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SUMMARY Since its establishment in 2003, 
the European and Developing Countries 
Clinical Trials Partnership (EDCTP) has 
addressed a double challenge. First, a lack of 
resources for conducting clinical research in 
the countries most touched by poverty-related 
diseases (PRD) – malaria, HIV/AIDS and 
tuberculosis. Second, persistent fragmentation 
of European research efforts related to PRD. 
The EDCTP aims to scale up the fight against 
PRD by financing and coordinating research 
undertaken by Europeans in partnership with 
developing sub-Saharan countries. Its main 
focus is on clinical trials of new medicines. The 
first phase 2003-2015 is coming to an end with 
stakeholders overall evaluating it as 
successful. A proposal for a second phase, 
EDCTP II, is due to be submitted to the EP and 
Council in coming months. 
EDCTP II will retain much of the core mission, 
while taking into account lessons learnt from 
the first phase. The new programme, 
according to the proposal currently in 
preparation, would keep the same 
geographical focus, but cover more diseases. It 
would have a larger budget, and improved 
management. Among the key challenges will 
be to involve new EU Member States in the 
next stage, and to optimise funding methods. 

 
AIDS medicine at an HIV/AIDS Community 

Rehabilitation Programme, Orphanage & Clinic, 
Nairobi, Kenya 
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The EDCTP: an overview 

The objective of the European and 
Developing Countries Clinical Trials 
Partnership (EDCTP) programme is to 
accelerate research and development on 
new therapeutic and prophylactic tools to 
fight three major poverty-related diseases 
(PRD) – malaria, tuberculosis and HIV/AIDS). 
The main focus of the programme is to 
provide direct support to phase II and III 
clinical trials in 47 countries1 in sub-Saharan 
Africa particularly affected by these diseases. 
However the EDCTP also supports 
coordination of national research between 
16 European partner countries and 
networking with their partners in the south. 
Moreover, the EDCTP assists coordination 
between African national programmes and 
strengthens African capacity in this field. 
The main actions supported in this context 
are fellowships, training, regulatory 
development and formulating ethical 
standards. 
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Legal framework 
The EDCTP was created in 2003 by a 
decision of the European Parliament and the 
Council, as part of the Sixth Framework 
Programme (FP6) for research and 
technological development. Its legal base is 
Article 185 TFEU (formerly Article 169 TEC), 

ftp://ftp.cordis.europa.eu/pub/fp7/art169/docs/edctp.pdf
http://www.europarl.europa.eu/RegData/seance_pleniere/textes_adoptes/definitif/2003/03-27/0123/P5_TA(2003)0123_EN.pdf
http://cordis.europa.eu/fp7/art185/about-185_en.html
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aiming at coordination and joint 
implementation of Member States' research 
and development activities in order to 
reduce the fragmentation of research efforts 
in Europe. The EDCTP was the first 
programme based on this article. The EDCTP 
was an important 
element of the capacity-
building part of the 
European Programme 
for Action to Confront 
HIV/AIDS, Malaria and 
Tuberculosis through 
External Action (2007-
2011). 

Initially foreseen to run 
from 1 January 2004 
until the end of 2006, 
EDCTP I was extended 
until the end of 2015. 
The overall budget was 
€400 million, 50% from 
the EU budget and 50% 
from the European 
partner countries 2. 

Governance 
The EDCPT has the legal 
form of a European 
Economic Interest 
Group, and is based in 
The Hague. A liaison 
office operates in Cape 
Town. The main 
governing body is the 
General Assembly 
composed of 
representatives of the 
European members. the 
Executive Secretariat 
performs the day-to-day 
management. The views of African states are 
mainly expressed via the Partnership Board 
and the Developing Country Coordinating 
Committee. These bodies bring together 
experts from Africa and Europe, and can 
formulate recommendations and proposals 
to the General Assembly. 

Main achievements 

Between 2004 and 2012, the EDCTP has co-
sponsored 57 clinical trials. It also supported 
a number of capacity-building projects: 
more then 300 grants to African scientists 

for PhD, Masters or senior 
fellowships, building 
ethical and regulatory 
standards as well as 
networking. From its 
inception until 2012, the 
EDCTP has worked with 
157 institutions located in 
27 African countries. 
Information on all 
projects is publicly 
available via an online 
database. At the end of 
2011, EDCTP had 
supported 196 projects 
with a total amount of 
approximately €356 
million, including 
cofunding from European 
countries for research. Of 
the projects, 44 have 
targeted HIV/AIDS, 31 
tuberculosis, and 34 
malaria. The remaining 87 
research projects were 
non-disease specific.3 

According to the EDCTP's 
2011 Annual Report, from 
2003 to 2011, a total of 64 
calls for proposals have 
been launched, 494 
applications processed 
and 196 grants awarded. 
The time needed for 

contract negotiation has been decreasing 
from 2003, and today amounts to about 
three months. 

