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1.
Introduction


Provisions for the protection of intellectual property rights (IPR) have traditionally been negotiated in a multilateral context, with each country usually agreeing to implement new rules according to its level of development.  The TRIPS (Trade Related aspects of Intellectual Property rights) agreement in the World Trade Organization (WTO) imposed an already heavy burden on developing countries, by setting specific obligations on all countries of the world to protect undisclosed information and patents in most fields of innovation.  However, the TRIPS agreement left certain flexibilities for developing countries to implement TRIPS guidelines in a manner appropriate with their stage of economic and technological development.  All this changed with the Central American/Dominican Republic Free Trade Agreement (CAFTA-DR).  The strong and well-funded pharmaceutical and agrochemical lobbies have succeeded in making unbalanced intellectual property provisions a central component of all Free Trade Agreements (FTAs) negotiated on a bilateral basis by the United States.  Unfortunately, the CAFTA-DR will exert a particularly high cost on the health systems and agricultural sectors of the poor countries of Central America and the Dominican Republic. 

The IPR provisions in CAFTA-DR significantly increase the heavy burden on small and fragile economies that had already assumed TRIPS commitments by eliminating the flexibilities allowed under TRIPS and increasing the monopoly power of a few large corporations through more stringent exclusionary rules.  CAFTA-DR goes beyond the TRIPS in several important aspects, listed below.  However what is even more surprising is that the first and second provisions stated below go beyond even U.S. law.  
1. Patent extensions.  CAFTA-DR mandates patent extensions beyond the twenty year period for administrative delays, with no upper limit on those extensions.  Patent legislation in the United States allows for patent extensions for excessive delays in patent issuance or product registration, but such patent extensions cannot exceed five years and under no circumstances can the exclusive rights granted by a patent exceed fourteen years from the date of product registration with the Food and Drug Administration.  CAFTA-DR sets no such upper limits on these monopolies.
2. Patent-Registration Linkage.  CAFTA-DR introduces the obligation of the regulatory authorities to prevent the registration and marketing of a generic pharmaceutical or agrochemical when a patent that covers the product exists.  This provision converts the States of the Dominican Republic and Central American countries into “patent police”, and is not how the regulatory authorities of the United States and Europe work.  In the U.S., the FDA notifies a patent owner of a registration submission of a product covered by such a patent.  However, since patents are a private right, and since the regulatory authorities lack the skills and experience to make judgments related to intellectual property, it is up to the patent owner to exercise his or her right to prevent patent infringement through legal action in the court system.  Such legal action has its risks, since it opens the door for a counter suit from the generic producer to invalidate the patent.  Given that roughly half of all patent invalidation proceedings that reach a verdict result in the patent being revoked
, this CAFTA-DR provision adopts an exaggerated presumption of validity of patents and will result in the creation of gratuitous drug and agrochemical monopolies, beside placing the legal responsibility and cost of defending private patent rights on the State rather than the patent owner.  Needless to say, this provision exceeds U.S. law.
3. Exclusive use of test data.  One of the key barriers to generic competition in both pharmaceutical and agrochemical products is not the production of such products, but the registration of these products.  Since both types of products are highly regulated substances and require registration prior to commercialization, any barrier to registration of generic products constitutes an effective barrier to the competition of generics.  This is the reason the protection of data necessary for the registration of generics has been pushed so aggressively by the pharmaceutical and agrochemical lobbies.  The provisions for test data protection in CAFTA-DR were crafted in such a manner as to exclude the registration of generic products for 5 years in the case of pharmaceuticals and 10 years in the case of agrochemicals, even if the test data is disclosed to the public.  The TRIPS agreement only mandated the protection of undisclosed information (Article 39.3 of TRIPS does not require the protection of disclosed information) against unfair competition, as described in the Paris Convention.  TRIPS does not grant the right to exclude the marketing of generic products that rely on test data, but rather the right to seek legal recourse against parties that have gained an unfair advantage through dishonest means.  CAFTA-DR eliminated the condition that information be “undisclosed” in order for protection to apply since the provisions in CAFTA-DR protect even data that has been disclosed to the public.  CAFTA-DR in essence re-defines what is in the public domain.  In addition, CAFTA-DR grants exclusive use of “test data”, which will guarantee drug monopolies for five years and ten years from the date of registration in the respective country for drugs and agrochemicals, respectively. 
4. Protection of plant varieties.  CAFTA-DR mandates the implementation of UPOV for the protection of plant varieties and requires countries to make best efforts to patent plants.  This mandate exceeds the TRIPS agreement since TRIPS allowed countries to develop a sui generis system of plant protection of their own.  The UPOV system eliminates possible flexibilities that are allowed under a TRIPS-compliant sui generis system and will limit farmer’s rights to the benefit of transgenic seed companies.  
All four of the above provisions set a dangerous precedent due to the negative social and economic effects these will have in poor neighboring countries and the excessive monopoly power granted to large corporations.  This is a reflection of the total control the large multinational corporations had on defining the USTR’s position.  The advisory committee that was used by the USTR to define the intellectual property provisions in CAFTA-DR did not have any representation of the independent generic industry in the United States.
  Only members of the powerful pharmaceutical and agrochemical lobbies were on the committee that defined U.S. policy in this matter.
2. Impact on health care

