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Towards the second EDCTP programme

The process of expanding the European mem-
bership of EDCTP in preparation for EDCTP2
has begun with a meeting of current and
prospective European partner countries. The
aim of expanding EDCTP membership is to lev-
erage European national research programmes
relevant to poverty-related and neglected infec-
tious diseases.

EDCTP was created in 2003 as a European
response to the global health crisis caused
by the three main poverty-related diseases
(PRDs) of HIV/AIDS, tuberculosis and malaria.
Currently EDCTP is a partnership between

14 European Union Member States plus
Norway and Switzerland with 47 sub-Saharan
African countries. The aim of the programme
is to accelerate the development of new and
improved drugs, vaccines and microbicides
against HIV/AIDS, tuberculosis and malaria

through a balanced partnership of European
national research programmes on PRDs with
their African counterparts in collaboration with
the pharmaceutical industry and like-minded
organisations.

The second EDCTP programme is expected to
start in January 2014 as part of the European
research framework programme Horizon 2020.
Its scope is based on the current objectives and
achievements and will be expanded to include:
all clinical trial phases I-IV including health
services optimisation research; other neglected
infectious diseases; closer collaboration with
industry, like-minded product development
partners and development agencies; and col-
laborative research with other developing coun-
tries outside sub-Saharan Africa when possible
and desirable.
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Acronyms and abbreviations

ANRS Agence Nationale de Recherche sur
le Sida (National Agency for AIDS
Research)

CSA Coordination and Support Action grant

DfID UK Department for International
Development

EDCTP2 second phase of EDCTP’s programme,
which will begin in 2014

EEIG European Economic Interest Grouping

ERA European Research Area

EU European Union

GA EDCTP General Assembly

Horizon 2020  financial instrument implementing
the Innovation Union, a Europe 2020
flagship initiative aimed at securing
Europe’s global competitiveness

INSERM Institut National de la Santé et de la
Recherche Médicale (National Institute of
Health and Medical Research)

LSHTM London School of Hygiene and Tropical
Medicine

MRC Medical Research Council

MSc master’s degree in science

NACCAP the Netherlands-African partnership

for capacity development and clinical
interventions against poverty-related

diseases
NIDs neglected infectious diseases
NoE EDCTP-funded Networks of Excellence
PDPs product development partnerships
PRDs poverty-related diseases
UNITAID an international facility for the purchase

of drugs against HIV/AIDS, tuberculosis
and malaria

WHO AFRO World Health Organization Regional
Office for Africa
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1. Executive summary

Preparations for a second phase of the
European & Developing Countries Clinical
Trials Partnership (EDCTP2) are currently
underway and EDCTP2 is expected to be
funded by and start in parallel with Horizon
2020 in January 2014. The EDCTP programme
goals will be realised through cooperative part-
ner country joint programmes with a common
research administration and funding. This will
include alignment and integration of scientific
activities and resources and, more specifically
a common peer-review, co-financing, projects
oversight, and monitoring and evaluation
framework.

As stated in the EDCTP2 Strategic Business
Plan, all European partner countries have
acknowledged the value of EDCTP1 to devel-
oping their own national programme of
intervention studies to develop new products
to fight HIV/AIDS, tuberculosis and malaria.
Moreover, the programme has been one of the
few international initiatives to have developed
real partnership with African scientists giv-
ing ownership and leadership to those on the
ground in disease-endemic countries.

The objectives for national programme net-
working and coordination at the European level
are:

» Coordination of research objectives, strate-
gies and activities in the European partner
countries

« Cooperation to promote efficiency, comple-
mentarities and avoid duplication

« Creation of synergies and added value

« Collaboration and brokering between
national programmes.

In support to these preparations, this meeting
hosted national representatives from current
members of the European & Developing
Countries Clinical Trials Partnership (EDCTP)
together with prospective partner countries
including Czech Republic, Finland, Hungary,

Latvia and the Slovak Republic. It was organ-
ised by EDCTP and the European Commission
and hosted by Statens Serum Institut with

the support of the Danish Presidency of the
European Union, represented by the Danish
Ministry for Science, Innovation and Higher
Education.

The aim of this meeting was to provide infor-
mation on the strategic opportunities and ben-
efits offered by participation in the EDCTP2
programme and to provide a forum for discus-
sion between current and prospective EDCTP
partner countries.

