I. INTRODUCTION

The World Trade Organization's Agreement on Trade-Related Aspects of Intellectual Property (WTO's TRIPS) imposes on WTO member countries the obligation to maintain national laws that comply with an international standard of intellectual property protection, including for patents on pharmaceuticals and other healthcare inventions.

Patents under the WTO provide inventors with a 20-year monopoly on the use of the patented invention, subject to certain limitations and conditions. Patents are intended to reward the creators of new inventions, as well as to provide an incentive for patent holders to invest in research, and development of the inventions they patent. By providing a monopoly to the patent holder, however, patents give the patent holder considerable pricing power. The patent holder has the ability to set prices at whatever level they choose, constrained only by the price the market will bear -- often very high for products that may mean life or death, or the alleviation of pain and suffering -- or by the price of substitutable products, which may or may not exist.

The grant of a fixed period monopoly poses risks in all instances, but these are particularly high in the case of pharmaceuticals, where high prices may deny people access to medicines they need to survive, contain disease or relieve suffering.

Patents play a distinctively important role in the pharmaceutical industry. Although other mechanisms are available, presently in the world economy, patent provision is the primary means by which commercial enterprises are given an incentive to undertake research and development on new and innovative pharmaceutical products. The 20-year exclusivity conferred by patents provides a strong incentive to develop new products. But this incentive comes at a cost: because the cost of manufacturing pharmaceuticals is low compared to the cost of research and development, patent-protected pharmaceuticals are typically priced significantly above their marginal cost. 

In contrast to monopolies, competition works to lower prices. Multiple producers or sellers compete for market share based on a number of factors, including, crucially, price. Competition is especially effective in the pharmaceutical arena. Because of the relative low cost of manufacturing drugs compared to overall price (major components of which include research and development, advertising and marketing, and patent holder profits), generic competitors can often offer products at prices far below those established by patent holders. Generic competition often leads to price reductions of 75 to 95 percent, or even more.
 

Although the TRIPS Agreement establishes an international standard that is strongly protective of patents, it also contains flexibilities and safeguards designed to contain potential abuses of the patent monopoly, or more generally to remedy undesirable outcomes resulting from the strong protection of patents.

The World Health Organization has encouraged developing countries to exercise these flexibilities and safeguards: "Poorer populations in developing countries should not be expected to pay the same price as do the wealthy for newer essential drugs. TRIPS-compliant mechanisms can be used to lower drug prices."

The 2001 Doha Declaration on the TRIPS Agreement and Public Health, which was adopted unanimously by all WTO member countries, reiterates that countries maintain substantial flexibilities under the TRIPS Agreement, notes that countries have an obligation to protect public health and to promote access to medicines, and stipulates that the TRIPS Agreement should be interpreted in a fashion supportive of these duties. Paragraph Four of the Declaration states:

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.
 

" In this connection," the Declaration continues, "we reaffirm the right of WTO Members to use, to the full, the provisions in the TRIPS Agreement, which provide flexibility for this purpose."
 

Yet while TRIPS establishes a minimum standard of patent protection that all WTO countries must afford, countries are free to grant greater protection than TRIPS requires. Such provisions are known as "TRIPS-plus." They generally work to forestall generic competition, and to maintain higher prices, for a longer period of time. WHO has therefore warned developing countries to "be cautious about enacting legislation that is more stringent than the TRIPS requirements."

A number of bilateral and multilateral international trade and investment agreements, a few entered into before adoption of the TRIPS Agreement, many after, require countries to adopt TRIPS-plus measures. Such provisions may substantially delay broad access to essential medicines.

Many factors determine whether people are able to obtain access to medicines they need.
 Access to medicines and delivery of appropriate treatments is dependent on more than the price of medicines, and the pricing of medicines is not related solely to patent and intellectual property issues. But there is no escaping the fact that patent and related intellectual property protections -- which create monopolies on products and limit competition -- exercise a critical and often decisive effect over access to medicines. 

It is therefore important that countries understand their obligations under international rules to provide patents and other intellectual property protections for medicines, the flexibilities and choices they maintain in how to implement those obligations, and the consequences of sacrificing or not exercising those flexibilities.

In non-technical language, this paper seeks to explain the obligations and flexibilities incorporated in the World Trade Organization's Agreement on Trade-Related Aspects of Intellectual Property (WTO's TRIPS), and to explain the potential impact on access to medicines of requirements that go beyond those mandated by TRIPS. The paper does not discuss the entire range of TRIPS flexibilities from an access to medicines perspective, nor provide advice on best practices of TRIPS implementation, though these issues inevitably overlap with an examination of TRIPS-plus provisions in trade agreements. Many other works address these and related issues, and they have heavily informed this paper.

The paper draws its examples of TRIPS-plus provisions from already negotiated trade, intellectual property and investment agreements. It specifically considers: the U.S.-Sri Lankan Intellectual Property Rights Agreement (1991); the U.S.-Cambodia Trade Relations and Intellectual Property Rights Agreement (1996); the North American Free Trade Agreement; the U.S.-Ecuador Intellectual Property Rights Agreement (1993), the U.S.-Nicaragua Intellectual Property Rights Agreement (1998); the Bangui Agreement of the African Intellectual Property Organization (OAPI, consisting of the African Francophone countries) (1999); the U.S.-Vietnam Bilateral Trade Agreement (2000); the U.S.-Jordan Free Trade Agreement (2000), Andean Community Decision 486: Common Intellectual Property Regime (2000), the U.S.-Singapore Free Trade Agreement (2003), the U.S.-Chile Free Trade Agreement (2003), the U.S.-Australia Free Trade Agreement (2004), the U.S.-Bahrain Free Trade Agreement (2004), the U.S.-Morocco Free Trade Agreement (2004), the U.S.-Central America-Dominican Republic Free Trade Agreement (2004), the U.S.-Oman Free Trade Agreement (2006), the U.S.-Peru Free Trade Agreement (2006), and the U.S.-Colombia Free Trade Agreement (2006). Other trade agreements with intellectual property provisions were reviewed, but because they do not include TRIPS-plus measures, there are no cited examples from these agreements in the paper.

Following this introduction, Part II of this paper looks at TRIPS-plus provisions related to compulsory licensing – a government authorization of a third party's right to use a patent held by another, during the patent term. Compulsory licensing is a key tool to speed the introduction of generic competition. Part III looks at TRIPS-plus provisions that impose delays on firms seeking to obtain marketing approval for generic pharmaceuticals. Part IV examines TRIPS-plus provisions that confer enhanced power on patent holders, including the power to limit importation of brand-name drugs sold in other markets (thus enabling them to block “parallel importation”), expanded enforcement power, and the ability to obtain patent protection on inventions not required to be protected under TRIPS. Part V explores the extent to which investment agreement provisions may interfere with the exercise of compulsory licensing and other TRIPS flexibilities. A brief Part VI concludes the paper.

II. Limits on Compulsory Licensing 

Compulsory licensing is a critical policy tool to promote competition and access to medicines. 

Compulsory licensing enables a government to authorize a third party – whether a company, government agency or other party -- to use a patent held by another. Zambia, for example, could issue a license to generic company Z for an HIV/AIDS drug manufactured by brand-name company X. Generic firm Z would then manufacture or import the drug for sale in Zambia under a generic name, and pay a reasonable royalty to brand-name company X on each sale. 

Compulsory licensing can lower prices to consumers by creating competition in the market for the patented good. The key benefit of compulsory licensing is that it creates competition for a pharmaceutical product while it is still covered by patent. Just as the prices of drugs may decline dramatically when patent protection runs out, compulsory licensing can introduce these price reductions while a drug remains on patent. And, even when compulsory licenses are not issued, the mere prospect that they might be issued may lead patent holders to lower prices to avert the possibility of a compulsory license.

Compulsory licensing is completely permissible under the TRIPS Agreement.
 

Compulsory licensing is a policy tool frequently employed in industrialized countries,
 but less frequently in developing countries. The relative infrequency of compulsory licensing in developing countries may be traced to a number of factors. Many developing countries did not grant patents on pharmaceutical and other vital products until adoption of the TRIPS Agreement, and so did not have cause to issue compulsory licenses in these areas. Many developing countries have been uncertain of their rights to issue compulsory licenses under the TRIPS Agreement, and of the mechanisms by which they may employ these rights.

The 2001 Doha Declaration on TRIPS and Public Health was, in part, intended to remedy developing country uncertainty about rights available to issue compulsory licenses. It reiterated the TRIPS-legality of compulsory licensing in the clearest terms: "Each member has the right to grant compulsory licenses."

The TRIPS agreement requires countries to follow certain procedures in issuing compulsory licenses -- for example, in most cases, unsuccessful negotiations for a voluntary license must precede the issuance of a compulsory license to a private party. And with the important exception of compulsory licenses issued to remedy anti-competitive practices, TRIPS requires that a reasonable royalty be paid to the patent holder by the licensee.

However, the TRIPS agreement does not set any limits on the grounds for issuance of a compulsory license. Countries are free to issue compulsory licenses for any purpose they choose, including broad interpretations of public interest. The Doha Declaration specifically delineates the flexibility available to countries to issue compulsory licenses on grounds of their choosing: "Each member … has the freedom to determine the grounds upon which such [compulsory] licenses are granted."

A number of TRIPS-plus conditions on compulsory licensing have been included in international trade agreements. As described below, each of these provisions would interfere with countries' ability to effectively use compulsory licensing. Some provisions would limit the instances in which compulsory licenses could be issued. Others would delay issuance. Still others would make issuance of compulsory licenses more cumbersome. In some way, each would work to undermine the countries' ability to employ a crucial tool to speed the introduction of generic competition, lower prices, and promote access to medicines.

1. GROUNDS

The issue: The "grounds" for a compulsory license refers to the legal basis for a country to issue a license. Can a country issue a compulsory license only when a patent holder refuses to sell a product in a country? Or can a country issue a compulsory license if the patent holder insists on charging too high a price for the patented product? Is it enough if the patent holder refuses to negotiate licenses for the product on fair commercial terms? Can governments issue compulsory licenses to meet public health, nutrition, development, national security, food security, technology transfer or other public interest purposes? 

Importance of the issue: The permissible grounds for a compulsory license determines the situations in which compulsory licenses may be issued. If the permissible grounds are narrow, countries will only be able to issue licenses in rare circumstances -- meaning both that the number of licenses will be few, and that governments' ability to decide when to issue licenses will be severely constrained. If the permissible grounds are broader, then licenses may be issued more frequently, and countries will have greater flexibility.

The TRIPS requirements and flexibilities: The TRIPS Agreement, as reinforced by the Doha Declaration, provides countries with complete freedom to determine the grounds for granting a compulsory license. TRIPS Article 31 permits compulsory licensing generally, so long as certain procedural conditions are met.
 Under TRIPS, it is up to countries to specify the grounds for a compulsory license in their national law, according to standards of their choosing.

TRIPS-plus conditions: Any limitation on the grounds for a license in an international trade agreement is a TRIPS-plus provision. 

Several agreements have limited compulsory licensing to a very restricted set of cases,
 typically to address anti-competitive practices,
 for public non-commercial use (government use),
 or for emergencies or situations of extreme urgency,
 and sometimes also for failure to meet working requirements.
 

The consequence of TRIPS-plus conditions: Restricted grounds for compulsory licensing seriously compromises countries' ability to use one of the fundamental TRIPS safeguards, including to satisfy important public health interests.

There are many potential, TRIPS-compatible grounds for compulsory licensing. A non-exclusive list of such grounds includes:

•
that the applicant for the license has unsuccessfully endeavored during a reasonable period of time to obtain the patent holder’s consent for the use of the patented invention under reasonable terms and conditions;

• 
the patented invention is important for public health or nutrition interests and is being made available to the public in insufficient quantity or quality or at high prices, such that consumers are unable to access it sufficiently.

•
a market for the patented invention is not being supplied on reasonable terms in a country, where "reasonable" means the country's consumers who could benefit from the product are not able to afford it.

•
A license will facilitate the promotion of technological innovation and the transfer and dissemination of technology;

•
a license will advance the public interest or public welfare in sectors of importance for socio-economic and technological development.

•
a national emergency or situation of extreme urgency, including public health crises, requires the use of the patented invention;

• 
non-working;

•
a license is needed to make use of another patent (a "dependent patent");

•
use by a government agency or contractor, formally called “public non-commercial use” and also referred to as “government use” or “crown use;”

•
to remedy anti-competitive practices.

Under TRIPS, it is up to a country to determine which if any of these grounds it desires to include in its national legislation. 

TRIPS-plus provisions in trade agreements deny countries the ability to exercise these flexibilities. Even provisions that retain for the government authority to issue compulsory licenses under broad categories, such as advancement of the economy, public health or national defense, may in practice be limiting if an agreement specifies that compulsory licenses may be issued only if "vital interests."

Restrictive grounds similar to those in the U.S.-Jordan Free Trade Agreement are limiting for two reasons. First, they limit the potential grounds for licenses to a handful of circumstances. Second, they restrict the general compulsory licensing authority to the public sector. In such cases, absent a finding of anti-competitive behavior or, in some cases, failure to meeting working requirements, compulsory licensing to achieve public health aims would only be permissible if the licenses were granted to "government entities or legal entities operating under the authority of a government."
 