In order to understand the impact the new rules will have on the health care systems of the region, it is necessary to understand the current state of the systems in the CAFTA-DR region.  Health care coverage in Central America and the Dominican Republic varies from the universal coverage found in Costa Rica to the low formal coverage found in Nicaragua (18%), Guatemala (16%), Honduras (14%), El Salvador (14%) and the Dominican Republic (7%).
  The country with the broadest health care coverage in the CAFTA-DR region (including the United States) is Costa Rica.  
Health care coverage in Costa Rica’s public health system is Universal (everyone is covered within the territory), Total (everything is covered, including all clinically-needed drugs), and completely pre-paid (no co-payment or deductible is required to receive care).  This is an impressive system, considering Costa Rica only spends about $250 per capita on public health and the resulting health indices are comparable to those of developed countries.  As a point of comparison, on a per capita basis the United States spends three times more on prescription drugs as Costa Rica does on total health care costs.  However, maintaining such as system and very favorable health indices increasingly depends on ensuring access to new drugs since drugs are becoming indispensable in the treatment of today’s chronic and infectious diseases.  The burden of higher drugs prices as a result of the five year test data exclusivity in CAFTA-DR will likely force Costa Rica to abandon its model health care system.  The element of the health care system most likely to change due to the CAFTA-DR provisions is the total coverage it offers, and possibly its universal coverage.  The model will most likely have to change to one in which an exclusionary list of drugs or diseases is established, with drugs or diseases off the list not being covered.  The social stability provided by Costa Rica’s inclusive health care system will be one of the casualties of CAFTA-DR.
For the rest of Central America and the Dominican Republic, the implementation of the IPR provisions in CAFTA-DR will prevent these poor countries from ever achieving universal and total health care coverage, despite a dire need to do so.  Some of the CAFTA-DR countries have some of the highest rates of HIV infection in Latin America, making access to AIDS drugs a matter of life and death for thousands of citizens.   

The link between test data protection and higher drug prices is best demonstrated with a real example.  To illustrate this link one may look at AIDS drug purchases in the Costa Rican Social Security System.  A clear example is the following set of actual purchases of the AIDS drug nelfinavir.  
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The drug nelfinavir was included on the Official Drug List of the Costa Rican Social Security System in November of 1997, indicating that the public health system would cover this drug for AIDS patients in Costa Rica.  The branded product was registered in Costa Rica on December 16, 1997.  Had the CAFTA-DR test data protection rules been in effect at that time, five year of exclusionary the test data protection would not have expired until December 16, 2002.  At that point generic drugs would have been able to initiate the registration process (which takes an average of approximately six months in Costa Rica) and been ready to participate in public bids for these purchases around the middle of 2003.  The public bidding process takes several additional months to complete, meaning the test data protection needs to expire about one year prior to the issuance of purchase orders for drugs if generics are to play a role in reducing costs.  
Given the exclusion of generic options for five years, and the average length of time the drug registration process and public bidding process take to complete, none of the three generic drug purchases made in the above example would have been possible under CAFTA-DR rules.  This would have added $3.66 million dollars in costs for these three purchases of this single drug.  For a small country with a very limited health care budget this is a significant amount of lost savings, especially when one considers that the entire drug budget for the Costa Rican Social Security System’s programmed purchases of over 500 different drugs is $70 million.  In other examples of AIDS drug purchases the Social Security System has saved over 97% of the cost of branded drugs through the purchase of generic options in the market, and such savings would not have been possible under CAFTA-DR.  

Why are drug and agrochemical corporations pushing so hard for test data protection in developing countries when they already have the option to patent drugs for twenty years?  Many supporters of CAFTA-DR have stated that test data protection does not adversely affect drug prices because the test data protection would likely expire within the patent term.  Such statements ignore the fact that most drug and agrochemical patents are not being filed in developing countries since this would entail filing thousands of patents around the world for drugs that may never make it to market.  This dilemma led the drug and agrochemical corporations to craft the test data protection provisions as a “magic bullet” that protects any drug or agrochemical that makes it to the market.  Therefore, the CAFTA-DR test data provisions do create monopolies that would not otherwise exist.


