengthen its ability to negotiate lower prices with pharmaceutical companies by creating a “positive list” of drugs eligible for public reimbursement, rather than the current “negative list,” which only lists drugs that are not eligible for reimbursement.  At the next round of the KORUS FTA, US negotiators expressed strong opposition and refused to attend the Pharmaceutical and Medical Device Working Group meeting.  According to the public Statement of Assistant USTR Wendy Culter on the Conclusion of the Second Round of Negotiations of the KORUS FTA, issued by USTR on July 14, 2006:

[W]e don't believe this proposed change in the Korean system toward a 'positive list' will achieve the objective that Korea has stated for itself. We believe the proposed system would end up discriminating against and limiting the access of Korean patients and doctors to most innovative drugs in the world. . . . In our view, the decision to proceed with this plan is inconsistent with both the mandate of the Pharmaceutical Working Group and the market-opening spirit of the FTA.  

A letter from Commerce Secretary Don Evans to the Korean Health Minister in 2001 had raised similar concerns, stating:

[W]e are concerned about the discriminatory effect the proposed changes to the pharmaceutical pricing system would have upon our products. If not addressed appropriately, this issue is likely to develop into a serious trade dispute.

The Trade Promotion Authority Act instructs the US Trade Representative to “achieve the elimination of government measures such as price controls and reference pricing.”  The KORUSA agreement appears to be the second that seeks to include language limiting a foreign government’s ability to take measures limiting pharmaceutical prices for public programs.  
The US-Australia FTA includes provisions meant to hamper the functioning of Australia’s Pharmaceutical Benefits Scheme – a formula of drugs that may be reimbursed under Australia’s public health insurance program.  Annex 2C of the agreement included language limiting pharmaceutical reimbursement decisions to “appropriate standards of quality, safety, and efficacy,” conspicuously leaving out “cost” as a listed criteria.  The Annex also included provisions permitting pharmaceutical companies to challenge exclusions from Australia’s list and to demand written reasons for listing or non-listing decisions – rights that are not granted to pharmaceutical companies by any U.S. state formulary for prescription drug reimbursement.
B.
USTR’s Attacks on Korea’s Formulary Threatens State Prescription Drug Programs

At least 40 U.S. states use a version of a “positive list” formulary for the reimbursement of medicines under Medicaid.  These lists, referred to as preferred drug price lists (PDLs), list medicines that the state deems to be the most cost effective treatments for particular conditions.  Drugs not on the list require prior approval to be used in the program.  Use of PDLs has saved states millions of dollars in drug expenditures – over $500 million in savings have been achieved in Florida alone.


Language banning Korea’s drug formulary could implicate state PDL programs, thereby directly harming state budgets across the country.  Fearing similar impacts from the US-Australia agreement, the Governor of Washington, a resolution of the legislature of Vermont and the National Legislative Association on Prescription Drug Prices have requested formal clarification of that FTA.  States are similarly worried about the impact that the Korea program may have.  If language in the FTA is included that alters Korea’s formulary, including by granting appeal rights to drug companies, states and the federal government could similarly be required to give pharmaceutical companies rights to block and delay implementation of the most important and proven medicine cost-control tools available.
II.
USTR is Pushing “TRIPS-Plus” Negotiating Objectives 

News accounts and public statements by USTR indicate that it is continuing its recent trend to push developing countries to adopt intellectual property protections that are far in excess of what is required by the World Trade Organization agreement on Trade Related Aspects of Intellectual Property Rights (TRIPS).  Many of these efforts will have the effect of expanding patent and related monopoly protections for pharmaceutical companies, and thereby raise the cost of medicines in Korea.  These provisions, in turn, violate the spirit of the Doha Agreement on TRIPS and Public Health, which pledged efforts of all WTO members to ensure that TRIPS flexibilities remain fully available to all countries to promote public health and ensure “access to medicines for all.”