The requirement that compulsory licenses generally be issued only to the private sector is very far-reaching. It means compulsory licenses could not be issued to generic companies wishing to produce a lower-priced version of a drug, nor to private insurers seeking to lower medicine costs and expand access for those covered by their insurance plans, nor to private hospitals (including religious hospitals, private university-affiliated hospitals, or for-profit hospitals) seeking to lower medicine costs and expand access, nor to non-governmental organizations seeking to provide essential medicines to those who would otherwise go without.

Under the more permissive TRIPS arrangement, by contrast, a government could grant compulsory licenses as a matter of course to private parties,
 whether commercial enterprises or not-for-profit organizations, so long as TRIPS procedures and rules, including payment of reasonable compensation to the patent holder, were complied with.

The full or partial exclusion of private sector entities from receiving compulsory licensing is a major, and dangerous, exclusion. In many developing countries, the public sector is too impoverished to provide full access to healthcare. Private sector involvement is typically a vital supplement -- not a substitute -- for the public sector. (This is true in some industrialized countries, as well.) For a variety of reasons, private sector healthcare insurers or providers, or private pharmaceutical companies, may be able to reach patients that the public sector cannot. Moreover, there is strong market and political pressure on many developing countries to privatize healthcare, or shift greater public health responsibilities to the private sector. If current trends continue, the private sector will have greater and greater responsibility for providing healthcare to citizens. 

2. DELAYS IN COMPULSORY LICENSING

The issue: How soon after a patent is issued can a compulsory license application be filed? 

Importance of the issue: Later issuance of a compulsory licenses delays the benefits of competition and lower prices to consumers. Inherent delays are already built into the compulsory licensing process -- generic firms will typically need some start-up time to begin production after a compulsory license is issued. Legally mandated delays in issuance of a license will further exacerbate the problem. Manufacturers generally will not be willing to invest in preparing to produce a good on a large scale until they have a legal assurance of their right to sell in the market.

The TRIPS requirements and flexibilities: TRIPS does not specify any period of delay before compulsory licenses may be issued. It does, however, require countries to adhere to the Paris Convention,
 which requires three years after grant of a patent (or four years after filing, whichever comes last) before the issuance of a compulsory license in response to patent holder failure to work a patent or in response to insufficient working.
 
TRIPS-plus conditions: At least one agreement requires a delay before the issuance of any compulsory license, not just those issued for insufficient working.

The consequence of TRIPS-plus conditions: There is a particular logic in the Paris Convention requirement for a delay in issuance of a compulsory license in response to a failure to work. The idea is that a patent holder should have a reasonable time to undertake necessary investments and arrangements to work a patent before a compulsory license is granted to remedy a failure to work.

But this logic does not apply in the same way to compulsory licenses sought or issued on broad public interest grounds, including for the purpose of advancing public health. Where it is the case that compulsory licenses are needed to meet public health needs, a three- or four-year delay in issuance of a compulsory license may come at a cost of countless lives.

Even in case of compulsory licenses sought on broad public interest grounds, there may be instances where patent holders need significant start-up time to introduce a product on a market, or to make it available at a price that promotes access. But an adjudicator of a compulsory license request can take into account the need for reasonable start-up time on a case-by-case basis, without a legal bar on rapid issuance of a compulsory license. 

The outbreak of SARS offers an important context in which to consider the issue. If SARS had not been contained, and if a drug to treat SARS, or a vaccine to prevent its further spread, had been developed, it would have been imperative that it immediately be made available at affordable prices. A TRIPS-plus prohibition on compulsory licensing that deprived public health authorities of a vital tool to control prices and facilitate the widest possible distribution of the drug or vaccine could have had horrendous consequences. A similar scenario may be imagined for H5N1 avian flu.

Adjudication of Compulsory License Requests

The issue: Can compulsory license requests be considered and adjudicated by administrative bodies, or must they be handled by courts? 
Importance of the issue: Court procedures are frequently more timely, complex and expensive than administrative procedures. Administrative processes can be tailored to particular kinds of decision-making, and can be specifically designed to be fast and simple, while providing fair and transparent process to all parties.

In many instances, the expense and delay of court procedures is often so great as to make compulsory applications impractical. Most categories of likely applicants -- including even government agencies in developing countries -- are poorly resourced, especially as compared to multinational corporate patent holders. If potential compulsory license applicants must navigate difficult and time-consuming court processes that are easily open to manipulation and delay by well-resourced patent holders, they will generally choose not to file such requests.

The TRIPS requirements and flexibilities: The TRIPS agreement does not require any particular process for the adjudication of compulsory license requests. Under TRIPS, countries are free to rely on administrative procedures, and have discretion to design them as they choose.
TRIPS-plus conditions: At least one intellectual property agreement stipulates that most compulsory licensing requests must be filed with a civil court, and requires procedures likely to delay resolution of such cases.
 
The consequence of TRIPS-plus conditions: TRIPS-plus requirements that compulsory licensing cases be handled by courts will in many instances constitute a major deterrent to  the filing of compulsory licenses, and to effective utilization of the compulsory licensing tool. 

There may be instances in which courts are a superior venue to administrative agencies. In some cases, as compared to administrative agencies, courts may be able to adopt flexible and speeded-up procedures, and they may have the expertise and institutional confidence to handle compulsory license cases. 

Adoption of rules in bilateral or multilateral trade agreements requiring use of courts for compulsory licensing decisions deprives countries of the ability to choose between administrative and judicial approaches, however, and will lock-in adjudication by courts – including in the many cases where judicial approaches will deter parties from filing compulsory license applications.
4. Requirements for Judicial Review

The issue: Must grants of compulsory licenses, whether awarded by administrative agencies or courts, be subject to judicial review? 

Importance of the issue: Just as judicial adjudications of compulsory licensing requests are likely to be timely, complex and costly, so too are appeals to judicial bodies likely to be slow and expensive. Requirements of appeals to judicial bodies can therefore exert a similar deterrent effect on compulsory license applications, and similarly stymie an effective compulsory licensing process. 

The extent to which judicial appeals may injure the compulsory licensing system depend in considerable part on whether injunctions or stays can be issued while a case is on appeal; this issue is considered in the next section.

The TRIPS requirements and flexibilities: TRIPS requires that decisions both to grant a compulsory license and over compensation to patent holders must be "subject to judicial review or other independent review by a distinct higher authority."
 This means that while countries must provide a right of appeal, the appeal may be to an independent administrative body.

TRIPS-plus conditions: At least one intellectual property agreement specifies that the first hearing of compulsory licensing cases shall be in court, and therefore naturally contemplates that the court’s decisions shall be appealable to a higher court.

Several agreements that do not call for court procedures for an initial compulsory licensing case specify that appeal on all matters related to intellectual property must be made to a judicial body.

The consequences of TRIPS-plus conditions: By requiring even that matters originally considered in administrative venues be reviewed by courts, these provisions introduce the potential delay and expense of judicial procedures into the compulsory licensing arena. 

Most potential compulsory licensing applicants face tight resource constraints, and need rapid and certain determination to merit the investment in a legal proceeding. To the considerable extent that a mandate of judicial review mitigates against these interests, it will tend to deter compulsory licensing requests, and undermine the efficacy of this fundamental TRIPS safeguard.

Under TRIPS, countries must permit appeals of both of decisions to grant compulsory license and of compensation awards. Under TRIPS, they can maintain maximum flexibility by directing appeals to administrative bodies equipped to hear appeals on an expedited basis and with limited opportunity for delay. TRIPS permits countries to adopt legislation and regulations that specify clear grounds for the issuance of compulsory licenses, diminishing some of the uncertainty upon appeal. TRIPS also permits countries to adopt compensation systems that are predictable and easy to administer, based on royalty guidelines that structure consideration of compensation issues.

5. Injunctions or Stays Upon Appeal
The issue: While compulsory licensing decisions are on appeal, does the license go into effect? Can patent holders obtain a stay or injunction preventing use of the license until appeals are exhausted?

Importance of the issue: If a patent holder can obtain a stay or injunction on a compulsory license, they can introduce significant delay into the system. Compulsory licensees will not be able to begin production until appeals are resolved, which may take years.

In a best case scenario, such delays will defer the benefits to a country's people of a compulsory license -- they will go longer with higher prices and diminished access to essential medicines. 

However, the consequences may be more severe than delay. Extended, built-in delays to the decision-making process will alter the cost-benefit equation for potential applicants. If they cannot begin using a compulsory license until all appeals are exhausted, they may well decide not to file at all.

The TRIPS requirements and flexibilities: The TRIPS agreement imposes no requirement for injunction or stay during appeal.

TRIPS-plus conditions: For most cases, at least one intellectual property agreement specifies that appeals contesting the grant of a compulsory license will have an automatic staying effect.

The consequences of TRIPS-plus conditions: Provisions permitting or requiring stays or injunctions will delay and undermine effective administration of a compulsory licensing system.

The problem is exacerbated in cases where unclear laws introduce a heightened degree of initial uncertainty over the likelihood of prevailing, if judicial proceedings are mandated for consideration of requests, if judicial review of compulsory licensing decisions is required, or if other related compulsory licensing provisions introduce more uncertainty and greater delay into the process.

Under TRIPS, countries may instead speed the process through clear rules and use of administrative processes. They do not need to encumber the system with stays or injunctions. They may permit compulsory licensees to begin using the license immediately upon issuance. They may specify that if a compulsory license is withdrawn upon appeal, the licensee must stop using the no-longer-valid license within a reasonable period and pay a reasonable commercial royalty until ceasing use.

6. Rights to import under a compulsory license

The issue: Can the recipient of a compulsory license import the licensed product? Or must the licensee manufacture the product in the domestic market?

Importance of the issue: For many pharmaceutical products, the local market may be too small to make domestic production economically rational. A ban on imports may be an effective sacrificing of the compulsory license tool for essential pharmaceuticals and healthcare technologies.

Even if the market is large enough to support local manufacture, it may be too small to enable licensees to fully achieve economies of scale and benefit from the cost-savings available from large-scale production -- meaning the ultimate price to consumers will be higher.

The TRIPS requirements and flexibilities: TRIPS imposes no limits on licensees' ability to import the licensed product. It imposes no limits on the source of the licensed product.

TRIPS-plus conditions: Under one intellectual property agreement, in most instances a compulsory licensee will not be able to import the licensed product.

The consequence of TRIPS-plus conditions: Restrictions on imports of compulsorily licensed products will have severe consequences. Under such terms, if Senegal, for example, issued a compulsory license to a healthcare provider for an antiretroviral drug, the health provider would not be able to buy the product from Indian generic producers. Rather, it would have to source the product locally. In many cases, including for many of the most expensive drugs for which compulsory licensing would be most desirable, this condition will simply mean that the healthcare provider will not be able to use the compulsory license.

This reality was recognized in the Doha Declaration's Paragraph Six: "We recognize that WTO members with insufficient or no manufacturing capacities in the pharmaceutical sector could face difficulties in making effective use of compulsory licensing under the TRIPS Agreement."

However, the TRIPS problem only involves the potential difficulty of countries with larger markets and more advanced industries exporting products to countries that have issued compulsory licenses. The restriction on importation is a TRIPS-plus additional problem, by which countries with insufficient markets to achieve economies of scale are prohibited from importing.

7. Defining “Working” as provision of sufficient quantities at affordable prices
The issue: Should countries establish a presumption favoring compulsory licensing where sufficient quantities of important patented goods are not being made available at a reasonable price? Can provision of important patented goods at a reasonable price be a requirement to meet "working" standards?
Importance of the issue: This issue gets to the heart of access to medicines concerns: Are important patented products being made available in sufficient quantities at affordable prices? It is exactly in cases where these criteria are not being met that countries have the greatest interest in issuing compulsory licenses -- to increase quantity and lower price. 

Where "working" is defined as provision of sufficient quantities at affordable prices, failure to meet these standards means there is a failure to meet working requirements. In such cases, countries could then issue compulsory licenses to generic competitors, to satisfy domestic needs.
The TRIPS requirements and flexibilities: TRIPS is silent on this issue. Under TRIPS, countries may define "working" as provision of important patented goods in sufficient quantities at affordable prices.
TRIPS-plus conditions: One trade agreement required elimination of a country’s definition of "use" that required importers to supply "large quantities at reasonable prices."
 
The consequence of TRIPS-plus conditions: Eliminating this definition of working deprives countries of a straightforward test for compulsory licensing, at least under working requirement provisions. This test is valuable because it directly addresses developing country concerns on access to essential medicines and other healthcare technologies. 

8. Dependent Patents

The issue: Should countries be free to issue compulsory licenses for dependent patents? Dependent patents involve the case where use of a patented invention also requires use of another patent, owned by another party. 

Importance of the issue: How dependent patents are handled determines the power that patentees will have over subsequent innovations in their area. Especially in cases where a patented invention is "foundational" for a whole area of technology, the original patent holder may have enormous power over the terms of technological development. The patent holder may choose to license the key patent on reasonable terms, or may use its patent power to impose excessive charges, or to exclude others from the field. 