Although the governments of the countries included in the CAFTA-DR agreement have signed a side letter supposedly re-affirming the Doha agreement with regard to measures to protect public health, the side letter is insufficient to ensure drug access to the populations of these countries.  The legal standing of such side letters is uncertain since they are not an integral part of the CAFTA-DR Agreement.  In addition, the wording of such side letters is vague and does not specifically guarantee access to test data when compulsory licenses are issued.  This side letter would not necessarily prevent a company which had title to test data from seeking protection of this information in the national courts of CAFTA-DR countries, regardless of this side letter.
3. Impact on agriculture

The debate on intellectual property protection of chemical entities and its consequences on the availability of generic products is usually discussed in the context of human health due to the effects new rules can have on pharmaceutical prices.  However, intellectual property protection can have equally dire economic and social consequences on the competitiveness and livelihoods of small farmers in developing countries due to the resulting prices such rules can have on one of the most important input costs in tropical agriculture: agrochemicals.

Most farmers in tropical regions face a significant challenge of battling pests while attempting to grow a single crop within an environment that favors biodiversity.  This is also true of intensive agricultural practices used in the United States.  Therefore, it is no surprise that farmers must rely on agrochemicals to produce a high-quality product competitively.  For a large number of agricultural crops, the cost of agrochemicals represents the single highest input production cost.  For crops that provide employment for a high number of workers in Central America, such as horticulture crops, bananas and coffee, as well as for crops that fulfill the daily nutritional requirements of billions of people, such as rice and potatoes, agrochemicals can be the first or second most important cost item within the total production costs, surpassing even labor costs in many instances.  Therefore, any new regulations that affect the price of agrochemicals will have a significant impact on the cost competitiveness of the agricultural sector.  In some instances, the price of agrochemicals will determine whether or not a crop is grown at all.  

The importance of agrochemicals as an input cost makes the agricultural sector en general, and small farmers in particular, highly vulnerable to the consequences of intellectual property protection of chemical entities as applied to agrochemicals in CAFTA-DR.  The strong lobby of agrochemical corporations succeeded in imposing an overprotection of intellectual property applied to agrochemicals, even while using flawed arguments.  These provisions will lead to higher production costs in agriculture, a mayor component of the Gross National Product of the Central American countries and the Dominican Republic.    To make matters worse, this will happen regardless of whether farm subsidies in developed countries, like the United States and the European countries, are reduced.  The combination of increased agricultural production costs (indirectly due to intellectual property) and depressed agricultural commodity prices (due to the importation of subsidized agricultural products) endangers the livelihood of small farmers in developing countries and could spur the migration of displaced peasant farmers into the United States.  

How are pharmaceuticals and agrochemicals treated differently? 


Perhaps due to the less-obvious consequences of the protection of test data for agrochemicals, the large agrochemical corporations succeeded in securing protection periods twice as long as those which apply to pharmaceuticals.  The USTR’s position in Free Trade Agreements has been to require five years of data protection for pharmaceuticals, and ten years of data protection for agrochemicals.  Why the difference?  The following reply to this question was given by the USTR negotiators to the Central American negotiating team in the context of the CAFTA negotiations:

“While pharmaceuticals require tests in patients, agrochemicals require tests in plants, animals and the environment, thus making this data more complex and costly to generate [thus justifying greater protection]”.

This argument implies that intellectual property provisions are designed to protect investment rather than innovation, which would be a departure from the traditional role of intellectual property.  In addition, the argument per se is not true.  Two recent studies, conducted or cited by the same trade groups that lobby for the large agrochemical and pharmaceutical c indicate that the cost of developing a pharmaceutical is approximately five times higher than that of developing a new agrochemical ($897 million vs. $184 million, respectively).
 
  In addition, these two studies indicate that the total development time is also longer for pharmaceuticals vs. agrochemicals (10-15 years vs. 9.1 years).  What makes the longer protection times for agrochemicals even less defendable is that there are chemical entities that are both an agrochemical and a pharmaceutical.  Therefore, it appears agrochemicals are given greater protection based solely on their application.  