The following areas were addressed:

« Preparations for Horizon 2020 under the
Danish Presidency; expected milestones
under the forthcoming presidencies of
Cyprus and Ireland

« The strategic and operational aspects of the
current EDCTP programme

« The experiences of current EDCTP partner
countries, from the perspective of Germany,
France and Ghana

« The achievements of EDCTP in the context
of the European Research Area (ERA)

« The strategic benefits and opportunities
for partner countries; their roles and
responsibilities

« The current status of preparations for
EDCTP2 and next steps.

This meeting was to begin the process of
expanding the European membership of
EDCTP in preparation for EDCTP2 as a way
to leverage investment in European national
research programmes of relevance to poverty-
related diseases. Through the course of the
discussion, a number of areas were identified
which will be addressed as part of the activi-
ties in the period 2012-2014 when EDCTP is
preparing for the second programme. In paral-
lel with the legislative process, the European
Commission, the EDCTP Secretariat, and
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current member states will work to streamline
governance structures, simplify and harmonise
rules and processes governing participation
such as cofunding, as well as engaging with
stakeholders globally to ensure that EDCTP
continues to address the research priorities and
health needs of all stakeholders in Africa and
Europe.

15/05/2012 23/08/2012 01/12/2012 11/03/2013 19/06/2013 27/09/2013

05/01/2014

Meeting with prospective member states
(May 2012) |

Meeting with industry (June 2012)
General Assembly (November 2012) |
High-Level Conference in South Africa |
Cyprus Presidency

Preparation of the delegation agreement

First Constitutional Meeting: informal |
private sector advisory forum (date tbc) |

Irish Presidency

Legislative process

5 Stakeholder meetings (date tbc) |

Develop operational business plan

EDCTP2 pre-launch high-level meeting |
and Seventh EDCTP Forum (date tbc) |
Member states integration meetings
(dates tbc) |
Finalising and signing of the delegation
agreement -

Publication operational business plan |
Adoption of legislative process

Horizon 2020 starts

Figure 1. Overview of the key public milestones in the preparations for EDCTP2
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2. The EDCTP experience

Introduction

This meeting brought together national
representatives from current and prospective
member states of the European & Developing
Countries Clinical Trials Partnership (EDCTP).
It was organised by EDCTP and the European
Commission and hosted by Statens Serum
Institut with the support of the Danish
Presidency of the European Union. The Danish
presidency was represented by the Danish
Ministry for Science, Innovation and Higher
Education. The aim of this meeting was to
provide information on the strategic opportuni-
ties and benefits offered by participation in the
EDCTP2 programme and to provide a forum
for discussion between current and prospec-
tive EDCTP partner countries. The goal was to
begin the process to expand European mem-
bership of EDCTP in preparation for EDCTP2
and thereby leverage investments in European
national research programmes of relevance to
poverty-related diseases (PRDs).

The meeting followed on from the Consensus
Meeting hosted by the Belgian EU Presidency
in September 2010, at which the current
EDCTP partner countries agreed that a
second phase of the programme should be
sought. Preparations for a second phase of the
European & Developing Countries Clinical
Trials Partnership (EDCTP2) are currently
underway and EDCTP2 is expected to be
funded by and start in parallel with Horizon
2020 in January 2014.

Preparations for Horizon 2020: the Danish
presidency

Dr Kim Brinckmann, Head of Division,

Centre for Globalisation, Danish Ministry for
Science, Innovation and Higher Education,
welcomed all participants on behalf of the
Danish Presidency and gave a short overview of
the preparations for Horizon 2020 under the
Danish Presidency.

Dr Brinckmann underlined that the new EU
Framework Programme for Research and
Innovation Horizon 2020 is one of the political
priorities for the Presidency. In the current
phase of the decision-making process on
Horizon 2020 the Presidency has achieved a
partial general agreement between European
Union (EU) Member States with regard to the
scope and objectives of Horizon 2020 although
the budgetary envelope has not yet been
addressed. One of the objectives is to widen
the participation in the programme by new EU
Member States and to increase opportunities
for broader participation in European research
programmes. Dr Brinckmann endorsed
EDCTP as a positive example of research col-
laboration and underlined the Danish support
for the preparations for EDCTP2.

