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	UNITAID – the International Drug Purchase Facility (September 1, 2006)




The International Drug Purchase Facility – UNITAID has reached a critical milestone.

For several years, the international community has been looking for new tools to ensure sustained financing for development and the fight against hunger and poverty. More than one hundred countries adhered to the New York 2004 Declaration on the Action against Hunger and Poverty, and 79 countries endorsed the Declaration on Innovative Sources of Financing for Development adopted on September 14, 2005, at the United Nations in New York. A consensus has emerged on the usefulness of such financing and on the technical and political possibility of setting it up.

The international conference on “Solidarity and Globalization: innovative financing for development and against pandemics” held in Paris from February 28 to March 1, 2006, aimed to expand the circle of countries supporting such mechanisms. It resulted in the establishment of a pilot group of 44 countries committed to work on the implementation of such financing in a short time. So far, 18 countries expressed their intention to introduce a solidarity contribution on airline tickets.

Illness and poverty are not inevitable. Treatments exist for the great pandemics. Globalization presents an opportunity to create new solidarities founded on innovative sources of financing for development. France, Brazil, Chile, Norway and the United-Kingdom, with the backing of several international organizations (WHO, UNAIDS, UNICEF, the Global Fund to Fight AIDS, Malaria and Tuberculosis, etc.), NGOs and private foundations (Clinton Foundation) have decided to join forces to help launch an International Drug Purchase Facility – UNITAID. The Facility will be funded primarily by innovative financing mechanisms and multi-year predictable budgetary contributions, with the objective of scaling up access to treatment for HIV/AIDS, Malaria and Tuberculosis for the poor in developing countries – through lowering the price of drugs and diagnostics and accelerating the pace at which they are made available. Other countries have already announced their willingness to contribute to this enterprise. 

· At least six million people infected with HIV in the developing world urgently need antiretroviral treatment (ART), but only 1.3 million received it in 2005. It is imperative that treatment be available to all who need it – including children who have not equal access. For treatments to be sustainable, it is also imperative to facilitate ongoing access to affordable sources of supply for all required medicines and diagnostics. The importance of efforts in access to comprehensive prevention programs, access to therapy, new technologies and country capacity building is recognized.

· Malaria also presents a daunting challenge. Although it is preventable, malaria kills a child under age five in Africa every 30 seconds. WHO estimates that investing USD 2 billion per year would decrease the impact of the disease by half. Furthermore, the specific costs of anti-malarial therapy will rise due to increasing resistance to affordable and widely available treatment regimens and the need to use novel therapeutic combinations (Artemisinin-based combination therapies, ACT).
· Tuberculosis is another preventable and treatable disease that remains a major public health challenge, in particular for people living with HIV. Over 1.7 million deaths are attributable to TB each year with nine million new cases per year (95 percent in developing countries, and 10 percent among children). Multidrug-resistant tuberculosis (MDR-TB) is increasing, with almost half a million new cases each year; these can only be treated with effective but costly drug combinations (second-line anti-TB drugs for MDR-TB). 
Recent years have seen a very welcome increase in political commitment and resources to fight AIDS, malaria and tuberculosis. There have been increases in domestic resources and commitments from many governments in Africa, Latin America and elsewhere; the Global Fund was created in 2002; bilateral resources from France, UK, the European Commission, USA and many other countries are now flowing; multilateral organizations such as WHO, World Bank, UNAIDS and UNICEF are key players, and large foundations (the Clinton Foundation, the Gates Foundation etc.) are very active. This effort has started to make universal access a reality, but the landscape is increasingly complex. UNITAID aims at significantly intensifying these efforts while ensuring that it does not add complexity to existing mechanisms. UNITAID will offer a specific contribution by providing additional resources for long-term and predictable provision of drugs and diagnostics through leveraging price reductions and increasing access to medicines which currently are unaffordable for most developing countries.

UNITAID Joint Declaration was issued by Brazil, Chile, France and Norway in New York at the United Nations on June 2, 2006, outlining the mission, key principles and objectives of the UNITAID.