Another way in which agrochemicals are treated differently from pharmaceuticals from an intellectual property perspective is in the requirements for “data compensation” in the case of agrochemicals in the United States.  The United States regulations require generic agrochemical producers to either generate their own duplicative data or compensate the original data holder for the cost of generating this data.  This compensation usually entails a multi-million dollar investment for the generic producer.  However, only the original patent holder had the incentive to invest millions of dollars in registration-related data due to the protected monopoly that the patent grants the original product developer.  The generic producer must therefore spend millions of dollars in registration-related information, but without the incentive of a monopoly to be able to recover an attractive profit on the investment.  

Consequences of the U.S. system for protecting agrochemicals 

The intellectual property regulations for the pharmaceutical industry in the United States used to be similar to those that apply to the agrochemical industry today.  However, the resulting lack of generic competition in the market, even after patent expirations, led to the passage of the Hatch-Waxman Act of 1984, which eliminated the need for generic producers to generate their own registration data or to compensate the original product developer for the cost in generating such data.  This legislation created the modern generics industry in the pharmaceutical sector by eliminating the primary barrier to entry for generics after the original product patents expire.  However, interestingly, this legislation also triggered an exponential growth in investment in research and development by the multinational companies.  The reason for this R&D explosion is largely due to the need of multinational companies to develop new products to replace off-patent product sales, which will face prompt generic competition.  

Despite the success of the Hatch-Waxman Act on the pharmaceutical market, the agrochemical industry is still regulated by the old intellectual property rules regarding data protection.  The lack of an equivalent Hatch-Waxman Act for agrochemicals results in a very weak independent generic agrochemical industry in the United States.  The low competitiveness of the agrochemical market in the United States, in turn, results in such products enjoying monopolies long after patents expire, often decades after.  The resulting prices for agrochemicals in the United States are usually several times higher than those found in international markets with competitive agrochemical markets for the same brand.  For example, the price of RoundUp, the branded name for glyphosate herbicide, can be four to eight times higher in the United States than in Costa Rica.   
Given the significant percentage of the total agricultural production cost that agrochemicals represent, the current system creates a dependency of U.S. farmers on farm support from the government.  However, such farm subsidies indirectly subsidize agrochemical producers.  In addition, contrary to the situation found in the pharmaceutical industry, the R&D investment in the agrochemical industry has not grown as a percentage of sales, and is well below the commitment of the pharmaceutical industry.  As a consequence, the multinational agrochemical companies have very few new innovative products to launch.  U.S. farmers would greatly benefit from a Hatch-Waxman-type of law for agrochemicals.

The differential investments in research and development in the pharmaceutical vs. agrochemical industries clearly illustrates one point:  innovation is stimulated not by lengthening monopolies, or creating new ones, through over-protection of intellectual property.  This contradicts the principal argument used by large corporations to justify an over-protection of intellectual property related to chemical entities.

4.
Conclusion


Excessive IPR provisions in CAFTA-DR will have a negative impact on the health care systems and the agricultural sectors of Central America and the Dominican Republic.  These IPR provisions were not followed by any developed country during its economic development and will be a heavy burden on the fragile economies of the Region.  Despite the achievement of peace during the last decade, the Central American countries will loose a golden opportunity to create and advance their health care systems in order to provide the health care services and drugs that the people of the CAFTA-DR countries desperately need.  Granting test data protection to drugs as specified in CAFTA-DR will end Costa Rica’s public health system’s capacity to provide all the necessary life-saving drugs its population needs, and will prevent other CAFTA-DR countries from ever achieving the health care coverage these nations require to improve their health indices. CAFTA-DR’s IPR provisions benefit only a handful of large pharmaceutical and agrochemical corporations, at the cost of the health of millions of citizens and millions of farmers.  
Although CAFTA-DR sets greater protection of test data related to agrochemicals in comparison to pharmaceuticals, there is no technical reason to justify this desire of the lobby of the agrochemical industry.  Developing countries which are highly dependent on agriculture as an economic activity would suffer a loss of agricultural competitiveness and face the prospect of urban migration in Central America or illegal immigration into the United States.  CAFTA-DR cements a flawed U.S. IPR system related to agrochemicals by granting greater protection of test data for agrochemicals, when Congress should seriously consider treating agrochemicals the same way pharmaceuticals are treated from an intellectual property perspective.
Unfortunately, the sensitive IPR agenda imposed by the government of the people, by the people and for the people, is being run by a handful of corporations that are desperate to protect profits at all costs.  Their lobbies imposed IPR provisions in CAFTA-DR which quite incredibly go beyond even U.S. law in several important aspects.  Such aggressive tactics, at the expense of social stability in a Region that desperately need it, do not serve U.S. interests in the long run as they diminish the United States’ moral standing in the world.  
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