Why India’s decision over its new patent law will be affect the health crisis in the developing world
Summary of the problem

India has recently stopped producing affordable generic versions of new medicines. This means that vital medicines for treating AIDS and other diseases will be more expensive throughout the developing world. WTO intellectual property rules, known as the TRIPS agreement, oblige India to grant 20-year patents on pharmaceutical products from 1st January 2005, so generic production of new medicines is illegal (though the government can, exceptionally, decide to override a specific patent).
In the longer term, the TRIPS agreement needs fundamental reform. In the short term, it is essential that India’s new patent law, still under discussion in Parliament, does not go beyond the already high level of intellectual property protection demanded by TRIPS. Regrettably, the bill proposed by the government does this in a number of important ways, such as allowing patents to be granted for second use or new formulations of existing molecules, and making it hard for the government to override a drug patent on public interest grounds and licence generic production.

The threat of high-priced new medicines matters for health care in India, which has more people living in absolute poverty than the whole of sub-Saharan Africa. But it also matters for the rest of the developing world, since India has been a major supplier of generics, including low-cost antiretrovirals, and is the one of the very few developing countries with a sophisticated pharmaceutical industry capable of producing generic versions of new drugs.
This why health rights activists and NGOs in India are asking for worldwide support for their campaign to improve the Indian patent bill. At the international level, WHO, UNAIDS and development agencies such as Oxfam and MSF are among the institutions that have already written to the government expressing concern about the current draft, as have AIDS treatment groups in Africa. Parliament may come to a decision in coming weeks, which is why expressions of public concern on the issue are vital now, and can make a difference.

Note: The new law also covers other aspects of intellectual property that will impact on development, including seed patenting, copyright etc, but these are beyond the scope of this information sheet.

Why India’s actions make a difference to the AIDS crisis
Every day more than 13,000
 people become infected with HIV and 8,000 people world-wide die from AIDS. At the moment there are around 40 million living with the virus. Six million of them need antiretroviral drugs now, but only 700,000 in the developing world have them today, though this is a substantial and welcome increase on the numbers of a few years ago. 

Until 2000, talk of ARVs for Africa was a dream given that the cost of triple therapy was around US$10,000/patient/year using drugs produced by the big US and European pharmaceutical companies such as BMS, Roche, GSK and Merck. It was only when Indian generic companies made a historic offer of treatment for US$360/patient/year that the prices charged by the large brand companies really began to fall. Public pressure in the industrialised countries ensured that the big companies were shamed into bringing their prices close to the generic price. Annual patient cost with Indian generics has now fallen to US$140. 
Moreover, Indian generic companies developed ‘fixed dose combinations’ of three ARVs in a single pill, thus simplifying treatment regimes and enhancing adherence, which is vital to the scale-up of treatment programmes without exacerbating problems of resistance. 
So why could India develop affordable generic versions of new drugs such as ARVs, and what is the problem now?

TRIPS kicks in 

From 1970, India’s Patent Act did not allow patents on pharmaceutical products. This meant that India could produce affordable versions of drugs, including ARVs, that were developed and under patent in industrialised countries. These versions could be sold domestically or exported to other countries which also did not have drug patents. India did have short seven-year process patents (i.e. a firm could patent a way of making a medicine but not the product itself), which was a successful aid for developing a dynamic national pharmaceutical industry but which did not have a significant impact on prices. India’s expertise in ‘reverse engineering’ new medicines and the efficiency of its pharmaceutical manufacturing industry quickly established it as the prime source of generic medicines in the developing world 

The absence of pharmaceutical product patents also allowed Indian generic manufacturers to develop the single tablet HIV/AIDS treatment. The large, brand companies had not done this because the patents on the individual ARVs were held by different firms.  
Then came the World Trade Organisation’s global patent rules. The 1995 Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS) set out new global standards for the protection of intellectual property, including obligatory twenty-year patents on pharmaceuticals. The deadline for Indian compliance was 1st January 2005. Indian companies that produce generic versions of new drugs coming on to the market can now be taken to court. And if Indian law and law enforcement does not comply with TRIPS, India can be taken to the WTO dispute settlement system and subjected to trade sanctions.
Where things stand today

India was unable to introduce a TRIPS-compliant patent law by the January deadline because of opposition in Parliament. As a result, the government issued an Ordinance, or decree, which temporarily amends the Patent Act in order to avoid a WTO dispute. The government is now attempting to turn this Ordinance into permanent legislation. Unfortunately, the Ordinance and the proposed new law go beyond TRIPS obligations and unnecessarily restrict access to low-cost medicines (see below for detail).
The trade and industry ministry is taking a very conservative view of what TRIPS obligations are, and is under pressure from the United States and international business to enhance the protection of intellectual property. However, some of the opposition parties and parties in the government coalition, along with many civil society organisations, disagree with the bill. There is also considerable international concern. Parliament could finalise the bill in coming weeks, or the debate could last longer. The situation is fluid, which is why national and international public opinion can make a difference.   

More than Antiretrovirals

The issue is not just the price and availability of treatments for HIV/AIDS or for TB and malaria. Hepatitis C, for example, affects 170 million people worldwide, the great majority in developing countries, but the cost of treating one patient with patented drugs is US$30,000 per year. Governments of poor countries cannot afford such high prices for medicines when running a health system on very limited resources.
Chronic diseases have crossed the ‘affluence line’ and are also prevalent in developing countries. Of the 10 million new cancer cases each year, more than half occur in developing countries. Glivec, an effective drug to fight cancers such as chronic myeloid leukaemia, is an example of a new treatment needed in developing countries. The patented treatment costs $20,000/patient/year. Five Indian generic companies were producing the medicine at one fifth of this price. However, the originator company, Novartis recently won a legal case in India and managed to stop generic production on the grounds of India’s TRIPS obligations, though it has introduced a donation programme. Indian companies are also prevented from exporting the generic version to any other country.

