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Executive Summary

The European & Developing Countries Clinical Trials Partnership (EDCTP) was established in 2003
by 15 European Union member states as a European response to the global health crisis caused by
the three main poverty-related diseases of HIV/AIDS, Malaria and Tuberculosis.

As the initial funding phase of the 2003-2009 EDCTP programme will terminate in 2010, EDCTP
management is currently preparing the ground for the continuation of the programme beyond 2010.
With the aim of identifying the limitations and progress made regarding the establishment of genuine
partnerships between European member states and African counterparts, capacity development,
networking, research and development (R&D) and regulatory frameworks, the Swiss Centre for
International Health (SCIH) of the Swiss Tropical Institute (STI) (http://www.sti.ch) was mandated by
the EDCTP to conduct an internal assessment on related stakeholder group perceptions and
expectations.

The methodology used for the Internal Assessment was based on a three-fold approach consisting of
1) a review of key documents, 2) an online questionnaire targeting the perspectives of stakeholder
group representatives and 3) telephone interviews to further detail and analyse stakeholder opinions.

Representatives from all stakeholder groups consisting of African & European applicants, African &
European researcher/University staff, African & European regional networks, EDCTP supported
regional networks of excellence, EDCTP constituent members, African & European governmental
bodies, third party funding bodies and the private sector were contacted by either questionnaire or
telephone. In total, 67 stakeholders out of 135 contacted responded to the questionnaire constituting
a response rate of 49.6%. Complementary to the questionnaire, 12 structured telephone interviews
were held over a period of two weeks.

The reputation of EDCTP among survey respondents representing various stakeholder groups is
overall regarded as good and succeeding well for the majority of it's main activities areas: 1)
Networking (South-South, North-South), 2) support to clinical trials, 3) strengthening of the research
capacity, 4) contributing to setting R&D standards in clinical trial conduct, 5) focusing on the three
poverty-related diseases (HIV/AIDS, Malaria and TB), 6) information management 7) strengthening
the regulatory and ethics environment in Africa and 8) increasing African ownership.

A more critical opinion has been voiced by survey participants with regards to the following key
activity areas: 1) funding/co-funding procedures, 2) operational structure, 3) focus on clinical trial
conduct 4) sustainability, 5) engagement with the private sector and 6) political representation at the
final decision making level.

To conclude, it is widely acknowledged that EDCTP plays a very significant role in promoting
collaboration in the international research and development community by providing the much
needed financial and other resources, thereby increasing research and clinical trial capacities of
partners from resource poor settings in Africa.
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1 Introduction

1.1 The EDCTP 2003-2009 Programme

The EDCTP was established in 2003 by 15 European Union member states as a European response
to the global health crisis caused by the three main poverty-related diseases of HIV/AIDS, Malaria
and Tuberculosis. The programme objective is to accelerate the development of new or improved
drugs and vaccines against these diseases, with a focus on conducting phase Il and IlI clinical trials
in Sub-Saharan Africa. Additional objectives are to create genuine and sustainable research
collaborations and networks between European and African countries and to promote capacity
development.

With regards to its key activity areas, EDCTP has gradually been able to progress in accordance with
its mission, reaching the following important achievements by the 2nd quarter of 2009" (see EDCTP
website on Performance Indicators):

The number of approved clinical trials has steadily increased from five in 2004, to 27 in
2007 and to 45 in 2009.
The cash value of grants funded by EC, Member States and Third Party Donors has
increased from 46,000 Euro in 2004, to 100,938,552 Euro cumulatively as per 30.06.20009.
Capacity building activities have accelerated from zero in 2004, to 59 in 2007 to 181 in
2009 covering fellowship, training, regulatory, ethics and poverty-related disease activities.
African country and institutional involvement has considerably increased from one country
(one institution) in 2004, to 21 countries (98 institutions) in 2007 to 26 countries (124
institutions) in 2009. Currently, about 65% of project coordinators are African.
Member state co-funding has constantly increased reaching 57,378,159 Euro (Al to A5)
cumulatively in 2008 compared to 29,177,812 Euro (Al to A5) cumulatively in 2007.

0 Al: unrestricted member state cash contribution to EDCTP;

0 A2:restricted member state cash contribution to EDCTP;

o0 A3: direct cash member state co-funding to specific projects supported by EDCTP;

o A4:in kind member state co-funding to specific projects supported by EDCTP;

0 Ab5:in kind member state contribution to EDCTP.
EDCTP expenditure between Africa and Europe is running at an approximate ratio of two to
one.
EDCTP cumulative expenditure split by area: The majority of the total expenditure forecast
until 31.12.2013 (78%) is allocated to grant funding. The costs of maintaining programme,
support and governance related costs are 22%. Support costs comprise those incurred with
hosting institutions, governance costs cover constituencies’ meetings and audit fees and
programme costs refer to all other costs excluding grants, support and governance costs.

The first funding phase is coming to an end in 2010. As European countries are dealing with the
global economic crisis and will most likely tend to put national priorities first, EDCTP is facing the
challenge of securing the necessary funding resources for a sustainable continuation of the existing
programme.

The EDCTP funding mechanism is based on an approach where European Member States finance
clinical trials and capacity building in Sub-Saharan Africa with matching funding from the European
Commission and contributions from third parties (e.g. Bill and Melinda Gates Foundation (BMGF), TB

! http://www.edctp.org/Performance.572.0.html
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Alliance, etc.). The annual accounts for 2008 show that "total income excluding interest provided by
the EC and other donors has reached 80.4 million Euro, whereby Member States and third party cash
contributors made up 63% with the EC providing the rest. In 2008, cash received directly from the
Member States and third parties also rose to 17.8 million Euro from 13.8 million Euro in 2007, whilst
in kind and direct funding to grantee contributions increased to 33 million Euro (7 million Euro in
2007).”

The EDCTP headquarters are hosted by the Dutch Organisation for Scientific Research (NWO) in
The Hague, Netherlands. A second office is located in Cape Town, hosted by the South African
Medical Research Council (MRC). The African office enforces a strong visibility of EDCTP in Africa
while ensuring a close collaboration and coordination with African regional bodies and promoting
regional networks of excellence as well as South-South and North-South partnerships.

1.2 Objectives of the Internal Assessment

As the initial funding phase of the 2003-2009 EDCTP programme will terminate in 2010, EDCTP
management is currently preparing the ground for a continuation of the programme beyond 2010.
With the aim of identifying the limitations and progress made regarding the establishment of genuine
partnerships between European member states and African counterparts, capacity development,
networking, research and development (R&D) and regulatory frameworks, the Swiss Centre for
International Health (SCIH), a service department of the Swiss Tropical Institute (STI)
(http://www.sti.ch) was mandated by the EDCTP to conduct an internal assessment on related
stakeholder group perspectives.

The objective of the mandate was to assess and consider the progress made by the EDCTP in
delivering its mission taking particular account of:

Quality, extent, ownership and sustainability of the partnership with Africa.

Improvement in cooperation and coordination between European Member States.

Quality and sustainability of the links with third parties.

Improved perception in Africa and internationally of the EDCTP partnership with Africa.
Empowerment of African partners to set priorities and drive the research agenda in Africa.
Enhancement of the research environment in Africa.

o0 s wNPE

2 EDCTP Annual Report 2008
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2 Methodology

A multi-disciplinary team of three experts with complementary skills and experience in institutional
and programmatic management, public health, project appraisals, and performance based monitoring
and evaluation from the SCIH was mandated by the EDCTP to develop, implement and analyze the
internal stakeholder group assessment.

The methodology used for the Internal Assessment was based on a three-fold approach consisting of:

1) an online questionnaire targeting the perspectives of stakeholder group representatives

2) telephone interviews to further detail and analyse the opinions of stakeholder group
representatives

3) review of related key documents

For further details on the methodological approach used see section 2.1.

The findings of the Internal Assessment will feed into the development of the new programme.

2.1 Questionnaire and Interview Design

2.1.1 Questionnaire

For the design and implementation of the questionnaire, a standard online survey tool
(http://www.surveymonkey.com) was used. The online questionnaire, was developed, pilot tested and
approved (see Annex section 6.4 to view the questionnaire) by the EDCTP and, together with the
telephone interviews, focused on the perspectives of stakeholder group representatives regarding:

Strengths/achievements and limitations of the existing EDCTP 2003-2009 programme
Networking and partnerships

Capacity building

Research environment

Challenges for a future EDCTP programme from 2010 onwards

For the questionnaire and telephone interviews, a list of key people was provided by the EDCTP
covering the full range of stakeholder groups comprising African collaborators, grantees, former
grantees, collaborating/network partners, other funding organisations, EDCTP collaborators, third
party funding agencies, network of excellence representatives, representatives of African regional
network partners and EDCTP constituent members (Developing Countries Coordinating Committee
(DCCC), European Network of National Programmes (ENNP), EEIG General Assembly (GA), etc.)
and European Commission (EC) representatives. Six key staff members familiar with the EDCTP
programme — three EDCTP constituent members and stakeholders (Prof. C. Mgone (EDCTP
Executive Director), David Coles (EDCTP Joint Programme Manager) and Umberto D’Allesandro
(EDCTP grantee)), and three SCIH staff members participated in the pilot phase (N. Lorenz (Deputy
Director STl and Head of SCIH) and K. Wyss (Head of System Performance and Monitoring Unit
(SPMU)) and (C. Burri (PB member, Head of Department for Pharmaceutical Medicine (DPM)).

Based on the contact list provided by EDCTP (see Annex 6.3 for an overview of the contact list), a
total of 135 stakeholders were invited to respond to the final version of the online questionnaire
through a personalised web-based link. The final questionnaire consisted of 35, mostly closed-ended
guestions, which did however, also provide the opportunity to add comments and recommendations
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(see Annex 6.4 to view the questionnaire). In order to add a qualitative dimension, open-ended
questions were integrated in the questionnaire mainly probing for more in-depth information about
strengths and limitations of the EDCTP programme and the role of the EDCTP in the international
R&D agenda, as well as future challenges.

The questionnaire was anonymous and did not allow to link responses to individual survey
participants. However, the software did recognize those who had not responded after one week and
generated corresponding reminder e-mails. In the initial attempt to send out the questionnaire, 12 e-
mail addresses turned out to be invalid. For 10 of them an alternative e-mail address could be
identified and the questionnaire was resent to the valid and functioning e-mail addresses. The two
remaining e-mail addresses could not be included in the survey as no substitute contact e-mail could
be found. In total, two reminder e-mails were generated in order to increase the response rate. The
first round generated some 47 responses and the two reminder e-mails another 20. In total, 67 people
representing the various stakeholder groups responded to the online survey. The final, fairly good,
response rate of 49.6% indicates their interest in the EDCTP.

2.1.2 Telephone Interview

The online questionnaire was complemented by a telephone interview targeting 15 additionally
selected representatives from the following stakeholder groups: African regional networks, EDCTP
networks of excellence, EDCTP staff members, ENNP and DCCC representatives, grantees, EEIG
GA members and third party funding agencies. Not all stakeholder group representatives could be
reached due to various reasons. The aim of the telephone interviews was to further obtain insight and
generate a more detailed perspective on the 2003-2009 EDCTP programme. In total, 12 structured
telephone interviews were held over a period of two weeks (an overview contact list is accessible in
Annex 6.3).

2.1.3 Review of Key Documents

The SCIH team systematically reviewed and analysed the documents provided by the EDCTP as well
as relevant accessible documents from other sources such as the internet, scientific literature,
technical reports, etc. The review of background documentation allowed the team to acquire an
understanding of the 2003-2009 EDCTP programme limitations and common achievements.

2.2 Data Analyses

For data analyses a mixed-methods approach consisting of quantitative and qualitative methods was
used. The majority of the quantitative data analyses was conducted using a web based tool (see
Annex 6.5) catering for a summary of quantitative results and a general preliminary analyses in e.g.
percentages and listing of qualitative data. For a more detailed analyses of both quantitative and
gualitative data, data was exported into excel as explained below.

