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GLAXOSMITHKLINE’S CONTRIBUTION TO FIGHTING HIV/AIDS & IMPROVING HEALTHCARE IN THE DEVELOPING WORLD

Introduction

There are no easy solutions to the challenge of providing access to sustainable healthcare in developing countries. Poverty is the single biggest barrier. In many countries people do not have enough food, access to a clean water supply, hospitals or clinics in which to receive treatment, and healthcare professionals to care for them. 

Often the governments of these countries simply do not have the resources needed to address the healthcare needs of their people. The World Bank estimates that a per capita healthcare spend of $14 per year is the minimum needed to provide the most fundamental services. Yet the average spend in sub-Saharan Africa, for example, is currently only $6. Significant additional funding from new national and international sources must be mobilised to really make a difference. 

However, lack of resources can be no excuse for lack of action. AIDS is robbing communities and nations of their greatest asset - their people. That is why providing HIV treatment is so critical. By keeping people alive, existing capacities can be preserved. Treatment for people already living with HIV/AIDS should not be seen as a cost; but as an investment. We believe that it is the responsibility of governments and intergovernmental agencies, supplemented by the work of many NGOs, to work in partnership to deliver the healthcare needed in these countries. However, the pharmaceutical industry can play a significant role in supporting their work.
Our Approach
GlaxoSmithKline is committed to playing a full part in addressing the healthcare challenges of the developing world by taking an innovative, responsible and, above all, sustainable approach. Our core business activity of developing and launching new medicines and vaccines significantly improves health. However, we do not have the mandate, expertise or resources to deliver healthcare unilaterally, GSK is making a vital contribution to developing country healthcare through action in four areas
: preferential pricing of our antiretrovirals, anti-malarials and vaccines; investing in research and development (R&D) that targets diseases particularly affecting the developing world; community investment activities and partnerships that foster effective healthcare; and, innovative partnerships and solutions.
We believe that our response is not only the right thing to do but makes good business sense. Companies that respond sensitively and with commitment by changing their business practices to address such challenges will be the leaders of the future.

A number of basic principles underpin GSK’s contribution to improving healthcare in the developing world. Fundamental to these is the need for our approach to be sustainable. This means long-term for patients and viable for GSK. We also have a duty to try to ensure our products are used in a clinically appropriate way in all countries where they are available. This is particularly important in the case of communicable diseases, where inappropriate use of products can speed the development of resistance to treatment. Our activities are undertaken in partnership with organisations that have relevant specialised knowledge, such as governments, international agencies, charities, other private sector organisations and academic institutions. And we support intellectual property protection because it stimulates and underpins the continued R&D of new and better medicines.
Preferential Pricing
GSK has offered sustainable preferential pricing for ARVs since 1997 and for vaccines for over 20 years.

Our AIDS medicines and anti-malarials are available at not-for-profit (n-f-p) prices to public sector customers and not-for-profit organisations in 64 countries - all the Least Developed Countries (LDCs) and all of sub-Saharan Africa (SSA). In addition, all private employers in sub-Saharan Africa who provide care and treatment to their uninsured staff can purchase our ARVs at n-f-p preferential prices. All CCM projects fully funded by the Global Fund to Fight AIDS TB and Malaria, are also eligible, which means that our not-for-profit prices are now available in over 100 countries, including projects run by the US President’s Emergency Plan for AIDS Relief (PEPFAR). Our prices are sustainable – we do not make a profit on them, but we do cover our costs. This means that we can sustain supply of these high-quality products for as long as they are needed. Our n-f-p prices are applicable to orders of any size and are not dependent on large order quantities. They also include insurance and freight costs and are generally comparable with the prices of generics when these additional elements are factored in.  
For middle-income developing countries we continue to negotiate public sector prices on a case-by-case basis to improve affordability, either bilaterally, or through the UN-led Accelerating Access Initiative of which GSK is a founder member.

