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Abstract

The session sought answers for meeting the treatment needs of people living with HIV in the face of twin challenges: dwindling health budgets, and changing intellectual property (IP) norms, which could make the production of the cheap generic drugs that have been the main source of medicines for HIV in the developing world more difficult. 

The growing need for newer medicines now recommended by the World Health Organization – which are increasingly being patented – could cause treatment costs to skyrocket to levels that would cripple developing country health budgets or place an unbearable burden on the donor nations providing funding. A solution must be found for the over 33 million people living with HIV who need medicines to stay alive, at a price that they can afford. At the same time, pharmaceutical company business models currently rely on the intellectual property system to make life-saving drugs.

The session brought together experts from a variety of areas – communities of people living with HIV, treatment providers, academics and international civil servants – to discuss the role of the Medicines Patent Pool in increasing access to affordable, appropriate medicines for HIV, how the Pool complements existing flexibilities in the WTO Trade-Related Aspects of Intellectual Property Rights (TRIPS) Agreement, and what additional solutions are needed in parallel to ensure countries can meet the HIV treatment needs of their people. 

1. Presentations by the panellists

(a) Mr Nelson Otwoma, National Coordinator/CEO, National Empowerment Network of People Living with HIV/AIDS in Kenya (NEPHAK); UNITAID Board Member

Mr Otwoma started the session by describing the situation of people living with HIV in Kenya. He said that in Kenya, there are 1.4 million people diagnosed with HIV, 800,000 who need treatment, and resources to treat just 400,000. Only 15 per cent of children with HIV have access to medicines. The few people who are on treatment are on it because the Kenyan government is able to import generic antiretroviral drugs (ARVs). In a dream world, there would be no patents interfering with access to medicine, but since this world is not likely to be realised in our lifetime, it is necessary to strike a balance: profit can be made, but public health has to be expanded and lives saved.

Mr Otwoma stated that initiatives like the Patent Pool are important because they allow for the managing of patents so that public health goals are still achieved. “We are talking about striking a compromise, so that those who want no patents can talk to the people who want patents to maximize profits.”

(b) Ms Michelle Childs, Director of Policy and Advocacy, Campaign for Access to Essential Medicines at Médecins Sans Frontières (MSF)

Ms Childs provided the perspective of MSF as a key provider of ARV treatment throughout the developing world. 

“Over the past decade, we have witnessed time and again that treatment not only improves the lives of people living with HIV but also makes them less vulnerable to HIV”, Ms Childs said. Over the past decade, generic competition has driven the price of first line treatment from US$ 10,000 per patient per year down to around US$ 60 in some countries. 

However, intellectual property laws "are beginning to bite”. MSF gets 80 per cent of its ARVs from India, but thanks to changing intellectual property laws, India may no longer be the pharmacy of the developing world, Ms Childs said.

Further, new WHO recommendations suggest moving away from first line treatments to less toxic drugs. However, in lower middle-income countries where patent barriers exist, the price of less toxic variations is nearly six times the cost of earlier formulations, and salvage regimens on people who are failing second line treatment, can be 20 times more expensive. If people cannot get access to these drugs, they will die.

Because there are patents, generic competition needs to involve either voluntary or compulsory licensing. MSF supports the right of countries to issue compulsory licences, Ms Childs said, but bilateral free trade agreements make it more difficult. 

Voluntary licences are not new; what is different about the Pool is the public health focus. The Pool faces real challenges, including the need to expand the geographical scope of its licences and make sure that ARVs can be produced outside India. For the Pool to overcome these barriers, Ms Childs underlined that pharmaceutical companies will need to think about doing business differently. “The focus has to go back on treatment – low cost, at scale in countries everywhere – if we are going to have the opportunity, which is within our grasp, to break the back of HIV epidemic.”

(c) Ms Ellen ‘t Hoen, Executive Director, Medicines Patent Pool

Ms ’t Hoen introduced the Patent Pool and gave details on how it works. She said that the availability of low-cost generic medicines has been critical in spreading access to medicines. This has been not just a matter of price, but also a matter of developing and bringing to market adapted formulations. Indian manufacturers brought the first fixed dose combinations [combined three-in-one pills] to market and Ms ‘t Hoen stated that this has been absolutely key in the massive scale-up that has been seen in the last decade.