One of the strong points noted by 
commentators is the high level of 
participation by women in EDCTP 
activities. For example 26% of project 
coordinators are female, which is seen as a 

Phases of clinical trials in humans

Phase I trials assess the safety of a drug. 
This initial phase of testing, which can take 
several months to complete, usually 
includes a small number of healthy 

olunteers. v

Phase II studies test the efficacy of a drug 
or device. This second phase of testing can 
last from several months to two years, and 
involves up to several hundred patients. 
Most phase II studies are randomised trials 
where one group of patients receives the 
experimental drug, while the "control" 
group receives a standard treatment or 
placebo. 

Phase III studies involve randomised and 
blind testing in several hundred to several 

This large-scale testing, 
which can last several years, provides a 
more thorough understanding of the 
effectiveness of the drug, its benefits and 
the range of possible adverse reactions. 

thousand patients. 

Phas
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cost-effec

e IV studies are conducted after a 
drug has been approved for sale. 
Pharmaceutical companies have several 
objectives at this stage: (1) to compare a 

ug with other drugs already in the 
arket; (2) to monitor a drug's long-term 

effectiveness and impact on a patient's 
quality of life; and (3) to determine the 

tiveness of a drug therapy 
compared to other traditional and new 
therapies. 

Source: Center Watch 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:52005DC0179:EN:HTML
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:52005DC0179:EN:HTML
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:52005DC0179:EN:HTML
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:52005DC0179:EN:HTML
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:52005DC0179:EN:HTML
http://www.edctp.org/General_Assembly.13.0.html
http://www.edctp.org/Executive_Secretariat.59.0.html
http://www.edctp.org/Executive_Secretariat.59.0.html
http://www.edctp.org/Partnership_Board.17.0.html
http://www.edctp.org/Developing_Countries_Coordinatin.19.0.html
http://www.edctp.org/Developing_Countries_Coordinatin.19.0.html
http://www.edctp.org/?id=245
http://www.edctp.org/?id=245
http://www.edctp.org/fileadmin/documents/publications/EDCTP_Annual_Report_2010_English.pdf
http://www.edctp.org/fileadmin/documents/publications/EDCTP_Annual_Report_2010_English.pdf
http://www.edctp.org/fileadmin/documents/KPI/june2012/kpi_06.jpg
http://www.centerwatch.com/clinical-trials/overview.aspx


Library Briefing EDCTP
 

Author: Marta Latek 120364REV1 

Contact: marta.latek@ep.europa.eu  Page 3 of 7 

 

result of concern for gender balance among 
application evaluators.4 Another 
achievement, stressed by observers, is a true 
partnership that the programme has 
established between European and African 
scientists, whose participation has been 
increasing constantly since 2003.5 

Some of the most promising achievements 
supported by the EDCTP: 

 The Pan African Clinical Trials Registry 
(PACTR) is a platform where clinical trials, 
planned, ongoing or completed can be 
registered and searched for in an 
electronic database.  

 Approval by the US Food and Drug 
administration of an anti-retroviral drug 
for HIV-infected children tested in one of 
the EDCTP's projects (CHAPAS trial in 
Zambia). 

 The establishment and strengthening of 
National Ethics Committees (NEC) in 
Benin, Gabon, Mozambique, and Rwanda. 

Shortcomings and future challenges 

Despite overall positive evaluations of the 
programme's achievements by the major 
stakeholders, some criticisms and proposals 
for improvements have been put forward. 

One of the most critical voices was the first 
Independent External Review Report in July 
2007. Its conclusions make the extension of 
the programme conditional on a number of 
reforms. The main recommendations, to be 
implemented by 2008 according to the 
Commission, were:6 

 To define a clear EDCTP scientific strategy 
and vision and strictly comply with the 
EDCTP mandate. 

 To review the types of calls for proposal 
and simplify co-funding (individual 
grants are no longer given) 

 to make the General Assembly more 
political and create the General Assembly 
steering Committee. 

 To reinforce African participation in the 
General Assembly. 

 To provide the funding promised by the 
European partner countries. 

After rather turbulent early years, 
subsequent evaluations suggest the 
programme's implementation has achieved 
a more mature state. 