In May 2006 we announced reductions of up to 30% to our abacavir containing ARVs (Ziagen and Trizivir), and also added two new ARVs - Kivexa and Telzir – to our n-f-p offering.
During 2005 we shipped 45 million tablets of preferentially-priced Combivir to the developing world, with the majority of these going to Africa. This is a 40% increase on last year and more than in the previous two years combined. Similarly, shipments of Epivir grew by 135% to 81m tablets shipped in 2005. It is difficult to estimate the number of patients treated as a result of our preferential pricing agreements, since GSK does not control healthcare provision. A report from the UN-led Accelerating Access Initiative (AAI), suggests that by December 2005, more than 716,000 patients in developing countries were receiving at least one ARV treatment supplied by the seven pharmaceutical companies in the AAI. This includes 446,000 patients in Africa, a 116% increase on the previous year. Overall shipments and patient numbers are still low given the scale of the AIDS epidemic in Africa but the growth is encouraging.
With regard to vaccines, it is widely acknowledged that global immunisation is one of the most successful public health initiatives ever undertaken. It has led to the eradication of smallpox, the potential eradication of polio, and it is estimated to save the lives of up to three million children world-wide each year. GSK has played a key role in this effort as one of the primary suppliers of vaccines to major international organisations such as WHO, the United Nations Children’s Fund (UNICEF) and the Pan-American Health Organisation (PAHO).
R&D for tomorrow’s medicines and vaccines

As well as helping the developing world today, we are committed to its future by investing in the R&D that will produce the new treatments and vaccines for tomorrow. GSK has the industry’s most extensive portfolio of R&D projects for diseases of the developing world, with 13 clinical programmes, seven of which are for diseases that disproportionately affect developing countries. For HIV/AIDS, GSK is supporting 28 collaborative studies in developing countries, including 23 in Africa. These studies involve more than 18,000 patients, including children. We believe that we are the only company undertaking R&D into the prevention and treatment of all three of the World Health Organisation’s priority diseases in the developing world – HIV/AIDS, tuberculosis and malaria.

For diseases of the developing world, a dedicated group, based in the UK, US and Spain, has been created within GSK’s pharmaceutical R&D organisation to ensure a focus on these diseases. For this group, drug development projects are prioritised primarily on their socio-economic and public health benefits rather than their commercial returns. A similar group exists in our vaccines organisation based in Belgium.  

The R&D process is lengthy and risky, but our long-term commitment is now bearing fruit. For example, in 2003 we launched Lapdap (chlorproguanil/dapsone), a new treatment for the most life-threatening type of malaria. We are hopeful that we will be able to launch several more new products for diseases of the developing world over the next five years, including CDA, an artemisinin containing version of Lapdap. In November 2005 we announced clinical results affirming that CDA may be effective against drug resistant malaria, and in July 2006 we announced the commencement of Phase lll studies in a number of sites across Africa. CDA is being developed in collaboration with the Medicines for Malaria Venture (MMV), the WHO and various academic partners.
During 2005 we received the Medicines for Malaria Venture’s (MMV) Project of the Year award for our Falcipain project, investigating a new class of compounds for use against malaria. We also won the award in 2004 for our Pyridone project and this is the first time that a company has won in successive years.
In October 2004 a clinical trial conducted in Mozambique on our malaria vaccine showed unprecedented results in protecting a significant percentage of children against uncomplicated malaria, malaria infection, and even severe forms of the disease for at least six months. This represents a milestone in the research and development (R&D) process. In the words of Dr. Melinda Moree of the Malaria Vaccine Initiative, “These findings represent a breakthrough in the science of malaria vaccines.” In November 2005, we published new data showing that the vaccine remained efficacious over an extended 18 month period, giving further confidence to the future availability of a vaccine which will be critical to substantially reducing the burden of severe malaria disease in childhood.
Several more years of clinical investigation will be needed before this vaccine is ready for licensure and implementation, but these latest results are an important step towards developing a vaccine that can provide lasting protection to help save millions of children’s lives. To support this activity, in October the Bill & Melinda Gates Foundation announced a grant to the PATH Malaria Vaccine Initiative (MVI) to extend the public-private partnership between MVI and GSK Biologicals. Most of the new grant will directly support clinical trials in Africa. From its own funds, GSK will at least match the $21.4 million it receives from MVI to help defray some of the clinical development costs.
In January 2005, Rotarix, our vaccine for the prevention of gastroenteritis, was launched in Mexico. Rotavirus infection is the leading cause of severe diarrhoea and vomiting (gastroenteritis) in children under two and kills around 600,000 children each year - one child every minute - mostly in developing countries. It has now been approved for use in 20 countries and is currently being registered in 75 further countries. In August 2006 Rotarix was approved by the Medicines Control Council in South Africa.
In March 2005 GSK and the Global Alliance for TB Drug Development (GATB) announced a joint drug discovery partnership to improve the treatment of TB. The program substantially enhances the worldwide TB drug pipeline by adding several novel classes of compounds that use new mechanisms of action. GATB will help support 25 full-time scientists working exclusively on the TB drug programme. GSK will also contribute a matching number of staff and agrees to absorb all remaining overhead costs, as well as its drug discovery expertise.  The agreement stipulates that any resulting medicines will be affordable and accessible to those most in need, and is substantially the same as our partnership with MMV.