EDCTP strategy and operations

Professor Hannah Akuffo, Chair of the
EDCTP-EEIG General Assembly and Lead
Specialist for research cooperation at the
Swedish International Development Agency
introduced EDCTP, explaining that its main
goal is to accelerate research and development
of new or improved intervention tools against
HIV/AIDS, tuberculosis and malaria with

a focus on sub-Saharan Africa. She gave an
overview of EDCTP’s legal and governance
structure, which seeks to ensure the broad
participation of European and African scien-
tists and policy makers both at the regional
and national level. Although the focus is on
supporting excellence in phase II and phase III
clinical research in the field of poverty-related
diseases, she highlighted the importance of
EDCTP’s investment in capacity development
for research in ensuring that activities take
place in a sustainable and ethical manner.

Professor Charles Mgone, the EDCTP
Executive Director, continued the introduction
to EDCTP with an overview of the scope of the
programme, its strategy and the various fund-
ing schemes used. He stressed that EDCTP’s
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core business is the funding of clinical trials
of new interventions against HIV/AIDS,
tuberculosis and malaria which will enable
promising products to proceed along the
pipeline and into the settings where they can
have the greatest impact. He noted that most
funded clinical research projects under the
current programme were phase II and phase
111 studies, but phase Ib and IV studies were
also supported. In terms of the second phase
of the EDCTP programme, it is expected that

a larger number of phase III studies will be
funded in order to maximise the benefits of the
first phase and leverage funding from multiple
sources. In addition, given the increasing
evidence and recognition of the burden of
neglected infectious diseases, EDCTP2 will
expand to support research in this area.

Building on Professor Akuffo’s introduction to
the strategic importance of capacity building,

Professor Mgone noted that the EDCTP model
integrates capacity building within the clinical

trials in order to enable that the conduct of tri-
als are done according to the best practices and
regulatory requirements. For the same reason
EDCTP also supports sub-Saharan countries
and institutions to enable them to develop
their regulatory capabilities. Identifying a gap
in terms of opportunities for south-south net-
working within regions, the EDCTP Networks
of Excellence (NoE) were established to support
the long-term aim of a more robust clinical trial
infrastructure in eastern, western, central and
southern Africa.

Professor Mgone described the various EDCTP
grant schemes which are used to fund projects.
These included integrated projects; fellowships
and training grants; grants to strengthen the
ethics and regulatory framework; Networks of
Excellence; and grants to enhance coordination
and integration of European research projects.
More information about EDCTP grant schemes
are available on the EDCTP website.
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Experiences of current EDCTP partner
countries

Germany: national research stimulated

Dr Detlef Bocking, who represents the Project
Management Agency DLR on behalf of the
German Federal Ministry for Education and
Research, began by presenting a snapshot of
the situation of research funding for poverty-
related and neglected infectious diseases in
Germany before EDCTP. He then identified
the ways in which EDCTP had contributed to
the development of a more coherent environ-
ment for national research in poverty-related
diseases, noting the number of institutions
and initiatives which had since developed.

He underlined the opportunities afforded by
EDCTP for German researchers to collaborate
more easily with researchers across and beyond
Europe, and in a more focused way compared
with other framework programme activities
such as networking of thematic programmes
within the European Research Area (ERA-
NETS). Although Germany did not have an
established research tradition in this area, sig-
nificant financial commitment from Germany
had resulted in good return on investment.

He concluded that a comparison between the
national background a decade ago and today
indicated that participation in EDCTP had
contributed to stronger research for poverty-
related and neglected infectious diseases and
greater commitment to research in partnership
with other European and African countries.
Finally, he added that the participation in
EDCTP has led to stronger programmes in
HIV/AIDS, tuberculosis and malaria together
with a greater focus on global health supported
national needs, particularly in relation to issues
such as migration and microbial resistance.

He concluded noting Germany’s endorsement
of the second EDCTP programme which is

a core feature of Germany’s commitment

to fighting poverty-related and neglected

infectious diseases. This position is illustrated
in the Concept for Research Funding: Neglected
and Poverty-Related Diseases published by the
Ministry for Education and Research in July
2011

France: national research priorities

Professor Patrice Debré, INSERM (National
Institute for Health and Medical Research,
France) reviewed the experience of EDCTP in
the context of France and identifying opportu-
nities for the second phase. He began by pre-
senting the French research landscape from the
perspective of international and national global
health priorities. He noted that there are pres-
ently six organisations in France devoted to the
fight against the three diseases (both advocacy
and operational) and that national priorities for
global health are closely linked to the work of
these organisations.