The questionnaire consisted of open and closed ended responses (see Annex 6.4 to view the
guestionnaire). The analyses of the closed-ended questions was made fairly straight forward by using
guantitative analyses methods. The open replies were coded according to categories which facilitated
the identification of general response patterns. Coding was used as an interpretive technique that
both organized the data and provided the means to introduce the interpretation of it into a quantitative
form. As a result, the prevalence of codes and their interrelationships could be summarised to
highlight response trends.

Total response count per question varies, as survey respondents were not obliged to answer all
questions. The resulting percentages per possible answer option need to be put in relation to the total
response count per question and can not be compared to other questions.

10
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3 Findings

3.1 Survey Respondents Characteristics

A total number of 135 survey participants could be reached after several attempts to replace invalid e-
mail contact details by correct ones was successful. In total, 67 stakeholders out of 135 responded to
the questionnaire constituting a response rate of 49.6%. Compared to other scientific studies using
guestionnaires as a survey tool and SCIH experience in survey design and implementation, the
response rate can be classified as good.3

The majority, 96.0 % (65), of a total of 67 respondents classified themselves as very familiar or at
least familiar with the EDCTP 2003-2009 programme. The two respondents classifying themselves as
not at all familiar with the EDCTP were representatives of the stakeholder groups African applicant
and African University/researcher.

By far, the majority of the respondents were strongly linked with an African setting (see Figure 1)
which however, can be considered as representative when compared to the original stakeholder list
provided by the EDCTP. The provided contact list allowed the following grouping of stakeholders:
over one third (35.6%) have a European background while about two thirds (64.4%) are linked to the
African setting (see Annexe 6.3 to view the questionnaire contact list).

The 67 survey respondents either defined their relationship with the EDCTP as being an African
University/researcher (31), African applicant (27), or belonging to the EDCTP African Regional
Networks of Excellence (11) (see Figure 1). Multiple responses per survey participant were possible.

Survey respondents indicating a European link/background either classified themselves as EDCTP
European network partners (7), European University/researcher (6) or European applicant (5). 11
respondents clearly classified themselves as EDCTP constituent members (e.g., EEIG General
Assembly, ENNP, DCCC, etc.) (see Figure 1).

Only one European and no African private sector representative responded.
Those stakeholder groups classifying themselves as “other” comprised Public Development

Partnerships (PDP) involved in EDCTP studies, NGOs supporting investments in research, EDCTP
Africa Secretariat hosting institutions and funding organisations such as the BMGF.

% Blum et al. 1990

11



SCIH \ EDCTP - Internal Assessment 2009

Figure 1: Classification of respondent’s relationship with EDCTP (multiple answers)
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3.2 Achievements and Non-Achievements

3.2.1 Achievements

Survey respondent perceptions about the current level of achievements of the EDCTP 2003-2009
programme is rated as positive for the majority of EDCTP key focus areas. Especially the activity
areas strengthening African capacity (62.3%), Information Management (61.5%), North-South
Networking (54.7%), clinical trial support for malaria (52.8%) received a rating of being either “well on
track” or “very well on track” by more than 50% of the respondents (see Table 1 and Figure 2).
Highest response ratings per answer are highlighted in green.

African capacity strengthening, North-South and South-South networking also received a high rating
(about 1/3 of respondents) for being only partially on track, indicating that these focus areas surely
also have some room for improvement. The majority of respondents were unclear about how to rate
clinical trial support for TB and HIV/AIDS, North-North networking, and advocacy and fundraising,
prohibiting a further analyses of these activities.

12

50%
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Table 1: Level of achievements of EDCTP key activity areas (%)

Activity Areas Very well Well on Partially Not on Don't

(nb: response count) on track track on track track at all know

Clinical trial support in the disease area TB. (52) 9.6% 32.7% 17.3% 1.9% 38.5%
Eislg;lcal trial support in the disease area Malaria. 30.2% 22 6% 18.9% 0.0% 28.3%
Clinical trial support in the disease area of o o o o o

HIV/AIDS. (52) 19.2% 26.9% 13.5% 3.8% 36.5%
Strengthening of African capacity. (53) 34.0% 28.3% 32.1% 1.9% 3.8%
Networking and coordination of European national

research and development programmes with their 18.9% 35.8% 24.5% 7.5% 13.2%
partners in the South (North-South). (53)

Networking and coordination between European o o o o o

national R&D programmes (North-North). (51) 11.8% 11.8% 9.8% 11.8% PR
Networking and coordination of African national o o o o o

programmes (South-South). (52) 15.4% 32.7% 28.8% 11.5% 11.5%
Advocacy and fundraising approach. (53) 9.4% 20.8% 22.6% 15.1% 32.1%
Governance structure and strategy. (53) 18.9% 26.4% 24.5% 9.4% 20.8%
Information management and communication 11.5% 50.0% 19.2% 77% 11.5%

strategy. (52)

answered questions

Figure 2 graphically shows the same responses as Table 1 without the "don’t know" option and
presents number of responses, instead of percentage ratings as above. It highlights the overall
positive respondent perception of the EDCTP 2003-2009 programme progress.

Figure 2: Level of achievements of EDCTP key activity areas (nb)

30
25
20

o Very well on track
15 [

@ Well on track

10

O Partially on track

O Not on track at all

|
[ 1
|
[T

Clinical trial supportin the disease area
TB
Clinical trial supportin the disease area
Malaria
Clinical trial supportin the disease area
of HIV/AIDS.
Strengthening of African capacity.
Networking and coordination of
European national research and
development programmes with their
partners in the South (North-South).
Networking and coordination between
European national research and
developmentprogrammes (North-North).
Networking and coordination of African
national programmes (South-South).
Advocacy and fundraising approach.
Governance structure and strategy.
Information Managementand
Communication Strategy.

13
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Asked about the strengths of the current EDCTP program the following topic areas were mentioned
most frequently:

1. Capacity building,
2. Networking
3. Research capacity strengthening

To a lesser extent, the below listed key strengths were named:

4. Clinical trial strengthening of poverty-related diseases
5. Poverty-related disease focus
6. African ownership.

The first five listed key strengths are further analysed in the following paragraphs while the latter topic
area (African ownership) is further discussed in section 3.4.

1) Capacity Building

Survey participants highly value the training opportunities offered to African scientists. Namely the
career development schemes and training opportunities offered to junior and senior African scientists
through the various fellowships, MSc and PhD programmes which contribute to a strengthening of
local research and clinical trial capacity for the three poverty related diseases HIV/AIDS, TB and
Malaria in line with international standards. Furthermore, the establishment of novel sub-regional
centres of excellence networks in Africa, the support for infrastructural development (e.g. lab
equipment) and the strengthening of ethical and regulatory frameworks are seen as important
contributions to build up sustainable research conditions on the African continent.

“EDCTP is one of the rare funding schemes that is focused on capacity development in Africa.”
Survey respondent comment (African applicant/University researcher)

2) Networking

Respondents believe that the promotion of partnerships and networks through the required
involvement of at least two EU member and two African institutions for project application and
implementation has significantly increased collaboration opportunities between European and African
institutions and countries (North-South) and between African institutions and countries (South-South).
These inter-institutional and inter-country partnerships are considered by the survey respondents as
major success stories of the EDCTP programme. African researchers have better opportunities to
interact and build networks and partnerships with European-based researchers, and vice versa.
Especially the compulsory involvement of one well-established African institution with a so-called
‘African sister institution’ with less experience in clinical trial execution has supported the
development of new cross-regional research partnerships, overcoming previous linguistic and colonial
grounded links. In line with EDCTP requirements, survey respondents emphasise the uniqueness of
the EDCTP programme which strongly encourages African project leadership through an African
professional (residing in Africa or considering to return) to take on the role as project coordinator, thus
ensuring capacity development in clinical trial research planning, management and implementation.
The focus of the networking and partnership on, and particularly across, the three main poverty
related diseases HIV/AIDS, TB and Malaria, is seen as another major advantage of the EDCTP
programme.

The European based North-North collaboration was not particularly mentioned by the survey
respondents neither in a positive nor in a negative way.

14
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For further details on networking (South-South, North-South and North-North) refer to report section
3.3.

3) Research Capacity Strengthening

Survey respondents firmly acknowledge the EDCTP aims to improve the general research
environment for carrying out clinical trial activities in Africa and to integrate and raise the role and
profile of African sites, centres and researchers. Perceived key achievements of the EDCTP 2003-
2009 programme are:

Focus on clinical trials in disease areas most prevalent in Africa

Attempt to federate European research on poverty related diseases

Empowerment of African researchers to shape the research environment

Strengthening of the capacity of pre-existing and new African collaborative sites through
capacity building, infrastructural support and technology transfer

5. Aim to target and adequately fund the best research proposals covering the three diseases
with the highest diseases burden in Sub-Saharan Africa

PwdhPE

“Strengths are clearly the link between the African and European research centres, and the

strengthening of research capacity in Africa"“.
Survey respondent comment (PDP involved in partnering with EDCTP studies)

Examples of strengthened research links and good practice projects mentioned by survey
respondents refer to the EDCTP funded African Malaria Network Trust (AMANET) project and the
African-European HIV Vaccine Development Network (AfrEVacc) project liaising with the
EUROPRISE network.

Stakeholders also appreciate that these and many other research projects have been initiated despite
a rather complicated start of the programme. EDCTP is not only perceived as providing a unique
opportunity to develop research in Africa but it, for one of the first times, also ensures access to
funding for African researchers. The development of ethical standards and regulatory frameworks as
a prime area of research is also highly valued (see section 3.5 for further details).

“Genuine efforts are made to engage and partner with the African Research community.”
Survey respondent comment (EDCTP constituent Member)

4) Clinical Trial Strengthening of Poverty Related Diseases

Survey respondents emphasised the influential role of EDCTP in filling the gaps in clinical trial
implementation for HIV/AIDS, Malaria and TB in Africa, and raising global awareness about the
related funding needs. The approach of strengthening African scientists as project coordinators in
order to develop skills in clinical trial research management, planning and implementation, particularly
fosters sustainable institutional development of African institutions/universities. The Clinical Trial calls
and awards are seen as invaluable for the development of drugs and vaccines in phase Il or Il
studies to eliminate or alleviate the burden of the three poverty related diseases.

When survey participants were asked to compare EDCTP with similar mechanisms (as presented in
Figure 3), the same strengths as listed above, namely EDCTP’s efforts to support the three poverty
related diseases, networking and partnerships and involving Africa in the global R&D community,
received the highest rating, “higher than average level of achievement” by a majority of survey
participants. If respondents see a potential for comparison of EDCTP with other initiatives, they name
Global Health Initiatives (GHI) and Private Foundations such as the BMGF, TDR, Global Fund (GF);
not for profit Product Development Partnerships (PDP) or public-private partnerships (PPP) or other
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initiatives with a specific disease focus such as AERAS Global TB Vaccine Foundation, Global
Alliance for TB Drug Development, International Partnership for Microbicides (IMP) targeting
HIV/AIDS, International AIDS Vaccine Initiative (IAVI), Medicines for Malaria Venture (MMV), the
African lead Malaria Clinical Trial Alliance (MCTA), Drugs for Neglected Disease Initiative (DNDi);
those initiatives focusing on capacity development: Wellcome Trust; and European based Initiatives
such as European Vaccine Foundation (EuroVACC), Ambient Assisted Living (AAL), UK Department
for International Development (DFID).

“It emphasizes clinical trial capacity building of poorer nations and young African researchers.”
Survey respondent comment (European public sector and/or governmental body, EDCTP European network partner and
EDCTP constituent member)

Figure 3: Comparison with other funding mechanisms
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3.2.2 Limitations

The most pronounced criticism was voiced by about one third of survey respondents for the following
key issues:

1) Funding/co-funding mechanisms
2) EDCTP operational structure
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To a more limited extent, some criticism is expressed for clinical trial support. In the following
paragraphs the critical viewpoints are further analysed.

1) Funding/Co-Funding Mechanism

The most frequent stakeholder criticism referred to a limited availability of EDCTP funding which
requires applicants to seek additional resources elsewhere. In the same context, limited funding is
perceived by some survey respondents as being the reason for not funding enough large scale phase
Il clinical trials, also resulting in a lack of funding of small grants. There is room for some
improvement here as adequate funding would allow the EDCTP to expand its successful projects.

