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Introduction

The TRIPs Agreement requiring all WTO members to adhere to minimum standards of intellectual property protection has been a source of contention for developing countries since negotiations over the agreement began during the Uruguay Round.  Originally, developing nations accepted the agreement with the belief that greater inward transfer of technology, local innovation, and faster track to closing the technology gap between the developing and developed world would ensue.  The Doha Ministerial Meeting saw a softening of the impact of TRIPs on developing nations.  What were some of the issues with the TRIPs Agreement that prompted a revision of some of its provisions?  What have been the affects of the TRIPs Agreement for the development of pharmaceutical industries and public health?
This bibliography will search for answers to the affects of the TRIPs Agreement on developing countries’ access to drugs essential for their developmental needs.  Furthermore, how countries shaped their domestic IPR laws in the past to deal affectively with their public health needs will be analyzed.  The central focus of this analysis is to find answers as to how developing countries can gain access to medicines while ensuring the viability or growth of their own domestic pharmaceutical industries.
The bibliography will be organized based on a series of questions.  Under each question there will be a list of sources with brief evaluations and their relevance to the topic of study.  
What Are Some of the Arguments In Favor of Strong Intellectual Property Right Protection in Pharmaceuticals?

1. Nathan Associates Inc.. “Intellectual Property and Developing Countries: An Overview.” USAID (2003)

The authors of Nathan Associates, a private consulting firm on trade and development assert that protection of intellectual property in developing countries will facilitate foreign direct investment.  Certain consequences of weak intellectual property protection are discussed by the authors.  Such consequences include the production of counterfeit products that may in fact be harmful to the consumer.  Furthermore, they assert that stronger IPR protection will not drive up prices, counter to developing countries’ concerns on price.  The authors conclude by suggesting ways in which technical assistance can aid developing countries economically and culturally by protecting their own products with export potential, protecting natural and cultural assets, creating effective communication between the government and local industries as well as training to toughen local institutions.  
This paper by the authors of Nathan Associates do not discuss, however, how countries can create products with export potential if those industries are non-existent domestically.   The studies below, while asserting the benefits of strong IPR protection, also recognize some difficulties developing countries will likely face through tough IPR protection.  
2. Subramanian, Arvind.  “Medicines, Patents, Has the Intellectual Property Pact Opened a Pandora’s Box for the Pharmaceutical Industry”?  Finance and Development (March 2004)

One of the largest and most politicized problems associated with the TRIPs Agreement is in regards to access to medicines.  The author of this discussion on intellectual property and its impact on pharmaceutical industries offers insight into why strict adherence to patent protection should in theory aid developing countries.  Based on economic theory, though stronger patent protection awards monopoly power to patent holders, it increases the incentive to assume greater research and development (R&D).  
In practice, the author asserts that stronger patent protection doesn’t necessarily lead to greater R&D immediately and that there are many costs associated with this process.  The author confers that the “ideal system” is one in which developing nations are given incentives for creating knowledge while recovering the fixed costs that are associated with this process.  Once this is created, the “invention could be made available at the marginal cost of production to maximize the benefits from diffusion and dissemination”.
3. Development, Trade and the WTO: A Handbook, B. Hoekman, A. Mattoo, and P. English, eds, The World Bank, 2002: 369-381

Researchers at the World Bank further discuss the benefits and problems associated with intellectual property protection.  The argument in this chapter by Keith E. Maskus focuses on how better intellectual property protection can in fact be beneficial to developing nations by increasing transfer of technology from the developed to developing world and local innovation.  
However, just like the aforementioned argument, the author of this study claims stronger IPRs alone cannot fulfill these benefits.  Complementary policies such as greater human capital development, efficient reallocation of workers, and efficiency in the commercialization of local innovations are needed to promote innovation, learning and competition.  
Problems associated with strong IPR laws can be seen in poor countries’ pharmaceutical industries and access to medicines.  Strong adherence to pharmaceutical patents can inhibit developing countries’ access medicines necessary for essential health needs.  Examples of South Africa and Brazil’s reforms in their IPR laws have triggered intense debate on patent protection in poor countries that may keep medicines out of reach for those who need them most.  The debate centers on developing countries’ right to parallel trade.  Article 6 of the TRIPS agreement states each country has autonomy over how they set regulations regarding parallel imports.  The popular debate concerning parallel trade will be discussed further in this annotated bibliography.  
4. Working Party of the Trade Committee. “The Impact of Trade-Related Intellectual Property Rights on Trade and Foreign Direct Investment in Developing Countries.” OECD (May 28, 2003)