Similar issues will arise in other cases as well. As "patent thickets" evolve (with more and more patents in closely related areas), actually putting a product on the market may increasingly require the use of patents controlled by another -- even as the other patent holder may be unable to put a product on the market unless they are able to license from the first party. The problem becomes even more difficult when multiple patent holders have related patents that block each of the others.
The TRIPS requirements and flexibilities: TRIPS contains special rules for compulsory licenses for dependent patents.
 Such licenses can only be granted where the second invention is an important technical advance from the first, and the owner of the second invention must give the owner of the first invention a cross-license to use their patent.
TRIPS-plus conditions: Several trade agreements specify that compulsory licenses for dependent patents can only be awarded after a finding of anti-competitive behavior by the owner of the first patent.

The consequence of TRIPS-plus conditions: The requirement of a finding of an anti-competitive practice before a compulsory license may be issued in a dependent patent case may impede the efficient issuance of compulsory licenses and the development of technology. Country practices with regard to adjudication of anticompetitive practices vary considerably. Such findings might be issued in an expedited fashion in some countries, but may be slow or infrequent in others with either a less developed machinery for adjudicating allegations of anticompetitive practices or where such disputes are handled exclusively by courts rather than administrative agencies. 

Moreover, some national competition laws may not include rules specifying that failure to license certain patents constitutes anti-competitive conduct. In such countries, the TRIPS-plus requirement that there be a finding of an anti-competitive practice before a compulsory license may be issued in a dependent patent case may deprive countries of any means to compulsory license in such cases.

This provision further complicates efforts to have more routine issuance of compulsory licenses in dependent patent cases, an approach which may become more desirable as patent thicket problems intensify. 

III. issues related to marketing approval

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.

Generating the data, based on animal and human testing can be relatively expensive, costing in some cases tens of millions of dollars. It is also a time-consuming process.

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.

Where trade agreements require provision of data exclusivity, there remain additional issues about how long the exclusivity should last and to which products it should be applied. This section first considers the basic case of a requirement to provide data exclusivity, and then examines which products are covered and various requirements to extend the exclusivity beyond five years. 

The final section of this Part looks at a separate but vital issue: linking the administrative grant of a right to put a product on the market to the patent status of the product. Some trade agreements require such “linkage.” In such a scenario, drug regulatory authorities look not only at whether is a drug is safe and efficacious, and other similar safety matters, but to the patent status of the product. They may be required to deny marketing approval to a generic version of a product that meets all safety requirements, but for which there are outstanding patent claims. Linkage requirements put drug regulatory agencies in the position of enforcing patents, even though they do not have the expertise – and typically not the authority – to assess whether the patents they are enforcing are of good quality.

1. Marketing approval Exclusivity 

The issue: Should countries grant brand-name companies exclusive rights to use the data they generate to show their product is safe and efficacious? If so, what should be the terms of the protections offered?
Importance of the issue: To gain regulatory approval to sell their products, brand-name companies provide clinical test data to drug regulatory agencies showing the product is safe and effective. 

Generic companies generally do not repeat these studies, which are very time consuming and, from the perspective of the relatively low-capitalized generic industry, costly. Instead, they typically show their product is "bioequivalent" to a patented product. Having shown that their product is chemically equivalent and will work the same in the body as the brand-name drug, the generic companies rely on the data that the brand-name originator submitted to earn approval for the generic version of the product. In some countries, they rely not on the data submitted by the originator, but on the fact of the drug regulatory agency’s approval of the patented product, or the fact of another country’s drug regulatory agency’s approval of the patented product. In some other countries, after the generic firm shows bioequivalence and chemical equivalence, the drug regulatory agency grants marketing approval based not on the data submitted by the brand-name firm or the fact that it received approval, but on information in the public domain showing the efficacy of the patented product.

If the generics are not able to rely on approvals granted based on the brand-name data, in many cases they simply will not enter the market. They will simply wait until they are permitted to rely on the approval based on the originator’s data. Re-doing the tests conducted by the brand-name companies is not only wasteful, it is frequently too time consuming and expensive for the generic firms. Such tests may also be unethical, because they would require denial of a known and already tested efficacious treatment to patients in a control group receiving placebos.
The TRIPS requirements and flexibilities: The TRIPS agreement requires countries to protect "undisclosed" pharmaceutical test data from "unfair commercial use."

The meaning of this vague language is uncertain and subject to debate. There is a very strong argument that this TRIPS provision is intended only to cover the misappropriation of test data -- along the lines of literal theft of the data from files kept by drug regulatory agencies.

Even if the relevant provision is interpreted to require something more than protection against misappropriation, the extremely vague language of the provision makes clear that:

1. Countries have considerable discretion in determining what is "unfair."

2. Multiple approaches to provide reasonable protection will satisfy the provision's mandate.

3. There is no requirement that countries exclude other parties from using the data or relying on approvals based on the data, and no requirement that any exclusivities granted extend for a particular period of time. 

4. Protections for pharmaceutical test data need only be granted for new chemical entities.
TRIPS-plus conditions: A number of agreements require countries to provide at least five years of data exclusivity, preventing any generic firm from relying on regulatory approvals based on the safety and efficacy data submitted by brand-name companies for a half a decade.

The consequence of TRIPS-plus conditions: The five-year period of TRIPS-plus exclusivity contained in many trade agreements is shorter than the patent term mandated by TRIPS. Thus in most cases, the data exclusivity term will run out before the patent, and will not normally be an impediment to the introduction of generics. (Note, however, that the clock on the term of data protection starts later than the clock on a patent. The 20-year protection for a patent starts at the time of filing of the patent; the data protection period starts at the time registration data is filed, which is typically later.)

Data exclusivity will likely be most important in two key cases. First, where the proprietor of a new drug is not able to obtain patent protection -- because, for example, the product was already in the public domain -- the data exclusivity will give the proprietor a patent-like period of exclusive control over the product. Again, this is because generic firms will typically be unwilling to spend the money required to regenerate the clinical test data; and, even if they are willing, doing so will require a substantial period of delay.

The second case the data exclusivity will matter is where a patented product has been compulsorily licensed. If the licensee is not able to rely on the approval based on data generated by the brand-name company, it will not be able to put the product on the market. It will have to choose between the expense and delay of re-doing the clinical studies, or declining to exercise its compulsory license. In practice, the exclusivity is likely to preclude any compulsory licenses during the lifetime of the exclusivity protection.

These difficulties can be avoided with TRIPS-compliant provisions, including providing protection only for misappropriation of data; relying on other countries' marketing approval; or enacting a system of compulsory licensing of the data. Under a compulsory licensing system, generic users of the data may pay a license fee reflecting the cost of developing the data, and the size of the market in which they are operating, among other factors.
 

2. PRODUCT SCOPE OF DATA EXCLUSIVITY

The issue: Which products are covered by data exclusivity, or other protections for marketing approval-related information?

Importance of the issue: Many new pharmaceutical products are put on the market every year – at least if a new product is understood to include existing chemical entities that are formulated or combined differently, or used in new ways (for example, to treat new illnesses). The importance of trade agreement data exclusivity requirements will depend in large part on how many of these products are affected.

The TRIPS requirements and flexibilities: TRIPS requires that protection of marketing approval data be provided only for products containing new chemical entities.

TRIPS-plus conditions: Some trade agreements require that data exclusivity be provided only for drugs containing new chemical entities.
 Some require that data exclusivity be provided for chemical entities not previously approved in the country.
 Such a provision would mandate data exclusivity for chemical entities that are not scientifically new, but which have not previously been approved for pharmaceutical purposes in the country. Other agreements require that data exclusivity be provided for all newly approved pharmaceutical products.

The consequence of TRIPS-plus conditions: In 2005, there were 30 products with new molecular entities introduced in leading markets.
 A much greater number of pharmaceutical products enter the market every year. A country providing data exclusivity only to new chemical entities will thus be affording exclusive protections – with their attendant cost to consumers – to many fewer products.

The requirement that data exclusivity be afforded to chemical entities not previously approved in the market will create monopoly protections for a particular category of drug. Under this requirement, drugs that include chemical entities previously discovered and sitting unused on the shelf, with a newfound use, will be covered. The AIDS drug AZT, for example, was synthesized in 1964. It was found to have use to treat AIDS in 1985.
 It won market approval in the United States at the end of 1986.
 Under these facts, if data exclusivity were to be provided only to new chemical entities, AZT would not have been afforded exclusivity in 1986. However, it would receive exclusivity if a trade deal required data protection be afforded to chemical entities not previously approved in the market.

3. SPECIAL PROTECTIONS FOR PRODUCTS THAT DO NOT CONTAIN NEW CHEMICAL ENTITIES

The issue: If a trade agreement does not require countries provide five years exclusivity for new pharmaceutical products that do not include new chemical entities, does it require other protections these products?
Importance of the issue: Because many pharmaceutical products put on the market do not include new chemical entities, they will only receive data protection if special rules are established to cover them.

The TRIPS requirements and flexibilities: TRIPS does not require protection be provided to pharmaceutical products not containing new chemical entities.

TRIPS-plus conditions: Some trade agreements require that countries provide three years of exclusivity to clinical information submitted to gain marketing approval for new products not containing new chemical entities.

The consequence of TRIPS-plus conditions: Many more pharmaceutical products will be covered by protections that apply to pharmaceutical products that do not include new chemical entities than those that do. This coverage will be applied, for example, to already existing products that are approved for new (second) uses. This TRIPS-plus provision extends data exclusivities very broadly.

4. RIGHTS CONFERRED BY DATA EXCLUSIVITY
The issue: Different sources of information may be used by generic firms to obtain marketing approval. These include the undisclosed data submitted by a brand-name company, the fact that a drug regulatory agency has granted marketing approval to a brand-name equivalent of a generic product, and information in the public domain about the brand-name product’s safety and efficacy. If a trade agreement requires the provision of data exclusivity, it remains to be examined exactly what data will be given monopoly protection.

Importance of the issue: Data exclusivity prevents generic firms from using the protected information. What information is protected, however, varies among different agreements, and this variance can affect the extent to which data exclusivity defers generic competition.

The TRIPS requirements and flexibilities: TRIPS requires protection (not by exclusivity) only of “undisclosed test or other data, the origination of which involves a considerable effort.”

TRIPS-plus conditions: Some free trade agreements that mandate data exclusivity provide such protections only to the information encompassed by the TRIPS standard: undisclosed test data submitted to obtain marketing approval.
 Other agreements also prevent generic firms from relying on the fact that a drug regulatory agency has approved a brand-name equivalent of a generic product.
 Other agreements go still further, covering not just undisclosed information, but all information submitted to obtain marketing approval as well as the fact that a drug regulatory agency has approved a brand-name equivalent of a generic product.

The consequence of TRIPS-plus conditions: If the protected information is limited to the undisclosed data submitted by brand-name firms, generic firms may still be able to gain marketing approval during the period of exclusivity by relying on the fact of marketing approval for the brand-name firm, rather than the underlying data. If instead, generic firms are prohibited either from relying on the data submitted by brand-name firms or the fact that the brand-name firm obtained marketing approval for a brand-name equivalent of a generic product, then in many cases generics effectively will be entirely foreclosed from entering the market during the term of exclusivity. In some cases and in some countries, however, generics may still be able to obtain market entry, by relying on public information. However, if a trade agreement requires exclusivity for all “information” relating to marketing approval, then even this possibility may be foreclosed.
5. THE LENGTH OF DATA EXCLUSIVITY

The issue: In agreements requiring data exclusivity, the standard mandatory term is five years (at least for products containing new chemical entities). However, there are various permutations that can affect this period. There are at least three key questions in this area:

· When does the term of exclusivity begin?

· If countries rely on marketing approvals awarded in other countries, must they provide data exclusivity for as long as those countries?

· Must exclusivity extend beyond the period of patent protection?

Importance of the issue: Generally, there will be no generic competition during the term of data exclusivity. The length of data exclusivity is thus, to a considerable extent, determinative of when consumers will reap the benefits of generic competition.

The TRIPS requirements and flexibilities: TRIPS does not require countries to provide exclusivity, nor does it establish a minimum time requirement for the protection it does require.

TRIPS-plus conditions and consequences: 
Start Date for the Term of Exclusivity: The term of data exclusivity begins when a product receives marketing approval. However, products may obtain marketing approval at different times in different countries. To some extent, this may reflect differing speeds of regulatory review. But it especially reflects the fact that pharmaceutical firms introduce products at different times in different countries, reflecting the priority they place on differing markets and strategic considerations in different markets.
 

The earliest possibility for a start date of exclusivity would be when the product first obtains marketing approval anywhere in the world. The logic would be that the brand-name firm at that point begins to obtain a return on its investment in undertaking clinical tests, and as an incentive to speed introduction of the product in countries where the brand-name firm would otherwise delay. 

Many agreements require that a country begin the period of data exclusivity only when the product obtains marketing approval in that country. This diminishes the brand-name firm incentive to get the product quickly to market, and gives the firm enhanced strategic flexibility in choosing an introduction date. The result will be that consumers will have to wait longer both to obtain the brand-name version of the product, and the generic version. 