Several respondent comments also expressed disapproval with EDCTP funding mechanisms,
arguing that the required matching co-funding from the Member States and the EC act as major road
blocks, limiting in particular, African institutions to access funding for research. It is difficult for African
project coordinators to generate interest and willingness of EU member institutions and scientists with
access to additional funding. The efforts which need to be mobilised in order to obtain co-funding
from European partners and/or governments to co-fund a project in a timely manner are considerable
and in some instances, the delays in decision-making have lead to a postponed inception of studies,
even resulted in the cancellation of some projects. The partnerships are allegedly perceived as being
dominated by member state politics and do not always mobilise member state financing as planned.

“High frustration of applicants when funding is not flexible or is overly restrictive.”
Survey respondent comment (NGO supporting investment in research into HIV prevention)

The opinion prevails that the level and conditions of private sector involvement and funding has so far
not been entirely well thought through and there appears to be a limited engagement/alignment with
appropriate international product development pipelines.

Few respondents also raise some criticism of a lack/absence of sponsorship/resources for small as
well as large grant proposals and would prefer an incorporation of pre-clinical trials work, e.g., funding
the establishment of institutional research capacity and the infrastructure to conduct large scale
clinical trails are too limited and training in the field of conducting and evaluating clinical trials should
be further strengthened.

More efforts are required to increase the level of participation and financial contributions from
participating countries and policy makers in Africa in order to encourage co-ownership of EDCTP
projects and assure sustainability of project outputs. As one respondent remarked, “It is not clear how
much each member should contribute. There is no minimum amount known, leading to some
members contributing a lot and others not at all.” (EDCTP Constituent Member)

2) EDCTP Operational Structure

The slow start-up phase of the EDCTP, also marked by many managerial and strategy changes, is
mentioned as the most detrimental factor which limited EDCTP’s progress in the first few years of
existence. However, many respondents acknowledge that the initial hurdles have been overcome and
that EDCTP has “flourished in the past three years and is achieving, and in some cases, even
exceeding its objectives” (Survey respondent comment). The efforts and strong leadership of the
present EDCTP management, consisting of the Executive Director (Prof. Charles Mgone) and the
High Representative (Dr. Pascoal Mocumbi), are highly valued.
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However, there are some individual albeit not representative critical voices, which indicate that:

Hardly any visible R&D and capacity development outputs have arisen from the many EDCTP
grants. (NGO supporting investment in research into HIV prevention, European University
researcher and European network partner)

EDCTP administrative procedures are too bureaucratic and long (e.g. too lengthy application
process, review of applications, approval of projects and fund disbursement, rigid reporting
process) (> 10 African applicants; African University researcher; EDCTP network partner;
EDCTP constituent member; African regional network of excellence partner; Third party cash
contributor) and too costly (offices and office staff, meetings and travel). (African University
researcher; EDCTP constituent member)

Operational capacity to properly allocate EU funds is time consuming. (African University
researcher)

There is a too strong focus on large consortia instead of output driven scientists, novelty and
innovation. (African University researcher; African applicant)

Close monitoring and quality assurance in complying with international standards need to be
ensured. (European applicant and University researcher)

Project reviews are not always conducted in a professional manner, e.g. clinical trial reviews
and contract negotiations should be conducted by staff experienced in clinical trial conduct in
Africa. (Other funding organisation not funding the EDCTP)

Opportunities are still more open for established institutions, while small and upcoming ones
find it difficult to get into the EDCTP system. (African applicant and University researcher,
Other funding organisation not funding the EDCTP)

“Far too bureaucratic. Too slow to respond. Not trusting. Not flexible.”
Survey respondent comment (African University/researcher))

3) Clinical Trials

A more interdisciplinary approach including a translation of research into policy/practice and product
development, instead of focusing only on clinical trials and clinician lead research, would be preferred
by some respondents. Varying opinions exist about the size of clinical trials which should receive
EDCTP support, some argue to focus on fewer number of strategically important large phase Il trials
while others would prefer a support of small grants. In some instances, survey participants would
appreciate an inclusion of other diseases of the African continents, such as visceral leishmaniasis
and human African trypanosomiasis, other neglected or even non-communicable diseases. A few
respondents also claim that there is a tendency to involve the same well established African clinical
trial sites in EDCTP projects rather than engaging new research sites.

Other key activity areas which received some marginal criticism by individual respondents are
analysed in the following report sections. The criticism refers to the strong poverty related disease
focus, the limited capacity building which could potentially be extended to other areas (see report
section 3.7 for details), the downsides of the networking activities, stakeholder groups which have not
yet been optimally targeted by communication activities, perception that African ownership is not fully
given and the low level of private sector involvement.

EDCTP key activity areas, both their enabling and limiting factors, are analysed in more in detail in
the following report sections.
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3.3 Networking

3.3.1 South-South

A total of 84.2 % (48) of respondents rate EDCTP’s influence on networking and coordination
between African national and regional programmes (South-South level) as having a definite or some
positive impact (see Figure 4).

Figure 4: Has the EDCTP programme so far brought added value in terms of South-South
networking?

T0%(4)

13.3 % (11)
I 1) Yes.
 2) Mo
I 3) Some.
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88%(B)

649°% (37)

More than one third of respondents (38.9%, (21)) rate the quality of South-South partnerships as high
or at least reaching average quality.

The strong level of commitment generated to create a funding opportunity and to develop South-
South networks is seen as a significant achievement of the EDCTP. Countries and institutions across
Africa are now more actively networking and working together as a result of EDCTP funded activities.
Even African countries and institutions previously not involved in R&D at this level are now emerging.
The multi-centre grants and the establishment of new networks of centre of excellence such as, e.g.
CANTAM (Central Africa Network on Tuberculosis, HIV/AIDS and Malaria for the conduct of clinical
trials, the first EDCTP-funded regional Network of Excellence to prepare the region to conduct high-
quality clinical trials) have especially helped African institutions to learn and benefit from each others
R&D capacity and to develop strong project partnerships beyond previous traditional and linguistic
barriers (e.g. French, English language barriers). New collaborative and research opportunities are
opening up, and although regional networks of excellence are funded by EDCTP they belong to the
African researcher creating real ownership and contributing to more sustainable partnership
arrangements. EDCTP is also seen as filling the gaps of regional programmes by funding HIV/AIDS,
TB and Malaria activities. Furthermore, ethical criteria is increasingly becoming standardised through
EDCTP support in this area.
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“The development of networks for centres of excellence has helped institutions in the South to

collaborate and understand what everyone is doing”.
Survey respondent comment (African applicant, African University researcher and EDCTP African regional networks of
Excellence Partner)

Only 7% (4) of survey participants perceive EDCTP as not having a positive influence on South-South
partnerships due to duplicated collaboration networks, lack of collaboration among different EDCTP
supported ethics networks, European researcher still drafting and leading the projects and remaining
imbalances between English and parts of French speaking Africa not yet involved in EDCTP funded
projects, e.g. Angola and Burundi.

Varying opinions exist about the level of integration of EDCTP funded activities within African national
programmes. 44% (22) of respondents indicated that there is some coherence while 12% (6) stated
that there is no coherence at all, and 24% (12) answered that coherence is working well. The main
message is that EDCTP activities integrate well where relevant national programmes and projects
actually exist and have been running for a while, especially for the three poverty-related disease
areas. However, there is a need to avoid overlaps and duplication.

3.3.2 North-South

The quality of North-South partnerships is rated as high by 47.2 % (25) and as average by 45.3%
(24).

A majority of 87.5 % (49) of survey respondents partially or entirely value the existing North-South
collaboration links.

As for South-South partnerships, a majority of stakeholders believe that EDCTP has contributed to a
maceration of colonial, traditional collaboration links and language barriers, fostering the
establishment of previously non-existing North-South networks. This occurs mainly as a result of the
compulsory condition to partner for all projects. A constant transfer of knowledge and research
expertise is hence facilitated. Mutually beneficial collaboration constellations are created with the
European partners contributing funds, know-how and expertise while the African counterparts take
care of the study sites and infrastructure, study participants and research staff. EDCTP partnerships
are perceived by survey respondents as genuinely enabling Southern partners to take on a leading
role. Initiatives have been created to respond to open calls, clinical trials have been implemented and
new forms of working relationships and capacity building have been developed.

“New partnerships could be established... through EDCTP we were also able to work with the WHO.

| started working as a collaborator with several European colleagues through my EDCTP grants”.
Survey respondent comment (African applicant, African University researcher and African Network partner)

There are however, several survey participants who also criticize that the North-South networks still
foster the previous colonial links and believe that they are even reinforced by EDCTP. Allegedly some
member states even address the relatively new EDCTP partnerships along these lines. While new
partnerships at project or institutional level may well be created, intensive governmental involvement
and collaboration is still lacking. Another point of criticism is that the mainly European actors often
benefit more from the project outcomes than their African counterparts.

“There are now more research collaborations/projects between European and African

scientists/institutions™.
Survey respondent comment (EDCTP constituent member)
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3.3.3 North-North

Most 54.5 % (30) survey respondents were not in a position to answer the question about the added
value of EDCTP North-North collaboration. This lack of opinion is logically attributable to the fact that
the majority of survey respondents are either based in Africa or are strongly linked with the African
setting and have limited knowledge about European EDCTP activities.

Where answered positively, EDCTP was described as having facilitated new North-North
partnerships and providing European scientist with an important forum for debate on vaccines,
microbicides and clinical trial conduct.

Critical voices state that North-North collaboration could be better, as the coordination of the various
European programmes has so far been rather cumbersome and it sometimes seems to be more
about personal interests of some scientists and institutions in Europe rather than about federation of
programmes.

Two thirds of survey respondents (65.3% (32)) were also not in a position to comment on how
EDCTP funded activities integrate with European national programmes.

“Difficult to assess from information available to me”
Survey respondent comment (African applicant and EDCTP African regional networks of Excellence Partner)

There are now more research collaborations/projects between European and African
scientists/institutions.

3.4 African Ownership

The level of African EDCTP project ownership is either rated as average (40% (22)) or high (30.9%
(17)) by the majority of survey respondents, acknowledging the fact that it might well vary between
projects. Compared to other similar mechanisms, if respondents were able to make a comparison,
45.1% (23) of survey participants believe that African ownership is “higher than” average or at least
“average” (33.3 %, 17). Several stakeholders are aware of and acknowledge this increased African
collaboration at principal investigator, institutional and country level. As one stakeholder commented
“124 African institutions are involved in EDCTP projects in 2009 as opposed to 93 European ones,
clearly symbolising the growing African interest and capacity”. The progress is generally perceived as
encouraging considering that such developments need a substantial amount of time to evolve.

EDCTP emphasizes research capacity development of African scientists to be able to conduct
relevant, essential and ethical health research in resource-limited settings in Africa, enabling African
researchers to initiate and implement international standard clinical trials and to develop the skills
needed for a career path in research. Enthusiastic survey respondents even praised the EDCTP
efforts within this context by saying that, “it is the only funder really caring about African researchers
and attempting to commission African demand driven research”. EDCTP particularly strengthens
research to develop interventions with the aim to reduce the impact of the priority disease conditions
HIV, TB and Malaria in Africa.

The organisational structure of the EDCTP involving the DCCC and European Network of National
Programmes (ENNP) at the highest decision making level, has also given African countries an
important voice and facilitates a platform for information exchange between African and EU member
states as expressed by respondents. However, survey participants tend to give African
representation at decision-making level an “average” (28%, 14) to “high” rating (24%, 12) with quite a
few stakeholders (26%, 13) not really knowing how to evaluate this question at all. Hence, the overall
perception on this issue seems to be good, but improvements can still be made in this context.

21



SCIH ‘ EDCTP - Internal Assessment 2009

To a smaller extent there are also some critical voices with a total of (12.7%, 7) respondents
classifying EDCTP as providing African partners with “almost no” or “no” level of ownership. These
stakeholders express that:

Co-funding requirements of raising 50% of project funds via European counterparts are
extremely difficult to fulfil by an African Principal Investigator of an EDCTP grant and
hence, limit African leadership of proposals and projects.