In November 2005, GSK and the Institut Pasteur announced a new European collaboration to develop an AIDS vaccine by fusing genes from the human immunodeficiency virus (HIV) onto an existing measles vaccine. GSK Biologicals will license the measles vaccine vector technology from Institut Pasteur and the two entities will jointly develop the AIDS vaccine. The initial project is being supported by a €5.5 million grant from the European Union. Clinical studies will begin in the third year of the four to five year collaboration.

In June 2005, GSK announced a collaboration with the International AIDS Vaccine Initiative (IAVI) to develop an AIDS vaccine. The collaboration – the first-ever in AIDS vaccine research between IAVI and a major vaccine company – will facilitate early research and development of GSK’s non-human primate adenovirus vaccine vector as an enabling component of an effective AIDS vaccine. The IAVI-GSK collaborative research will initially focus on vaccines designed to elicit immune responses against variants of HIV that circulate predominantly in Africa. GSK Biologicals also has an in-house AIDS vaccine development project using the company’s proprietary adjuvant technology. A successful AIDS vaccine might need to combine several of these approaches.

In October 2005 GSK and the Aeras Global TB Vaccine Foundation announced a partnership to develop GSK’s tuberculosis candidate vaccine. Speaking at the time of the announcement, Dr. Jerald Sadoff, CEO of the Aeras Global TB Vaccine Foundation, said “This vaccine candidate represents one of the most promising avenues for developing a safe and effective TB vaccine. Cooperation between the public and private sector is essential to harness the most promising technologies so we can deliver an effective vaccine as quickly as possible to those who need it most.  We salute GSK Biologicals for bringing the vaccine to this stage and look forward to moving it forward together.”
Community Investment 
Through our Global Community Partnerships programme, GSK funds community-led initiatives in over 100 countries around the world.  We have a wide range of partnerships, with a focus on health and education programmes for under-served communities. During 2005 we donated life-saving medicines valued at £27m to support relief efforts in almost 100 countries. In the developing world, GSK’s activities span four major developing world diseases (lymphatic filariasis, HIV/AIDS, malaria and diarrhoeal disease), a number of regional health initiatives, health education, product donations, and employee involvement. The examples below are indicative of our activities in the developing world.