Most people in the developing world that have access to medicine only have access to medicines for which the patents have expired or which were just never patented in India, where most of the drugs were made. However, that situation is changing rapidly as more recommended treatments are patented in key generic producing countries. The need for a deliberate intervention was already recognised by the WTO in the Doha Declaration of 2001, which looked at measures countries could take to increase access to medicines.

Ms ’t Hoen explained that the objective of the Pool is to bring prices down more rapidly than if it was necessary to wait for the life of the patent term to end, and also to ensure that the intellectual property to make appropriate formulations – such as fixed-dose combinations and paediatric formulations — is assured. 

A key feature of the Pool is that it is voluntary, so it requires the cooperation of patent holders. In exchange for their cooperation, they receive royalty payments. Pool licences are a negotiated result, and while the scope of the Pool’s work is low- and middle-income countries, it is not in a position to dictate terms and conditions to licensors. Ms ‘t Hoen said that the Pool’s chances of success directly depend on how strong the external support is, and that, until now, it has been quite strong and helpful. The Pool also has a very particular and well-defined focus on intellectual property issues, i.e. other initiatives that need to be in place in order for people with HIV to get treatment. 

An absolutely key success factor is the continued availability of global funding for HIV, as well as continued existence of markets for the players (such as generic producers) involved in making HIV medicines, Ms ‘t Hoen said. 

(d) Mr Carlos Correa, Director of the Centre for Interdisciplinary Studies on Industrial Property and Economics Law, University of Buenos Aires

Mr Correa discussed the Patent Pool mechanism in the context of other measures that can be taken in order to promote access to drugs. “By its very design, the Pool cannot be the [sole] solution to the global problem of access to drugs,” he said. The scope of the Pool is limited by the willingness of companies to grant voluntary licences, and it is important to ask what else can be done to make the Pool more useful.

To that end, Mr Correa suggested that there are three main issues in access and intellectual property. First, there are patentability standards. In some countries, patents are granted without examination; in other jurisdictions, patentability standards as applied are very low. South Africa, for example, granted more than 2,400 patents in pharmaceuticals over the course of one year as compared to Brazil, which, between 2002 and 2007, granted only 278 patents in pharmaceuticals. 

Mr Correa said that governments have a major responsibility to address this issue, in order to stop the proliferation of low quality patents, and also to stop evergreening. The activity of the Patent Pool would become much easier if governments would grant patents only when there is justification for receiving the award of a monopoly.

The second issue is compulsory licences. Since the TRIPS agreement entered into force for developing countries, only about ten have issued compulsory licences or used a government use authorization; Mr Correa said that most of those that have been issued have been on ARVs. This is something else for which governments should be responsible. Mr Correa pointed out that generic companies and civil society can also be active in requesting compulsory licences or in filing oppositions in the case of low-quality patents.

Finally, he said that there is a paradoxical situation in which the patent system has been extended through the TRIPS agreement to encompass almost the whole world, but innovation in pharmaceuticals is declining. This “crisis in innovation” perhaps indicates that new models are needed to spark innovation that will address the global disease burden. Mr Correa suggested that there also needs to be thinking on models to make sure that new drugs are not only available but also affordable. 

(e) Mr Peter Beyer, Senior Adviser, Department of Public Health, Innovation and Intellectual Property, World Health Organization (WHO)

Mr Beyer provided commentary from the WHO perspective. The WHO’s Global Strategy and Plan of Action on Public Health, Innovation and Intellectual Property mentions the concept of patent pools, and an expert working group names the Medicines Patent Pool as a promising tool. This means that member states of the WHO have endorsed the Patent Pool. The WHO has also provided the Pool with technical assistance, such as by helping to identify missing medicines and formulations. “The WHO is supporting the objectives pursued by the Pool and will continue to provide technical support,” said Mr Beyer.

Now that the Pool is starting to take shape, there has also been a parallel increase in voluntary licensing from companies. Mr Beyer suggested that it is partly due to the existence of the Pool that companies feel the need to further investigate sharing their IP for increased access.

From a public health perspective, the WHO thinks the Pool can be a driving force in making sure that public health is taken into account in these licences. This is a difficult role to play, as voluntary licences are, of course, voluntary. What was achieved with the Gilead licences was good, but should be a basis and not a ceiling, suggested Mr Beyer.

The WHO’s Global Strategy and Plan of Action on Public Health, Innovation and Intellectual Property has more than 100 different actions, just one of which is addressing the idea of patent pools. The Pool is clearly “one part of the solution, but not the solution to the whole problem.”




