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Briefing on Patents

Patent protection creates market conditions which enable pharmaceutical companies to recoup their research and development investments and provide incentives for future research. However, the system of patent protection in industrialised countries has  evolved over many years, and reflects high levels of economic and scientific development. In poor countries, where levels of development are lower, this advanced patent system is inappropriate and poses real threats to public health and industrial development.

Until now, poor countries have been able to buy cheaper copies of life-saving drugs from countries such as Brazil and India, which are able to manufacture generic drugs. 

When the World Trade Organisation (WTO) agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS) is fully implemented
, poor countries will have to offer patent protection of at least 20 years for all pharmaceuticals. Generic production of new drugs will dry up, removing competition and leaving poor countries dependent on prices and marketing decisions made by the patent-owner. The high prices resulting from the lack of competition from cheaper generic versions will reduce access to medicines in countries where they are most needed. 

TRIPS includes safeguards to allow countries to bypass patents, if necessary, by compulsory licensing. This enables them to bargain much more effectively over prices
. These safeguards were reconfirmed in the WTO’s Doha Declaration in November 2001. 

Unfortunately, in practice it is very difficult for smaller, or less developed, countries to make use of the safeguards as they lack the required manufacturing capacity and cannot afford to  risk litigation or trade disputes. Poorer countries often lack the legal resources to interpret and implement the TRIPS safeguards in favour of public health and development objectives. In addition, powerful companies and rich countries have pressurised developing countries not to use the safeguards, or to implement unnecessarily restrictive legislation – dubbed ‘TRIPS plus’
.
Another problem with TRIPS is that is does not allow countries to export affordable generic versions of patented drugs to poor countries which do not have pharmaceutical patenting, or which want to issue a compulsory licence for a medicine but do not have the capacity to produce it. In effect, TRIPS says that poor countries can keep costs down by buying generic versions of medicines patented in the rich world, but does not allow anyone to sell them. The Doha Ministerial committed the WTO to resolving this problem before the end of 2002 but some industrialised countries, notably the US and others with strong pharmaceutical sectors, are fighting a rearguard action to make solutions ineffective or unworkable.

It is important to emphasise that the  impact of TRIPS and patenting on the developing world will grow over time, as more countries become compliant and as new, patented drugs come on to the market. This creates the potential for more vocal criticism of the industry. Access to patented anti-retrovirals in Africa was the first major controversy, but it will not be the last. 

The pharmaceutical industry has traditionally lobbied hard for high levels of intellectual property protection in developing countries. This is based partly on concerns that lower levels of protection in developing countries or frequent use of compulsory licences will lead to lower prices than in industrialised country markets, which will in turn increase pressure for price reductions or even patent law reform in these countries. Cheaper medicines could even leak from developing country to industrialised country markets.

Clearly, these concerns must be addressed, not through the stringent application of patents, but by building a political consensus that a segmented market between rich and poor countries is justifiable and should not lead to calls for price reductions in developed countries. Paradoxically, the pharmaceutical industry’s stubborn defence of high levels of intellectual property protection in the developing world stimulates much greater questioning of the global patents system. 

The industry’s track record of intransigence over patent enforcement in developing countries was one of the main reasons for the public opprobrium it received during 2001. And nowhere was this more apparent than in the court case brought by the industry against the government of South Africa. A more flexible approach to patents would not only significantly increase access to medicines in poor countries, but also make negative publicity less likely. 

However, there is little evidence of movement in this field, despite the fierce public debate during 2001 that culminated in the Doha Declaration. This statement of WTO member states declared in November 2001 that ‘TRIPS does not and should not prevent members from taking measures to protect public health’. It attempts to establish the right of developing countries to interpret the agreement with enough flexibility to meet public health concerns. If this right is not respected, developing countries may push for amendment to the entire agreement.

� This briefing was written in collaboration with Oxfam and VSO. Not for public use or citation without prior permission of Save the Children UK.


� If developing countries had product-patenting in the past, the deadline for compliance was 2000; if not, the deadline is 2005. All least-developed countries have until 2016 to comply, with the possibility of further extensions.  It should be noted that many countries have become TRIPS-compliant before their deadline, due to pressure from industrialised countries.


� As Brazil demonstrated in 2001 when it succeeded in drastically reducing the price of anti-retrovirals supplied by Roche and Merck.


� The US is pushing Chile to agree, as part of a bilateral free-trade deal, that it will strengthen its patent regime beyond the requirements embodied in WTO intellectual property rules. Inside US Trade, 22 March 2002


� See TRIPS and Public Health – The next battle, an Oxfam Briefing Paper March 2002