Co-funding, or even strategic support, from African governments is very limited.

The requirement for European counterpart funding on EDCTP calls limits African leadership
of proposals.

A large fraction of EDCTP funded projects are still driven by northern partners with many
Sub-Saharan African countries having limited ownership as a result of poor staffing and
research capacity.

Real sustainable African ownership with full responsibility and accountability for a project is
not assured in EDCTP projects. Still most African partners take on a secondary role while
leaving the final responsibility and accountability to their European counterparts which does
not foster the development self-sustainable capacity in the long run. One has to be able to
make mistakes to achieve a long-term learning effect.

African representation at decision making level is not optimal.

Some survey respondents have made suggestions to improve African representation at the EDCTP
decision making level by:

Involving more scientists (African/European) in the PB

Involving African representatives in the EEIG General Assembly

Establishing more regional African EDCTP offices

Involving more African representatives from governmental level (e.g. ministries etc.)

Despite increasing African involvement, even better progress could be made by extending the
engagement to local policy makers. Respondents strongly believe that engaging policy makers,
especially at the early stages of capacity strengthening and conduct of clinical trials of new
interventions, is essential.

“African governments so far remain sleeping partners.”
Survey respondent comment (European University/researcher and European network partner)

3.5 Regulatory Frameworks

The general perception of respondents about the EDCTP achievements in strengthening of the
African regulatory environment and involved bodies (70%, 35), and support of the ethical (70%, 35)
and scientific standards (54.9%, 28) is either rated as “partially on track” or “well on track” (see Table
2). EDCTP research conducted in compliance with international standards is also perceived as “well
on track” by 48% (24) and the necessary infrastructure to ensure ethical conduct of clinical studies
also receives a similar rating for being “well on track” with 40% (20) by most respondents.

The majority of comments are rather positive. Survey respondents highly appreciate EDCTP’s efforts
in this field. Not only has EDCTP defined, as one of the first initiatives, the strengthening of ethical
standards and the regulatory environment as prime focus areas receiving grant support, but they
have already gone a step further. As pointed out by some stakeholders, EDCTP has just recently
launched the Clinical Trials Registry through the Cochrane Centre of the Medical Research Council in
Cape Town, South Africa. This is the first African Registry with a "primary clinical trial registry status".
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It is called the Pan-African Clinical Trials Registry (PACTR) and symbolises a significant landmark.
Supported by the WHO, the Registry will provide data for the global WHO International Clinical Trials
Registry Platform (ICTRP) search portal giving African players a voice in the international scene of
clinical trial development and implementation. By promoting trial registration, EDCTP provides a
framework for regulatory and ethical aspects of clinical trials.

Table 2: Evaluation of EDCTP’s ongoing achievements in regulatory frameworks and ethical and
scientific standards.

) Very well Well on Partially on Not on ,
AMEET (O AT on track track track track at all e
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answered question

In aspects of ethical strengthening, EDCTP is also seen as very successful. Calls are specifically
directed, and focus on ethical aspects and empowering institutions to deal with ethical issues, ethical
committees have been set up, and training on ethical issues at country level is available. A good
example of ethical training mentioned by some stakeholders is the Training and Resources in
Research Ethics Evaluation (TREE) project, a web-based training opportunity focusing on ethics of
research in Africa.

Despite the widespread acknowledgement of EDCTP’s achievements in these work areas, survey
participants are fully aware that there is still a long way to go. In several countries a regulatory
environment is still lacking and valid results will only be visible in the years to come. Strengthening
the ethical and regulatory environment within EDCTP projects only, will not generate long-term
changes. What is needed for future ethical and clinical trial conduct is an investment in sustainable
ethical committees across Africa and a more pronounced support from national governments to
assure compliance with human rights, definition of codes of conducts and formulation of clear ethical
standards in line with international standards.

“Addresses key areas of research by funding the development of ethical criteria.”
Survey respondent comment (African regional group/organisation/institution)

3.6 Funding

Funding and co-funding is one of the two topic areas receiving most critical remarks from survey
respondents. 40% (20) of stakeholders did not know how to evaluate the interest of major funding
bodies in investing in EDCTP and 40% (20) noted only “some” or “average” interest from funding
agencies. Where an opinion was voiced, survey participants assumed that funding commitment was
at an “average” or “below average” level. The major downfalls related to funding/co-funding from a
respondent’s perspective were described in section 3.2.2 of this report. Besides the difficult
endeavour of African project applicants to find interested EU partners with matching funding from EU
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Member States and the EC, there are further limiting factors associated with EDCTP funding/co-
funding strategies such as:

Funding/co-funding is often attached to conditions which require compliance with EU
national strategies/programmes. This inflexible approach is perceived as overly restrictive
causing frustration among applicants.

Funding commitment varies considerably between EU Member States (the following were
named as good examples: UK, Germany, Sweden and Netherlands). From the other MS
who have so far shown a certain reluctance to provide financial support, greater
investments are expected.

A common funding pot for all EU Member State funds should be initiated by EDCTP in
order to streamline financial contributions.

The private pharmaceutical sector is not adequately involved as stipulated.

African countries should start to make financial contributions.

Long-term and up-front funding commitments should be required.

“For the second phase of EDCTP to work, there needs to be greater financial commitment (in terms

of new money, not in-kind) from some member states.”
Survey respondent comment (European public sector and/or governmental body and EDCTP European network partner)

3.7 Capacity Development

Individual survey respondents came up with a wide range of suggestions for future needs in capacity
building to contribute to a more sustainable environment for conducting clinical trials in Africa. It was
not possible to establish a hierarchy for the responses as they varied greatly. Capacity development
should in future also focus on:

Strengthening of drug regulatory authorities

HIV/AIDS clinical trials based in Africa

Health system strengthening

Product discovery, development and production

Research review and uptake, and translation into policy and practice
Training of clinical trial evaluators

Post doctoral career development

Pre-clinical trial phases, phase | and diagnostic specimen banks and laboratory capacity
building

Long-term support for African researchers

Research literacy, protocol development

Pharmacovigilance

Training of undergraduate researchers

More African based MSc, PhD training

Data management, statistics, epidemiology, IT, laboratory practice
Institutional capacity building in Africa

Clinical research

Setting up new clinical research sites

Regulatory environment strengthening

Support in project and budget management

Institutional capacity building in Africa with a focus on managerial, administrative and
financial support

Clinical research
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Methodological training: building up experts to apply for, set up and run clinical trials,
setting up new clinical research sites in Africa

An even stronger focus on capacity development as such, as some institutions tend to
avoid the funding of capacity strengthening

3.8 Visibility

EDCTP visibility in Africa is considered to be “high” by 34.7% (17) or “average” by 26.5% (13) by
respondents. The majority of survey participants are either not really in a position to comment on the
visibility level in Europe, or perceive it to be at an “average” level.

The five most common communication tools through which stakeholders have been informed about
EDCTP activities are listed below in descending order (see Figure 5):

EDCTP website (72%, 36)

EDCTP newsletter, quarterly in English, French and Portuguese (70%, 35)
EDCTP annual report (68%, 34)

EDCTP events and conferences (56%, 28)

EDCTP information letter (38%, 19)

I

Figure 5: EDCTP communication tools
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Additional communication tools reaching the survey participants include information directly made
available by EDCTP constituent members, through scientific publications, the EDCTP project data
base and the mass media. Where stakeholders named “other” communication tools than those
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available for selection, they referred to e-mails, site visits and information provided by previous
EDCTP grantees.

When asked about their opinion of which stakeholder groups should be better targeted to increase
EDCTP visibility, survey respondents particularly named policy makers (81.6%, 40), international
funders (69.4%, 34), the scientific research community (65.3%, 32), private sector (61.2, 30) and like-
minded organisations (59.2%, 29) as the five most important target groups. Others which were
mentioned to a slightly lesser extent are presented in Figure 6 and include philanthropic
organisations, the public sector, civil society and others.

Figure 6: Which stakeholder groups could be better targeted by EDCTP?

Primarily policy makers in Africa such as governments (MoHs), public authorities, and local and
regional governments should be further targeted to increase political visibility because, either their
active involvement in programmes is so far very limited, or there are still some African countries
which are not yet aware of the EDCTP program.

3.9 EDCTP Operational Structure

3.9.1 Management and Operational Structure

Many survey participants did not know how to rate the EDCTP management structure (consisting of
the EEIG General Assembly, DCCC, PB and ENNP) in terms of their effectiveness. Only the
Executive Secretariat received a rating of being “effective” by 62.7% (32) respondents.
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In general, as already indicated in report section 3.2.2, besides a strong appreciation of Prof C.
Mgone’s and Dr P. Mocumbi's efforts to overcome the initial difficult start of the programme, the
management structure has received quite some criticism. Stakeholders see a need for it to be turned
into a leaner, more streamlined and less bureaucratic structure. One idea would be to reduce it from a
four party body (GA, DCCC, ENNP, PB) to a three party body (GA, DCCC, PB), however maintaining
the DCCC as an African voice and appointing African representatives into the GA. According to some
respondents’ comments, a corresponding proposal shall apparently be finally decided on in the
upcoming November. It is also a widespread opinion that administrative processes could be made
more efficient. This could for example avoid time delays, which are said to take 6 months in some
cases from submission to contract negotiations.

Nevertheless 45.9% (23) of the respondents believe that calls for proposals are handled in an
efficient manner and facilitate the attraction of the best public/private partnerships. However, some
gave a “partial” (32.7%, 16) or “not handled in an effective way” (16.3%, 8) rating.

“Modify the structure to ensure African representation at GA and encourage involvement of local

policy makers.” Survey respondent comment (African University/researcher, EDCTP African network partner, EDCTP
African regional networks of Excellence Partner)

3.9.2 Engagement with the Private Sector

Many survey participants (37.3%, 19) who answered this question, are unaware of the level of
EDCTP engagement with the private sector. Despite this general unawareness, a few varying
opinions do exist about this issue. On the one hand, the limited success in reaching the private sector
up until today is mentioned as an area of neglect and there is a perceived need for a higher private
sector (e.g. pharmaceutical industry) involvement. On the other hand, EDCTP is already, without the
private sector, filling a very important gap in the development of new treatment regimes, drug and
vaccine development for HIV/AIDS, Malaria and TB which cover disease focus areas, so far, mainly
neglected by the private industry. Nevertheless, a careful and well-thought through involvement of the
private sector is perceived as beneficial.

“It may be happening, but we don't see the results.” Survey respondent comment (PDP)

3.9.3 Political Accountability

As for the private sector involvement, the majority of survey participants (54.9%, 28) are unaware of
improved political representation of the EDCTP programme as recommended in the 2007 external
review. They refer to a related lack of visibility which does not really allow them to form a valid opinion
on this issue.

3.10 Sustainability

Sustainability of EDCTP projects is highly dependent on a continued funding by EU Member States
and the EC. Despite their acknowledgement of the newly established and seemingly functioning
networks, in particular at South-South and North-South level, respondents repeatedly voice their
concern regarding the sustainability of existing EDCTP projects in case EDCTP funding should come
to an end. Considering the current status of most EDCTP projects, survey participants believe that
many of them would disappear without a continued support through EDCTP as it is seen as a catalyst
and funding source ensuring the establishment and continuation of new and existing partnerships and
networks. However, respondents do not see the solution in just a second round of funding but would
rather expect a long-term continuous funding support. Special emphasis should hereby be placed on
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capacity building in the South, meaning that Africans are trained and work in Africa in order to ensure
true sustainability.