According to the argument by the OECD, foreign direct investment is essential for economic development and access to new technologies.  A study of the strength domestic IPR laws and its impact on foreign direct investment is illuminating for developing countries.  This study by researchers at the Organization for Economic Cooperation and Development (OECD) find that strong IPR regimes are positively correlated with FDI and moderately with trade.  Evidence suggests that the relationship of patent rights to FDI and trade varies by industry.  No discussion of strong IPR protection in pharmaceuticals relationship with FDI and trade was made by the researchers.
This study further asserts the arguments made by Nathan Associates.  According to both arguments, strong IPR protection is essential for developing countries in order for foreign direct investment to increase.  They argue such protection will afford greater technology transfer.
What Are Some Views Against Strong Intellectual Property Protection in Pharmaceuticals? 
5. Lanoska, Anna. “The Global Politics of Intellectual Property Rights and Pharmaceutical Drug Policies in Developing Countries.” International Political Science Review (2003); 181-197

One of the factors that are important when discussing the impact of TRIPs Agreement on access to pharmaceuticals is that patents, by their very nature, tend to increase the prices of drugs while discouraging competition.  This is an important attribute of patents when discussing the difficulties faced by developing countries aiming to access affordable drugs.
This article by Anna Lanoska is unique in that it discusses some of the methods employed by the U.S. and the developed world to counter and prevent what they feel is inadequate TRIPs compliance.  These methods of dissuasion include the US Trade Representatives approach at publicizing damages faced by weak IPR standards.  They do this by placing countries on “Special 301” watch lists.  The “Special 301” grants the USTR office power over monitoring worldwide IPR laws.  The USTR may also retaliate against countries that are seen as not providing sufficient IPR protection under these “Special 301” laws.  
Furthermore, some of the arguments the developed world puts forth for greater TRIPs compliance is discussed.  One of these arguments is that developing countries will see greater technology transfer from developed countries if they have greater enforcement of the TRIPs.  This argument does not explain why China sees greater FDI despite consistent violations of the TRIPs agreement.

6. Murphy, Sean D.. “Modification of WTO Rules on Protection of Pharmaceuticals.” The American Journal of International Law; October 2003; 981-983

Sean D. Murphy discusses the necessity for modifications to the TRIPs Agreement on protection of pharmaceuticals.  These modifications will offer the developing world ways in which they can gain access to medicines.  The TRIPs Agreement generally provides protection for pharmaceuticals in one country that were patented in another.  The problems associated with this include developing countries’ inability to import generic drugs that are inexpensive.  This results in inefficient prevention of growing epidemics.  
Nevertheless, there are caveats to the TRIPs Agreement that offer developing countries different ways to access pharmaceuticals.  Murphy discusses compulsory licensing in pharmaceutical products.  Thus, Murphy asserts that developing countries can grant compulsory licenses in pharmaceuticals, despite pressure exerted on them by the developing world against it.  

7. Submission by the Africa Group, Barbados, Bolivia, Brazil, Cuba, Dominican Republic, Ecuador, Honduras, India, Indonesia, Jamaica, Pakistan, Paraguay, Philippines, Peru, Sri Lanka, Thailand and Venezuela. “Trips and Public Health.” World Trade Organization, Council for Trade-Related Aspects of Intellectual Property Rights (June 29, 2001); 1-9

This article submitted by the coalition of developing countries represents the formal outcry by the developing world against TRIPs’ potential undermining of developing countries’ development of their own public health policies.  This coalition against staunch intellectual property protection in pharmaceuticals site Article 7 and 8 stating that patent protection should encourage the development of new medicines as well as the international transfer of technology without restraining policies on that would help access to pharmaceuticals.  The coalition also states that compulsory licenses, parallel imports and differential pricing arrangements are essential mechanisms to ensure adequate access to medications.  This submission by the coalition of developing countries echoes the arguments pushed forth by Sean D. Murphy in the previous study. 
What Are Some Principles in the WTO Agreement on TRIPs That Afford Developing Countries Access to Pharmaceuticals?

