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Progress for generic drug use, but little access to 2nd-line drugs

Beijing, 14 Dec (Chee Yoke Ling) -- Progress on several fronts is being made on providing affordable drugs to people to treat life-threatening diseases.

In recent weeks, there have been several developments manifesting action by governments and health activists as well as private initiatives to bring cheaper medicines to ordinary people.

These include the issuance of a compulsory license by the Thai government for importing and making cheaper AIDS drugs, former American President Bill Clinton's foundation securing cheaper drugs specially made to treat children with AIDS, and a resolution adopted in the European Parliament calling for a review of the whole TRIPS Agreement of the WTO.

However, while access to first-line medicines is increasing due to the production of cheaper generic versions, there is a looming crisis of patients having access to second-line medicines (when the first-line drugs do not work anymore for them). The second-line drugs cost much more, since they are patented and there are now severe obstacles for producing generic versions.

A major breakthrough early this month came with agreements made between the Clinton Foundation and major generic drug producers in India, including Cipla and Ranbaxy, to provide desperately needed AIDS drugs for children in developing countries.

Cipla and Ranbaxy will price a new child-friendly product - a three-in-one dispersible tablet that replaces individual solutions which need refrigeration - for less than $60 per year, or 16 cents per day, for an average child (weighing 10kg).

The tablet includes three antiretrovirals (ARVs) - lamivudine, stavudine and nevirapine - used commonly for first-line treatment. This can be split in half and dissolve fully in water, making them suitable for use even in young children.

Cipla and other suppliers also agreed to supply a total of 19 different pediatric ARV formulations for prices that are, on average, 45% less than the lowest rates available today in low-income countries. The new prices will be available to the foundation's Procurement Consortium, which currently includes 62 developing countries in Africa, Asia, Latin America and the Caribbean.

Funding for this venture comes from UNITAID, the international drug purchase facility established in September by France, Brazil, Chile, Norway and the UK. UNITAID will provide the Clinton Foundation HIV/AIDS Initiative with $35 million in the next year to buy medicines and diagnostics, and the Initiative will contribute $15 million more for technical assistance, to work with 40 countries to treat more than 100,000 additional HIV-positive children in 2007.

Diagnosing and treating children, especially infants for HIV/AIDS, is much more difficult than adults. One of the reasons is a lack of suitable ARV formulations to treat them, and for children under 18 months, availability of the necessary testing equipment is also very limited.

Although the same ARV drugs are used for both adults and children, the formulations of these drugs differ for children. They require smaller volumes of the active pharmaceutical ingredient in the formulation; they require products that are easy to administer; and they require adjustments in the amount taken based on patient weight or body surface area.

Until recently, children could only be treated using syrups and small sized tablets and capsules. Patients often need a dozen bottles of suspension per month, and they need accurate doses of different liquid formulations twice a day. All this makes treatment and adherence very difficult for the children and their health givers and family.

In addition to high prices resulting from patents on ARV drugs, these formulations are more expensive because of the special packaging and storage needed, the limited market and until recently the absence of fixed dose combinations.

By contrast, the availability of fixed dose combinations (three-in-one pill or two-in-one pill) for adults, produced by generic drug companies especially in India has helped to lower prices and made treatment and compliance much easier.

Pediatric fixed-dose combinations (FDCs) are relatively new to the market and they are currently used widely only in India, where generic drug producers make this available.

Major pharmaceutical companies have focused on adult formulations with a main eye on industrialized countries' markets where the profit lies.

India, once the world's largest supplier of generic ARV drugs, is required since January 2005 to allow patents on drugs. The extra five years allowed for India to delay implementing the WTO intellectual property rights agreement requirement to patent drugs, compared to other developing countries, enabled the Indian generic drug industry to grow.

The Clinton Foundation agreements with Indian generic drug producers are possible precisely because of the lack of patents over the life-saving drugs that will now be formulated specially to treat children.

Many organizations that have been campaigning for access to affordable drugs are concerned that following the tightening of patent rules in India, supplies of generic drugs to developing countries will be reduced. Especially hit will be new drugs and second-line drugs, for which patents are being applied in India.

If patents are granted, the Indian companies can still produce generic versions of the drugs, but only if they obtain voluntary licenses from the patent holders, or compulsory licenses from the government. Neither is certain.

High drug prices and patents were recognized as problems in the resolution on HIV/AIDS adopted by the European Parliament in conjunction with World AIDS Day at the beginning of December.

In specific references to access to medicines, the resolution stated that "five years after the Doha Declaration [on the TRIPS Agreement and Public Health], rich countries are failing to fulfill their obligation to ensure that cheaper life-saving drugs are available in developing countries".

It also noted that "since 2000 fierce generic competition has helped prices for first-line AIDS drug regimens to fall by 99%, from $10,000 to roughly $130 per patient per year, but prices for second-line drugs - which patients need as resistance develops naturally - remain high, mostly owing to increased patent barriers in key generic-producing countries".

The negotiation of bilateral trade agreements, according to the resolution, "should not limit how countries can use public-health safeguards".

The resolution then went on to encourage governments "to use all the possibilities available to them under the TRIPS Agreement, such as compulsory licences, and for the WHO and the WTO and its members to review the whole of the TRIPS Agreement with a view to improving access to medicines".

The parliamentarians called for "support for the developing growth of regional and national generic drug industries in affected areas with a view to facilitating access to affordable drugs".

This resolution is to be officially forwarded to the European Council, the European Commission, the governments of the EU Member States and ACP countries, the IMF, the Government of the United States, the UN Secretary-General and the heads of UNAIDS, UNDP and UNFPA.

Meanwhile, more developing countries in Asia and Africa, frustrated by the failure of patent holding drug companies to effectively reduce prices or provide sustained supplies, are using compulsory licensing to import or manufacture generic drugs.

This legal tool which is part of patent law and coded in the WTO intellectual property rights agreement has been used in Indonesia since 2004 to enable the use of 2 ARVs for generic production.

On 29 November, Thailand's Ministry of Public Health announced that a compulsory licence had been issued for the Government Pharmaceutical Organisation to produce generic efavirenz for use in government hospitals and clinics.

However, new obstacles are emerging over the drugs needed for second line treatment, all of which are patented with no generic alternative. Inability to access second line ARVs is already felt in China.

In Beijing, a recipient of the inaugural UN Red Ribbon Award organized by UNDP and UNAIDS to honour community-based initiatives, urged pharmaceutical companies to balance between profit-making and life-saving.

In his acceptance speech on World AIDS Day on 1 December, Thomas Cai, founder and Director of AIDS Care China spoke of changes in the country over the past 5 years as the government began to respond to the AIDS crisis. His organization, which was one of 25 from around the world given this award, serves HIV/AIDS communities through its care centres in local hospitals and clinics in the provinces of Guangdong, Yunnan, Guanxi and Hubei.

"There are still many challenges for us, including discrimination and access to medication," Cai said at the ceremony in the UNDP China Office. "While the government has made progress making first line treatment available to people living with HIV/AIDS, we are in great need of second line drugs for people who need them," he said.

His group has been trying unsuccessfully for 2 years to get Merck to reduce the price of efavirenz, which is too expensive and thus limits the number of people who can obtain it from the government's free treatment programme. And efavirenz is not even a second line ARV. +