Other agreements specify that, if a generic firm seeks marketing approval in country A. based on an approval granted to a brand-name product in country B., then the brand-name company must be given five years exclusivity from the date the brand-name product received marketing approval in A. or B., whichever came later.

Other agreements impose a double obligation on countries.
 First, they mandate parties to the agreement grant five years data exclusivity protections to brand-name companies if their product has received marketing approval anywhere in the world – even if the brand-name company has not introduced the product in their country. Under this type of provision, if brand-name company X put a new product on the market in the United States, but did not introduce it in Bahrain, Bahrain is effectively denied the right to authorize generic versions of the product.

Second, parties must also provide five years of exclusivity once the product receives marketing approval in their country. This is typically a fresh period of five years data protection -- even if they have already granted exclusivity while the product had been approved elsewhere but not put on the market in their country. Thus, if company X waits seven years after introducing its new product in the United States before introducing it in Bahrain, Bahrain must provide for data exclusivity both during the seven-year period when the product was not on sale in the country, and for the five-year period after Bahrain has granted marketing approval. This outcome would be required even as the United States, which benefited from the initial product introduction, is only required to grant five years of data protection.

Several of the agreements that impose this type of double obligation specify that a country may require that a brand-name company put its product on the country's market within five years, or forfeit its right to claim an additional period of data exclusivity if and when it is put on the country's market.
 Under these terms, brand-name pharmaceutical companies could maneuver in this system to extend the period of monopoly control over the data to 10 years, but no longer. Absent these terms, brand-name pharmaceutical companies could delay generic competition indefinitely.

The Term of Exclusivity: Although the standard TRIPS-plus mandatory term is five years data exclusivity, at least one agreement imposes special rules on countries that base their marketing approval on approvals granted in other countries.
 Under these provisions, a country must extend its period of data exclusivity for as long as it lasts in the country that granted the original marketing approval. Thus, for example, under such terms, if Jordan grants approval to a product based on an approval previously granted in the European Union, it must provide data exclusivity as long as the European Union – six or 10 years, depending on the country, for drugs put on the market before 2005, and 8 years for drugs put on the market after 2005.

Exclusivity Beyond the Patent Term: Although trade agreements rarely if ever specify that a country has authority to limit the period of data exclusivity so that it does not run longer than the patent term, some might argue that such authority is implicit in the data system. From this standpoint, data exclusivity might be viewed as a kind of back-up system to the patent system, designed to protect the investment of brand-name firms in cases where for some reason they are unable to obtain patent protection. Where a patent has been granted, this perspective would hold, the interests of the brand-name firm has been sufficiently guarded, and monopoly protections that run longer than the patent term unjustifiably enrich brand-name firms at the expense of consumers. 

Some trade agreements, however, specify that data exclusivity terms must persist even if they run longer than patents relating to the same product.

6. Linking Marketing Approval to Patent Status

The issue: Should the ability to get regulatory approval to market a drug be linked to the patent status of the drug? 
Importance of the issue: Linking marketing approval to patent status (“linkage”) gives any person or entity claiming a patent on a pharmaceutical the power to stop it from reaching market. If generic companies cannot gain regulatory approval to put a drug on the market, they will have less economic incentive to challenge the validity of claimed patents. They will have to wait until a patent challenge -- which may take many years -- is resolved by the courts before putting their product on the market. In many cases, the costs of legal representation plus delay will simply be too high, and they will wait for all patents claimed on a product to expire before entering the market. This may delay the entrance of generics by years, since claimed patents may be invalid.
The TRIPS requirements and flexibilities: There are no TRIPS requirements to link marketing approval with patent status.
TRIPS-plus conditions: Some trade agreements require countries to deny marketing approval to all competitors if another company or person claims a patent on a drug.

Most agreements imposing linkage also require that countries notify patent owners to be of any party requesting marketing approval. Some agreements feature only this provision, without the linkage provision.

The consequence of TRIPS-plus conditions: 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.
 

IV. miscellanous patent issues 

The elaborate nature of patent rules in international agreements raises a broad number of other considerations. Key issues considered in this part include:

* Parallel importation. Parallel importation is the ability of countries to import, without the permission of the patent holder, a patented product once it has been put on the market in another country. This is one of the key flexibilities maintained in the TRIPS agreement. Some agreements give patent holders the right to block parallel importation, foreclosing countries’ ability to shop on the world market for the best available price for (the patented version of) a drug.

* Enforcement regimes, including criminal enforcement, of patent infringements. Excessively strong enforcement regimes may deter generic firms from risking patent infringement -- thereby allowing the undesirable enforcement of wrongly granted patents.

* Bolar/early working provisions. Early working provisions enable generic firms to use an on-patent product, without permission, exclusively for the purpose of obtaining marketing approval for a generic version of the product. If permitted, such provisions speed the introduction of generics.

* Extension of the patent term beyond the required 20 years, extending the period of brand-name company monopoly control.

* The grant of second-use patents, a particular kind of patent not required by the TRIPS agreement. Some agreements require the grant of such patents, mandating patent monopolies not required by TRIPS.

* Third parties’ right to oppose patent applications before they are granted (“pre-grant opposition”). Some agreements prohibit pre-grant opposition, an effective means to reduce issuance of poor quality patents.

* Patent applicants’ right to amend applications. Some agreements mandate such a right, which may induce patent applicants to submit lower quality applications.

* A judicial presumption that challenged patents are valid.

* Life patents. Life patents are not required by the TRIPS agreement, but some trade agreements do require signatory countries to grant patents on plant and animal life forms. 

Parallel Importation/Exhaustion

The issue: Should countries be free to import patented products, once they have been legitimately sold or placed on the market in another country?
Importance of the issue: Manufacturers often price discriminate between countries, charging more in one nation than another. In some instances, pharmaceutical prices may even be higher in developing countries than industrialized nations, with brand-name countries targeting a tiny fraction of upper-income consumers in the developing countries.

Importing patented products that have been sold in another country is known as parallel importation. 

Parallel importing enables countries to shop on the world market for the best available price for products. In the case of poor countries, it enables them to make sure they are not charged prices higher than those in richer countries.  A Namibian company or government agency, for example, might purchase HIV/AIDS drugs in France -- assuming they are sold for a lower price in France -- and then resell them in Namibia.
The TRIPS requirements and flexibilities: TRIPS gives countries complete freedom to parallel import. TRIPS Article 6 states that "nothing in this agreement shall be used to address the issue of the exhaustion of intellectual property rights."
 This provision gives countries freedom to determine their own "exhaustion" regimes. Once an intellectual property right holder's rights have been exhausted, or used up, they no longer have any claim over where or under what terms the product is sold (or resold). Thus countries may adopt exhaustion regimes that permit the importation of a product put on the market by the right holder – parallel importation.

In reaffirming the right of WTO members to “use to the full, the provisions in the TRIPS Agreement, which provide for”
 protecting public health and promoting access to medicines for all, the Doha Declaration on the TRIPS Agreement and Public Health specifically emphasizes countries’ right to parallel import.
 

TRIPS-plus conditions: Some trade agreements mandate that countries must provide patent holders with a right to prohibit parallel importation, at least by contract.
 Under these provisions, if a brand-name company sells a drug, for example, in Indonesia to a wholesaler under a contract that specifies the drug may not be resold outside of Indonesia, then Singapore must enforce the contractual terms against a party trying to import or resell the drug in Singapore.

Other trade agreements permit member countries to parallel import only from countries that are party to the same trade agreement.
 

The consequence of TRIPS-plus conditions: Parallel importation is a vital tool to enable countries to purchase products at the best world price. 

Agreements that restrict parallel importation undermine countries' ability to buy drugs at the best world price.

There are sound policy reasons for rich countries to choose not to import discounted products made available in poor countries, since parallel importation of this sort would undermine the efficacy of brand-name company discounts. (If discounted products made available in Africa were imported into the European Union as a matter of policy, the brand-name companies would likely end the discount offers.
) 

However, this analysis does not apply to poor countries. It is hard to conceive of the policy rationale for poor countries to seek to preserve a policy of maintaining lower prices in rich countries than poor. It is also hard to see how poor country parallel importation from rich countries will in any way impact the pricing decisions of brand-name companies in the rich country markets. 

2. penalties, including criminal penalties, for patent infringement

The issue: What are the available penalties for patent infringement?

Importance of the issue: The stringency of penalties, along with the extent and ease of enforcement, is a key factor in determining the extent to which parties will risk infringing intellectual property rights.

While there is generally a benefit in establishing the certainty of property rights, there is a danger in over-aggressive enforcement that is particular to intellectual property rights: the scope of intellectual property, especially patent, coverage is often much less clear than it is for tangible property -- invalid patents are frequently claimed and granted. It is harmful from a social perspective that invalid patents be protected -- they create monopolistic inefficiencies, rents and inequalities without the offsetting value of inspiring inventive genius -- and it is desirable that they be challenged. Perhaps the most important practical way for patents to be challenged is for a competitor to infringe the patent and then challenge the patent's validity in an enforcement proceeding. Too strong penalties will deter this beneficial challenge to invalid patents.

The TRIPS requirements and flexibilities: TRIPS requires that countries make civil courts available to patent holders to bring enforcement suits against alleged patent infringers.
 The agreement requires that judicial authorities have the authority to: issue injunctions to stop infringements,
 order patent infringers to make payment of damages "adequate to compensate for the injury the right holder has suffered" because of a knowing infringement,
 and order infringing products to be destroyed or disposed of outside of commercial channels.
 It does not require criminal penalties in any case of patent infringement.

TRIPS-plus conditions: At least one intellectual property agreement mandates criminal penalties for patent infringement, at least for repeat patent infringers.

The consequences of TRIPS-plus conditions: Criminalizing patent infringement is surely an effective strategy to deter potential competitors from challenging patents. A party that may be willing to reimburse a patent holder for the damage inflicted on the patent holder by a potential infringement is much less likely to be willing to risk a jail term on other criminal penalty. Trade agreements that require criminal penalties for patent infringement are likely to create an enforcement regime of over-deterrence -- meaning inefficient and unjustified patent monopolies will be protected.

Requirements that goods allegedly infringing patents be seized before adjudication on the legitimacy of the underlying patents
 will exert a similar deterrent on competitors ever challenging bad patents.

3. Early Working/Bolar Provisions

The issue: Should countries be free to include an early working or "Bolar" provision, enabling generic firms to manufacture patented products for the purpose of getting regulatory approval in advance of patent expiration?
Importance of the issue: Generic firms must prove the bioequivalence of their product before gaining marketing approval, and regulators must review their claims. These regulatory matters may take approximately 18 months to resolve. Early working or Bolar provisions permit generic firms to make, use or import patented products while they are on patent, without a license or payment of royalty, for the limited purpose of testing the product to obtain regulatory approval. If an early working or Bolar exception is not provided, generic firms will not be able to enter the market for roughly an additional year and half after patent protection expires on a drug (and sometimes considerably more).
The TRIPS requirements and flexibilities: TRIPS Article 30 contains an exception to exclusive rights conferred by the patent. Countries have interpreted this provision to permit an early working exception, and this exception is accepted in WTO jurisprudence.

TRIPS-plus conditions: At least one intellectual property agreement may prohibit early working agreement.
 
The consequence of TRIPS-plus conditions: An agreement preventing countries from enacting early working provisions will delay generic entry by approximately a year and a half. 
4. Extension of the Patent Term to offset delays in granting patents or marketing approval

The issue: Should countries provide patent extensions for delays in granting a patent or marketing approval?
Importance of the issue: Patent term extensions delay the introductions of generics, maintaining monopoly protections and higher prices for the period of the extension.
The TRIPS requirements and flexibilities: TRIPS does not require extensions beyond the 20-year life of a patent for delays in granting a patent or marketing approval.
TRIPS-plus conditions: Some trade agreements require patent extensions to offset "unreasonable" delays in granting patents.
 The agreements variously define unreasonable delays as longer than four or five years. Some agreements even require that, where country A. grants a patent based on a patent examination in country B., country A. must provide patent extensions to offset delays in the examination process in B.

Some trade agreements also require patent extensions to offset delays in marketing approval for pharmaceuticals.
 Some of these agreements also require that, where country A. grants marketing approval based on authorization by a drug regulatory agency in country B., country A. must provide patent extensions to offset delays in the marketing approval process in B.

The consequence of TRIPS-plus conditions: TRIPS obligates member countries to grant 20-year patents. Patent terms seek to create a balance between providing incentives for inventors and the public interest in maintaining and promoting competition. The 20-year term manifested such a balance taking into account the known delays sometimes associated with patent and marketing approval. 

Adding additional time to the patent term after a balance has been struck tips the patent system in the direction of patent holders. It discriminates against generic entry, and requires consumers for a longer period of time to buy the patented product from the patent owner, or not at all. Even assuming that the delay in grant of the patent or marketing approval was due to poor performance by the national patent office or drug regulatory agency, using patent term extensions as a remedy requires that consumers – innocent third parties -- pay the price for the agencies’ delays. Provisions that require patent extensions for delays in the patent approval process in another country require consumers to pay the price for delays by agencies that are not at all subject to their democratic control.