The second Independent External Review 
Report (2009) stressed major improvements 
in management and scientific review 
processes, resulting in growing output in 
numbers of clinical trials and successful 
involvement of African scientists. However 
EDCTP has great difficulty in integrating 
national trials programmes and involving 
all the participating states effectively in 
EDCPT financing. In fact, the majority of co-
funding is provided by only seven of the 16 
European members, and in the form of "in 
kind" and "virtual cash" (disbursed and spent 
in the paying country). 

The Internal Assessment of the 2003-2009 
EDCTP Programme based on a stakeholder 
survey showed in particular two major 
challenges remain: 

 Funding and co-funding is one of the 
points criticised the most, since it is 
particularly difficult for African project 
applicants to find interested EU partners 
to match with funding from the EU. 
National criteria are often rigid and funds 
available from European countries 
insufficient. 

 Management, although improved, is still 
seen as heavy, bureaucratic and too time-
consuming. 

Some commentators point to the need to 
build synergies and coordination between 
EDCTP and other international agencies 
involved in the financing of African research 
in order to pool resources and provide 
flexible, long-term funding for African-led 
consortia.7 

http://www.edctp.org/fileadmin/documents/publications/Factsheet_EDCTP_projects_March2012.pdf
http://ec.europa.eu/research/health/infectious-diseases/poverty-diseases/doc/ier-report-edctp-programme_en.pdf
ftp://ftp.cordis.europa.eu/pub/fp7/docs/20100419-review-report-2-by-w-van-velzen-as-sent-to-ep-council.pdf
ftp://ftp.cordis.europa.eu/pub/fp7/docs/20100419-review-report-2-by-w-van-velzen-as-sent-to-ep-council.pdf
http://www.edctp.org/fileadmin/documents/Report_EDCTP_Internal_Assessment_SCIH.pdf
http://www.edctp.org/fileadmin/documents/Report_EDCTP_Internal_Assessment_SCIH.pdf
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Towards EDCTP II 

The proposal for the second Phase of EDCTP, 
based on previous experiences, and reviews, 
was adopted by the EDCTP General 
Assembly on 25 August 2011 on behalf of 
the relevant national authorities, and 
published in May 2012. It will be a 
foundation for the European Commission's 
legislative proposals for the financial 
participation of the European Union in 
EDCTP II, under the next multiannual 
framework programme for research and 
innovation, i.e. Horizon 2020 (2014-2020). 
The proposal maintains the current 
geographical focus and its specific 
objectives, but enlarges the scope of the 
programme in two areas: 
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 Inclusion, in addition to the three PRD, of 
Neglected Tropical Diseases (NTD) – 
World Health Organisation category 
covering 17 tropical infections attracting 
relatively little research or treatment.  

 Inclusion of all four clinical trials phases 
as well as "health services optimisation" 
research. 

The budget of the programme for 2014-
2024 foresees €1 billion, divided between 
European partner countries and the EU, with 
some contribution from the private sector. 
Reforms are planned to make the co-
funding system more transparent, 
predictable and manageable. 

African involvement in the governance 
process will be increased. In addition to 
European partner countries' representatives, 
the General Assembly would include at least 
four African representatives with voting 
rights on scientific programming matters. 

The governance structure will be simplified: 
A Scientific Advisory Committee will replace 
the previous Developing Countries 
Coordinating Committee and Partnership 
Board. The new consolidated body 
composed of African and European 
scientists specialised in targeted diseases 
and delivery of clinical trials, will prepare the 

annual work programme and strategic 
research agenda (SRA). Future calls will fall 
into one of five categories: 
 Integrated Projects on HIV/AIDS, Malaria, 

Tuberculosis and NTD. 
 Ethics and Regulatory Projects  
 Networks of Excellence  
 Training Fellowships  
 Integration of Member-State Initiated 

Projects  

The participation of newer EU Member 
States in the programme is encouraged, 
with Latvia having already expressed its 
willingness to join the programme. 

To consolidate and further develop the 
foundation on which the next phase will 
build, in 2012 EDCTP-Plus was established. 
This EU-funded coordination and support 
action, with a budget of €7.7 million, 
focuseds on networking of EU national 
research programmes related to PRD and 
developing synergies with other 
stakeholders active in this field, such as 
industry, governments and international 
agencies. It aims also, in the perspective of 
an enlarged scope for EDCTP II, at 
optimising its internal management. 

