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Problem Statement

The 45
countries of sub-Saharan Africa carry a huge and increasing disease burden, yet collectively they represent the smallest segment of the global pharmaceutical market.  The global pharmaceutical market is worth over $406 billion, 77% of which is accounted for by the US, EU and Japan. Only 1% of the total spending occurs in Africa, yet Africa accounts for 25% of the disease burden in the world (Scheffler and Panthania, 2005)

A domestic pharmaceutical industry in Africa is essentially non-existent. What pharmaceutical needs are being met, are being provided almost exclusively by non-African companies. However, for non-African companies, research has been understandably directed towards treatments for diseases of their home markets in the developed countries. It has been estimated that between 1975 and 1997, only 13 of the 1223 new chemical entities found to have useful pharmacological properties were for the treatment of diseases prevalent in poor countries (Bystrom and Einarsson 2001). Of the more than 1500 new drugs commercialized between 1980 and 2000, less than 15 have been approved specifically for tropical diseases
 .

Basic pharmaceutical research and development aside, there is little in the way of large-scale pharmaceutical production in Africa. Of the pharmaceutical manufacturing presence in Africa (mainly, South Africa and Kenya) most is represented by Indian and Chinese generics companies, or local African companies importing and distributing products under-license from the international pharmaceutical companies. This pharmaceutical life-line is precarious, and leaves a vital component of their healthcare out of the control of those who actually need it. Furthermore, the pharmaceutical industry by being based entirely outside of Africa, denies Africa the opportunity to develop an independent capacity for pharmaceutical research, development and production, as well as medium vehicle by which to build and drive an independent pharmaceutical strategy which addresses Africa’s unique needs. For example, in most African countries, traditional medicine is used by 70-80% of the local populations to address their health needs. Up to 120 pharmaceutical products are derived from plants, and 74% were first utilized by indigenous cultures
. Given this, it is somewhat surprising that there are few examples of local medicines being manufactured under what would generally be considered modern industrial scale. However, it has been done. Niprisan exists as an example of a local (Nigeria) phyto-pharmaceutical being developed and manufactured on an industrial scale to address an African disease (sickle-cell disease; SCD)
.

Is it impossible for Africa to develop its domestic pharmaceutical industry? No. One only has to look to India, Brazil, Cuba and China as precedents. Until the 1970s India had virtually no domestic pharmaceutical industry. Yet by 2006 there were 5,877 pharmaceutical private companies operating in India
. Seventy-five percent of India’s demand for medicines is now met by local manufacturing (KPMG 2006). Indian generics companies such as Ranbaxy, Dr. Reddy’s and Cipla are now present throughout the world including the US and Africa where they successfully compete in the generics market. China presents a particularly compelling case study, as a Chinese traditional malaria treatment – artemenisin – has been successfully developed in China and is now marketed worldwide as the frontline treatment against malaria.

An African pharmaceutical industry is feasible. In Kenya and South Africa both have established industries
. A study commissioned by the German Development Agency clearly concluded in the case of Tanzania that pharmaceutical manufacturing is viable
 (Appendix 5). More details on Tanzania are provided in Appendix 2).  The need to expand Africa’s pharmaceutical R&D and manufacturing capacity is addressed by both the African Union in their plan to build a pharmaceutical manufacturing facility
 (Appendix 6) and by NEPAD (Appendix 2).