“Currently these projects and programmes would not be able to continue without EDCTP support and
would have a high risk of collapsing.” Survey respondent comment (African applicant)

3.11 Future Outlook

In summary, the following five topics areas make up the main challenges for the future EDCTP
programme according to survey respondents perceptions (in descending order):

1) EU Member State and EC funding/co-funding from 2010 onwards
2) EDCTP Programme sustainability

3) Operational structure

4) Capacity building

5) African governmental involvement

1) EU Member State and EC Funding/Co-Funding from 2 010 Onwards

The most frequently mentioned challenge by respondents for the continuation of the EDCTP
programme from 2010 onwards is the question to what extent the EU Member States and EC will
commit substantial funds and do not face donor fatigue. Only if enough funds are available or
secured, can other issues such as sustainability, activity and institutional support or capacity building
be addressed. The nature of EDCTP key activity, namely clinical trial conduct, requires strategic long-
term funding support. Some respondents wish to see an increased funding level by EU Member
States and EC, especially of those who have so far been reluctant in making financial commitments in
order to meet the growing fund demand. Furthermore, up front and fixed cash commitments on an
annual basis without attached conditions would further simplify the funding process. Financial
investments and funding of recurrent costs from African countries are also expected by survey
respondents, as long-term funding solutions for clinical trials should also fall within the scope of
African governments.

“I suggest that EDCTP develops a mechanism of engaging African governments so that they can also
make financial contributions to the programme.”
Survey respondent comment (African applicant, African University/researcher and African regional network)

2) EDCTP Programme Sustainability

Almost all survey respondents strongly emphasise the need for sustainability. EDCTP projects need
more long-term funding support in order to meet the programme objectives. Again, targeting African
nations to invest more in EDCTP themselves and to recognise the importance of the EDCTP work
should be an issue to address. Also, from a human resource perspective, respondents believe that a
focus needs to be placed on the development of meaningful sustainable scientific and clinical
institutional capacity building of African centres and African researchers receiving high quality training
in clinical trial conduct according to international standards.

3) Operational Structure

A leaner, less bureaucratic operational structure has been identified as another area of concern which
should be addressed in the future EDCTP programme. Additionally, a review of the requirement to
involve two European partners in a project is suggested. EDCTP should also define its strategy to
place itself among comparable global initiatives. While some stakeholders would prefer a stronger
focus on clinical trials of the three poverty-related diseases (HIV/AIDS, Malaria, TB) in Africa, others
are proposing a broadening of its scope to include other diseases (e.g. neglected, communicable
diseases) and an expansion to other regions such as Latin America.
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4) Capacity Building and African Involvement

Stakeholders repeatedly mentioned the importance of continuing to invest in capacity building by,
e.g., placing emphasis on the training of young Africans and a mentoring programme, offering more
fellowship programmes, PhDs and MScs, investing in further training in the field of clinical trial
conduct and ethics and assuring sustainability of already developed capacity.

5) African governmental involvement

Maintaining or rather increasing the level of African involvement in financial and strategic terms,
especially at governmental level, is seen as an additional challenge for the future programme.
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4 Discussion

EDCTP is one of the many initiatives and programmes (e.g. GF, TDR, MMV) created in recent years
to rapidly scale up the fight against the three poverty-related diseases HIV/AIDS, TB and Malaria.
Within this group of initiatives, EDCTP has defined its niche with a clear mission to “accelerate the
development of new or improved drugs, vaccines and microbicides against HIV/AIDS, Malaria and
Tuberculosis, with a focus on phase Il and Il clinical trials in Sub-Saharan Africa.” Particular
emphasis is placed on genuine North-South partnerships and joint project ownership as well as
capacity building. “The EDCTP has, to date, approved 141 projects with a total funding value of
253.69 million Euro®, which presents considerable progress in comparison to the “limited output of 69
grants approved by 2006™.

The reputation of the EDCTP among survey respondents representing various stakeholder groups is
overall, regarded as good and successful for the majority of its main activities: 1) Networking (South-
South, North-South), 2) support to clinical trials, 3) strengthening of research capacity, 4) contributing
to setting R&D standards in clinical trial conduct, 5) focusing on the three poverty-related diseases
(HIV/AIDS, Malaria and TB) and 6) information management.

A more critical opinion of survey participants has been voiced with regards to other key activity areas,
namely 1) funding/co-funding procedures, 2) operational structure and 3) a too strong focus on
clinical trial conduct.

The highlighted strengths and limitations of the EDCTP 2003-2009 are further discussed and put into
the context of the EDCTP opinion expressed in the 2009 EDCTP Briefing Report to the EC, the
Independent External Review Report 2007 (IER) and the 2005 EDCTP Self-assessment findings in
the following paragraphs. A majority of respondents have an African background while about one
third have a non-African background. This also suggests that for many of the survey questions, the
African perspective might outweigh the European perspective. However, it also reflects the strong
African focus of EDCTP and indicates ownership and involvement of African partners in the program
as the products and outcomes of EDCTP have the African populations and research communities in
mind as the major beneficiaries.

The 2007 Independent External Review Report made several recommendations which EDCTP has
tried to address in the past two years, and which have been described in the 2009 EDCTP Briefing
Report to the EC. In Table 3, below, the SCIH has developed an overview exhibiting the findings of
the SCIH Internal Assessment in relation to the 2005, 2007 and 2009 reports. There seems to be an
overall consistency of key findings and topics raised between the three previous reports and the
current Internal Assessment conducted by the SCIH. Table 3 only refers to those recommendations
which were also covered in the SCIH Internal Assessment and can be interpreted as a summary of
the key findings, highlighting which activities survey respondents perceived as progressing (+),
partially progressing (-/+) or activities the survey participants are not aware of (-) for varying reasons
or are not seen to progress. Those topic areas either marked with (-) or (-/+) suggest some room for
improvement.

4 EDCTP, 2009 EDCTP Briefing Report to the EC, 15 July 2009, The Hague
® |[ER/EDCTP Panel, Independent External Review Report 2007, 12 July 2007
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Table 3: 2007 recommendations versus 2009 EDCTP assessment and SCIH Internal Stakeholder

Assessment findings.

Topic EDCTP Self- IER 2007 2009 Briefing Report to Internal Assessment Findings Internal
Assessment Recommendations the EC (SCIH) Assessment
2005 Findings
Summary
(SCIH)
EDCTP Key Activities Rated Positively
Capacity NA NA EDCTP is strengthening Survey respondents highly appreciate +
Development capacity development the capacity building efforts of the
through various efforts e.g. EDCTP. Progressing.
senior fellowship programs,
trainings, PhD, MSc
programs, etc.
Networking NA NA EDCTP has improved Respondents believe that the promotion +
networking (South-South, of partnerships and networks between
North-South, North-North). EU and African institutions for project (except for North-
application and implementation has North networks)
significantly increased collaboration
opportunities between European and
African institutions (North-South) and
between African institutions (South-
South). The European based North-
North collaboration has not been
particularly mentioned by the survey
respondents, neither in a positive nor in
a negative sense. Networks of
excellence are highly valued.
Progressing except for North-North
networks.
African NA NA African ownership has been The level of African EDCTP project +
ownership improved as the increased ownership is either rated as average
involvement of African (40% (22)) or high (30.9% (17)) by the
countries and increasing majority of survey respondents,
numbers of African Project acknowledging the fact that it might well
Coordinators show. vary between projects. Compared to
other similar mechanisms, if similarities
do exist, 45.1% (23) of stakeholders
believe that African ownership is “higher
than” average or at least “average”
(33.3 %, 17). Progressing.
Clinical trial NA Encourages EDCTP It is the core activity of Survey respondents believe that +
strengthening to associate with EDCTP and EDCTP is EDCTP is filling an important gap  in
likeminded and continuously investing in clinical trial conduct for the three
comparable actors to staying updated on new poverty related diseases. Progressing.
assure up-to-date developments and seeks
know-how, capacity collaboration with important
development and likeminded actors.
expertise.
Regulatory NA NA EDCTP is strengthening the | The majority of comments are rather +
environment regulatory environment and positive. Survey respondents highly
and ethics ethical standards e.g. appreciate EDCTP’s efforts in this field.
through t_he estab!ishmgnt Progressing.
of an African public clinical
trial registry.
Information Recommends to NA EDCTP has introduced The majority of survey respondents +
Management/ develop various mechanisms to highly appreciate and are aware of the
Visibility communication increase visibility e.g. various visibility measures initiated by
plan & rules & webpage, quarterly the EDCTP e.g. webpage, quarterly
guidelines, have a newsletters in 3 languages newsletter. Progressing.
more direct etc.
contact with the
research
community.
Call Improve process Renew calls for EDCTP increased the Varying opinions exist. 46.9% believe _/+
procedures of call initiation appropriate projects to | number of calls launched. In | the call system is effective, while 32.7%
has damaged be submitted rapidly order to be more effective claim it to be only partially effective.
EDCTP reputation | to attract the best with regards to interested Partially progressing.
(the 2" call was public/private private and public parties, it
annulled). partnership and to has implemented
Inconsistencies in participate in major stakeholder meetings
proposal R&D initiatives. before launching new
evaluations exist. clinical trials.
SOPs need to be
developed.
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concern regarding the sustainability of
existing EDCTP projects in case
EDCTP funding should come to an end.

Unclear outcome.

African NA The African presence A decision has already been | In general, survey respondents tended _/+
presence in GA in the GA should be made to increase African to rate African representation at
reinforced. representation on the GA. It | decision-making level with an “average”
will be implemented. (28%, 14) to “high” rating (24%, 12) with
quite a few stakeholders (26%, 13) not
really knowing how to evaluate this
question at all. Partially progressing
EDCTP Activities in Need of Improvements
Operational Employ an NA NA The slow start-up phase of the EDCTP,
Structure experienced also marked by many managerial and
Executive strategy changes, was mentioned as
Director. Improve the most detrimental factor limiting
communication EDCTP’s progress in the first few years
between EDCTP of existence. However, many
constituent bodies respondents now acknowledge that the
through joint initial hurdles have been overcome and
meetings and that EDCTP has flourished in the past 3
information years and is achieving and in some
exchange as cases even exceeding its objectives, '/+
misconceptions of thanks to the current Executive
roles and Director. However, criticism of various
responsibilities aspects persists. Partially progressing.
exist. Develop
SOPs for roles
and
responsibilities.
Familiarise with
EC funding
system.
More Political NA Make the General A steering committee has The majority of survey participants _
representation Assembly more been composed; a number (54.9%, 28) are not aware about an
of GA political and create of Member States have improved political representation of the
and Executive taken steps to improve EDCTP program as recommended in
Steering Committee. political representation and the 2007 external review. They refer to
engagement with EDCTP a lack of visibility which does not really
e.g. Netherlands, Belgium allow them to make a valid assessment
and UK. of this issue. Not aware of progress.
Streamline co- Develop an Simplify and EDCTP is still engaging in Funding and co-funding is one of the _
funding overview of streamline co-funding discussions with Member two topic areas receiving most
Member State form virtual to an States on this issue to criticism from survey respondents.
funding actual common pot by | identify ways to streamline 40% (20) stakeholders did not know
mechanisms. 2009 and renewal of co-funding. Some members how to evaluate the interest of major
vows to finance are in the process of making | funders to invest in EDCTP and 40%
EDCTP. changes and EDCTP is (20) noted only “some” or “average
continuously working on interest from funders. Many are not
improving the co-funding aware of efforts to establish a common
arrangements. funding pot. Not aware of progress.
PDP/Private NA Expand association Engagement with PPPs has | The majority of survey respondents are _
sector with major grown and EDCTP projects not aware of improved engagement
engagement PDPs/Private have received considerable with the private sector focusing on
Partnerships to funds from the private product development. Not aware of
encourage sector. A working group of progress.
participation and experts has been initiated
mobilisation. by EDCTP to prepare a
strategy document and
business plan on how to
effectively engage with the
private sector.
Sustainability NA NA NA Respondents repeatedly voice their

Classification system: progressing (+), partially progressing (-/+) or those activities the survey participants are not aware of (-) or are not

seen to progress

In the following paragraphs the key findings represented in Table three are further discussed.
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4.1 EDCTP Key Activities Positively Rated

1) Capacity Strengthening

EDCTP plays a significant role by encouraging capacity development of young and senior African
researchers through the various fellowship programs, MSc and PhDs, and with a focus on clinical trial
conduct in the three disease areas HIV/AIDS, TB, Malaria and. The emphasis on capacity building in
ethical research and clinical trial conduct and the establishment of regulatory frameworks are also
highly valued for contributing to sustainable capacity strengthening of the African setting. Despite the
overall appreciation of EDCTP efforts in capacity development, potential for future improvements are
seen in particular, as focusing more on institutional capacity building in managerial, operational,
administrative and financial components of clinical trial conduct. Of additional use would be, to
provide more methodological support, as there is a need on the African continent for “experts who
can actually run clinical trials from registration to actual implementation” (Survey respondent
comment), as well as to focus more on technical capacity development in clinical trial conduct and
specialised areas of expertise such as epidemiology, statistics, IT, laboratory practice. An extension
of pre-clinical trial phases and training on how to translate research into policy and practice would
also be welcomed. However, the most important aspect throughout all EDCTP capacity strengthening
measures is to continue to emphasise training of African experts in African settings.