A.
Marketing Exclusivity

One the main goals of the U.S. in the FTA negotiations has been to convince Korea to adopt a period of “exclusivity” for the data submitted to drug registration authorities.  Exclusivity is not required by the TRIPS agreement and would have the effect of inhibiting the introduction of generics for some medicines that are not protected by patents.

The basic problem around drug exclusivity is described by a recent paper by Robert Weissman of Essential Information:
 

As a condition of selling pharmaceuticals, countries require pharmaceutical sellers to submit data showing the drugs are safe and effective. This data is commonly referred to as registration data, or marketing approval data.


. . . 

Typically, generic companies do not repeat the safety and efficacy testing of brand-name companies. Instead, they show that their product is chemically identical to the brand-name, original product, and that it works the same in the body as the original product. These showings are made through "bioequivalence testing," which is much less expensive than the safety and efficacy testing. 

Marketing approval data is not an invention, and is not subject to patent protection. 

However, some national governments provide a limited term of exclusivity for the data, during which generic firms may neither use nor rely on it. The TRIPS Agreement does not require the grant of such exclusivity protections to marketing approval data, though it does require some level of protection. An increasing number of trade agreements, however, do require marketing approval data exclusivity. 

During the period of exclusivity, generic firms may be effectively barred from entering the market. This has particularly serious consequences for promoting access to medicines in cases where the drug is not patent protected – because it was never patented or the patent expired, or because it has been compulsorily licensed.

B.
Linking marketing approval to patent status


Another central goal of the U.S., documented in a number of Special 301 Reports issued by USTR (see appendix), is to force Korea to link safety and effectiveness marketing approval to patent status.  Such “linkage” gives any person or entity claiming a patent on a pharmaceutical the power to stop it from reaching the market, even if the patent is invalid. Generic companies will have to wait to obtain marketing approval until a patent challenge -- which may take many years -- is resolved before seeking marketing approval.  The costs of legal representation and delay may be too high, forcing generic companies to wait for all patents claimed on a product to expire before seeking approval.  Generics can come on the market much faster if they are able to obtain marketing approval before the patent expires or is licensed, thus ensuring that their product is ready for market introduction as soon as any patent barrier to introduction is withdrawn.


As described by Robert Weissman:

Linking marketing approval for a drug to patent expiration establishes drug safety agencies as de facto patent enforcement agencies. In practice, this kind of arrangement is likely to yield unjustified patent extensions, as drug safety agencies, operating outside of their field of competence, improperly deny marketing approval to generic competitors. Where the drug safety agencies are denied even the discretionary authority to inquire into the validity of the claimed patent, the results will be worst.

In the United States, where marketing approval is linked to patent expiration, until recently the Food and Drug Administration (FDA) regularly granted multiple 30-month monopoly protection to patent holders who claimed a new patent on dosage levels or similar grounds for drugs nearing the end of patent protection. In deference to these patent claims, the FDA denied marketing approval to generic companies -- even though many of the patent claims are subsequently found illegitimate. Government agencies concluded that the system was abused, with brand-name companies manipulating the process to extend the effective life of their patents.  The United States has adopted special legislation to curtail abuse of this problem,  but problems with the overall scheme persist. 

In the United States, the linkage system was adopted as part of a comprehensive scheme to enable generics to enter the market. The extension of monopoly protection was intended to be part of a system to quicken litigation over patent validity, so that generic firms could enter the market with some certainty as to patent status. This balance of interests is generally lacking from the trade agreements’ mandatory linkage.

Other countries with linkage provisions have also witnessed abuses and regular delays in the introduction of generics. Patent owners often block generics from entering the market not based on patent claims on active ingredients, but based on patents not core to the product, such as polymorphs. And the problem of regulatory agencies ill-equipped to assess patent claims – and thus prone to grant improper delays in marketing approval based on bad patent claims – may exacerbated by situations, such as in Canada, where the regulatory agency itself faces suit from patent holders if it fails to delay marketing approval to generics.