5. Second Use Patents

The issue: Should countries be required to issue "second use" patents -- new patents on an already patented good, for a new use of the product?
Importance of the issue: New uses may be found for products previously invented and patented for a particular use. This is a particularly important issue with medicines, where already patented new chemical entities may be later discovered to treat a new disease or ailment. For example, AZT, originally invented as a cancer drug, was later patented for treatment of HIV/AIDS. 
The TRIPS requirements and flexibilities: TRIPS does not require the issuance of second-use patents. TRIPS requires patents on new products and processes, but not on new uses.
 

TRIPS-plus conditions: Some free trade agreements require second use patents, at least for pharmaceuticals.

The consequence of TRIPS-plus conditions: If second-use patents are granted, generics will not be able to enter the market until the patents expire. If they are not granted, generics will be able to enter immediately.

Arguably, denial of second-use patent protection would deny companies the incentive to undertake research into second-use applications. Against this concern, however, are the following considerations: 

* Second-use research may be less costly, so incentives may not need to be as great; 

* Incentives exist to bring new products on to the market even if they are not patent protected -- even with competition, brand-name companies are able to maintain market share, and brand-name and generic companies alike are able to sell pharmaceuticals at a profit; and 

* Even if some countries do not offer second-use patents, others -- including the rich nations in North America and Europe -- do, providing considerable research incentive.

* A trade agreement mandated requirement to grant second use patents deprives countries of the ability, or limits their ability, to adopt legislation and rules giving them discretion to grant second use patents only where they believe them to be merited.

6. PRE-GRANT OPPOSITION TO PATENTS


The issue: May countries provide for pre-grant opposition to patents?

Importance of the issue: Systems of pre-grant opposition permit third parties to challenge patent applications in the examination stage, before patent offices grant patents. This permits third parties to bring to the attention of patent examination officers information related to prior art, or to contest the usefulness or non-obviousness of inventions for which a patent has been requested. Such systems can prevent the issuance of unmerited patents.

The TRIPS requirements and flexibilities: TRIPS imposes no limitations on how countries provide for administrative or other challenges to patent legitimacy.

TRIPS-plus conditions: Some trade agreements stipulate that, if a country provides for administrative challenges of patent validity, they must come only after a patent has been granted.

The consequence of TRIPS-plus conditions: Due to technological innovation in a wide variety of fields, the surge in patent applications and limited resources, patent offices typically do not have sufficient resources to evaluate patent applications with sufficient care. This is a problem in rich countries,
 and more profound in under-resourced poor nations. Systems of pre-grant opposition enable interested parties to assist patent evaluation officers, to ensure they are fully informed and not reliant solely on the information submitted by patent applicants.

Poor quality patents impose a high cost on society, because they require consumers to pay for monopolies without the offsetting benefit of a genuinely patentable invention entering the market. Systems that permit administrative or judicial challenge of patents after a patent has been granted are complementary to, but not substitutes for, systems of pre-grant opposition. Post-grant challenges inevitably involve delay, with attendant costs to consumers. They may also provide diminished incentive for third parties to challenge bad patents, because successful patent challenges later in the life of a patent will shave less time off the life of a patent and therefore offer less benefit to generic competitors, and because judicial challenges may be too costly for generic firms to undertake. 

7. RIGHTS TO AMEND PATENT APPLICATIONS

The issue: Must countries provide applicants with a right to amend their patent applications?

Importance of the issue: A right to amend an application may affect the nature of patent applicants' disclosures. Full disclosures are a key part of the patent bargain: the patent holder is given a monopoly over a period of 20 years to use an invention in exchange for disclosing to the public how the invention can be made and used. 

The TRIPS requirements and flexibilities: TRIPS imposes no obligations relating to rights to amend a patent application.

TRIPS-plus conditions: Some trade agreements require that countries provide parties with at least one opportunity to amend patent applications.

The consequence of TRIPS-plus conditions: A right to amend a patent application gives patent applicants an incentive to submit inadequate applications -- providing inadequate disclosure of how to make and use the subject invention. With this rule, if a patent officer concludes that a patent application is inadequate, the applicant can simply amend it by providing the information initially withheld.

It also gives patent applicants an incentive to file overly broad patents. If a patent officer rejects an applicant's overly broad claims, they can amend their application with narrower claims. 

Such poor quality or overly broad patents can both harm consumers and raise the costs of innovation.

8. PRESUMPTION OF PATENT VALIDITY

The issue: Must courts consider challenged patents to be presumptively valid?

Importance of the issue: A rule requiring a presumption of patent validity makes challenged patents more likely to be upheld.

The TRIPS requirements and flexibilities: TRIPS imposes no obligations relating to presumptions of patent validity.

TRIPS-plus conditions: Some trade agreements require that courts presume patents to be valid.

The consequence of TRIPS-plus conditions: A presumption of patent validity biases the judicial system in favor of challenged patents. Some countries may wish to provide for de novo review of patent office determinations -- a fresh look at the issue of patent validity without any presumptions. It is not uncommon for courts to consider government decisions on a  de novo basis. By making it more likely that challenged patents will be upheld, a presumption of patent validity provides a disincentive for generic firms or others to challenge bad patents. 

Even in the United States, with a massive bureaucracy devoted to patent examination, federal government agencies acknowledge that bad patents are routinely granted.
 In many poorer countries, there is little or no serious patent examination -- making the mandatory presumption in favor of patent validity all the more misguided.

V. INVESTMENT AGREEMENT PROVISIONS

Investment agreements cover not the trade in goods between two or more countries, but investments in one country by investors from another. These include investments in both real and intangible property.

These agreements generally import some of the core WTO principles of national treatment
 -- meaning in this context that foreign investors must be treated the same as domestic investors -- "most favored nation" treatment, and "fair and equitable" treatment.
 They also typically establish that countries must provide fair market value for any property they expropriate, and they frequently impose bars or limitations on "performance requirements," such as obligations for investors to use a certain percentage of domestic inputs.

Several of these principles, notably restrictions on performance requirements and compensation requirements for expropriation, may be manifested in particular investment agreements in such a way as to have very broad reach. If interpreted broadly, they may significantly inhibit countries' ability to compulsory license pharmaceuticals; and they may also present difficulties in the management of marketing approval data. Many of the agreements contain exceptions that mitigate, but do not eliminate, these concerns.

These problems are particularly serious because of the unique mechanism of enforcement in investment agreements. Where trade agreements authorize governments to enforce the agreements' provisions against one another (typically through specialized dispute settlement processes), the investment agreements empower corporations to sue governments (“investor-to-state dispute settlement”). That gives private parties power to enforce the terms of agreements, often without being subjected to the political considerations that lead governments to forego full enforcement of all trade agreement provisions. 

Many investment agreements contain no exceptions for public health, but others do. The import of these exceptions is unclear. In the case of the model Canadian investment agreement, exceptions are included where "necessary" to protect public health.
 "Necessary" in international trade terms is a narrow concept, however.
 

1. PERFORMANCE REQUIREMENTS

The issue: How and to what extent do bars on "performance requirements" in investment agreements interfere with compulsory licensing or generic firms' use of or reliance on brand-name companies' marketing approval data?

Importance of the issue: If investment agreement performance requirement rules prohibit compulsory licensing, countries will lose a vital tool, contemplated in intellectual property agreements, to control pharmaceutical pricing and increase access. If investment agreement performance requirement rules permit compulsory licensing, but require the imposition of major penalties on governments in case of compulsory licenses issued improperly, then the investment agreement rules may significantly deter country willingness to approve compulsory licenses.

If investment agreement rules block or delay generic firms' use of or reliance on brand-name companies' marketing approval data, they will postpone the price reductions accompanying generic competition.

The WTO Requirements and flexibilities: The WTO's Agreement on Trade-Related Investment Measures (TRIMS) does not contain broad limitations on performance requirements. Under WTO rules, countries maintain broad flexibility in this area. 

TRIPS-plus conditions: Many investment agreements contain a far-reaching set of limitations on "performance requirements" that countries may demand of investors. These include matters such as obligations to export a certain percentage of goods, source inputs from domestic suppliers, or achieve a certain percentage of domestic content. One such prohibition is on requirements to transfer technology.
 These agreements, however, typically specify that their terms do not apply to compulsory licensing or other limits on patents done in compliance with the agreements' intellectual property or TRIPS' rules.
 

The consequence of TRIPS-plus conditions: Prohibitions on technology transfer would clearly apply to compulsory licensing, but for the exception clauses exempting actions done in compliance with the agreements' intellectual property or TRIPS' rules. 

But even if savings clauses do provide protection for compulsory licensing, the coverage of all performance requirements not compatible with the agreements' intellectual property rules works to chill countries' willingness to undertake compulsory licensing. The investment agreements are enforced through special rules -- described below in the section on investor-to-state dispute settlement -- that pose special risks and burdens on governments. The fear of issuing compulsory licensing improperly, or being alleged to do so, and then facing complicated lawsuits under investment agreement rules, will deter governments from issuing compulsory licenses at all.

Investment agreement performance requirement prohibitions create a separate and distinct problem with regard to protection of marketing approval data. Apart from any protections for registration data that might be afforded under intellectual property agreements, investment agreement performance requirement prohibitions would appear to provide independent protection of the registration data, with no clear endpoint, perhaps not even the five-year period included in many agreements.

At what point could a country impose the "performance requirement" of enabling a generic competitor to make use of a proprietary company's registration data? No time limit appears contemplated in the investment agreements. 

It might be possible to argue that a generic company's reliance on registration data does not constitute a transfer of proprietary knowledge. One particularly strong argument might be that the generic firm is not using the actual data, but relying on the drug regulatory agency's approval of the brand-name product. This argument would enable a government or generic company to claim that no transfer is taking place at all, and thus that there is no violation of the performance requirement language. A generic firm might also argue that if an agreement does not provide for protection of marketing approval data -- or does so for a delimited period -- then use of that data (after any required periods of exclusivity have expired) is permitted under terms of the agreement's intellectual property chapter, and so exempt from coverage under the investment agreement.

Again, however, these arguments will have to be made in the context of the chilling effect of investment agreement's investor-to-state dispute settlement provisions.

2. EXPROPRIATION
The issue: How and to what extent do investment agreement rules on expropriation interfere with compulsory licensing or generic firms' use of or reliance on brand-name companies' marketing approval data?

Importance of the issue: Just as with performance requirement rules, if expropriation rules effectively prohibit compulsory licensing, countries will lose a vital tool to control pharmaceutical pricing and increase access. If investment agreement expropriation rules permit compulsory licensing, but require the imposition of major penalties on governments in case of compulsory licenses issued improperly, then the investment agreement rules may significantly deter country willingness to approve compulsory licenses.

Similarly, if expropriation rules block or delay generic firms' use of or reliance on brand-name companies' marketing approval data, consumers will be forced to pay higher prices for medicines.

The WTO Requirements and flexibilities: The WTO's investment agreement does not contain limitations on expropriation. Under WTO rules, countries maintain broad flexibility in this area. 

TRIPS-plus conditions: Investment chapters of trade agreements typically include prohibitions on expropriation -- or actions tantamount to, or indirectly equivalent to, an expropriation -- absent payment of market value compensation.
 The agreements also typically contain provisions that would specifically exempt compulsory licensing and other limits on intellectual property from the expropriation rules, so long as the compulsory licensing was undertaken in compliance with TRIPS or intellectual property rules in the same trade agreement.

Some of the investment chapters in free trade agreements contain annexes designed to limit their scope of expropriation provisions on health- and environment-related matters.
 But these annexes attempt to deal primarily with the issue of regulatory takings -- regulations which might be challenged as expropriations, and do not appear to address the issues raised by compulsory licensing or generic firm use of or reliance on brand-name company marketing data.

The consequence of TRIPS-plus conditions: If expropriation provisions apply to intellectual property compulsory licensing cases, then compulsory licensing will be extremely difficult and maybe impossible.

If applied in a compulsory licensing case, the investment agreement expropriations/compensation language would likely mean that a government issuing a compulsory license would owe massive compensation to the patent holder. Under TRIPS Article 31 compulsory licensing, the licensee owes a reasonable royalty to the patent holder. By contrast, under the investment agreement expropriation language, the patent holder would be entitled to compensation for an "expropriation" and for the fair market value of the "taken" property. This might well be the value of the lost sale (at the patent holder's price) minus the paid royalty. The patent holder might quite likely seek more: the patent holder could also argue for lost profits on sales of the patented good, if the patent holder is forced to lower prices in the face of competition. Moreover, this compensation would be owed by the government, not the compulsory licensee.

In such a scenario, governments are likely to be very reluctant to issue a compulsory license.

Even the possibility of such a scenario, given the fact that liability would rest with the government, may be enough to chill issuance of compulsory licenses.

As with performance requirement prohibitions, investment agreement rules on expropriation create special problems with regard to protection of marketing approval data. As with performance requirement provisions, expropriation rules would appear to provide independent protection of the registration data, with no clear endpoint, perhaps not even the five-year period included in many intellectual property agreements.

The same questions as with performance requirements arise: At what point could a country enable a generic competitor to make use of a proprietary company's registration data without such action constituting an expropriation? No time limit appears contemplated in most of the investment agreements.