Since then, there has been significant progress in operationalizing UNITAID’s activities. In order to get UNITAID quickly operational the Founding  countries (Brazil, Chile, Norway, France, the United Kingdom) have identified potential priority activities within each disease area, laid out the principles of its business model in collaboration with key partners, decided on the hosting of the Trust Fund and Secretariat at the WHO for the set-up period, and are defining milestones before the first purchase of drugs. UNITAID looks forward to sharing perspectives on these topics with all involved parties.

The founding countries have agreed on the following mission, principles and objectives.
UNITAID mission is to scale up access to treatment for HIV/AIDS, malaria and tuberculosis for the poorest people in developing countries by lowering the price of quality drugs and diagnostics and accelerating the pace at which they are made available.

UNITAID will offer a unique opportunity to provide long-term support in these areas, thanks to sustainable, predictable funding. UNITAID’s perennial and reliable functioning is assured by its source of funding: contributions stemming from innovative financing mechanisms such as a solidarity contribution on air tickets, together with multi-year predictable budgetary contributions. 

To fulfill its mission, UNITAID will observe the following overarching principles:

· UNITAID will operate in a complementary manner with its partners. It aims at supporting national and international efforts and complementing the role of existing international institutions. It will not replace nor duplicate existing institutions or mechanisms.

· UNITAID efforts will follow principles of solidarity and aid effectiveness.

· UNITAID organization will be adaptable, independent, transparent and accountable.

These principles have guided the definition of the following objectives for UNITAID. It will use its unique sustainable, predictable and additional funding to help generate a steady demand for drugs and diagnostics, thereby significantly impacting market dynamics, attempting to induce:

1 Price reduction on medicines and diagnostics.

2 An increased availability and supply of medicines  and diagnostics.

3 UNITAID will base its price reduction strategy on market competition. Where intellectual property barriers hamper competition and price reductions, it will support use by countries of compulsory licensing under the framework of the Doha Declaration on the Trade-Related Aspects on Intellectual Property Rights (TRIPS) and Public Health, when applicable.

4 Any other innovative solution that may overcome limitations to market diversification in developing countries will also be pursued. 

As a result, UNITAID will substantially enhance people’s access to medicines in developing countries and will take actions according to these objectives.

UNITAID will focus its actions where they can have the greatest impact.

In light of these challenges, partners are committed to ensure that UNITAID can rapidly be operational. From the start, they will emphasize effectiveness, efficiency and results. UNITAID will adopt a pragmatic approach and will therefore be flexible enough to make adjustments when necessary.

Through the work of its partners, UNITAID will ensure that its purchases meet country demand and its procedures align with those of national health systems. Thus, its contributions will be coordinated within the broader global public health architecture by its partners.
The founding countries have agreed on the importance of UNITAID initiating concrete actions during 2006 and therefore have convened a Pilot Group meeting in Geneva on April 20 and 21 to decide on priorities. To meet this objective, the founding countries of UNITAID have been working closely with its core technical partners (WHO, GFATM, UNICEF, UNAIDS and the Clinton Foundation) to develop first programmes that could be initiated as of fourth quarter 2006. The founding countries agreed to give a “green light” to the partners to initiate immediate next steps on the following programmes, subject to final approval by the UNITAID Board:

HIV/AIDS

· Paediatric ARVs : UNITAID will fund paediatric ARVs for up to 100,000 children in 2007 across 30 countries. This program is expected to need about USD 2.1 million in the last quarter of 2006 and USD 24.5 million in 2007.


2nd line ARVs: UNITAID will commit funds for scale-up of 2nd line ARVs to 100,000 patients in 16 countries. Costs to UNITAID will be around USD 60-80 million in 2007.


Malaria


Scale-up Artemisinin Combination Therapies (ACTs): UNITAID will scale up existing Global Fund grants to provide up to USD 28.3 million ACT treatments in eight countries by the end of 2006. The program is expected to require up to USD 34.1 million in 2006, which could be phased in over 2006 and beginning 2007 as availability of funds allows.

Tuberculosis


Paediatric TB: UNITAID will provide appropriate-strength paediatric TB treatment for up to 150,000 children in 2007, 80% of whom are expected to be under the age of five. UNITAID treatment will therefore reach 17% of the estimated 900,000 children who have active TB. The program is expected to require USD 1.3 million in 2006 and USD 7.2 million in 2007.