Linking marketing approval to patent status gives patent holders or alleged patent holders TRIPS-plus enforcement power, including what may frequently turn out to be the power to enforce invalid claims. Under TRIPS, if a generic company markets an on-patent drug without license, the patent holder has adequate remedy at law, including rights to apply for injunctions to stop infringing activity,  seek damages,  and seek the confiscation and destruction of allegedly infringing products.

C.
Patent Term Extensions

The U.S. is also reportedly seeking patent extensions of up to five years to offset delays in granting patents.  TRIPS obligates member countries to grant 20-year patents. This term is already 3 years longer the previous U.S. patent term.  The term included in TRIPS seeks to create a balance between incentives for inventors and the public interest in maintaining and promoting competition. The 20-year term took account of the known delays sometimes associated with patent and marketing approval.  Adding additional time to the patent term tips the patent system further in the direction of patent holders at the expense of consumers and health care systems.

D.
TRIPS-Plus USTR Negotiating Objectives
All of USTR’s negotiating objectives have not become publicly known.  In recent FTAs, the USTR has pursued the following “TRIPS-Plus” negotiating objectives that negatively impact access to medicine by lengthening effective patent monopolies and thereby increasing prices of drugs in developing countries:

· Data exclusivity 

· Linkage of marketing (i.e. safety and effectiveness) approval and patent status 

· Compulsory license limitations – e.g. to emergency, public use and anti-competitive practice
· Eliminate “positive list” formulary

· Extension of patents to surgical methods

· Permitting patent holder to block parallel importation 


The chart below summarizes the main provisions in the TRIPS agreement that provide the minimum protections in each area. 
	TRIPS Flexibility
	Description
	References 

	Compulsory Licensing
	License to allow a third party to use patented invention, without consent of patent holder.

-CL requests considered on individual merits (Art. 31(a))

-Prior negotiation, except for emergency, public use and anticompetitive practices (31(b), (k))

-non-exclusive, non-assignable (31(d), (e))

-Use predominantly for domestic market, unless anticompetitive practices (31(f) + 31(k)).

-Scope and duration limited to conditions justifying license (31(g), (i))

-Adequate remuneration, considering the need to remedy anticompetitive practices (31(h), (k));

-Decision to issue CL and remuneration subject to judicial or administrative review (31(i) & (j)).
	Article 31, Paragraph 5(b) in Doha 

	Parallel Importation
	The import and resale in a country, without consent of the patent holder, of a product that has been legitimately been put on the market of the exporting country.
	Articles 6, 30, Paragraph 5(d) in Doha

	Exemptions From Patentability
	Exemption from patentability goes to whether or not an invention can be patented at all. Grounds: “protect ordre public or morality, including to protect human, animal or plant life or health”; diagnostic, surgical methods, plants and animals.
	Article 27.2, 27.3

	Data Protection
	Data protection may be limited to remedies for “unfair commercial use,” e.g. protection of trade secrets and misappropriation, and only applied to “new chemical entities.”
	Article 39.3


APPENDIX

Doha Declaration, 2001

. . . 

4. We agree that the TRIPS Agreement does not and should not prevent Members from taking measures to protect public health. Accordingly, . . . 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.

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

. . . 

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

19 U.S.C.A. § 3802

(b) Principal trade negotiating objectives

(4) Intellectual property.  The principal negotiating objectives of the United States regarding trade-related intellectual property are—

. . . 

(C) to respect the Declaration on the TRIPS Agreement and Public Health, adopted by the World Trade Organization at the Fourth Ministerial Conference at Doha, Qatar on November 14, 2001.

. . . . 

(8) Regulatory practices.  The principal negotiating objectives of the United States regarding the use of government regulation or other practices by foreign governments to provide a competitive advantage to their domestic producers, service providers, or investors and thereby reduce market access for United States goods, services, and investments are--

. . . .

(D) to achieve the elimination of government measures such as price controls and reference pricing which deny full market access for United States products.