He commented that there is still need for better
interactions between the different organisa-
tions working with the disease priorities of
EDCTP at the international level. For example
EDCTP, UNITAID and the Global Fund cover
the trajectory from ‘bench to bed” and he sug-
gested that greater interaction among these
organisations would be beneficial.

Professor Debré referred to the magnitude of
French contribution to global health, highlight-
ing that the three diseases, a commitment

to Francophone countries, and sub-Saharan
Africa were all priorities. He reported that
between 2000 and 2011, the French contribu-
tion to the three major poverty-related diseases
doubled. Both the Global Fund and UNITAID
received significant amounts from French
Ministries — while the contribution to EDCTP
was much smaller. He attributed this to the
weaker position of research in the context of
international cooperation. Professor Debré
explained that most relevant French research
institutions are not in a position to contribute
directly to EDCTP as most of these are financed
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rather than funding agencies. Only ANRS, the
national agency for funding research relevant
to HIV/AIDS and viral hepatitis has an annual
budget of 50 million Euros and is in a position
to do this.

This introduction served to illustrate the

ways in which national science policies and
politics influence the form of the relationship
with EDCTP. Currently, in spite of the active
research programmes across sub-Saharan
Africa and Asia, French ministries do not have
the budgets to contribute to the EDCTP ‘com-
mon pot’, and the traditional EDCTP grant
scheme makes it difficult for French research-
ers to participate as their home institutions
have very limited budgets for international
cooperation in research. From this perspective,
he recommended the Joint Calls by Member
States scheme (based on EDCTP stakeholder
meetings, see subsequent discussion) as the
best way to network and to integrate European
research activities. Under this scheme funds
are provided by the partner countries and
EDCTP administers the grants. He stressed the
need for EDCTP to carefully consider national
research priorities (even in terms of cross-cut-
ting areas such as maternal and child health)
when developing policy and recommended
the stakeholder meetings as the best forum to
further research collaboration.

He concluded noting that one of the difficulties
that had arisen was the division of responsibil-
ity between funder and sponsor in the EDCTP
structure.

He underlined the need for stronger links
between EDCTP and other international agen-
cies and European initiatives in the second
phase, and the potential opportunity associated
with moving to phase IV clinical trials in rela-
tion to these efforts.

Ghana: opportunities created

Professor John Gyapong, Pro-Vice-Chancellor
(Research Innovation & Development),
University of Ghana and GA member repre-
senting WHO AFRO, decided to present his
contribution by focusing on his analysis on
Ghana. He began by illustrating the breadth of
EDCTP activities in Ghana which include clini-
cal trials, capacity building and research ethics
support. He reported that his presentation was
prepared following discussions with some of
the scientists who were part of EDCTP funded-
projects in different ways and he reported some
of their perspectives and experiences. He noted
the importance of international collaboration
and foreign funding for research in Ghana, in
creating opportunities for research that would
otherwise not exist. He emphasised the impor-
tance of EDCTP in funding expensive clinical
trials where national funds are scarce. He
emphasised that for African scientists, EDCTP
provides the opportunity “to get real work
done” which provides evidence to strengthen
the national environment for health and add
value to health service delivery. Beyond phase
IT and phase III trials, EDCTP has also sup-
ported a number of evaluations which provide
valuable opportunities to pose research ques-
tions which juxtapose research with healthcare
service delivery.

Professor Gyapong stressed the importance
of capacity building as a way to develop the
next generation of scientists, emphasising

the importance of specific skills such as grant
proposal writing and scientific publications.
He emphasised that this process contributes
to a growing confidence in the capacity to
conduct research. He furthermore underlined
that projects such as the grant which enabled
the MSc in clinical trials training programme
to be developed at the University of Ghana in
conjunction with LSHTM had been an oppor-
tunity to train clinical research scientists from
all over Africa. As well as building capacity in
Ghana, this enabled Ghana to contribute to
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strengthening the whole sub-Saharan African
research environment.

Another area where he reported impact was
in the field of health research ethics through
strengthening of Institutional Review Boards.
This improved coordination at the national
level by increasing collaboration between
national research ethicists, while supporting
individual institutions.

Reflecting on the end of the first phase of
EDCTP, Professor Gyapong reported that many
of the Ghanaian centres which conduct clinical
trials have well established and well managed
research activities. The investment of four
grants in research ethics paid off as well where
monitoring of programmes by ethics review
and regulatory bodies has become routine
practise in Ghana. He suggested that it is now
time to reflect on further collaboration between
the ethics committees/institutional review
boards and to consider how future monitoring
of research activities can be most effective.