· Pre qualification


Support the WHO pre-qualification program to ensure speedy and efficient quality assurance of new products in the identified UNITAID niches. UNITAID could fund USD 1 million in the last quarter of 2006 and USD 6 million in 2007 (subject to approval by UNITAID Board).

The founding countries agreed to fast track further preparatory work on the selected programmes so they can be eventually considered by the Board:

· Prevention of Mother to Child Transmission (PMTCT): To provide an integrated approach to PMTCT and paediatric care as enrolling pregnant women in PMTCT can lead to a greater identification and retention of exposed and infected infants.

· Multi-Drug Resistant Tuberculosis (MDR-TB): To increase access to and reduce the price of second line tuberculosis drugs to curb the development and spread of virtually incurable TB.

UNITAID will take actions relying largely on existing organizations.

To meet its objectives, UNITAID will rely on contractual and collaborative partners. To date core technical partners include WHO, UNAIDS, UNICEF, the Global Fund and the Clinton HIV/AIDS Initiative. UNITAID will work in close cooperation with and eventually rely on organizations that have experience in procurement, price negotiation, shipment and handling, and monitoring:

· The World Health Organization is the United Nations specialized agency for health. WHO's objective is the attainment by all peoples of the highest possible level of health. Its mandate and responsibility to member states is in leadership on health matters, normative work, monitoring and evaluation of disease patterns, health systems, and technical support. WHO has a long history of experience within the fields of essential medicines, drug distribution, health systems development, TB, HIV and Malaria program development and guidance, relevant to UNITAID.

· UNICEF is a lead agency for UNAIDS in the coordination of UN technical assistance to countries in procurement and supply management for HIV/AIDS products. UNICEF has a long history of providing medications to in need populations and experience with drug distribution infrastructure. UNICEF has offered UNITAID a close partnership in procurement.

· The Global Fund to Fight AIDS, Tuberculosis and Malaria objectives are supportive and complementary to the mission of the UNITAID. In particular, the Global Fund has established unique close working relationships directly with countries. This connection to countries is absolutely critical for impact. Both organizations aim to increase access to treatments and improve the efficiency of the global marketplace. The Global Fund has already established a system for selecting grants and monitoring their efficacy. This infrastructure, focused on the three disease areas that UNITAID plans to serve, will allow significant leverage and help make sure grants are rapidly turned into actions and drugs delivered to those in need. Therefore, UNITAID and the Global Fund will complement each other by entering into a programmatic partnership to avoid duplication and maximize the returns on investments.

· The Clinton Foundation works with manufacturers and national governments to organize the markets of HIV/AIDS commodities to lower the prices of medicines and diagnostics, and it provides technical assistance to governments to ensure the delivery of these commodities. The Clinton Foundation will work as a partner of UNITAID to lower the prices of products it plans to purchase or subsidize. It will also extend its work in HIV/AIDS paediatrics to support UNITAID’s goals in this area.

· Strong dialogue with NGOs and civil society is essential to ensure that the initiative is viable and addresses the needs of patients and communities.

The founding members of UNITAID have been working closely in collaboration with these partners to define its modus operandi. Being mainly focused on reducing drug prices and purchasing medicines and diagnostics, UNITAID will rely on and work closely with its partners to ensure a successful implementation up to the patient. The parties responsible for procurement and supply management may vary depending on the products and the needs and capabilities of recipient governments. In some cases, recipient governments may wish to use the services of UNITAID’s procurement partners; in others, governments may procure products directly. In all cases, UNITAID will apply appropriate cost-effective and transparent procurement policies to ensure optimal quality at the best prices.
UNITAID Governance Model

The founding countries of UNITAID have defined its organizational setup so that it can pursue its mission and objectives: 

· UNITAID will operate in a cost-efficient manner with a lean secretariat, keeping overhead down to dedicate its resources to the overall mission and achievement of its results.

· Given the need to become operational quickly, UNITAID will start with an administrative structure (secretariat) that covers its immediate needs. This will be reviewed and a more permanent arrangement will be implemented by the end of the first year of operation.