Congressional Research Service, The Proposed U.S.-Korea Free Trade Agreement (2006)
Intellectual Property Rights (IPR) Protection. U.S. negotiators will strive to secure South Korean agreement to strengthen enforcement of intellectual property rights . . . . The U.S. business community has targeted specific Korean policies and practices in intellectual property issues. For example, the Korean Food and Drug Administration (KFDA) requires that proprietary data on pharmaceutical manufacturing processes be submitted for new drugs; in addition, the South Korean government has, in some cases, approved marketing of some pharmaceuticals before it has determined that the applicant is the rightful owner of the patent and trademark. The USTR has continued to place South Korea on the special 301 “Watch List.” The USTR indicated that the South Korean government has strengthened its enforcement of copyright laws but still needs to go further.

USTR, Special 301 Report (2006)

Supporting Pharmaceutical Innovation
...In February 2006, the United States and the Republic of Korea (Korea) announced their intent to launch FTA negotiations. The Administration has had a longstanding dialogue with Korea on pharmaceutical issues and, as a result, has seen considerable improvement over the past decade in U.S. pharmaceutical companies’ access to the Korean market. In 2005, for example, Korea's Health Insurance  Reimbursement Agency began providing written justifications for new drug pricing and listing decisions. The United States Government will seek additional progress on priority issues, including ensuring competition, supporting innovation, and addressing market access and transparency issues, in the FTA negotiations, which the Administration is seeking to conclude by the end of the year.

REPUBLIC OF KOREA

The Republic of Korea (Korea) will remain on the Watch List in 2006. . . . The United States encourages Korea to address its lack of an effective coordination system between its health and patent authorities to prevent the issuance of marketing approvals for unauthorized patent-infringing copies of pharmaceutical products. The United States will work with Korea to make progress on these and other IPR issues through the upcoming Free Trade Agreement negotiations.

USTR, Special 301 Report (2005)

Sustainable Innovation

The U.S. Department of Commerce released its report in December 2004, and found that regulatory practices in the OECD countries studied are reducing the funds available globally for pharmaceutical research and development and the creation of new, innovative life-saving drugs, and are driving up prices for generic pharmaceuticals. These practices include price controls, approval delays and procedural barriers, non-transparent processes, restrictions on dispensing and prescribing, and low reimbursement levels. The study also determined that addressing such practices in OECD countries would result in increased research and development in the pharmaceutical sector, development of three to four new innovative drugs each year, and lower prices of generic drugs.

The United States has worked with countries such as Australia, Japan, Korea, and China to address these types of issues and will continue to do so. 

. . . Separately, the Administration has had a longstanding dialogue with Korea on pharmaceutical issues and, as a result, has seen considerable improvement over the past decade in U.S. pharmaceutical companies’ access to the Korean market. The Administration is continuing these consultations and has made recent progress, focusing on further improvements in market access and transparency, and ensuring competition in this sector of the Korean market. In January, Korea’s Health Insurance Reimbursement Agency began providing written justifications for its decisions on pricing and listing of new drugs.

KOREA

...The United States also has emphasized the importance of Korea continuing to fulfill its WTO TRIPS obligations in the near term to provide adequate protection of pharmaceutical test data from unfair commercial use. We encourage Korea to improve coordination between the Korean health and patent authorities to prevent marketing authorizations of patent-infringing products.

USTR, Special 301 Report (2004)

...In addition, serious concerns have arisen over . . . protection of pharmaceutical patents, and lack of coordination between Korean health and IPR authorities on pharmaceutical marketing approvals.

USTR, Special 301 Report (2002)

...Regarding issues related to the protection of pharmaceutical patents, Korea resolved questions related to its commitment to provide full protection against unfair commercial use of test data submitted for marketing approval, but the lack of coordination between Korean health and IPR authorities on drug product approvals for marketing remains problematic.

�  2005.  USTR Trade Policy Agenda and 2004 Annual Report of the President of the United States on the Trade Agreements Program.


�  2006. Robert Weisman. TRIPS-Plus Provisions in Trade Agreements: Consequences for Public Health. Essential Action. 


�  2006. Robert Weisman. TRIPS-Plus Provisions in Trade Agreements: Consequences for Public Health. Essential Action.
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