How can the Indian patent bill be improved?
There are four areas where the bill can be improved:
· Allowing challenges to patent applications in order to prevent patents being wrongly granted. This is important because companies will often apply for patents on very weak grounds. It is much harder to overturn a patent once granted than to challenge the application.

· Ensure that patents are only granted for genuinely new medicines and not for similar new formulations or second uses of existing medicines. Companies invest great effort in ‘evergreening’, i.e. making some small change to a medicine and then seeking a new patent. Tight definitions of patentability allow affordable generic versions of drugs to be produced more quickly. 
· Streamlining and simplifying procedures for overriding a patent. This is essential if patent-holding companies are overcharging, not supplying a market or engaging in anti-competitive practices. The ability to override a patent also gives the government greater bargaining power when negotiating with pharmaceutical companies over prices. 
· Simplifying the rules for exporting generic versions of patented drugs. This is essential if countries without manufacturing capacity, such as many of those in Africa, are to access affordable treatment.

US and European companies are also lobbying for extending ‘data exclusivity’ beyond TRIPS requirements. This will deter generic competition even without a patent, as data exclusivity prohibits regulatory authorities from using the originators’ clinical test data to evaluate the safety and efficacy of bioequivalent generic versions. Generic companies have to repeat clinical trials, which adds greatly to the cost of the medicine, or may simply stay out of the market. It is also unethical to create a situation where patients are asked to participate in trials of an already proven medicine.
India can improve its draft bill and resist the pressure to introduce US-style data exclusivity without violating the letter or the spirit of the WTO TRIPS agreement, especially since the 2001 World Trade Organisation ministerial conference adopted the ‘Doha Declaration on TRIPS and Public Health’. This affirmed that “the TRIPS Agreement, can and should be interpreted and implemented in a manner supportive of WTO Members rights to protect public health and, in particular, to promote access to medicines for all.”  In other words, public health has primacy over commercial interests in the application of the agreement. In Oxfam’s view, TRIPS is a strait-jacket for developing countries which should be cast off, but it is loose enough for some movement. As it stands, the draft Indian law is ‘TRIPS plus’, which means it tightens the jacket, with serious potential consequences for public health.
Why do least-developed countries and other developing countries depend on India? 

Although TRIPS does not oblige the world’s very poorest countries (Least-Developed Countries - LDCs) to grant patents on pharmaceuticals until at least 2016, they do not have the technical and financial capacity to manufacture generic versions of new drugs, or have the size of market which brings economies of scale. TRIPS does oblige other developing countries to have pharmaceutical patents, but it also allows them to override a patent on public interest grounds. But similarly to LDCs, very few of them have manufacturing capacity or can achieve economies of scale. They all, therefore, rely on drug-manufacturing countries such as India or potentially China for future supply. This is why ‘TRIPS plus’ measures in Indian law will hinder LDCs from using their patent-free status, and reduce access to cheaper medicines for most other developing countries.

Even countries with relatively sophisticated economies need India. When Brazil, which has a world-renowned HIV/AIDS programme, was threatening to suspend Roche and Merck patents on antiretrovirals in order to bring the price down, it could only do this because it could import the active ingredients from India, at that time not yet TRIPS-compliant. Although, thanks to TRIPS, India would now have to legally override a patent in order to export a new ARV to Brazil, it still remains the best source of low-cost, quality medicines. 
Do higher levels of intellectual property protection deliver medicines for developing countries?

In response to the claim that drug patents drive up the price of vital medicines for people living in poverty, the big international pharmaceutical companies stress that their high profits finance needed innovation. The extension of TRIPS, and better still, ‘TRIPS plus’ to the developing world, including India, will bring benefits, they say. There is indeed substantial investment in R&D by these patent-holding companies (though it is only half their expenditure on marketing) but little of this is directed at diseases specific to developing countries because these are not lucrative markets. Drugs for tropical diseases that commonly affect women and men in developing countries such as malaria and sleeping sickness are hardly researched at all. The social contract implicit in a patent (citizens pay more for medicines but get innovation in return) simply does not hold for the developing world. The solution to the lack of research for diseases that particularly affect poor countries is large-scale public funding, not patents. Indeed, the recent increases in R&D into neglected diseases have been due to public funding and private donations. 
Surely the big international companies brought down the price of drugs in developing countries? 
It is true that some companies (for example GSK, but not Pfizer) have brought down the price of some drugs, such as ARVs, in some countries, mainly sub-Saharan Africa, and this is to be welcomed. Disease scope and country eligibility needs to be expanded considerably but industry resists this more systematic approach to differential pricing. Without generic competition, it is also hard to judge what a fair price is. If ARVs in Africa came down in price from US$10,000 to US$1,000, everyone might have celebrated, not knowing that prices could actually go down to less than US$200, permitting five times as many people to receive treatment with any given budget.
What can you do to help?
· You can email the Indian Government the attached letter

· You can forward this to your colleagues and ask them to also email the letter

· You can raise awareness of this important issue by writing a letter to the broadsheets and the medical press, either on your own, or with a group of colleagues. 

