INTRODUCTION

Countries seeking to provide affordable access to medicines for their populations at the most economical costs, but confronted with the fact that prices of patented medicines are too high, may wish to consider implementing policies to promote the use of generic medicines. 

When a new medicine or drug comes on to the market, it is often marketed under a “brand” (since branding a drug, like many other products, makes it easier to market and sell). When the patent on the branded product expires, other drug producers can produce the same drug but they may not use the “brand” name for the drug. These producers, therefore, have to market the drug by its chemical name or “generic” name. A generic drug is a pharmaceutical product intended to be interchangeable with the original branded product (which is often patented), in that the generic drug contains the same active substances as the branded product and thus confers the same health benefits.

The promotion of generic medicines is supported by the World Health Organization (WHO) as an important element in its policy documents. As stated in WHO’s Medicines Strategy: Framework for Action in Essential Drugs and Medicines Policy 2000-2003:

“Generic substitution, in particular, has considerable potential for contributing to increased financial access. In fact, it is a proven cost-effective strategy for containing drug expenditure. The average price of generic drugs can fall by as much as 30% of the innovator drug price when the number of generic versions of the drug on the market increases. WHO is therefore actively encouraging development of drug policies based on the promotion of generic medicines of assured quality. Competition among chemically different but therapeutically similar patented drugs can also reduce the prices of patented products. It has been shown that the price of antiretroviral products fell by 73% in 5 years once a number of antiretroviral products had become available”.1

Implementation of the TRIPS Agreement gives rise to concerns regarding access to affordable medicines. It is feared that patent protection for pharmaceutical products and processes will have the effect of reducing or eliminating competition from generic production of medicines. The Agreement obliges WTO Members to adopt and enforce high standards of intellectual property rights protection, which are derived from the standards used in developed countries. Implementation of the TRIPS Agreement - by recognizing and strengthening protection of intellectual property rights over pharmaceutical products and processes - may lead to high prices, low access to medicines and a weakening of the mostly generic pharmaceutical industries in the developing countries.

There are about 10 industrialized countries with the pharmaceutical industry and research base capable of developing new chemical entities or new medicines. The multinational drug companies in these countries own or control most of the pharmaceutical technologies and products through patents2. The minimum 20-year patent protection required by the TRIPS Agreement effectively allows a pharmaceutical company a monopoly over the production, marketing and pricing of patent-protected medicines. It will be able to keep the price of the drug high during the protection period, free from competition. By virtue of TRIPS protection, no generic equivalent can come into the market until expiry of the 20 years, denying patients cheaper alternatives.

It is feared that domestic manufacturing of pharmaceutical products in developing countries will come to a standstill. Generic pharmaceutical producers have hitherto been able to produce new medicines by a process of reverse engineering; that is, researchers in developing countries may develop a new process different from the process invented (and protected by patent) to manufacture the new medicine or chemical entity. 

The TRIPS Agreement now obliges WTO Members to provide patent protection for both products and processes. For those countries that did not provide for product patent protection at the time of entry into force of the TRIPS Agreement, they will now have to do so by 2005. With both product and process patents, reverse engineering would no longer be possible. 

Some experts also caution that the 20-year protection can also be abused to extend the monopoly through process patents as well as patents on usage form, dosage form and combination form. In the US for example, patents have been taken on new combinations of drugs even when the product patent on the basic drug - the active ingredient - has long expired. Monopoly protection would be extended through minor changes to the existing drugs where the product patents have expired. 

Developing-country pharmaceutical producers will find themselves pushed out of the market, having to compete with the large multinational corporations (MNCs). For the smaller producers in the developing world, which specialize in and depend on manufacturing cheaper generic alternatives, this would no longer be possible - at least, until the expiry of the 20-year period. In some developing countries, domestic production capacity may never be developed. 

The lack or absence of generic competition may result in high prices of branded medicines. This has been demonstrated in the case of HIV/AIDS medicines, where the new and more effective treatments were so exorbitantly priced that they were out of reach of the vast majority of the HIV patients, nearly 95% of whom are from the developing countries. This was one of the factors that sparked off the international debate on the need to reduce the prices of such medicines. 

Generic medicines have been shown to be much cheaper than branded or patented medicines, as highlighted in numerous studies and publications, including the United Nations Development Programme’s (UNDP) Human Development Report (HDR) of 2001 and a report by the UK Commission on Intellectual Property Rights (CIPR) (2002)3. This point was further illustrated by the announcement in 2001 by Cipla Ltd., a generic producer based in India, of its offer to supply a three-in-one combination of anti-AIDS medicines at the price of US$350-600 for a year’s supply, as compared to the price of US$10,000-15,000 for the branded medicines. WHO has also included products from generic drug manufacturers in its list of products and manufacturers which meet WHO quality standards as suppliers to UN agencies, in March 2002. The WHO initiative was prompted by the need to ensure the availability and affordability of HIV/AIDS medicines. By pre-qualifying HIV/AIDS medicines, WHO aimed at assisting national health authorities in making informed decisions more speedily. The current WHO list includes 41 different formulations of drugs, of which 26 come from major manufacturers such as GSK, Bristol Myers Squibb, Roche Holding and Abbott Laboratories, whilst 10 formulations in the list were from Cipla Ltd4.

Even as the TRIPS Agreement is implemented by WTO Members around the world, there are TRIPS-consistent means of promoting generic competition. This can be done through the use of compulsory licences, government use and other measures that are allowed under the TRIPS provisions. 

The following discussion is an attempt at demonstrating the means by which this can be done.
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