As the AU and NEPAD and others build the various components of integrated healthcare systems throughout Africa, MJoTA Foundation, believes it has a role to play by contributing to Africa’s pharmaceutical  manufacturing capacity which will eventually evolve to an an R&D capacity capable of developing African solutions to African diseases based on indigenous as well as imported pharmaceutical technologies

MJOTA’s Concept

MJOTA seeks to design and build a self-standing, state of the art pharmaceutical R&D and manufacturing facility in Africa. The plant will comprise a multi-purpose facility capable of producing essential (as defined by WHO) drugs at a quality acceptable to the authorities of the ICH regions, and for qualification by the WHO. Once in operation, drugs will be available to health authorities, NGOs and others operating in Africa. Construction of the facility will be funded via private and public bodies. To fund its on-going operation, the plant once built will operate independently, producing its own products as well as a contract manufacturer for the international pharmaceutical companies which currently donate their drugs to international aid efforts, to produce the donated drugs, as well as a contract-manufacturer producing drugs distributed by the international aid agencies, charities and national health systems. In addition to providing much needed drugs to Africa, this facility will have an added benefit by: 

· providing local employment

· acting as a training-ground for local African talent

· attracting expatriate Africa pharmaceutical and life-science professionals

· generating revenues

· provide a resource to characterize, standardize and purify indigenous local herbal products

· potentially supporting an export industry 

· Acting as  a development model that could be replicated in other countries

The manufacturing facility will be run as a sustainable, cash-positive venture, and act as the nucleus of an enterprise which will eventually grow to fund and support non-clinical and clinical research and development focused on researching and developing  solutions for uniquely African medical needs, as well as a center of excellence for the investigation and commercialization of African traditional medicines.

Next Steps

· Finalize the creation of MJOTA Foundation as a 501(3)(c) 

· develop an advisory board

· develop a MJOTA resources and governance

· identify potential contractors (eg., Frost and Sullivan, PriceWaterhouse Coopers, KPMG) and their points of contact

· identify potential funding sources (Rockefeller, Gates, Clinton) and research their grant application processes and procedures

· develop a Request-for-Proposal (RFP) s to be sent to consultants  to bid for contracts to 

· identify the optimum Sub-Saharan African country(ies) to implement the plan. (Factors for consideration include economic and political stability, health-systems analysis and integration, availability of educated work-force, etc)

· develop and conduct a full feasibility analysis for the candidate country(ies) , (include availability of supporting infrastructure, access to raw materials, capital, costs of construction)

· develop a full business plan (including corporate governance and financial structure)

It is broadly expected that funds (from Gates etc) will be obtained to commission feasibility research into of the MJoTA Concept.  The output of such feasibility studies, will be used to raise additional funds to develop plans to see the MJoTA concept to completion. These plans will include business plans for raising capital, construction plans and eventually the operations plans to start pharmaceutical production.  

Once operational, the model will be refined and repeated throughout Africa.
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APPENDIX 1

List of Sub-Saharan Countries as defined by UNESCO (www.uis.unesco.org/profiles/EN/EDU/countries40350.html)
1. Angola

2. Benin

3. Botswana

4. Burkina Faso

5. Burundi

6. Cameroon

7. Cape Verde

8. Central African Republic

9. Chad

10. Comoros

11. Congo

12. Côte d'Ivoire

13. Democratic Republic of the Congo

14. Equatorial Guinea

15. Eritrea

16. Ethiopia

17. Gabon

18. Gambia

19. Ghana

20. Guinea

21. Guinea-Bissau

22. Kenya

23. Lesotho

24. Liberia

25. Madagascar

26. Malawi

27. Mali

28. Mauritius

29. Mozambique

30. Namibia

31. Niger

32. Nigeria

33. Rwanda

34. Sao Tome and Principe

35. Senegal

36. Seychelles

37. Sierra Leone

38. Somalia

39. South Africa

40. Swaziland

41. Togo

42. Uganda

43. United Republic of Tanzania

44. Zambia

45. Zimbabwe


� For the purposes of this document, Africa describes the 53 African Union member states, 45 of which are considered as sub-Saharan by UNESCO  - Appendix 1


� Appendix 2 page 159


� Appendix 2 Chapter 3


� Oddly, this represents an African attempt to address an African disease. However, SCD is common in the African-American population, yet Niprisan is not available in the US. Clearly there exists a US market for Niprisan


� Appendix 3 and Appendix 2 page 31


� Appendix 4 and 5


� Appendix 6


� Appendix 7
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