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Medicines Patent Pool Receives First Licence for HIV Drugs from Major Pharmaceutical Company

Gilead Sciences has become the first pharmaceutical company to set up a licensing agreement with the recently-established Medicines Patent Pool (MPP), in a move aimed toward increasing access in developing countries to drugs that treat HIV and Hepatitis B. The landmark deal was announced yesterday, 12 July.

The goal of the UN-backed Pool is to stimulate innovation and improve access to HIV medicines through the negotiation of voluntary licenses on medicines patents that enable robust generic competition and facilitate the development of new formulations. The Pool focuses mainly on HIV/AIDS medicines.

It was set up as a Swiss non-profit foundation in 2010 by UNITAID, the international drug purchasing facility, after having been approved by UNITAID’s Executive Board in December 2009 (see Bridges Weekly, 9 June 2010 and 16 December 2009). UNITAID, which now has 29 members, was co-founded in 2006 by Brazil, Chile, France, Norway, and the UK, and is funded by a levy on airline tickets.

Key features of the licensing agreement

According to the MPP press release, the licensing agreement will cover at least five products: HIV medicines tenofovir, emtricitabine, cobicistat, and elvitegravir, along with “the Quad,” which is a combination of the above-mentioned products in one pill. Tenofovir is also licensed for Hepatitis B treatment.

Ellen ‘t Hoen, the MPP’s Executive Director, highlighted in a statement that the agreement would allow for medicines to be available more cheaply, in formulations that are easier to use. She further underlined that the licensing of drugs still in clinical development - i.e. the elvitegraviar, cobicistat, and the Quad drugs - would speed up their availability to patients who need them.

“People in developing countries often have to wait for years before they can access new health technologies. Today’s agreement changed that,” she added.

Philippe Douste-Blazy, chair of the UNITAID Executive Board, also praised the agreement. “UNITAID has worked for four years to develop the Medicines Patent Pool concept. Today we are proud to see that it is becoming a tangible reality.” He urged other pharmaceutical companies to follow Gilead’s lead in using intellectual property to advance public health objectives.

Gregg Alton, Executive Vice President, Corporate and Medical Affairs for Gilead Sciences noted that his company is “pleased to enter into this collaboration, and we hope to see the Pool become an effective mechanism for providing access to an increasingly broader range of antiretrovirals to treat HIV in resource-limited parts of the world.”

While this is the first instance of a pharmaceutical company sharing licenses with the MPP, the UN-backed body did establish a similar agreement with the US government’s health research agency, the National Institutes of Health (NIH), in October of last year (see Bridges Weekly, 7 October 2010). In that particular case, the NIH gave the Pool a royalty-free licence of its darunavir patent, which is part of the protease inhibitor class of medicines that targets drug-resistant HIV infections.

The Pool allows for the sharing of various patents from a range of owners, making them available to third parties in exchange for the payment of a royalty. From there, manufacturers that purchase a licence from the Pool can produce generics that can compete with those from other companies; this market competition would, in turn, drive down drug prices, making them more affordable for developing countries.

In Gilead’s case, the royalties will amount to three to five percent of generic sales; however, royalties will be waived in the instance of new paediatric formulations.

The licenses will allow for the supply of tenofovir and emtricitabine in 111 countries, for cobicistat in 102 countries, and for elvitegravir and the Quad in 99 countries, according to the Pool.

However, unlike the NIH deal, the licensing agreement will not cover all developing countries.

A 2010 UNAIDS report estimates that 5.2 million people in low and middle income countries had access to antiretroviral therapy in 2009, of the 15 million people that needed it.

Room for improvement remains

Médecins Sans Frontières (MSF), the international medical humanitarian group, indicated that the agreement could improve access to medicines for patients, but also excludes several countries with large numbers of people living with HIV.

“This agreement is an improvement over what other big pharma companies are doing to ensure access to their patented AIDS medicines in developing countries,” Michelle Childs, Policy and Advocacy Director at MSF’s Campaign for Access to Essential Medicines, acknowledged in a statement. She mentioned, however, that caution is needed because in several key areas, Gilead is not going beyond the status quo. “More needs to be done to fulfil the vision of the Patent Pool to provide a solution to all people living with HIV, so this licence should not become the template for future agreement,’” she added.

One of MSF’s main criticisms of the agreement is its exclusion of various middle income countries that have high numbers of HIV-positive patients.

Dr. Tido von Schoen-Angerer, Executive Director of MSF’s Access Campaign, noted that his organisation transferred to local authorities several treatment programmes in Latin America and Asia, with the hope that these authorities would be able to provide people with necessary treatment. “If people in middle-income countries are left out of such deals, their governments still need to pursue compulsory licences to overcome patent barriers,” he added. These licenses allow for the production of generic copies of a patented drug without the right-holder’s consent, in exchange for the payment of a royalty.

MSF also found points of contention with the limitation of manufacturing to one country, India - a provision that excludes countries like Brazil and Thailand that are also capable of producing the drugs. India currently produces over 90 percent of the antiretrovirals used in developing country HIV treatment programmes. In addition, the organisation noted that the agreement includes narrow supply options for those active pharmaceutical ingredients that are required for making those medicines.

Knowledge Ecology International (KEI), a health group that, like MSF, played an active role in promoting the initiative to establish a medicines patent pool, generally welcomed the agreement, despite having a number of reservations and comments, some similar to those made by MSF.

The Medicines Patent Pool recognised some of these shortcomings, noting that there were areas in the agreement “in which the Pool sought but did not get improvements.” These included limits on the geographical scope of the licences: “while the number of countries has increased in the Patent Pool licence, there are still developing countries with high HIV burdens that the Pool was unable to negotiate into the licences.”

“We will continue to work with Gilead and others to expand access to all people living with HIV in developing countries,” said Ellen ‘t Hoen. The Pool is currently in negotiations with six other patent holders.

ICTSD reporting.