8. Resource Book on TRIPS and Development, Part I: Nature of obligations, Principles and Objectives, ICTSD-UNCTAD Capacity Building Project on IPRs and Sustainable Development; 79-104

To answer the question of how developing countries can ensure access to pharmaceuticals essential for their developmental needs, a study of some of the practices that guarantee access to affordable drugs is necessary.  One of these practices includes international exhaustion of patent rights.  This study created under the auspices of an ICTSD-UNCTAD Capacity Building Project on IPRs, this analyzes the nature of exhaustion and how it plays a vital role in international trade.  
The article distinguishes between the concepts of international, national and regional exhaustion.  Countries’ ability to determine their regimes regarding exhaustion of any intellectual property right is stated in Article 6: Exhaustion under the TRIPs agreement.  Under a regime of international exhaustion, a patent holder’s right to control the movement of its good or service expires when it is first sold or marketed anywhere in the world.  The implications of international exhaustion of rights is that once that the good or service is sold or marketed anywhere in the world, developing countries can benefit from price differences for the same product/service in different market.  
9. Loff, Bebe. “World Trade Organization Wrestles with Access to Cheap Drugs Solution.” The Lancet. Vol. 360 Iss. 9346; pp. 1670. London: November 23, 2002

This article by Bebe Loff in The Lancet  discusses changes to the TRIPs Agreement that allowed countries to grant compulsory licenses during national emergencies – such as HIV/AIDS.  This news article educates readers on the evolving issues behind strong patent protection in pharmaceuticals and ways in which they have been dealt with through the TRIPs Agreement.  The “Doha Declaration” also recognized that countries lacking domestic manufacturing capacity in pharmaceuticals will face difficulties in making use of compulsory licensing.  
This article shows how the problem associated with staunch TRIPs compliance can in fact hinder access to pharmaceuticals for developing countries.  Though the “Doha Declaration” softens the impact this agreement has on developing countries, it is recognized that countries lacking domestic pharmaceutical industries can’t make use of compulsory licensing.  Therefore, the WTO must remain persistent in dealing with this problem.

10. Balsam, David; Stern, Richard. “Enacting TRIPS Compliant Laws to Permit Compulsory Licensing and Parallel Importing in Your Country”. Agua Buena Human Rights Association, San Jose, Costa Rica http://www.beingalivela.org/6900TRIPS.html (accessed October 31, 2004)

The TRIPs compliant principles of compulsory licensing and parallel importation are discussed in this article by David Balsam and Richard Stern.  The authors aim to educate developing countries on revising their patent laws to be TRIPs compliant but also giving access to cheaper drugs.  They begin by discussing the realities of the growing AIDS epidemic.  This pressing issue has resulted in a global outcry against TRIPs obligations on developing countries.  This article is important in that it proves how the AIDS crisis is one of the leading factors that led developing countries to practice parallel importation and compulsory licensing.  

This article avows that better understanding of compulsory licensing and parallel importation can increase the chances of developing countries to gain access to drugs necessary to combat their growing epidemics.  Furthermore, because much of the trade decisions taking place are focused in the headquarters of influential pharmaceutical companies, education on these principles are important for developing countries.  It is proposed that non-profit organizations exerting pressure on developed country governments don’t serve the intended purpose of helping the developing world that faces such exorbitant drug prices.  Balsam asserts that countries themselves have the power to educate themselves on these issues.
What Are Examples of Some Countries That Have Benefited From Parallel Importation, Compulsory Licensing and the Principle of International Exhaustion?
11. Ganslandt, Mattias, Maskus, Keith E.. “Parallel Imports of Pharmaceutical Products in the European Union.” IUI (The Research Institute of Industrial Economics (2000)

I aim to understand how developing countries can benefit from practices such as compulsory licensing, parallel importation or a combination of both by looking at countries currently applying such practices.  The European Union is a region that has benefited strongly from parallel importation in pharmaceuticals economically.
The practice of parallel importation by the European Union is interesting because it is not a developing country, and arguably, there are no developing countries within its region.  Yet, access to affordable medicines by European citizens is partly successful due to the practice of parallel importation.  The study aims at answering some of the arguments for and against parallel importation by looking at whether consumers in the European Union do actually face lower drug prices through parallel importation.

This analysis by the Research Institute of Industrial Economics focuses on Sweden.  It is seen that prices of drugs that faced competition from parallel imports increased less than other drugs from 1995-1998.  This offered a substantial surplus to consumers who oftentimes faced absurd drug prices. This study of Sweden pre-EU (prior to parallel importation) and pro-EU (when parallel importation was a common practice) shows that increasing parallel imports did not raise prices of domestic drugs. 