To achieve these results UNITAID will: 

1 Establish a governance structure with a Board and a secretariat:

·     This Board will be responsible for determining, modifying and approving UNITAID’s objectives, scope and workplan; monitoring and evaluating its progress; identifying gaps requiring increased attention and resources; approving financial commitments; overseeing and soliciting the contributions of partners; reviewing the annual financial statement prepared by the Secretariat and approving the budget; and appointing and reviewing the Executive Secretary (and other Secretariat members where appropriate). The Board will seek to minimize the transaction burden imposed on recipients.

The Board will be inclusive and constituted with the necessary competence and representation from governments and other stakeholders, including civil society (NGOs, communities living with the diseases). The provisional Board, which will meet in Geneva, will comprise ten members, including five representatives from founding countries, one from an African country, one from an Asian country, two from NGOs and on from WHO. The African Union will be invited to nominate the African representative. NGOs will be asked to elect their two representatives, one from the developed world and one from the developing world, including communities of people living with the diseases. The Board will also create a consultative forum of stakeholders to provide feedback and advice on its decisions. 


The functions of the secretariat, which will consist of 10 to 15 persons, will include: (1) recommendations to the Board about products, beneficiaries, sourcing strategies and partners to fill the functional roles of UNITAID; (2) carrying out the decisions of the Board and managing relationships with partners; (3) communications and the aggregation of monitoring and evaluation data to report on results; (4) instructing the trustee to make disbursements; (5) any administrative or oversight functions required in the execution of the above.
2 Establish a fiduciary structure: UNITAID will contract with the WHO for the set-up period to serve as trustee for: (1) receipt, management and disbursement of funds and return via treasury and cash management functions; (2) giving the public confidence that funds are being managed responsibly; (3) providing the funds with protection from liability or other prosecution; and (4) keeping financial records of all transactions in a transparent and auditable manner for both the Board and the public. The activities of the trustee will be directed by and subject to decisions of the Board of UNITAID.

To expedite the pace at which UNITAID can become operational and given WHO’s legitimacy and prominent role in health policy, an agreement with WHO is being finalized by means of which WHO will serve as the trustee and will host the secretariat during the set-up period.

UNITAID South-North partnership

UNITAID intends to transcend the divide between donor countries of the North and recipient countries of the South:

· Developing countries will be adequately represented in the Provisional Board of UNITAID, not only as beneficiary countries, but also as contributing countries. This is a vital guarantee that decisions taken by UNITAID will fully take into account the needs of recipient countries.

· UNITAID will continue to dialogue with countries that are willing to join and bring additional and predictable resources and competences to the initiative. UNITAID will notably keep discussing with the poorest countries which have been closely involved in the work by the founding countries through specific meetings, so that UNITAID could meet the concrete requirements of the people in need. 

Eligibility criteria

All developing countries should have access to favourable pricing terms as negotiated by UNITAID (for purposes of this section, income indicators are based on World Bank definitions). 

A suitable programmatic partner should implement UNITAID programmes. This will mainly be the Global Fund, and potentially other partner organizations.  UNITAID will not expect to receive proposals directly from developing countries or NGOs.

At least 85% of UNITAID funds should be spent on low income countries (LICs).

No more than 10% of UNITAID funds should be spent on lower middle income countries (LMICs).

No more than 5% of UNITAID funds should be spent on upper middle income countries (UMICs) with priority given to those with a high disease prevalence, subject to these countries providing co-financing for their projects as to 20% in year 1 rising to 40% in year 5 (the same arrangements as per the Global Fund).

In the case of both LMICS and UMICs, UNITAID contributions should be used to scale up existing programmes targeted principally at vulnerable groups (in accordance with the UNAIDS definition).

Next steps

UNITAID will pursue the following next steps:

· UNITAID will be officially launched at the margins of the opening session of the UN General Assembly on September 19, 2006.
· UNITAID will further work with partners, including developing countries, NGOs and communities living with the diseases, on the elaboration of the business plans associated with the first identified actions. In early October, a list of programmes will be submitted for approval during the first Board meeting.

· UNITAID will be operational by October 1, 2006.

