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surveys can be exploited through the indirect link to the
data from the first randomised survey.

Geostatistical analysis should recognise that disease
prevalence varies continuously over both space
and time. Fortunately, the geostatistical modelling
framework readily assesses these aspects, albeit with
a need for increased modelling choices to take into
account spatial and temporal variations. Geostatistical
modelling is a powerful tool, but study design still
matters.

Genesis of EDCTP2

Dec 2, 2014, will mark a historic launch* in Cape Town,
South Africa—under the auspices of the South African
Department of Science and Technology—of the second
European and Developing Countries Clinical Trials
Partnership Programme (EDCTP2), which was recently
approved by the European Union (EU).>? At the launch,
the role and strategic vision of the EDCTP2 programme
will be shared, synergies with other worldwide
initiatives for Africa explored, and successes of the
previous EDCTP programme celebrated. Funding of
around €1-4 billion for the next 10 years (2014-23) is
available for the EDCTP2 programme.

EDCTP, based in The Hague, Netherlands—with
the Africa office in Cape Town, South Africa—was
established by the EU in 2003 in response to the
worldwide health crisis caused by the three major
poverty-related  diseases—HIV/AIDS, tuberculosis,
and malaria—and the EU’s commitment to achieving
the Millennium Development Goals. This initiative
followed the Abuja Declaration,* in which African
leaders outlined the urgent need to develop effective
interventions to tackle the major poverty-related
diseases. The first EDCTP programme was funded
by a €200 million contribution from the EU, with
matching funds from the European participating
states. The initial setup of EDCTP was a partnership
between 14 EU member states, Switzerland, Norway,
and all sub-Saharan African countries.” The main focus
of EDCTP was support of phase 2 and 3 randomised
controlled trials of products that had potential to
substantially advance the field of drugs, microbicides,
diagnostics, and vaccines.>® Parallel capacity develop-
ment, including training, is central to the ethos of
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EDCTP. EDCTP is fundamentally different from other
research funding models operating in Africa®” because
it is focused on creating equitable partnerships
between developed and developing—and between
developing—countries, with
demand-driven  research

local ownership of

important  health
issues.” The initial advisory and governing bodies of
EDCTP were the Developing Countries Coordinating
Committee, consisting of a team of independent
researchers from sub-Saharan Africa; the Partnership
Board, an independent expert scientific panel; and
the General Assembly, the ultimate decision making
body of EDCTP, which consisted of all participating
European states and four positions for African
representation.

on

Despite a slow start, which generated pessimistic
predictions,®® EDCTP flourished and expanded,
achieving substantial results.”* From 2003 up to now,
EDCTP has funded 254 projects: 54 for HIV/AIDS, 37 for
tuberculosis, 13 for HIV and tuberculosis co-infections,
42 for malaria, 78 for regulatory and ethics
frameworks, and 30 for crosscutting research topics
and infrastructure for the conduct of clinical trials.
Several hundred African researchers have received
Master’s degrees, PhDs, and postdoctoral fellowships
from EDCTP. Of the 100 clinical trials funded for drugs,
microbicides, diagnostics, and vaccines, there were
30 for HIV/AIDS, 27 for tuberculosis, nine for HIV and
tuberculosis co-infection, and 34 for malaria.** More
than 500 reports have been published and research
data have been used by WHO and governments to
develop new management and prevention guidelines.
Substantial strengthening of the ethics and regulatory
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For more on the Pan African
Clinical Trials Registry see
http://www.pactr.org/
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For more on Horizon 2020 see
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http://ec.europa.eu/
programmes/horizon2020/

framework capacity was achieved, including the
creation of the Pan African Clinical Trials Registry
(PACTR).

EDCTP2 has several novel features which provide
further unique opportunities to sustain progress
made so far, and enable further expansion of research,
training, and capacity development networks across all
African regions. Neglected diseases have been added
to the existing portfolio of HIV/AIDS, tuberculosis, and
malaria, and the remit has been expanded to other
existing and emerging infectious diseases. All stages
of clinical trials, from phase 1 to 4, and collaborative
multicentre projects that combine clinical trials
and capacity development, will now be eligible for
funding. Closer collaboration with industry and other
funding and development agencies will be strongly
encouraged. As part of the preparatory process for
EDCTP2, a series of thematic stakeholder meetings
were held for HIV/AIDS, tuberculosis and other
mycobacterial infections, malaria, neglected infectious
diseases, ethics and regulatory affairs, and capacity
building, to shape the organisation’s future strategy
and funding approach.

Importantly, EDCTP has changed its legal structure
from a European Economic Interest Grouping to an
association under Dutch law, enabling sub-Saharan
African countries to become full members of EDCTP,
in addition to all countries associated with Horizon
2020, the EU Framework Programme for Research and
Innovation.This unique arrangement shows EDCTP’s
commitment to equal partnership built on joint
ownership, leadership, and trust with mutual benefit.
For EDCTP2, membership of the EDCTP Association
includes 13 European countries (Austria, Denmark,
Finland, France, Germany, Ireland, Italy, Luxembourg,
Netherlands, Norway, Portugal, Spain, and the UK) and
11 African countries (Cameroon, Congo, The Gambia,
Ghana, Mozambique, Niger, Senegal, South Africa,
Tanzania, Uganda, and Zambia). Other African and
European countries are expected to join the EDCTP
Association soon. All these participating states have
voting rights in the EDCTP General Assembly. Under
the EDCTP Association, the advisory structures have
been streamlined with the establishment of the
Strategic Advisory Committee, which provides both
scientific and strategic advice to EDCTP, instead of the
previous two separate EDCTP advisory structures, the

Developing Countries Coordinating Committee and
Partnership Board.