12. Dhar, Biswajit, Rao, Niranjan C.. “Transfer of Technology for Successful Integration into the Global Economy: A Case Study of the Pharmaceutical Industry in India.” UNCTAD (2002)

While researching the developmental impacts of the TRIPs Agreement on developing countries, India and its successful pharmaceutical industry continuously stuck out.  I wanted to study how India, despite a miniscule pharmaceutical industry pre-TRIPs was able to develop and industry that now has so much export power pro-TRIPs.  

The authors of this case study of India by the United Nations Conference on Trade and Development (UNCTAD) focus on India’s pharmaceutical industry and its success in improving its productive capacities.  The case study shows the policies adopted by the Government of India through the 1970’s to 1990’s.  The conclusion to the study focuses on the leading pharmaceutical enterprise, Ranbaxy laboratories, and how it came about as a successful enterprise due to the changing IPR regime in India.  The primary focus of the evolving policy regime is its patent act that enabled reverse engineering and thus development of alternative processes for the products that were patented in other countries. 

An analysis of India has made it clear that simple compulsory licensing and parallel importations were not the catalysts to its strong pharmaceutical industry.  The Patents Act of 1970 alongside their Drug Price Control Order played a significant role as well.  This analysis has made it more evident that complementary policies alongside compulsory licensing and parallel importation paved the way to a successful pharmaceutical industry in India.
13. Gerster, Richard. “How WTO/TRIPs Threatens the Indian Pharmaceutical Industry”. Third World Network. http://www.twnside.org.sg/title/twr120h.htm (accessed November 23, 2004)

This article by Richard Gerster starts off by describing how the pharmaceutical industry in India was so successful partly due to the Indian Patent Law of 1970.  He states that the pharmaceutical industry has consistently produced pharmaceuticals that have remained below average prices for over 15 years.  He also discusses the success this industry has had in creating employment.  
However, India is threatened by its upcoming change in its Patent Law, due in the beginning of 2005.  Gerster discusses the possibility that Indian producers will be pushed out of the market and replaced by multinational suppliers.  These multinational suppliers will potentially raise costs of pharmaceuticals.  These are upcoming problems India will have to face and Gerster recognizes it is unclear exactly how full TRIPs compliance in 2005 will affect research and development, competition and employment in India’s pharmaceutical industry.

14. Boswell, Clay. “India Poised for TRIPS Compliance in 2005.” Chemical Market Reporter, October 27, 2003; FR 24-25

As the previous article entitled “World Trade Organization Wrestles with Access to Cheap Drugs Solution” concluded, countries without pharmaceutical industries will have a harder time benefiting from compulsory licensing for they won’t have the means to produce those pharmaceuticals domestically.  As the aforementioned article also discussed, the Patent Law of 1970 that aided India in the development of its pharmaceutical industry played a large role in dealing with access to cheaper drugs and localization of production.  However, India is scheduled to change its Patent Law on 1970 in January 2005.  
This article by Clay Boswell in the Chemical Market Reporter discusses developed world pressure on India to reform their patent system.  He discusses how India will soon conform to a new patent regime that is seen to be more compliant with the TRIPs Agreement.  Boswell discusses the terms of patents under the TRIPs agreement and contrasts it with India’s current patent law established by the Patents Act of 1970.  The article also discusses how India has had to upgrade its patent infrastructure to meet its deadline in 2005.
Conclusion
This annotated bibliography has set out to answer some of the developmental impacts the TRIPs Agreement has had on developing countries.  Arguments in favor of strong IPR protection in pharmaceuticals have been that developing countries will benefit from greater transfer of technology and foreign direct investment in the long run.  Developing countries, on the other hand, have strongly opposed firm recognition of pharmaceutical patents.  They argue that not only will prices of essential medicines increase, but development of domestic pharmaceutical industries will be difficult.

The development of a successful domestic pharmaceutical industry playing a large role in international trade of pharmaceuticals is seen in India.  The importance of studying their pharmaceutical industries success is important because it sheds light on some of the roadblocks the TRIPs Agreement puts forth for developing countries that want to produce their own pharmaceutical industries.  
This annotated bibliography has thus looked at some of the ways developing countries can still ensure access to vital medicines.  This can be seen through nuances within the TRIPs Agreement that were agreed upon during the Doha Round.  These adjustments to the Agreement, such as permitting the practice of compulsory licensing, international exhaustion of patent rights as well as parallel importation are discussed, despite much developed world pressure against it.  Furthermore, the bibliography has looked at sources that recognize the TRIPs Agreements permitting compulsory licensing and international exhaustion of patent rights is not going to ensure access to affordable medicines if there is an absence of a domestic pharmaceutical industry.
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