Moreover, brand-name companies would appear to have a stronger argument that generic company reliance on registration data constitutes an expropriation than transfer of proprietary knowledge. The expropriation language in many agreements also covers actions that are "tantamount" to an expropriation, thus giving greater latitude to brand-name companies to argue that generic firm use of or reliance on their data is covered by the expropriation rules. Thus while it might be argued that the generic firm is not using the actual data, but relying on the drug regulatory agency's approval of the brand-name product, the brand-name firm might successfully maintain that such action is nonetheless "tantamount" to an expropriation.

As in the case of performance requirements, generic firms might retort that if an agreement does not provide for protection of marketing approval data -- or does so for a delimited period -- then use of that data (after any required periods of exclusivity have expired) is permitted under terms of the agreement's intellectual property chapter, and so is exempt from coverage under the investment agreement. Again, however, this argument would have to be made in the context of the chilling effect of investor-to-state dispute settlement provisions.

3. INVESTOR-TO-STATE DISPUTE SETTLEMENT

The issue: How and to what extent do investment agreement provisions granting investor standing to sue governments interfere with compulsory licensing or generic firm use of or reliance on brand-name firms' marketing approval data?

Importance of the issue: Where investors have standing to sue governments over intellectual property rules, they can force the invalidation of rules which other governments may have been willing to let stand. They can also seek, from governments, the very generous compensation available under various investment agreement provisions.

TRIPS requirements and flexibilities: The WTO investment agreement does not give investors standing to sue governments for damages over allegedly WTO-incompatible rules. Only other governments have this authority under WTO rules.

TRIPS requires countries to maintain adjudicative remedies for alleged infringements on intellectual property rights, meaning intellectual property holders already have a direct remedy at law. But in these instances, intellectual property right holders' ability to sue and prospects for compensation are bounded by TRIPS agreement rules, and patent infringement suits are brought against the alleged infringer, not the government rule-maker.

TRIPS-plus conditions: The investment agreements typically give standing to investors to sue governments for violations of the agreements' terms. These suits may relate to specific actions, or to laws or the application of laws. These suits can be heard in several fora, including arbitration tribunals among which the investor is free to choose.
 

With patent holders given rights to sue governments directly over intellectual property disputes, the flexibility that countries may adopt in choosing to challenge other nation's intellectual property rules (taking into account, among other matters, public health needs, countries' income level and harmful publicity) would be lost. Even where a government chose to exercise its discretion not to challenge another country's law, regulation or rule, a patent holder could proceed to do so.

Levels of compensation available under investment agreements can be quite high, and the NAFTA experience shows that arbitration tribunals are willing to make substantial awards to aggrieved investors, including for lost future profits.
 

The prospect of private actors bringing such suits on compulsory licensing and intellectual property matters will have a deeply chilling effect on national governments. They will have to operate against the backdrop of private patent holders bringing investment agreement lawsuits against them. Given the potentially severe compensation requirements under investment agreements, governments would be strongly deterred from taking measures that might even conceivably contravene the investment provisions. 

CONCLUSION
International trade and investment agreements, and even standalone intellectual property agreements, are the result of complex negotiations. Country negotiating strategy inevitably involves difficult issues of prioritization and tradeoffs. Moreover, the technical terminology and arcane language of the agreements may mask for policymakers the high stakes. At minimum, it is essential that countries be aware of what is at stake in accepting TRIPS-plus provisions, and the potentially significant toll such make take on public health.
 

The HIV/AIDS pandemic has made very clear how central generic competition often is to promoting access to medicines. Access to new medicines not just for HIV/AIDS, but malaria, tuberculosis, cancer, chronic diseases such as diabetes, and new diseases -- SARS, H1N5 avian influenza or others not yet on the horizon -- will depend in no small part on whether countries have locked themselves into TRIPS-plus provisions. Countries should accordingly be very wary of accepting any TRIPS-plus obligations.

APPENDIX: THE PRICE BENEFITS OF GENERIC COMPETITION

Patents play a distinctively important role in the pharmaceutical industry. Although other mechanisms are available, presently in the world economy, patent provision is the primary means by which commercial enterprises are given an incentive to undertake research and development on new and innovative pharmaceutical products. The 20-year exclusivity conferred by patents provides a strong incentive to develop new products. But this incentive comes at a cost: because the cost of manufacturing pharmaceuticals is low compared to the cost of research and development, patent-protected pharmaceuticals are typically priced significantly above their marginal cost. 
An abundance of empirical studies make clear, absent price controls, patented pharmaceutical products are typically priced far above the competitive price. According to a U.S. Congressional Budget Office study, with one to 10 generic firms in the U.S. market, prices tend to fall about 40 percent. Above 10 firms, the price tends to fall by about two-thirds. When more than 20 firms enter the market, prices may fall by 80 percent.
 

Other studies have found comparable or greater price reductions over time. The PRIME Institute of the University of Minnesota has compiled data on generic penetration of the brand market in pharmaceuticals. According to their analysis, for most products, the best generic price was obtained about 30 months after the first generic entry into the market. In the Prime Institute analysis, the generic products entered the market about 27 percent below the brand price, and prices fell over time. After 30 months, generic prices were approximately 20 percent of the brand price.

One important case of generic entry and AIDS drugs concerns Brazil. In 1996, Brazil became the first economically significant purchaser of generic active ingredients for the anti-AIDS drugs known as antiretrovirals. By 1997 Brazil was providing antiretroviral treatment to people with AIDS. Initially the generic prices (either locally manufactured or imported) were not significantly lower than the brand name prices, but over time, generic prices fell significantly. In 1998, Brazil was paying more than $25,000 per kilo for the generic active ingredients for d4T and about $20,000 per kilo for 3TC active ingredients. By 1999 these prices had fallen to approximately $8,000 for d4T and $5,000 for 3TC. By 2003 these prices were closer to $500 per kilo -- 2 percent and 2.5 percent of the price just five years before. For antiretroviral products facing competition in Brazil, the finished product costs have continued to fall every year.
In the most notable global case, generic competition has generated massive price reductions in the cost of HIV/AIDS drugs, spurring donor funding of AIDS treatment and making it possible for more than a million people in the developing world to receive antiretroviral therapy. MSF/Doctors Without Borders documents how generic competition has driven down the price of first-line combination antiretroviral therapy from $10,439 (or higher) in May 2000 to $152 by June 2005 (with some firms promising to the Clinton Foundation a price of $140).

� See Appendix One


� The TRIPS Agreement specifically recognizes that intellectual property protections may impinge on public health and development goals, and affords countries the right to take measures to protect these interests (subject to the important caveat that this right does not create an exception to TRIPS obligations). The Agreement states as overriding principles that:


1. Members may, in formulating or amending their laws and regulations, adopt measures necessary to protect public health and nutrition, and to promote the public interest in sectors of vital importance to their socio-economic and technological development, provided that such measures are consistent with the provisions of this Agreement. 


2. Appropriate measures, provided that they are consistent with the provisions of this Agreement, may be needed to prevent the abuse of intellectual property rights by right holders or the resort to practices which unreasonably restrain trade or adversely affect the international transfer of technology. (Article 8)





� "Globalization, TRIPS and Access to Pharmaceuticals," WHO, March 2001, p.5


� Doha Declaration on the TRIPS Agreement and Public Health, Paragraph 4.


� Doha Declaration on the TRIPS Agreement and Public Health, Paragraph 4.


� "Globalization, TRIPS and Access to Pharmaceuticals," WHO, March 2001, p.4


� WHO Medicines Strategy, 2000-2003, WHO Policy Perspectives on Medicines, No. 1, December 2000, p.2 ("Four enabling factors need to be firmly in place to increase and ensure sustainable access: rational selection based on a national essential drugs list and treatment guidelines; affordable prices for governments, health care providers and consumers; sustainable financing through equitable funding mechanisms such as government revenues or social health insurance; and reliable supply systems incorporating a mix of public and private supply services.'); "Equitable Access to Essential Medicines: A Framework for Collective Action," WHO Policy Perspectives on Medicines, No. 8, March 2004; “Cost-Containment Mechanisms for Essential  Medicines, Including Antiretrovirals,  in China," German Velasquez, Carlos Correa, Robert Weissman, Health Economics and Drugs, EDM Series No. 13, World Health Organization, 2002.


� See Resources list. The paper also is focused exclusively on access to medicines issues, and does not discuss TRIPS-plus provisions in copyright or other areas, including patents, without direct relationship to access to medicines issues,


� For one example, see Paulo Prada, "Brazil Near Deal With Abbott for Price Cut on AIDS Drug," New York Times, October 5, 2005, detailing how Brazil negotiated a 45 percent price cut in the price of an AIDS drug by threatening to issue a compulsory license if prices were not reduced.


� TRIPS Article 31


� See, for example, Jerome Reichman and Catherine Hasenzahl, "Non-voluntary Licensing of Patented Inventions: Historical Perspective, Legal Framework Under TRIPS and an Overview of the Practice in Canada and the USA," Geneva: UNCTAD/International Centre for Trade and Development, 2003.


� Doha Declaration on the TRIPS Agreement and Public Health, Paragraph 5.


� TRIPS, 31(h); the exception is contained in TRIPS 31(k).


� Doha Declaration on the TRIPS Agreement and Public Health, Paragraph 5(b).


� These conditions include: a prior effort by the proposed user to obtain authorization from the right holder on reasonable commercial terms (Article 31(b)), that the compulsory license be granted for a specific purpose only (Article 31(c)); that the license be non-exclusive, non-assignable and predominantly for use in the domestic market (Article 31(d), Article 31(e), Article 31(f)), that the license be terminated if the conditions giving rise to it cease (Article 31(g)), that the legal validity of the license and the terms of remuneration be subject to appeal to a judicial or administrative authority (Article 31(i), Article 31(j)).


� The U.S.-Singapore Free Trade Agreement Article 16.7.6 and the U.S.-Australia Free Trade Agreement Article 17.9.7 permit compulsory licensing only for the three cases of addressing anti-competitive practices; public non-commercial use; and for emergencies. In addition to these three grounds, the U.S.-Jordan Free Trade Agreement Article 20 permits compulsory licensing for failure to meet working requirements. 


The Bangui Agreement also includes a quite limited set of grounds for compulsory licensing. The Bangui Agreement provides for two modes of compulsory licenses. The first category permits compulsory licenses for:


• failure to meet working requirements (Article 46(1)(a)); 


• a failure to meet demand for the patented product on reasonable terms (Article 46(1)(b)); 


• certain refusals by the patent owner to license on reasonable terms (only if the failure "substantially prejudices" the establishment of industrial or commercial activities) (Article 46(1)(c)); or


• dependent patents (Article 47).


The second category permits compulsory licenses where patents are of "vital interest" to the economy, public health or national defense, or where non-working "seriously compromises" a country's needs (Article 56 (1)).


Andean Community Decision 486: Common Intellectual Property Regime Chapter VII also imposes some limits on the grounds for compulsory licensing. These include non-working, dependent patents, and remedies to anti-competitive practices, as well as when a Member Country declares the existence of public interest, an emergency, or national security considerations.


� Anti-competitive practices may involve monopolistic or collusive practices.


� "Government use" refers to the right of a government agency, or private entity operating as a government contractor, to make use of patent without authorization of the patent holder.


� Emergencies or situations of extreme urgency refers to extremely serious problems, but not necessarily problems limited in time. The Doha Declaration specified that "Each Member has the right to determine what constitutes a national emergency or other circumstances of extreme urgency" and that serious health problems -- such as HIV/AIDS -- which will not be resolved quickly may qualify. Doha Declaration on the TRIPS Agreement and Public Health, Paragraph 5(c).


� Working requirements mandate that a patent must be "worked" in the country market. Historically, working meant the patented product must be produced in the country. Whether such a definition is now TRIPS-compatible is controversial. Some countries and commentators argue that under TRIPS, working requirements can be met by importation of the patented product, as well as local manufacture.


� U.S.-Jordan Free Trade Agreement Article 20(b). In the U.S.-Jordan Free Trade Agreement, the U.S.-Singapore Free Trade Agreement and the U.S.-Australia Free Trade Agreement, licenses even issued in emergency conditions must limited to the public sector.


� It will still remain possible under the U.S.-Jordan Free Trade Agreement, the U.S.-Singapore Free Trade Agreement and the U.S.-Australia Free Trade Agreement for private parties to gain licenses if "they are operating under the authority of a government." For example, it would be government use for a compulsory license to be issued to a private party producing a drug on behalf of a public health agency. 


� TRIPS, Article 2(1).


� Paris Convention for the Protection of Intellectual Property, Article 5.A.4.


� In most cases, the Bangui Agreement stipulates that compulsory licenses cannot be issued until at least three years after a patent was granted (Article 46(1)). The agreement specifies a waiting period of three years after issuance of the patent, or four years after the filing of the patent, whichever comes last.





� Article 48 of the Bangui Agreement requires most compulsory licensing requests be filed with a civil court. These provisions do not apply to "ex-officio" compulsory licenses granted under Article 56 -- these are the licenses to meet "vital interests" or to redress non-working which "seriously compromises" a country's needs. The agreement details an elaborate set of procedures to be followed (Articles 48 and 49), with built-in delays (to allow for response from the patent holder) (Article 49 (2)) in addition to the natural delays inhering in a judicial procedure.