Further reading 

European and Developing Countries Clinical 
Trials Partnership (EDCTP): the path towards a 
true partnership/ Mecky I. Matee et al., in: BMC 
Public Health; 2009, Vol. 9, p. 249-254, 

Disclaimer and Copyright 

This briefing is a summary of published information and 
does not necessarily represent the views of the author or 
the European Parliament. The document is exclusively 
addressed to the Members and staff of the European 
Parliament for their parliamentary work. Links to 
information sources within this document may be 
inaccessible from locations outside the European 
Parliament network. © European Union, 2012. All rights 
reserved. 
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http://www.edctp.org/fileadmin/documents/Towards_EDCTP_II/EDCTP_Strategic_Business_Plan_for_EDCTP-II_-_publication_May_2012.pdf
http://ec.europa.eu/research/horizon2020/index_en.cfm?pg=h2020
http://www.who.int/neglected_diseases/diseases/en/
http://cordis.europa.eu/projects/rcn/102640_en.html
http://search.ebscohost.com/login.aspx?direct=true&db=a9h&AN=43571074&site=ehost-live
http://search.ebscohost.com/login.aspx?direct=true&db=a9h&AN=43571074&site=ehost-live
http://search.ebscohost.com/login.aspx?direct=true&db=a9h&AN=43571074&site=ehost-live
http://www.library.ep.ec/
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Statistical annex: PRD situation in the world                                            Source: WHO 

Deaths due to tuberculosis among HIV-negative people, 2010  
(per 100 000 population) 

 

    

 

Reported deaths from malaria, 2010 (per 100 000 population) 

 

 

http://www.who.int/evidence/bod
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Estimated deaths due to AIDS, 2009  

(per 100 000 population) 
 

 

 
 

 

 

Distribution of deaths by age group and 
disease 
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Poverty Related Diseases 
Deaths per 100 000 population
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 Total number of deaths 

  World Africa Americas 
East 

Mediterranean Europe 
South East 

Asia West Pacific 
All causes 56 888 289 10 124 777 6 170 260 4 198 276 9 222 832 14 498 465 12 673 680 

3 944 950 2 456 655 94 359 154 467 140 916 785 217 313 336 Poverty-
related 

diseases 
 (PRD)       6.9% 24.2% 1.5% 3.6% 1.5% 5.4% 2.4% 

 Deaths per 100 000 population 
All causes 844 1 258 674 724 1 037 824 709 

PRD 59 305 10 27 16 45 18 
 

Endnotes 
 

1 Angola, Benin, Botswana, Burkina Faso, Burundi, Cameroon, Cape Verde, Central African Republic, Chad, Comoros, Democratic 
Republic of Congo, Republic of Congo, Ivory Coast, Equatorial Guinea, Eritrea, Ethiopia, Gabon, the Gambia, Ghana, Guinea, 
Guinea-Bissau, Kenya, Lesotho, Liberia, Madagascar, Malawi, Mali, Mauritania, Mauritius, Mozambique, Namibia, Niger, Nigeria, 
Rwanda, Sao Tome and Principe, Senegal, Seychelles, Sierra Leone, Somalia, South Africa, Sudan, Swaziland, Tanzania, Togo, 
Uganda, Zambia and Zimbabwe. 

2 Austria, Belgium, Denmark, France, Germany, Greece, Ireland, Italy, Luxembourg, the Netherlands, Portugal, Spain, Sweden, and 
the United Kingdom, as well as Norway and Switzerland. 

3 EDCTP annual report/2011 

4 EU Regulation: Help from a Guiding Hand/ P. O'Donnell, Applied Clinical Trials, April 2011. 

5 European and Developing Countries Clinical Trials Partnership (EDCTP): the path towards a true partnership/ Mecky I. Matee et 
al., in: BMC Public Health; 2009, Vol. 9. 

6 Commission Staff Working Document, Progress report on the EDCTP, COM(2008) 688, pp. 4-5, 23-24. 

7 Trials and tribulations of an African-led research and capacity development programmes: the case of EDCTP investments/ 
A. Zuma, J. Huggett, K. Dheda, C. Green, N. Kapata, P. Mwaba, Tropical Medicine and International Health, Vol. 15, no 4., April 
2010, p. 492. 
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http://www.edctp.org/Announcement.403+M57ed39f3eac.0.html
http://www.modernmedicine.com/modernmedicine/article/articleDetail.jsp?id=714695
http://search.ebscohost.com/login.aspx?direct=true&db=a9h&AN=43571074&site=ehost-live
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=SEC:2008:2723:FIN:EN:PDF
http://search.ebscohost.com/login.aspx?direct=true&db=a9h&AN=48537142&site=ehost-live