“Provides fellowships to many African Scientists thereby strengthening both capacity and research

institutions/universities on the continent”.
Survey respondent comment (African applicant, African University/researcher, African regional group/organisation/institution,
EDCTP African regional networks of Excellence Partner and EDCTP constituent member)

2) Networking

North-South

Survey respondent’s opinions clearly indicate that the collaboration between European and African
institutions and programmes is working well. A mutually beneficial situation occurs allowing each
partner to contribute “with what he can provide best” to the joint projects. While the European actors
are strong in providing and complementing financial contributions, international and modern know-
how and expertise, the African sites contribute to staff availability and local expertise, site location
and infrastructure and availability of study participants. The ongoing exchange of knowledge and
expertise is expected to facilitate sustainability beyond a given project. The EDCTP is perceived as
having a unique funding set up, which, as one of the very few, specifically requires a European-
African collaboration and targets “real and genuine” North-South Partnerships, setting it apart from
other similar programmes. EDCTP figures underline this perception as “African countries and
institutional involvement has considerably increased from one in 2004 to 26 countries and 124
institutions in 2009 and 65% of project coordinators are currently African.”® Not only is the EDCTP
strengthening already existing networks, but it is also initiating new forms of partnerships which go
beyond previous colonial and linguistic links. The quality of the North-South partnerships is rated as
average to high.

“New partnerships could be established... through EDCTP we were also able to work with the WHO".
Survey respondent comment (African applicant)

South-South
There is widespread acknowledgment of EDCTP’s achievements in fostering South-South
partnerships. Previous colonial and linguistic links are increasingly overcome with new cross-regional

6 http://www.edctp.org/Performance.572.0.html

33



SCIH ‘ EDCTP - Internal Assessment 2009

collaboration opportunities opening up. Through the mentoring approach, less experienced African
institutions (e.g. Central Africa) in research and clinical trial execution receive the chance to engage
in partnerships with well established African counterparts (e.g. South Africa, Nigeria). Particularly, the
multi-centre grants and the initiation of innovative nodes of excellence have also contributed to more
intensive South-South interactions between academic and research institutions. Also highly
appreciated and mentioned by survey participants, EDCTP is currently supporting four regional
networks of excellence: 1) The Central Africa Network on TB, HIV/AIDS and Malaria (CANTAM), 2)
The African Clinical Trial Partnership (EACTP), 3) Capacity building of African sites for clinical trials in
HIV/AIDS, TB and Malaria and 4) Trials of Excellence for Southern Africa (TESA)7. The strong focus
on African ownership and leadership combined with the exchange of professional expertise and
knowledge between regions is contributing to a more sustainable development of professional
expertise, research capacity and clinical trial conduct of the three poverty-related diseases Malaria,
TB and HIV/AIDS. The quality of South-South partnerships is rated as average to high.

North-North

Limited knowledge exists among survey participants regarding the progress of North-North
partnerships. Relationships are perceived as having improved in terms of communication and
collaboration, but only slow progress is seen in coordinating the European programmes. However,
almost half of the respondents were not able to comment on the quality of North-North partnerships.
The general unawareness about North-North networks can most likely also be attributed to the low
non-European representation among survey participants.

3) African Ownership

Widespread appreciation with the level of African ownership in EDCTP funded projects exist.
EDCTP's self-perception’ of having made “significant” and “unique” contributions to increase African
ownership is widely confirmed by survey participants. The enabling factors, promoting African
scientist to initiate and take on the leadership for clinical trial implementation, to develop their
research capacity and to set and prioritise the research agenda are highly acknowledged. Alongside
ownership, full responsibility and accountability of African partners should however, also be
emphasised.

In response to the 2007 Independent External Review, the EDCTP has just recently decided to
enhance African representation at decision making levels by increasing African presence in the
General Assembly by four associate members’. Though only few survey respondents, mainly EDCTP
constituent members, were aware of these ongoing efforts, there is widespread satisfaction with
African representation in decision-making positions as in the DCCC and at project level. DCCC plays
an important role in advocacy among African scientists, promotion of EDCTP in Africa and
representation of the interest of African applicants and stakeholders within EDCTP. EDCTP is
perceived as having given Africa a voice in clinical trial conduct and research.

The limited involvement of African governments in providing strategic and financial support is
considered a major non-achievement. An improvement of the situation is seen in an early and
continuous engagement of African policy makers and health officials (national, regional and local) at
the stage of defining priority areas for EDCTP investments, call development and project
implementation.

4) Research Strengthening
EDCTP has become a well respected funding agency for clinical trials in Africa through its active
participation in global efforts to fund research of poverty related diseases, especially for Malaria and

! EDCTP, 2009 EDCTP Briefing Report to the EC, 15 July 2009, The Hague
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TB. It is seen as greatly enabling research capacity development in resource-limited settings in Africa
and providing African scientists with the seldom opportunity to initiate and implement international-
standard clinical trials. By focusing on Africa and giving intermediate sized grants directly to African
researchers, EDCTP is enforcing African leadership in research. While supporting pre-existing
collaborations, EDCTP has given rise to new North-South, South-South and cross-regional networks
which facilitate and contribute to more sustainable know-how, technology and capacity transfer. Good
research collaboration examples include AMANET and AfrEVACC (see below):

The African Malaria Network Trust (AMANET)B, a pan-African NGO based in Dar es Salaam,
Tanzania, as part of a consortium of European partners and African research institutions, received a
€ 5 million grant from the EDCTP for a new five-year integrated project aimed at fostering research
capacity, networking and clinical development through phase | to Ill clinical trials of the candidate
malaria vaccine GMZ2. Several international partners are involved in the project with i) AMANET as
project coordinator; ii) Statens Serum Institute (SSI) in Denmark having developed the blood stage
candidate vaccine and responsible for training in immunology and clinical laboratory quality
assurance iii) University of Tubingen (UT) having conducted initial clinical trials, hosting the PhD
programme, assuring the North-South technology and skill transfer and acting as trainers together
with SSI and as lead coordinator of immunological assays, iv) the Medical Research Council
Laboratories in The Gambia, the National Malaria Research and Training Centre (Centre National de
Recherché et de Formation sur le Paludisme, CNRFP) in Burkina Faso, the Medical Research Unit at
the Albert Schweitzer Hospital in Gabon, and Makerere University in Uganda all involved in clinical
trial implementation; and the European Malaria Vaccine Initiative (EMVI) overseeing clinical trials
quality assurance and good manufacturing practices (GMP) for GMZ2.

“AMANET provides African organisations the opportunity to solve problems that Africa is
experiencing. It is encouraging to see that with this consortium, Africans themselves take the lead in

research and development of a potential malaria vaccine.” - Prof Charles Mgone about the AMANET project
(press release: http://www.amanet-trust.org/ext/news/pressGMZ2Consortium.html)

The African-European HIV Vaccine Development Network (AfrEVacc) is a multi-centre international
three-year project aiming to develop a comprehensive network of European institutional partners from
the EUROPRISE (European Vaccines and Microbicides Enterprise) network and Africa and to use
their existing data and expertise to build new capacity for HIV vaccine trials in Mozambique, South
Africa and Tanzania. The idea is to pool and exchange the resources of all consortium partners to
ensure a skill, data and technology transfer from North to South, promotion of South-South academic
and scientific networking, expansion of the research portfolio, and development and strengthening of
new capacity for HIV vaccine clinical trials with the overarching aim to enhance the quality, scope and
sustainability of the delivery of vaccine trials based in Africa. “EUROPRISE is a network of EU
scientists from both the microbicide and vaccine fields, aiming at jointly coordinating HIV-1 prevention
research. Partners in the EUROPRISE consortium represent 13 projects funded by the European
Commission in the sixth framework as well as five projects funded by the Gates Foundation. These

projects involve 33 institutions from 22 countries*®.

5) Clinical Trials of Poverty Related Diseases

EDCTP’s contributions to establish enabling environments for best practices in its core business area,
clinical trial conduct, are well perceived by survey respondents. The development of ethical standards
and regulatory frameworks (PACTR), provision of training in proper ethical conduct, facility upgrading,
infrastructural support as well as clinical trial implementation, are just a few examples receiving a high

8 http://www.amanet-trust.org/
9 http://www.europrise.org/documents/Project_summary.pdf
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level of acknowledgement. These are important factors in assuring that more African countries are
strengthened in the long-term and will allow them to produce higher quality and ethical products or
outputs. Not mentioned by survey respondents, but highlighted by EDCTP in the 2009 EDCTP
Briefing Report to the EC, are EDCTP’s efforts to continuously invest in remaining updated on new
product developments for the three poverty related diseases, to seek ongoing collaboration with the
scientific community, developers and like-minded organisations to explore synergies. Improved
information and visibility of EDCTP stakeholders on these efforts would be valuable. The sites and
teams developed by EDCTP in Europe and Africa are seen as a major addition to the international
landscape of product development. Overall, EDCTP is filling a very important gap in the development
of new treatment regimens.

6) Regulatory Frameworks and Ethical Standards

Coordination and strengthening of the ethics and regulatory environment within Africa make up an
essential part of EDCTP’s activities. It is an EDCTP requirement that all EDCTP funded projects
comply with internationally accepted clinical trials and product regulatory standards as well as local
ethical requirements. EDCTP is clearly progressing in this field as new press releases on the EDCTP
website show™ and as confirmed by survey respondents. EDCTP achievements and efforts regarding
the coordination and strengthening of the ethics and regulatory environment are widely
acknowledged. Highly praised is the establishment of the PAN African Clinical Trial registry in close
cooperation with the WHO, which provides the foundation for clinical trial registration in compliance
with international standards in Africa. From an ethics perspective, the TRREE project was named as
a successful project example. This web-based training opportunity on ethical conduct of research in
Africa is freely available and easily accessible by all interested parties (scientists, ethics committees,
institutions, etc.). A considerable level of interest in TRREE is evident as, “since its launch in June
2009, 390 people from more than 36 countries have registered and the number is growing”.** Many
more EDCTP efforts targeting ethical standards are listed in the 2009 Independent External
Evaluation Panel report and refer to the establishment of a database on ethical and regulatory
capacity as well as current grant support to 33 ethics projects.

7) Information Management/Visibility

Following the 2007 recommendation to improve EDCTP visibility, EDCTP has undertaken
considerable efforts to improve its communication mechanisms. It has taken up the 2007 IER
suggestions by displaying key performance indicators, press releases and annual reports on the
EDCTP website and has taken the initiative to hire a Communication Officer who has the task to raise
external visibility. The newly developed communication tools seem to reach stakeholders. The
majority of survey respondents were felt to be well aware of and informed about EDCTP updates
through the EDCTP website, quarterly newsletter (available in English, French and Portuguese),
annual reports, events, media coverage and other information sources. Besides their technical
assessment component, site visits and meetings of EDCTP professionals with Principal Investigators
and research teams, governmental health officials and representatives of other stakeholder groups
also offer the opportunity for advocacy and awareness-raising about EDCTP progress and ongoing
activities’ and make it possible to give EDCTP feedback. According to respondents, a more
pronounced awareness-raising should however target the following stakeholder groups: African
governments and policy makers, international funding agencies (WB, GF, ADB), the scientific
research community in Africa and Europe, the private sectors and like-minded organisations (MMV,
GAVI, DNDi, PATH).