� TRIPS Articles 31(i) and 31(j).


� It is untested whether this administrative authority may be in the same ministry as the ministry issuing a compulsory license (for example, a panel appointed by the Health Minister to review compulsory license decisions taken by a health ministry department head); or whether the appeal must be heard outside of the ministry (for example, a panel appointed by the Ministry of Justice to review compulsory license decisions taken by a health ministry department head).


� Bangui Agreement Article 53-1


� Such provisions are contained in the U.S.-Vietnam Bilateral Trade Agreement (Article 11-4), the U.S.-Cambodia Trade Relations and Intellectual Property Rights Agreement (Article 20.1(d)), and the U.S.-Sri Lankan Intellectual Property Rights Agreement (Article 2(c)(v)(5)).


� See James Love, “Remuneration Guidelines for Non-Voluntary Use of a Patent on Medical Technologies,” Health Economics and Drugs TCM Series No. 18, Geneva: WHO/EDM, 2005.


� Article 44.1 of the TRIPS Agreement requires countries to issue injunctions against infringements of intellectual property rights protected by the Agreement. However, a compulsory licensee manufacturing, importing, selling or distributing a good pursuant to a valid compulsory license is not infringing while the license is valid, and so Article 44.1 does not appear to require that injunctions be available for compulsory licenses on appeal. Even if it did, Article 44.2 specifies that such limitation would not apply to public non-commercial (government) use.


� Bangui Agreement Article 53-2.


� Bangui Agreement Article 49(4)(a) specifies: "it being understood that a non-voluntary license granted under Article 46 or 47 above cannot extend to the act of importation."


� Doha Declaration on the TRIPS Agreement and Public Health, paragraph 6.


� Memorandum of Understanding on Issues Relating to the Protection of Intellectual Property Rights Under the Agreement Between the United States and Jordan on the Establishment of a Free Trade Area, Article 4: "Jordan shall take all steps necessary to ensure that where 'use' is defined in certain measures as importation in 'large quantities as reasonable prices,' such conditions on importation shall be deleted."


� “Where such use is authorized to permit the exploitation of a patent (‘the second patent’) which cannot be exploited without infringing another patent (‘the first patent’), the following additional conditions shall apply:


the invention claimed in the second patent shall involve an important technical advance of considerable economic significance in relation to the invention claimed in the first patent;


the owner of the first patent shall be entitled to a cross-license on reasonable terms to use the invention claimed in the second patent; and


the use authorized in respect of the first patent shall be non-assignable except with the assignment of the second patent.” 


TRIPS, Article 31(l)


� Such provisions are included in the North American Free Trade Agreement (Article 1709.10(L)), the U.S.-Vietnam Bilateral Trade Agreement (Article 8(L): “the Party shall not authorize the use of the subject matter of a patent to permit the exploitation of another patent except as a remedy for an adjudicated violation of domestic laws regarding anticompetitive practices.”), the U.S.-Ecuador Intellectual Property Rights Agreement (Article 6.6.1), and the U.S. Nicaragua Intellectual Property Rights Agreement (Article 7.9(L)).


� TRIPS, Article 39(3): "Members, when requiring, as a condition of approving the marketing of pharmaceutical or of agricultural chemical products which utilize new chemical entities, the submission of undisclosed test or other data, the origination of which involves a considerable effort, shall protect such data against unfair commercial use. In addition, Members shall protect such data against disclosure, except where necessary to protect the public, or unless steps are taken to ensure that data are protected against unfair commercial use."


� Carlos Correa "Protection of Data Submitted for the Registration of Pharmaceuticals: Implementing the Standards of the Trips Agreement," Geneva: South Centre/WHO, 2002.


� Such provisions are included in the U.S.-Vietnam Free Trade Agreement (Article 9.6), the U.S.-Cambodia Trade Relations and Intellectual Property Rights Agreement (Article 19.5(b)), the U.S.-Sri Lankan Intellectual Property Rights Agreement (Article 2(c)(iv)(2)), the U.S.-Ecuador Intellectual Property Rights Agreement (Article 8.4(b)), the U.S.-Jordan Free Trade Agreement (Article 22), the U.S.-Singapore Free Trade Agreement (Articles 16.8.1 and 16.8.2), the U.S.-Chile Free Trade Agreement (Article 17.10.1), the U.S.-Australia Free Trade Agreement (Article 17.10.1(a)), the U.S.-Bahrain Free Trade Agreement (Article 14.9.1), the U.S.-Morocco Free Trade Agreement (Article 15.10.1), the U.S.-Central America-Dominican Republic Free Trade Agreement (Article 15.10.1), the U.S.-Oman Free Trade Agreement Article (15.9.1), the U.S.-Peru Free Trade Agreement Article (16.10.1), and the U.S.-Colombia Free Trade Agreement Article 16.10.1).





� The United States maintains such a compulsory licensing system for test data relating to agricultural chemical safety, under its Federal Insecticide, Fungicide, Rodenticide Act (FIFRA). Section 3(c)(2)(B), 7 U.S.C. 136a(c) (2) (B), of the Federal Insecticide, Fungicide and Rodenticide  Act (FIFRA), 7 U.S.C. §§136-136y. For a fuller discussion of TRIPS-compliant options on data protection, see Robert Weissman, “Data Protection: Options for Implementation,” in Pedro Roffe, Geoff Tansey and David Vivas-Eugui, eds., Negotiating Health: Intellectual Property and Access to Medicines, London: Earthscan, 2006.


� TRIPS Article 39.3.


� U.S.-Chile Free Trade Agreement Article 17.10.1.


� U.S.-Australia Free Trade Agreement Article 17.10.1(c); U.S.-Bahrain Free Trade Agreement Article 14.9.1(c); U.S.-Morocco Free Trade Agreement Article 15.10.1; U.S.-Central America-Dominican Republic Free Trade Agreement Article 15.10.1(c); U.S.-Oman Free Trade Agreement Article 15.9.1(c); U.S.-Peru Free Trade Agreement Article 16.10.1(c); U.S.-Colombia Free Trade Agreement Article 16.10.1(c).


� U.S.-Singapore Free Trade Agreement Article 16.8.1. These provisions frequently include a “grandfather” clause, permitting distinct treatment for products that do not contain new chemical entities, if parties to the agreement had a different system in place prior to entering into the trade deal.


� IMS, “New Products and Markets Fuel Growth in 2005,” May 2006, available at <http://open.imshealth.com/webshop2/IMSinclude/i_article_20060503.asp>.


� Hiroaki Mitsuya, Kent Weinhold, Robert Yarchoan, Dani Bolognesi, Samuel Broder, Letter to the Editor, New York Times, September 28, 1989.


� U.S. Food and Drug Administration, Orange Book, available at <http://www.fda.gov/cder/ob>


� U.S.-Australia Free Trade Agreement Article 17.10.2; U.S.-Bahrain Free Trade Agreement Article 14.9.2; U.S.-Morocco Free Trade Agreement Article 15.10.2; U.S.-Oman Free Trade Agreement Article 15.9.2.











� TRIPS Article 39.3.


� U.S.-Chile Free Trade Agreement Article 17.10.1.


� U.S.-Australia Free Trade Agreement Article 17.10.1(a); U.S.-Central America-Dominican Republic Free Trade Agreement Article 15.10.1(a).


� U.S.-Singapore Free Trade Agreement Article 16.8.1; U.S.-Bahrain Free Trade Agreement Article 14.9.1; U.S.-Morocco Free Trade Agreement Article 15.10.1; U.S.-Oman Free Trade Agreement Article 15.9.1(a); U.S.-Peru Free Trade Agreement Article 16.10.1(a); U.S.-Colombia Free Trade Agreement Article 16.10.1(a)











� For example, a firm may delay introducing a reformulated version of a product (perhaps permitting a patient to take one pill a day instead of two) if the original version remains patent protected.


� U.S.-Australia Free Trade Agreement Article 17.10.1(c); U.S.-Singapore Free Trade Agreement Article 16.8.2.


� U.S.-Bahrain Free Trade Agreement Article 14.9.1(b); U.S.-Morocco Free Trade Agreement Article 15.10.1(b); U.S.-Oman Free Trade Agreement Article 15.9.1(b); U.S.-Central American Free Trade Agreement, Article 15.10.1(b).


� However, some agreements limit the term in which brand-name companies can delay generic competition in this fashion. See text accompanying note 59. THE REFERENCED NOTE SHOULD BE THE ONE FOLLOWING THIS ONE.


� U.S.-Central American Free Trade Agreement, Article 15.10.1(b). U.S.-Peru Free Trade Agreement Article 16.10.1(b); U.S.-Colombia Free Trade Agreement Article 16.10.1(b).


� U.S.-Jordan Free Trade Agreement, Article 22, fn. 11. ("It is understood that, in situations where there is reliance on evidence of approval in another country, Jordan shall at a minimum protect such information against unfair commercial use for the same period of time the other country is protecting such information against unfair commercial use.")


� Directive 2004/27/EC of the European Parliament and of the Council, March 21, 2004, Article 10.


� U.S.-Australia Free Trade Agreement Article 17.10.3; U.S.-Bahrain Free Trade Agreement Article 14.9.3; U.S.-Morocco Free Trade Agreement Article 15.10.1 fn. 12; U.S.-Oman Free Trade Agreement Article 15.9.3.





� U.S.-Chile Free Trade Agreement Article 17.10.2(c); U.S.-Australia Free Trade Agreement Article 17.10.4; U.S.-Bahrain Free Trade Agreement Article 14.9.4; U.S.-Morocco Free Trade Agreement Article 15.10.4; U.S.-Central America-Dominican Republic Free Trade Agreement Article 15.10.2; U.S.-Oman Free Trade Agreement Article 15.9.4; U.S.-Peru Free Trade Agreement Article 16.10.3; U.S.-Colombia Free Trade Agreement Article 16.10.3.


� U.S.-Jordan Free Trade Agreement Article 23(b)


� "Generic Drug Entry Prior to Patent Expiration: An FTC Study," U.S. Federal Trade Commission, July 2002. See also Robert Weissman, "The Evergreen Patent System: Pharmaceutical Company Tactics to Extend Patent Protections," Multinational Monitor, June 2002.


� For a description of the changes, see "President Takes Action to Lower Prescription Drug Prices By Improving Access to Generic Drugs," The White House, October 21, 2002, available at <http://www.whitehouse.gov/news/releases/2002/10/20021021-4.html>. The revised rule (21 CFR Part 314) is available at <http://www.fda.gov/OHRMS/DOCKETS/98fr/061803a.htm>.


� Marc Kaufman, "Drug Firms' Deals Allowing Exclusivity -- Makers of Generics Being Paid to Drop Patent Challenges, FTC Review Finds," The Washington Post, April 25, 2006; U.S. Federal Trade Commission, "Agreements Filed with the Federal Trade Commission under the Medicare Prescription Drug, Improvement, and Modernization Act of 2003: Summary of Agreements Filed in FY 2005 -- A Report by the Bureau of Competition," April 24, 2006, available at <www.ftc.gov/os/2006/04/fy2005drugsettlementsrpt.pdf>.


� TRIPS Article 44 (1).


� TRIPS Article 45.


� TRIPS Article 46.


� TRIPS Article 6.


� Doha Declaration on the TRIPS Agreement and Public Health, Paragraph 4.


� Doha Declaration on the TRIPS Agreement and Public Health, Paragraph 5: “We recognize that these flexibilities include … (d) The effect in the provisions in the TRIPS Agreement that are relevant to the exhaustion of intellectual property right 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.”


� U.S.-Singapore Free Trade Agreement Article 16.7.2; U.S.-Australia Free Trade Agreement Article 17.9.4; U.S.-Morocco Free Trade Agreement Article 15.9.4.











� The Bangui agreement permits member countries to parallel import only from other member countries. The Bangui Agreement Article 8(1)(a) states: "The rights deriving from the patent shall not extend to acts in relation to subject matter brought on to the market on the territory of a member State by the owner of the patent or with his consent." This establishes a regime of exhaustion within the Bangui member countries, but does not apply it to patented goods put on the market outside of the Bangui member countries. Thus Bangui Agreement member countries would be free to import from other West African nations, but not from France.


� This concern does not apply to parallel importation between rich countries, however. The European Union has insisted on the right of its member states to parallel import from each other. In the United States, there is a major domestic controversy over whether parallel importation of pharmaceuticals should be permitted as a way to restrain drug prices.


� TRIPS Article 42.


� TRIPS Articles 44.1 and 50.1 and 50.2.


� TRIPS Article 45.1


� TRIPS Article 46.


� TRIPS Article 61.


� The Bangui Agreement stipulates that patent infringement shall be punished with fines (Article 58) and that repeat infringers may be subject to jail time (Article 59).


� Such a measure is contained in the Bangui Agreement Article 64.


� Canada -- Protection of Pharmaceutical Products, World Trade Organization, WT/DS114/R, March 17, 2000.