EDCTP2 represents a genuine partnership between
developed and developing countries. The active
involvement and contribution of African countries
will ensure joint ownership of the EDCTP2 programme
with European counterparts. This historic and unique
advance for European-African partnerships will allow
the momentum achieved over the past decade in the
fight against infectious diseases to be enhanced with a
multiplier effect, eventually leading to universal access
to quality health care.

Alimuddin Zumla, Michael Makanga, Thomas Nyirenda,
Pauline Beattie, Ole F Olesen, ) Gabrielle Breugelmans,

Eleni Aklillu, Tumani Corrah, *Charles Mgone

University College London and National Institutes of Health
Research Biomedical Research Centre at University College
Hospital, London, UK (AZ); European and Developing Countries
Clinical Trials Partnership (EDCTP), The Hague 2593,
Netherlands (MM, TN, PB, OFO, JGB, CM); Division of Clinical
Pharmacology, Karolinska Institutet, Stockholm, Sweden (EA);
and Medical Research Council, Banjul, The Gambia (TC)
mgone@edctp.org

AZ,TC, and EA are members of the Strategic Advisory Committee of the
European and Developing Countries Clinical Trials Partnership (EDCTP). All
other authors are staff of the EDCTP.

1 EDCTP. Launch of the second EDCTP programme against poverty related
diseases in Africa. The Hague: European and Developing Countries
Clinical Trials Partnership, 2014. http://www.edctp.org/media-centre/
news/announcement/launch-of-the-second-edctp-programme-against-
poverty-related-diseases-in-africa/ (accessed Oct 16, 2014).

2 The European Parliament and the Council of the European Union.
Decision No 556/2014/EU of the European Parliament and of Council of
May 2014 on the participation of the Union in a second European and
Developing Countries Clinical Trials Partnership Programme (EDCTP2)
jointly undertaken by several Member States. Official Journal of the
European Union 2014; L169: 38-53. http://www.edctp.org/fileadmin/
documents/Towards_EDCTP_II/EDCTP2-Decision556_2014_EU_2014-
05-15.pdf (accessed Oct 16, 2014).

3 The European Parliament and the Council of the European Union.
Decision no 1209/2003/ec of the European parliament and of the council
of 16 June 2003. Official Journal of the European Union 2014; L169: 1-5.
ftp://ftp.cordis.europa.eu/pub/fp7/art169/docs/edctp.pdf (accessed
Oct 16, 2014).

4 ECA.The Abuja declaration on HIV/AIDS, tuberculosis, malaria and other
related infectious diseases: AIDS the greatest leadership challenge. Addis
Ababa, Ethiopia: Economic Commission for Africa, 2003.

5 Olliaro P, Smith PG. The European and developing countries clinical trials
partnership. J HIV Ther 2004; 9: 53-56.

6  The PLoS Medicine Editors. A new vision for clinical trials in Africa.

PLoS Med 2004; 1: e71.

7  BinkaF. Editorial: north-south research collaborations: a move towards a
true partnership? Trop Med Int Health 2005; 10: 207-09.

8  The Lancet. Europe’s science bureaucrats should learn from Gates
success. Lancet 2005; 366: 2.

9  The Lancet. Europe’s clinical trials partnership in peril. Lancet 2007;
370:362.

10  Mgone C. The emerging shape of a global HIV research agenda: how
partnerships between Northern and Southern researchers are addressing
questions relevant to both. Curr Opin HIV AIDS 2008; 3: 521-25.

www.thelancet.com/infection Vol 15 January 2015



Comment

11 Mgone CS, Salami W. EDCTP: a genuine north-south partnership.
Trop Med Int Health 2009; 14: 1327-28.

12 Matee MI, Manyando C, Ndumbe PM, et al. European and Developing
Countries Clinical Trials Partnership (EDCTP): the path towards a true
partnership. BMC Public Health 2009; 9: 249.

13 Kitua AY, Corrah T, Herbst K, et al. Strengthening capacity, collaboration
and quality of clinical research in Africa: EDCTP Networks of Excellence.
Tanzan | Health Res 2009; 11: 51-54.

14 Zumla A, Huggett J, Dheda K, Green C, Kapata N, Mwaba P. Trials and
tribulations of an African-led research and capacity development
programme: the case for EDCTP investments. Trop Med Int Health 2010;
15: 489-94.

On this year's cover

The 2015 cover artist for The Lancet Infectious Diseases
is Justin Gabbard, who replaces Darrel Rees. We thank
Darrel for his thought-provoking covers throughout
2014. Justin is based in San Francisco, CA, USA. His work
has been commissioned by a variety of publishers both
in print and as animation. He illustrates regularly for
The New York Times among others. When he is not busy
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teaching illustration at the California College of the Arts
in San Francisco he enjoys spending time at his studio,
which is a short bike ride away from the beach.
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