10 http://www.edctp.org/ - see press releases on PACTR and TRREE

1 http://www.edctp.org/Announcement.403+M51f65f63e6d.0.html
2 EDCTP 2008 Annual Report, http://www.edctp.org/Annual_Reports.24.0.html
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4.2 EDCTP Key Activities in Need of Improvement

1) Funding/Co-funding

Despite a general appreciation of the EDCTP funding opportunities, the funding and co-funding levels
are regarded as insufficient by many survey participants, forcing them to search for additional funding
sources elsewhere. In spite of reaching a remarkable 65%" of African Project Coordinators, many
survey respondents (and despite 2/3 of survey participants also having an African background),
regard the required matching co-funding from the Member States and the EC as hindering and time
consuming factors for African scientists to access EDCTP funding. Sometimes this is said to have
lead to project delays and even cancellations. Although this opinion is well comprehensible from an
individual applicant perspective, the EDCTP has a clear - and good - vision in mind when establishing
these funding conditions, namely to emphasize and facilitate the establishment of new collaborative
networks and partnerships between the South and the North. It is noteworthy, that a majority of
stakeholders has recognized EDCTPs achievements in the field of networking.

The partnerships are often dominated by Member State politics and do not mobilise financing as
planned. A common funding pot streamlining member state funds would facilitate a faster mobilisation
and distribution of funds less attached to conditions and ties. These findings coincide with EDCTP

internal wishes to receive a “stronger coherent and up-front commitment of all EU Member States™**.

A very important aspect highlighted by respondents is the need for a guaranteed funding continuity of
existing EDCTP projects, as some might not be finalised by 2010 and others might lead to follow-up
projects which have the potential to generate new research developments. Up-front funding
commitments would facilitate a long-term planning of projects necessary to cater to clinical trial
projects, which by nature have a life-cycle of several years. According to EDCTP, this aspect is well
taken care of as funding of the life cycle of an approved project is normally guaranteed at the time of
contract signature as committed funding has to be in place.

Several respondents would welcome a higher involvement in terms of financing and strategic
commitment from African governments. For obvious reasons, the associated benefits include an
improved level of African ownership and a higher sustainability of project outputs.

There was widespread uncertainty about EDCTP’s involvement and level of success in reaching the
private sector suggesting that this is an area which needs to be better targeted in the future. Ongoing
efforts should be better communicated to stakeholders. Contrary to the limited awareness of survey
respondents about the level of engagement with the private sector, EDCTP seems to have made
some advances by increasing the funding investments from private entities such as PDP’s, SME’s
and philanthropic organisations. An overview of third party cash contributions based on December
2008 data taken from the 2008 Annual Report, is presented in Figure 7 below. In Figure 8, the third
party fund contributions are further condensed in a private-for-profit group (e.g. companies, PDPs)
and a not-for-profit entities (including PPPs, PDPs, philanthropic and charity organisations). It is
noteworthy that only a comparatively small amount comes from truly private-for-profit entities while
the bulk of investments is provided by not-for-profit entities suggesting some potential to increase
engagement with the private-for-profit sector.

13 http://www.edctp.org/Performance.572.0.html
14 EDCTP, Further Briefing Report to the 2009 EDCTP Independent External Review Committee, 31 July 2009

37



SCIH ‘ EDCTP - Internal Assessment 2009

Figure 7: Third party cash contributions to EDCTP (‘000 Euro)*®

Figure 8: Private-for-profit versus Not-for-Profit entities investments in EDCTP

Private for profit vs Not for profit entities (Euro ; %)

1701000; 5% 600000; 2%

| Other foundations

0O Not-for profit entity (e.g.
organisations, PPPs, PDPs,
philantrophic, charity)

O Private for profit companies

29979000; 93%

2) Operational Structure

The relatively difficult start-up phase marked by frequent managerial changes, “young and
inexperienced staff’, “unfamiliarity with the EC funding culture”, lack of definition of “tasks and
responsibilities”, unavailable “SOPs for internal and external interactions of constituent bodies” and a

15 EDCTP Annual Report 2008
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high work burden, in particular at the secretariat level, described in the 2005 EDCTP Self-
Assessment, was also mentioned by the 2009 survey respondents. However, the achievements of
the existing EDCTP leadership, consisting of the Executive Director and the High Representative, to
have overcome the initial challenges are widely acknowledged. Nevertheless, a leaner, less costly (as
far as survey respondents are able to assess costs) and a less bureaucratic set up would be
preferred, reducing the number of EDCTP constituent bodies but maintaining the DCCC as an
important African body for representation. A shorter time investment for the application, review, grant
approval and fund allocation process would also be appreciated. Although EDCTP has been able to
reduce the contract negotiation period from 19 months in 2004 to five months in 2008™, some
applicants claim to be waiting for more than six months. Most survey respondents did not have
enough knowledge to form an opinion about the operational efficiency of other EDCTP constituent
bodies such as the DCCC, ENNP and PB indicated a lack of information.

3) Clinical Trial Conduct

Critical remarks in relation to clinical trial conduct refer to a too strong emphasis on clinical trials and
clinician led research, which should rather take on a more interdisciplinary approach and also
emphasis research beyond clinical trials, e.g., translation of research to policy/practice, pre-clinical
trial phases or phase IV clinical trials, neglected diseases. Presently, an extension of the EDCTP
mandate would be clearly beyond the scope of the programme as clinical trial strengthening
represents at this point in time the core business of EDCTP. The stakeholder comments should
hence rather be seen as wishes and ideas with regards to a future EDCTP programme. The
extensive wish list seems to reflect their belief that EDCTP can or should do more or it might simply
suggest that stakeholders are not fully aware of the core mandate. Although many of the suggestions
will probably not be realizable, EDCTP governing bodies might nevertheless want to consider the odd
suggestion for the definition of the future programme.

4) Sustainability

Established partnerships within the EDCTP are still fragile and bear a considerable risk to collapse
and fade away if EDCTP support comes to an end. With reference to the nature of clinical trials
running for several years and the aim to build up sustainable research and clinical trial capacity in
Africa, a long-term predictable support would be required. Particular attention should be paid here to
long-term academic institutional support and capacity building of African scientist in Africa. Contrary
to the present project approach, a more structured process with regards to long-term support of
African academic institutions would be desirable. At a later stage, once research links have been
established and are functioning, the EC, other funding bodies or African national governments need
to ideally step in.

5) Political Representation

Contrary to EDCTP’s claimed advances in making the GA more political (2009 Independent External
Evaluation Panel report), many stakeholders were unaware of EDCTP’s progress in relation to this
field of action. The reason for not having released external information about ongoing efforts to
increase political representation of the GA can be explained by the fact that EDCTP understandably
prefers to take a more careful approach. EDCTP will only release information, once the negotiation
phases of such delicate topic areas have been overcome. Naturally, a careful approach clearly makes
sense, however, an early as possible update of stakeholders on political decisions should
nevertheless be assured to avoid the development of misconceptions.

16 http://www.edctp.org/Performance.572.0.html
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6) PDP/PPP Involvement

EDCTP has initiated a working group to improve interaction with the private sector as stated in the
EDCTP 2009 Independent External Evaluation Panel Report. EDCTP is already working on a related
strategy paper and holding stakeholder meetings with, e.g., PDP, before calls are launched. Visibility
of theses activities however, seem to be limited, as the majority of stakeholders were not aware of
these efforts. Thus, there seems to be a tendency that the role of EDCTP stakeholder meetings seem
to be not well recognised in this context. Divided opinions exist with regards to the level and
conditions of private sector involvement. There is a tendency to prefer a stronger involvement of PDP
and PPPs to improve know-how and secure additional funding, but only under the condition that
EDCTP maintains a public health approach.

To conclude, it is widely acknowledged that EDCTP plays a very significant role in promoting
collaboration in the international research and development community by providing much needed
financial and other resources, thereby increasing research and clinical trial capacities of partners from
resource poor settings in Africa.

4.3 Future challenges

The future challenges mainly coincide with the mentioned key activities discussed in section 4.2 and
will hence only be briefly referred to. The key challenges for a future EDCTP program focus on the
following four key topic areas:

1. EU Member State and EC funding/co-funding from 2~ 010 onwards
A stronger, streamlined, up-front and long-term funding commitment from EU Member States
and the EC would greatly facilitate the realization of EDCTP’s objectives. In order to achieve
this, the diverse funding mechanisms of the contributing Member States need to be
overcome. Higher financial investments from African countries are also wished for.

2. EDCTP Programme sustainability
A continuation of the EDCTP program beyond 2010 is heavily dependent on additional funds.
Also, from a human resource perspective, sustainable capacity development needs to be
assured through long-term investments and technical and professional support to African
institutions and researchers. A strong focus should hereby be placed on strengthening
regulatory and ethical frameworks in Africa.

3. Operational structure
A leaner, less bureaucratic operational structure would be preferred. EDCTP should also
think about how it wants to position itself among comparable global initiatives in the future.

4. Capacity building
Capacity building of African institutions and young and senior African scientists in clinical trial
conduct and research in compliance with international ethical and regulatory standards
represents a key focus area for a future EDCTP programme.

5. African governmental involvement

Especially a higher involvement of African governments and more financial commitments are
perceived as key challenges for the future EDCTP programme.
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5 Conclusions

Despite the initial management and operational challenges experienced during the start up phase of
the EDCTP 2003-2009 programme, also repeatedly highlighted in the 2005 Self-Assessment and the
2007 Independent External Review Report, survey respondent opinions clearly show an overall high
satisfaction level with today’s EDCTP performance.

Achievements are acknowledged in many of the main areas of activity such as:

1. Capacity strengthening of African scientists, and institutions facilitating sustainable capacity
retention of African clinical trials and research sites.

2. Networking , especially through North-South and South-South mentoring and genuine
partnerships, and the establishment of regional networks of excellences enabling sustainable
know-how and technology exchange and transfer.

3. Poverty disease focus on the three most devastating diseases of the African continent:
HIV/AIDS, TB and Malaria.

4. Increased African ownership and project leadership providing African scientists with the
rare opportunity to initiate and implement international-standard clinical trials. The number of
Africans acting as Principal Investigators presently makes up 65% and the number of
involved African countries and institutions has also gradually increased. Especially the
DCCC, as an EDCTP partnership structure, ensures the input and commitment of African
countries and researchers.

5. Strengthening of the African research environment around the three poverty related
diseases. EDCTP is seen as greatly facilitating research capacity development in resource-
limited settings in Africa and enabling African researchers to set and prioritise the research
agenda.

6. Strengthening of clinical trial conduct in Africa . EDCTP fills the gaps in clinical trial
implementation for HIV/AIDS, TB and Malaria in Africa and raises global awareness about the
related funding needs.

7. Strengthening of the African ethical and regulatory environment are seen as key focus
areas of EDCTP activities to ensure compliance of clinical trial conduct with international
standards and should be maintained as part of a future EDCTP programme.

8. Information and communication management . EDCTP has developed new
communication mechanisms which successfully reach the stakeholders. For future internal
self-assessments of stakeholder opinions, EDCTP could use similar web based online tools
which are easily accessible on the world wide web. Such survey tools facilitate a guided and
easy to understand approach to design surveys, collect responses and conduct data
analyses.

In spite of EDCTPs recent efforts to overcome initial operational set backs and progress in improving
specific activity areas, there are still several activity areas which ideally require some future attention
in order to enforce the EDCTP’s role as an important funding instrument of the European Union.
These activity areas are listed in the following paragraphs and are in line with the most pronounced
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challenges most likely faced by the 2010 EDCTP program, as identified by survey respondents.
Based on the review of the survey findings the SCIH, acknowledging it's limited experience with
EDCTP, has made a careful attempt to come up with some ideas for recommendations which EDCTP
might want to further explore for a future EDCTP program:

1. EDCTP funding/co-funding mechanisms: Not surprisingly funding is perceived as not
being available in sufficient amounts; the identification of matching EU Member State and EC
funding as well as the attached conditions are major roadblocks for African applicants to
access funding.

Recommendations to manage future challenges:
a. Emphasize up-front as well as long-term funding commitment by Member States (and
the EC) ideally into a common funding pot and reconsider the funding conditions.
b. Lobby for more significant funding investments by Member States which have so far
maintained a low funding profile.
c. Lobby for increased levels of financial contributions from African countries as well as
the private sector.