Concluding, he commented that the feedback
on EDCTP he had received from conversa-
tions with members of the national research
community was positive and EDCTP is well
known within the major institutions. The only
area, he concluded, where intensified work is
needed is to improve EDCTP’s visibility at the
political level, in the Ministry of Science and
Technology and the Ministry of Health.

Spain: leveraging funding resources

Further contributions were received from Dr
Rafael de Andrés Medina, Instituto Carlos 111,
the GA representative from Spain who drew
on his personal experience of involvement with
EDCTP. He suggested that EDCTP acted to
stimulate contributions from different partner
countries towards clinical research in the field
of HIV/AIDS, tuberculosis and malaria and
that this was an important sign of its value as
a mechanism to leverage multiple sources of

funding from Europe, African and third par-
ties. He noted that contributions to the field of
poverty-related diseases reported annually by
the member states were significant and that
there was great potential in the second phase to
reallocate and channel those funds according
to EDCTP’s priorities. Without EDCTP, there
would not have been the significant leverage
provided by the European Union. Referring

to the integration of member states he noted
the increasing level of integration over the life
of the EDCTP programme which indicated its
growing importance. Finally, he commented
on the importance to frame EDCTP and the
preparation for EDCTP2 within the context of
the political strategy for Horizon 2020 and the
EU Communication on Global Health.

He underlined the importance of the
achievement of the joint programme and the
European Economic Interest Group (EEIG) as
the instrument to implement this, noting that
building up mutual trust and operations had
taken time and should not be underestimated
as an achievement. The networks were not
just north-south, but also north-north and
south-south. Further alignment of national
priorities and expansion to include even more
partners would contribute to an even stronger
programme in the future and the eventual sus-
tainability of the research outcomes.

Belgium: research partnerships

Dr Dirk van der Roost, Institute for Tropical
Medicine, Belgium, framed the EDCTP
approach in the context of current thinking
on development and research partnerships.
He commented that after a difficult start the
organisation has learned to deal with the com-
plexities of conducting research in partnership
with European and African researchers and
institutions. In a sense EDCTP is a ‘third gen-
eration initiative’ because it places partnership
“Europe-Europe” and “Europe-Africa” at the
core of its strategy.
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Referring to the Paris Declaration and Accra
Agenda for Action, he said EDCTP was striv-
ing to work according to the principles of
ownership, alignment, harmonisation, mutual
accountability and clear goals. The second
EDCTP programme would be an opportunity
to pursue this partnership further and to offer
a common European response to African
demands based on jointly identified priorities
and forms of collaboration.

He suggested that it would be in the national
interest of the prospective new partner
countries to participate in the partnership,
particularly in view of the far-reaching effects
of poverty-related diseases and the pandemic
character of HIV and tuberculosis. EDCTP
offers a structure for research collaboration
with strong African counterparts and mecha-
nisms for institutional capacity development
in Africa, for example through the Networks
of Excellence. The stakeholder meetings and
the Seventh EDCTP Forum in 2013 will offer
potential European partner countries concrete
opportunities to network and explore the pos-
sibilities of involvement in EDCTP.

Netherlands: embedding a national
programme

Dr Eva Rijkers, Netherlands Organisation
for Scientific Research, presented the Dutch
contribution to and participation in EDCTP,
which was mainly through the pivotal

NACCAP programme, the Netherlands-African

Partnership for Capacity Development and
Clinical interventions against Poverty-related
diseases. The programme was established and
developed in parallel with EDCTP. It ran two

proposals independently of EDCTP and funded

four research partnership programmes. After
EDCTP became an established programme,
the Dutch contribution was channelled to
EDCTP for specific calls and in this way the

national programme became embedded within

EDCTP with Dutch researchers encouraged
to apply through the partnership. The Dutch

contribution has been approximately 20 mil-
lion Euros from the budget of the Ministry of
Foreign Affairs.

Drawing on the Dutch experience, she identi-
fied the important reasons to participate
actively in EDCTP:

« Greater collaboration between European
countries

« Greater collaboration between African
countries

« North-south collaboration, harmonisation
and alignment

« Increased possibility of demand driven
research.