Lymphatic Filariasis (LF) - in 2005, through GSK’s partnership with the WHO's Global Alliance to Eliminate Lymphatic Filariasis, we donated 136 million treatments of albendazole to 36 countries to prevent transmission of one of the world’s most disabling tropical diseases. LF currently affects 120 million people and threatens over 1 billion in 80 countries. The company has provided free of charge over 440 million albendazole treatments since 1998, reaching over 100 million people. During 2005 we expanded our manufacturing site in Cape Town, South Africa, to produce albendazole tablets and help us deliver enough treatments to support elimination efforts in all at-risk countries. Over the anticipated 20 year life of the programme, our donations to this important endeavour will build to an estimated six billion tablets, valued at $1 billion. We also gave almost £1 million in grants during 2005 to support the Global Alliance to Eliminate LF and a team of dedicated GSK employees helps in its advocacy, research, community mobilisation and education initiatives. In December 2005, GSK’s programme to eliminate LF won the top honour for Corporate Social Responsibility at the inaugural annual Scrip Awards, which recognise performance excellence in the global pharmaceutical and biotech industries. 
HIV/AIDS – Since 1992, Positive Action has pioneered support for community organisations who are frequently the only source of HIV/AIDS education, treatment literacy and care for people living with HIV/AIDS in developing countries. During 2005 Positive Action supported 20 programmes in 30 countries. In October 2005, GSK announced that it will provide $1.8 million over the next three years for a new Positive Action community programme with AMREF, an African-based NGO, to train healthcare professionals and improve access to HIV/AIDS services at 60 sites across Kenya.

Malaria – Our African Malaria Partnership is supporting education and behaviour change programmes in eight African countries, through partnerships with three non profit organisations. GSK has invested $1.5 million in the African Malaria Partnership over three years. This is expected to benefit two million people by encouraging effective prevention and prompt treatment, particularly among children and pregnant women. In November 2005, GSK’s African Malaria Partnership (AMP) announced a new $1.5m grant to the Malaria Consortium, an international non-profit organisation dedicated to improving malaria control. The three-year grant will support the Coalition Against Malaria a new advocacy programme that aims to raise awareness of malaria in Europe and throughout Africa to bring greater resources to bear against the disease.

Diarrhoeal Disease - Every year more than two million people die of diarrhoea-related disease, mostly children in developing countries. These deaths can often be easily prevented through better hand washing and sanitation. PHASE, established by GSK in 1998, is an education programme helping to reduce diarrhoea-related disease by encouraging school children to wash their hands. GSK has invested £1.5 million in the programme which is run in partnership with AMREF and Plan International - as well as Ministries of Health and Education. PHASE currently operates in five countries – Kenya, Uganda, Zambia, Nicaragua and Peru - reaching more than 300,000 children and their extended families. The programme has had impressive results. For example, studies show that diarrhoea rates have fallen by 40% following the introduction of PHASE to schools in the Kenyan community of Ongielo.

Innovative Partnerships

GSK wants to be at the heart of the global response to the HIV/AIDS pandemic. We are constantly looking for creative ways and partnerships to help countries improve access to medicines. These can include the granting of voluntary licences (VL). 

To reflect the gravity of the HIV/AIDS crisis in sub-Saharan Africa, we granted our first licence in October 2001 to Aspen Pharmacare, sub-Saharan Africa’s largest generics company, for the manufacture and sale of versions of Combivir, Epivir and Retrovir. The licence now covers both the public and private sectors across all of sub-Saharan Africa. In May 2006, we announced our latest VL granted to Sonke Pharmceuticals Pty Ltd, a company held jointly between Ranbaxy and Community Investment Holdings, a black economic empowered investment fund in South Africa. In total we have now signed eight licencing agreements for our antiretrovirals (ARVs) in Africa where HIV/AIDS is having a devastating impact. This includes six VLs in South Africa and two in Kenya. Some cover just parts of Africa and others all of sub-Saharan Africa. 
We are prepared, in appropriate circumstances, to grant other voluntary licenses. It is, however, important to be realistic about the challenges and benefits of VLs. It is vital to choose the right partners. Licensees must be able to ensure, inter alia - sustainability of supply of quality products; that the medicines are used safely; and that they can protect products against diversion (i.e. ensure those patients who need the medicines, get the medicines). We do not believe, therefore, that voluntary licencing is a universal solution to the HIV/AIDS crisis.