2. Operational structure: The initial management set up and the present bureaucratic and
resource intensive operational structure were criticised. Despite the critique, the current
EDCTP leadership has repeatedly been praised for overcoming the start-up challenges in a
very successful manner.

Recommendations to manage future challenges:

a. Explore a possible leaner, less bureaucratic management structure involving fewer
EDCTP constituent bodies in decision making processes.

b. Shorten the time investments to review applications, approve projects and enter
contractual arrangements, and make these procedures more efficient.

c. Explore possible leaner administrative procedures (e.g. for reporting, application
process) while maintaining standards required for funding sources.

d. Better streamline EDCTP activities with African national priorities and programmes in
order to avoid duplications.

e. Rethink how to position EDCTP in the global R&D research community and among
comparable global initiatives and define a corresponding new health strategy. Also
think about a geographical expansion e.g. to Latin America.

f. Set measurable targets of what EDCTP aims to achieve in the various fields of
action.

g. In order to reduce the risk for future stakeholder misconceptions and
misunderstandings about the EDCTP processes, EDCTP would be well advised to
consider taking a proactive approach to assess stakeholder opinions and knowledge
on a regular, for example yearly basis. For future self-assessments of stakeholder
opinions, EDCTP could use web based online tools which are easily accessible on
the world wide web. In Annex 6.5 an example assessment tool, is presented.

3. Clinical trial conduct:  Too narrow a focus on clinical trial conduct is mentioned.
Recommendations to manage future challenges:

a. Continue to strengthen clinical trial conduct but also consider to:

b. Focus more on capacity development, clinical trial management and implementation,
and monitoring and evaluation.

c. Consider a more interdisciplinary approach and emphasis on research beyond
clinical trials, e.g. translation of research into policy/practice, pre-clinical trial phases
or phase IV clinical trials.
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Considering the success of the EDCTP in strengthening clinical trial capacity,
EDCTP might in future want to discuss an enlargement of the disease scope beyond
the three poverty related diseases. However, a remaining focus on clinical trials is
recommended, as this represents an important comparative advantage to similar
initiatives.

Pay attention that new research sites are really equally involved in the EDCTP
funded projects as there might be the tendency to repeatedly engage with the same
well known African clinical trial sites.

Continue to strengthen the clinical trial ethics and regulatory environment in Africa as
it represents an important focus area of any future EDCTP programme. Investment in
sustainable ethical committees across Africa and more pronounced support from
national governments to assure compliance with human rights, definition of codes of
conducts and formulation of clear ethical standards in line with international
standards could enhance ethical trial conduct.

Enhance visibility and information of stakeholders about EDCTP efforts to meet
private and public parties and stakeholders prior to calls are launched; its initiative to
stay updated on new product developments for the three poverty related diseases
and its efforts to engage in ongoing collaboration efforts with the private sector to
show that EDCTP maintains updated on recent developments in the clinical trial field.

4. Sustainability of EDCTP investments in clinical trial conduct and related capacity
strengthening is jeopardised if no further funding is available for EDCTP projects. EDCTP
partnerships/projects are not yet in a position to function on a self-sustainable basis.
Recommendations to manage future challenges:

a.

b.

Emphasize long-term academic institutional support and capacity building of African
scientist in Africa to contribute to enhanced sustainability.

Mobilize a stronger commitment of African governments to support the EDCTP
initiative — financially and strategically.

Emphasize full responsibility and accountability for project ownership of African
partners.

Sensitise that Member States regularly renew their strategic commitment to assure a
sustainable development of clinical trial programmes and capacity strengthening of
African scientists and institutions.

5. PDP/PPP involvement: There is a general unawareness about EDCTP’s advances in
engaging with the private sector among the majority of survey respondents.
Recommendations to manage future challenges:

a. Consider to improve the communication approach informing stakeholders about
EDCTP’s activities, achievements and set backs on this topic through regular
updates using one or more of the EDCTP communication tools.

b. Develop a clear mandate and well thought through approach to increase engagement
with the private sector (for-profit especially) while maintaining a public health focus to
enhance EDCTP’s know-how and expertise in clinical trial conduct.

6. A more political representation at GA level: As for private sector involvement, there is also
a general unawareness about EDCTP’s advances in increasing the political representation at
GA level.

Recommendations to manage future challenges:

a.

Increase African decision-making power at EDCTP management level, e.g. in the
GA.
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b. Improve the communication approach informing stakeholders about EDCTP'’s
activities, achievements and set backs on this topic through regular updates using
one or more of the EDCTP communication tools.
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Internal Assessment 2009 ToRs

To assess and consider the progress made by the EDCTP in delivering its mission taking particular
account of:

NogohkwdhpE

©

The report of the Interim Review Group

The EDCTP Self-Assessment conclusions of January 2005

The quality, extent, ownership and sustainability of the partnership with Africa

The improvement in cooperation and coordination between European Member States

The quality and sustainability of the links with third parties

Improved perception in Africa and internationally of the EDCTP partnership with Africa

The empowerment of Africans partners to set priorities and drive the research agenda in
Africa.

Enhancement of the research environment in Africa

6.3 Contact Lists

The survey is based on the following contacts provided by the EDCTP. In Table 4 and Table 5 the
number and type of stakeholder group representatives contacted either through the questionnaire or
by telephone are displayed.
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Table 4: Stakeholder group representatives contacted by questionnaire

African

African collaborator 11
African regional communities and bodies 5
African collaborating networks/partners 8
African Coordinator Network of Excellence 1
DCCC representative 2
Former DCCC representative 6
Former African grantee 6
African grantee 44
Hosting Institution MRC SA 2
African other funding organisations / 1
EDCTP collaborators

African Third Party Funder 1
African total 87
European

European collaborating networks/partners 1
EC representative 1
ENNP representative 6
Former EDCTP secretariat representative 1
Former European grantee 1
GA representative 4
European grantee 11
European &US other funding 8
organisations / EDCTP collaborators

European & US Partnership Board 3
representative

European & US Third Party Funder 12
European & US total 48
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Table 5: Stakeholder group representatives contacted by telephone

Relationship with EDCTP Number of
stakeholder
group
representatives
contacted

African

African Coordinator Network of Excellence
African Regional communities and bodies
DCCC representative

African grantee

African total
European

EDCTP representative
ENNP representative
GA representative

European & US Third Party Funder
European & US total

Total

List of names of stakeholder group representative ¢ ontacted by telephone:

1. P. Kaleebu, Coordinator Network of Excellence, MRC Programme on AIDS in Uganda,
Uganda Virus Research Institute, Uganda.

E. Busch, African Regional communities and bodies, NEPAD, South Africa.

AY. Kitua, DCCC representative, WHO, Geneva.

T. Corrah, DCCC representative, MRC Laboratories, The Gambia.

W. Salami, EDCTP representative, EDCTP, Netherlands.

M. Makanga, EDCTP representative, EDCTP Africa Office, South Africa.

D. van der Roost, ENNP representative, Institute for Tropical Medicine, Belgium.

B. Gryseels, GA representative, Institute for Tropical Medicine, Belgium.

H. Akuffo, GA representative, Swedish International Development Agency (SIDA), Norway
10 D. Dunstan, GA representative, Medical Research Council, UK.

11. N. Siegfried, African grantee, University of Stellenbosch, South Africa

12. P. Small, Third Party Funding Agency, Bill & Melinda Gates Foundation, USA.

© N OA~®N
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6.4 Questionnaire
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6.5 Survey assessment tool

Until recently, creating and conducting an online survey was a time-consuming task requiring the
development of paper based survey tools or the familiarity with web authoring programmes, htmi
code and scripting programmes. The collection process consisting of mail sent surveys or cut and
pasting email responses into statistical software programmes was rather tedious. Today, Survey
authoring software packages and online survey services make online survey research easier and
faster. One of the most frequently used online survey tools is “surveymonkey”
(http://mvww.surveymonkey.com). This tool was also used for this Internal Assessment.

The advantages are:
Access to individuals in distant locations
Anonymous data collection can be guaranteed to participants
Ability to reach difficult to contact participants
Reduced costs
Convenience of having automated data collection, which reduces researcher time and effort.
For further detailed analyses, data can be exported into other programmes.
Hosted on company server for fixed period (as defined by the user)
Unlimited number of surveys are possible
Costs to use surveymonkey are comparatively cheap: 20 USD/per month or access to a very
basic version of surveymonkey for free. Membership can be cancelled anytime.
24 hour support

The disadvantages are very limited mainly referring to:
Requiring survey participants to have internet access
Uncertainty regarding sampling (emailing an online survey invitation and link to every
member of a compiled list can be hampered by multiple email addresses for the same
person, multiple responses from participants and invalid/inactive email addresses). However,
these sampling errors can be overcome by making sure that email addresses and names are
valid and correct prior to sending out the survey.

Step by step instructions on how to access survey monkey are given below:

1. Go to www.surveymonkey.com

Instructions are available in English

3. Go to “join now for free” and enter the required personalised password, username and email
contact details and open up an account to proceed.

4. Video tutorials on how to use surveymonkey are available for those experiencing difficulties in
survey development and a user handbook is downloadable once an account has been
opened.

N

SCIH recommends EDCTP to consider surveymonkey or similar web based tools as easy methods to
realize comparable future internal assessments without external assistance. A sample to assess
stakeholder opinions on an ongoing basis e.g. once a year is given below (see example questionnaire
below). Of course, EDCTP has the option to focus on a different target group, to change the question
focus, to include more complex questions (see SCIH developed questionnaire in report section 6.4) or
to conduct a completely different survey. In any case, the questionnaire should be kept short in order
to encourage a maximum participation.
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Sample questionnaire for a simple Stakeholder Asses  sment:

EDCTP Stakeholder Assessment

1.

Please specify your relationship with the EDCTP. To which of the following stakeholder groups do
you belong? Please select all suitable options.

Beneficiary

European

European applicant
European public sector and/ or governmental body
European University/researcher
European applicant

EDCTP European network partner
European private sector

Other stakeholder, please specify:

ooooooao

=
=
)
©
=}

African applicant
African public sector and/ or governmental body

African University/researcher

African regional group/organisation/institution

EDCTP African network partner

EDCTP African regional networks of Excellence Partner
African private sector

Other stakeholder, please specify:

Oooooooo

Service Provider or EDCTP constituent Member

[0 EDCTP constituent member (e.g. EEIG General Assembly, ENNP, Executive Secretariat,
DCCC, PB, Executive Steering Committee)

[ Other funding organisation not funding the EDCTP

[ Other stakeholder, please specify:

What in your opinion are the strengths of the current EDCTP programme? Please elaborate.

[ Don't know.

What do you consider to be the weaknesses/limitations of the current EDCTP programme?
Please elaborate.

[ Don't know.
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4. How would your rate the overall performance of the EDCTP in 20XX?

Excellent
Good
Mediocre
Poor
Very poor

oooono

[ Don’t know.

Additional comments (optional):

5. Has the EDCTP Programme so far brought added value in terms of networking and coordination
(consider South-South, North-South and North-North networks)? Please elaborate.

[ Don't know.

6. How would you evaluate the quality of South-South, North-South and North-North EDCTP R&D

partnerships? Please select.

Quality level High quality
Low quality

Average quality

Don't
know

South-South

North-South

North-North

Additional comments (optional):

7. How do you evaluate the level of support (financial and institutional), EDCTP offers for its main

R&D capacity development activities?

Type of Capacity Development

High
support

level

Average
level
support

Low Don't
level know
support

HIV-AIDS clinical trials

TB clinical trials
Malaria clinical trials

development & clinical trial registry)

Fellowship projects (senior & career

Joint programme projects

Ethics & Regulatory
Scholarships (MSc & PhD)

Networking & Networks of Excellence

Clinical Trials Registry
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8. How do you evaluate the level of African empowerment and ownership of African partners to
drive the research agenda?

[J Very high level of ownership
[J High level of ownership

[ Average level of ownership
[J Almost no level of ownership
[] No level of ownership

[ Don’t know

Additional comments (optional):

9. What in your opinion are the five most important challenges for the year 20XX onwards?

akrwnNE

Additional comments (optional):

10. Finally, do you have any other comment(s)? Optional.

Thank you for your time and efforts!
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