Dr Rijkers concluded that in the current politi-
cal situation EDCTP remains a strategic part-

ner for pursuing health research and contribut-

ing to the global health development agenda
although currently the Netherlands seem to be
moving away from the direct involvement and
direct cash contributions and in the current
financial situation that is unlikely to change
further.
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3. The case for EDCTP2

Dialogue with prospective partner
countries

Dr Eva Rijkers chaired a round of questions,
comments and discussions. The discussions
focused on the case for joining, national experi-
ences of the programme, and areas where
current members saw opportunities for further
development in the second phase. Questions
raised included the more practical aspects of
participation, forms of contributions which
could be recognised as cofunding, and oppor-
tunities for EDCTP activities to be linked to
existing national research and disease control
programmes thereby contributing to strength-
ened European integration.

In terms of making the case for joining,
attendees were informed that EDCTP offered
opportunities to conduct research which indi-
vidual countries cannot fund or deliver. From
the UK perspective, it was commented that the
strategic reason for Medical Research Council
(MRC) and Department for International
Development (DfID) to be involved in the pro-
gramme is that:

« It gives access to joint research funding.
EDCTP is a unique global programme
which has delivered in terms of develop-
ing research infrastructure in Europe and
Africa to facilitate multi-country, multi-site
clinical research

« Looking forward, EDCTP will be an
important political asset for the EU. Future
research on Neglected Infectious Diseases
(NIDs) in the second programme will be
able to build on the experience and infra-
structure of the first phase

« Even though issues of procedure, manage-
ment and funding mechanisms can be chal-
lenging the prize is the clinical trials that
can be deliver in partnership

« For new countries which value research
capacity, EDCTP is contributing to a

strengthened ‘African Research Area’ as
well as European Research Area.

The importance of participation in EDCTP for
prospective partner countries with develop-
ment policy agendas was also underlined.
Participants commented that the EDCTP
programme has a strong impact on the sci-
entific community in Africa, at the country
level as well as in the region. EDCTP has
leveraged many African research institutions
that participate in this programme. Within the
various regions in Africa, research centres are
networking and collaborating with each other.
Governments know EDCTP and are committed
but the problem is that the governments are
not yet making firm financial commitments.

Subsequent discussion focused on how EDCTP
activities could contribute to better alignment
of individual programmes both within Europe
and between Europe and Africa. It was sug-
gested that the European offer and the African
demand should be better connected. Three
steps forward were suggested:

« That each country should set its own
scientific priorities which should then be
reviewed in concert

« These priorities should be submitted to the
scientific advisory bodies of EDCTP

« That these bodies would then make priori-
ties which would inform the stakeholder
meetings.

The need to explore common ground and ways
to collaborate was also emphasised. It was also
suggested that greater involvement from the
development agencies, for example through
the inclusion of the European Commissioner
for Development would improve alignment
between research institutions and national
healthcare delivery systems.

Comments from prospective partner countries
raised the question of how new members could
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ensure a good level of integration and participa-
tion for their national researchers. Professor
Mgone noted that contributions to a common
pot are not a prerequisite for participation and
that researchers from non-partner countries
could still participate in research projects, but
it may be difficult for them to receive funding
from other partner countries. The condition

is that their participation must include at

least two European partner countries that
contribute to the funding of the project, such
as in the case of the US. Third parties may also
bring funding and there is no limit to their
involvement. However, membership has the
advantage of enabling countries not only to par-
ticipate but also to bring visibility and influence
to EDCTP decision-making. It was emphasised
that much remains to be done with regard to
integration and new members will be essential
to this process. The EDCTP programme aims
to further European research integration and
collaboration and funding schemes have been
developed to stimulate further integration as a
means to allow for best use of current funds. It
was also added that in-kind contributions were
a valuable mechanism for contributing where
human resources are available while there is
limited funding.

The importance of the stakeholder meetings

in contributing to preparing for a greater level
of integration was highlighted. It was noted
that EDCTP would organise stakeholder meet-
ings to prepare for the second phase of the
programme to which new potential partner
countries could contribute. Through discussion
of the state of research a shared view on where
to put the emphasis in future research was
developed.