The Role of Others

Access to medicines in the developing world remains a complex issue. It presents a unique challenge to the global community. Much progress has been achieved, however, the inability of the world to achieve the World Health Organisation’s (WHO) goal of “3 by 5” – 3m people with HIV being treated in developing countries by the end of 2005 – shows the extent and complexity of the challenge.
Welcome new resources are coming through from the Global Fund to Fight AIDS, TB and Malaria, the World Bank, the Gates Foundation, the US Government and others.  Nevertheless, funding remains inadequate.  Wealthy nations must give more. We must also stop the illegal diversion of discounted medicines from patients in the world’s poorest countries to richer markets.
Developing world countries also have their part to play. Middle Income countries must accept their responsibilities and not seek the lowest prices offered to the world’s poorest countries. Others need to show genuine political commitment of the kind shown by Uganda and Botswana. This means addressing stigma; it means removing import tariffs that raise prices; and it means prioritising healthcare in national budgets to deliver as much money as possible to reinforce the funding coming from the West. Countries must also drive out inefficiencies in the procurement, storage, prescribing and use of drugs. The World Bank estimates that some African countries get the benefits of only $12 worth of medicines for each $100 spent on drugs by the public sector.
Resources are needed to provide the infrastructure – hospitals, clinics, distribution networks – which will ensure that medicines reach patients. Resources are also needed to discourage the export of a precious commodity - trained healthcare workers. Recipient developed countries should take appropriate steps to monitor and reverse this activity.

Generic companies have an important role in addressing the AIDS crisis. But it would be counter-productive to ignore or undermine the role of the research-based industry. There is a fundamental truth about AIDS – we need new medicines and vaccines. We do not yet have a cure for AIDS. We do not have a vaccine for AIDS. Existing medicines are less and less effective as resistance to them grows. Intellectual property protection is of critical importance to the R&D-based industry. If there is no intellectual property protection, there will be no R&D. And if there is no R&D, there will be no new medicines and vaccines.

Too many people see local manufacturing, and tearing up intellectual property rules, as a panacea. This is simplistic and counter-productive. If that were the answer, India would deal with AIDS better than any country in the developing world. Until recently, India had no intellectual property protection for pharmaceutical products, and has the most developed generics industry in the world, with over 20,000 manufacturing sites. Many Indian companies manufacture several AIDS medicines, and it would be expected that access to treatment would be widespread. But according to the WHO only 21,000 of an estimated 710,000 AIDS patients in India are on antiretroviral medicines. Additionally, of the 325 medicines on the WHO’s Essential Medicines List, over 95% are off patent and yet the WHO state that a third of the world’s population have no reliable access to them. Clearly, lack of healthcare infrastructure and resources are the problems, and where the focus should be, rather than on intellectual property.

Conclusion

It is 9 years since GSK pioneered donation programmes and sustainable preferential pricing for antiretrovirals (ARVs) to prevent mother-to-child transmission of the HIV/AIDS virus. Since then we have learned many lessons. We have learned that stigma and discrimination are real barriers that limit access to treatment. We have learned that donations are not a sustainable way to address chronic diseases. And we have learned that without the necessary healthcare infrastructure, access to treatment will always be denied to those who need it, no matter how low price medicines become. Most importantly, we have learned that only an holistic approach embracing both prevention and treatment will work - one in which medicines play a supporting role in a comprehensive programme of prevention, health education, screening diagnosis and treatment, community care and support.

The global community must provide political will, a significant mobilisation of additional resources and a spirit of partnership if we are to see an improvement in healthcare and quality of life across the developing world. At GSK, we believe we are playing our part. We will continue with our efforts, improving our initiatives by applying lessons learned and looking for opportunities to do more.
� For more information, please see http://www.gsk.com/corporate_responsibility/cr_issues/dwc_progress_report.htm
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