� The Bangui Agreement Article 8 does not include an early working provision in its Article on "limitation of the rights conferred by the patent." The failure to include this limitation does not necessarily prevent Bangui member countries from adopting an early working provision, but it may prejudice such efforts. The fact that limitations are specifically delineated, and that there is no indication that the limitations are intended only to be a partial list, may make it harder for a country to include other limitations in its national law.


 � U.S.-Singapore Free Trade Agreement Article 16.8.7; U.S.-Chile Free Trade Agreement Article 17.9.6; U.S.-Australia Free Trade Agreement Article 17.9.8(a); U.S.-Bahrain Free Trade Agreement Article 14.8.6(a); U.S.-Morocco Free Trade Agreement Article 15.9.7; U.S.-Central America-Dominican Republic Free Trade Agreement Article 15.9.6(a); U.S.-Oman Free Trade Agreement Article 15.8.6(a); U.S.-Peru Free Trade Agreement Article 16.9.6(b); U.S.-Colombia Free Trade Agreement Article 16.9.6(b).


� U.S.-Bahrain Free Trade Agreement Article 14.8.7; U.S.-Oman Free Trade Agreement Article 15.8.6(a).


� U.S.-Jordan Free Trade Agreement, Article 23(a); U.S.-Singapore Free Trade Agreement Article 16.8.4; U.S.-Chile Free Trade Agreement Article 17.10(a); U.S.-Australia Free Trade Agreement Article 17.9.8(b); U.S.-Bahrain Free Trade Agreement Article 14.8.6(b); U.S.-Morocco Free Trade Agreement Article 15.10.3; U.S.-Central America-Dominican Republic Free Trade Agreement Article 15.9.6(b); U.S.-Oman Free Trade Agreement Article 15.8.6(b); U.S.-Peru Free Trade Agreement Article 16.9.6(a); U.S.-Colombia Free Trade Agreement Article 16.9.6(a).


� U.S.-Singapore Free Trade Agreement Article 16.7.8; U.S.-Bahrain Free Trade Agreement Article 14.8.6(b)(2); U.S.-Oman Free Trade Agreement Article 15.8.6(b).








� Carlos Correa, Integrating Public Health Concerns into Patent Legislation in Developing Countries, p. 23.


� U.S.-Australia Free Trade Agreement Article 17.9.1; U.S.-Bahrain Free Trade Agreement Article 14.8.2; U.S.-Morocco Free Trade Agreement Article 15.9.2; U.S.-Oman Free Trade Agreement Article 15.8.1(b).








� U.S.-Singapore Free Trade Agreement Article 16.7.4; U.S.-Bahrain Free Trade Agreement Article 14.8.4; U.S.-Morocco Free Trade Agreement Article 15.9.5; U.S.-Oman Free Trade Agreement Article 15.8.4.


� See, for example, Business Week, "The Patent Epidemic," January 9, 2006, available at <http://www.businessweek.com/magazine/content/06_02/b3966086.htm>


� See Jay P. Kesan, "Carrots and Sticks to Create a Better Patent System," 17 Berkeley Tech. L.J. 763 (Spring 2002).


� U.S.-Australia Free Trade Agreement Article 17.9.10; U.S.-Bahrain Free Trade Agreement Article 14.8.9; U.S.-Morocco Free Trade Agreement Article 15.9.9; U.S.-Central America-Dominican Republic Free Trade Agreement Article 15.9.8; U.S.-Oman Free Trade Agreement Article 15.8.9; U.S.-Peru Free Trade Agreement Article 16.9.8; U.S.-Colombia Free Trade Agreement Article 16.9.8.


� U.S. Federal Trade Commission, "To Promote Innovation: The Proper Balance of Competition and Patent Law and Policy," October 2003.


� U.S. Federal Trade Commission, "To Promote Innovation: The Proper Balance of Competition and Patent Law and Policy," October 2003.


� Investment agreements are included as chapters in a number of free trade agreements. There are also a category of stand-alone investment agreements, known as Bilateral Investment Treaties (BITs). The BITs sometimes contain less stringent provisions. There are hundreds and perhaps thousands of BITs between countries. UNCTAD maintains a database of BITs at <http://www.unctadxi.org/templates/DocSearch____779.aspx>. In its textual analysis, this paper considers only a representative sampling of BITs. This section uses the term "investment agreements" to refer both to investment chapters in free trade agreements and BITs.


� National treatment is a core WTO principle, embodied in a variety of WTO agreements, including TRIPS (Article 3) and the WTO's Agreement on Trade-Related Investment Measures (Article 2).


� These principles themselves, which differ in some technically important ways from concepts embodied in the TRIPS Agreement, may impose TRIPS-plus obligations on countries, especially in the area of patent enforcement rules and limits on technology transfer policies. See "Intellectual Property in Investment Agreements: The TRIPS-Plus Implications for Developing Countries," Geneva: South Centre, 2005.


� Model Agreement Between Canada and ___ for the Promotion and Protection of Investment, International Trade Canada, available at <http://www.dfait-maeci.gc.ca/tna-nac/what_fipa-en.asp#11>.


� As explicated by former U.S. Trade Representative Carla Hills in a memo drafted while she worked for the tobacco industry, the term "necessary" in the General Agreement on Tariffs and Trade's (predecessor to the WTO) public health exception, "is intended to allow Contracting Parties to impose trade-restrictive measures inconsistent with the General Agreement to pursue overriding public policy goals only to the extent that such inconsistencies are unavoidable. As Canada pointed out in recent GATT dispute settlement proceedings, the proponent of the public health exception has the burden of providing the imposed measure is "necessary" (emphasis in original)." (Carla Hills, Legal Opinion With Regard to Plain Packaging of Tobacco Products Requirement Under International Agreements," Mudge, Guthrie, Alexander and Ferdon Attorneys. Memo to RJ Reynolds and Philip Morris, May 3, 1994, p. 17.) Subsequent decisions at the WTO have clarified that the necessity test can in some real-world cases be satisfied -- but it remains a high hurdle nonetheless. (See World Trade Organization, "European Communities -- Measures Affecting Asbestos and Asbestos-Containing Products," WT/DS135/AB/R, March 12, 2001.)


� NAFTA, Article 1106(f); U.S.-Singapore Free Trade Agreement Article 15.8(f); U.S.-Chile Free Trade Agreement Article 10.5.1(f); U.S.-Australia Free Trade Agreement Article 11.9(f); U.S.-Morocco Free Trade Agreement Article 10.8.1(f); U.S.-Central America-Dominican Republic Free Trade Agreement Article 10.9.1(f); U.S.-Oman Free Trade Agreement Article 10.8.1(f); U.S.-Peru Free Trade Agreement Article 10.9(f); U.S.-Colombia Free Trade Agreement Article 10.9(f).


� NAFTA Article 1108.5; U.S.-Singapore Free Trade Agreement Article 15.8.3(b)(i); U.S.-Chile Free Trade Agreement Article 10.5.3(b)(i); U.S.-Australia Free Trade Agreement Article 11.9.3(b)(i); U.S.-Morocco Free Trade Agreement Article 10.8.3(b)(i); U.S.-Central America-Dominican Republic Free Trade Agreement Article 10.9.3(b)(i); U.S.-Oman Free Trade Agreement Article 10.8.3(b)(i); U.S.-Peru Free Trade Agreement Article 10.9.3(b)(i); U.S.-Colombia Free Trade Agreement Article 10.9.3(b)(i). 


� NAFTA, Article 1110; U.S.-Singapore Free Trade Agreement Article 15.6; U.S.-Chile Free Trade Agreement Article 10.9; U.S.-Australia Free Trade Agreement Article 11.7; U.S.-Morocco Free Trade Agreement Article 10.6; U.S.-Central America-Dominican Republic Free Trade Agreement Article 10.7; U.S.-Oman Free Trade Agreement Article 10.6; U.S.-Peru Free Trade Agreement Article 10.7; U.S.-Colombia Free Trade Agreement Article 10.7.


� NAFTA 1110.7; U.S.-Singapore Free Trade Agreement Article 15.6.5; U.S.-Chile Free Trade Agreement Article 10.9.5; U.S.-Australia Free Trade Agreement Article 11.7.5; U.S.-Morocco Free Trade Agreement Article 10.6.5; U.S.-Central America-Dominican Republic Free Trade Agreement Article 10.7.5; U.S.-Oman Free Trade Agreement Article 10.6.5; U.S.-Peru Free Trade Agreement Article 10.7.5; U.S.-Colombia Free Trade Agreement Article 10.7.5.


� See, for example, U.S.-Central American-Dominican Republic Free Trade Agreement, Annex 10-C. For a critique arguing that the annex does not adequately address public health concerns relating to regulatory takings, see William Butler, Rhoda H. Karpatkin, Daniel Magraw, Durwood Zaelke, "Separate Comments of TEPAC Members on the U.S.-Central American Free Trade Agreement (CAFTA), March 18, 2004, available at <www.ciel.org/Publications/TEPAC_CAFTA_18Mar04.pdf>. See also U.S.-Chile Free Trade Agreement Annex 10-D; U.S.-Australia Free Trade Agreement Annex 11-B; U.S.-Morocco Free Trade Agreement Annex 10-B; U.S.-Oman Free Trade Agreement Annex 10-B; U.S.-Peru Free Trade Agreement Annex 10-B; U.S.-Colombia Free Trade Agreement Annex 10-B. Neither NAFTA nor the U.S.-Singapore Free Trade Agreement contains such an annex. 








� NAFTA, Chapter 11, Section B; U.S.-Singapore Free Trade Agreement Article 15, Section C; U.S.-Chile Free Trade Agreement Article 10, Section B; U.S.-Morocco Free Trade Agreement Article 10, Section B; U.S.-Central America-Dominican Republic Free Trade Agreement Article 10, Section B; U.S.-Oman Free Trade Agreement Article 10, Section B; U.S.-Peru Free Trade Agreement Article 10, Section B; U.S.-Colombia Free Trade Agreement Article 10, Section B. NAFTA Article 1120 is typical in its language giving investors a choice of venue: "The investor is free to choose among the following: (a) the ICSID Convention, provided that both the disputing Party and the Party of the investor are parties to the Convention; (b) the Additional Facility Rules of ICSID, provided that either the disputing Party or the Party of the investor, but not both, is a party to the ICSID Convention; or (c) the UNCITRAL Arbitration Rules.)"


� In a suit filed by Metalclad against the government of Mexico, Metalclad won compensation of $15.6 million after an arbitration panel ruled that a Mexican municipality's denial of a toxic waste dump permit to the company and a governor's designation of the area around the proposed dump as an ecological preserve together constituted an indirect expropriation. Metalclad and the United Mexican States, International Centre for Settlement of Investment Disputes, August 30, 2000, Case No. ARB(AF)/97/1. For a full list of NAFTA-related cases, see the U.S. State Department's webpage on NAFTA Investor-State Arbitrations, available at <http://www.state.gov/s/l/c3439.htm>.


� Some trade agreements include side letters stipulating that their intellectual property provisions do not affect efforts to promote access to medicines. The "Understanding Regarding Certain Public Health Measures," in the U.S.-Colombia Free Trade Agreement is typical. It states:


The obligations of Chapter Sixteen of the Agreement [the intellectual property chapter] do not affect a Party’s ability to take necessary measures to protect public health by promoting access to medicines for all, in particular concerning cases such as HIV/AIDS, tuberculosis, malaria, and other epidemics as well as circumstances of extreme urgency or national emergency.


Such side letters or understandings are unlikely to mitigate the public health issues raised in this paper, however. They are written in general terms and suffer from not being part of the core agreements -- and thus serve only as interpretive guides, subordinate to contrary specific provisions in the agreements. They also are conditioned on measures being "necessary" -- a very restrictive standard in international trade law. (See note 102 above.) The side letters’ reference to "HIV/AIDS, tuberculosis, malaria, and other epidemics as well as circumstances of extreme urgency or national emergency" suggests that language might be applied stingily, if at all, to other cases. Finally, as Brook Baker, professor of law at Northeastern University, notes, the side letters provide "insufficient legal certainty to generic companies to undertake efforts to formulate, test and register a bio-equivalent generic drug – those efforts are too costly and time consuming to undertake lightly, and they will not be attempted if there is any residual uncertainty about the legality of such efforts." See Brook K. Baker, “Myths and Realities: The Impact of the U.S.-Thai FTA on Access to Medicines,” Health GAP Policy Brief, January 2006.


� Congressional Budget Office, How Increased Competition From Generic Drugs Has Affected Prices and Returns in the Pharmaceutical Industry, July 1998, p. 32. These estimates are based both on Congressional Budget Office calculations and those from Caves, Whinston and Hurwitz, Patent Expiration, Entry and Competition in the U.S. Pharmaceutical Industry, Brookings Papers on Economic Activity: Microeconomics (1991) p. 36, table 9.)


� Stephen W. Schondelmeyer, The Role of Generics in the U.S. Pharmaceutical Market, Presentation to the World Bank. June 24, 2003. Compiled by the PRIME Institute, University of Minnesota from data found in Kidder, Peabody.


� Medecins Sans Frontieres, Untangling the Web of Price Reductions (8th Edition), June 2005, p.10.
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