The question of whether the scientific remit of
EDCTP would include areas such as diarrhoeal
and acute respiratory infections research in
the context of maternal and child health was
raised. In response, it was emphasised that

the decision making process in EDCTP is

participatory at all levels and the present scope
of the programme is likely to be focused on
poverty-related diseases with an expansion to
neglected infectious diseases. It was also com-
mented that many calls for proposals have a
wide scope and resulting projects such as the
malaria in pregnancy studies are relevant for
cross-cutting areas such as maternal and child
health. Potential tension between national
research priorities and the scope of the EDCTP
programme can often be resolved.

Current EDCTP members were eager to

hear more from the participants from the

new partner countries on their expectations
and requirements from participation in the
EDCTP programme. A representative from
Latvia explained that the decision to prepare for
participation through an observer status had
been taken at the political level but that further
information was still required on various
aspects such as the rules and processes related
to cofunding. In response, it was emphasised
that countries would be able to contribute
through the work of its scientists, not just
through cash funding to EDCTP. National
funding could also be used to support the work
of scientists participating in larger research
activities. This could include participation in
research on drug resistance and epidemiol-
ogy. Comments from other participants
remarked on the potential opportunities for
both researchers and institutions afforded by
participation in large international studies

as well as capacity building and networking
activities. Further information was requested
on how countries could become more involved
in preparation. The representative from the
Czech Republic commented that whilst the
Czech Republic has the scientific capacity

and expertise to participate, further steps will
need to be taken including building political
support by explaining the benefits of participa-
tion in EDCTP (the question was whether this
should be focused at the Ministries of Health,
Foreign Affairs or Education) and identifying
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appropriate institutional actors to support that
participation.

In response to some of the points raised, fur-
ther information was provided on the subject of
participation and funding, particularly national
contributions.

« At the inception of EDCTP the European
Commission had funded EDCTP with 200
million Euros to be spent over 5 years. The
EDCTP member states were expected to
match this support euro for euro, either in
cash or in kind. At the same time EDCTP
was to leverage third parties, mainly from
the private sector, to support EDCTP. In
addition to their funds channelled through
EDCTP, participating member states also
had to continue spending on EDCTP-
relevant research at the level of 2003
expenditure. For the second programme,
there had been discussions about whether
the focus would be on contributions to a
common pot or to a virtual common pot but
it was expected to retain a degree of flexibil-
ity in how they structured their contribution
to EDCTP. This would also reflect the dif-
fering levels of independence of agencies to
contribute to a common pot

+ For example, currently the UK Department
for International Development or the
Swedish International Development Agency
are both in positions to contribute cash
to be administered directly via EDCTP.

The latter supports African scientists and
Swedish researchers, but can also give fund-
ing to other countries

« It was noted that some countries contribute
in-kind, but are trying to progress to a com-
mon pot approach

« From the European Commission, there was
indication that a common pot approach will
not be insisted upon and that there will be
flexibility in terms of both cash and in-kind
contributions

« Itis likely that in-kind contributions will
have to be clearly visible to ensure greater
transparency and accountability. However
the value of the common pot for Africa was
underlined.

Some additional points were raised regarding
the legal entity, the EEIG, in which mem-

bers are individually and collectively liable.
However, it was emphasised that EDCTP is
shielded from a major liability risk by the deci-
sion that EDCTP cannot act as the sponsor of
clinical trials.

Regarding the potential political commitments
from prospective partner countries, there

was consensus that in a number of countries
the scientific communities were sensitive to
the issue but the concern at the moment was
the financial situation. However, a number

of country representatives present reported
strong political will to participate subject to any
financial and legal obstacles being addressed.
Further consultation will continue the dialogue
with the countries represented at the meet-

ing — Czech Republic, Finland, Hungary, Latvia
and Slovak Republic — as well as with countries
with which EDCTP has previously met but
who were not able to attend such as Bulgaria,
Cyprus, Estonia, Lithuania, Malta, Poland,
Romania and Slovenia.
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Strategic Business Plan for EDCTP2

Dr Mark Palmer, Head of International
Strategy, MRC UK reiterated the UK’s support
to EDCTP2 and the importance of negotiation
with more interested parties as a way to ensure
that the final programme is valuable and has
impact.

Dr Palmer introduced the background of

the Strategic Business Plan for EDCTP2 to
illustrate the progress that had been made, and
outlined the future process. At the Consensus
Meeting that was held on 27-28 September
2010 in Brussels, the EDCTP-EEIG partner
countries, Latvia (observer partner country),
African representatives and the European
Commission unanimously agreed to continue
with the EDCTP programme.

There was a consensus that the second phase
of the programme should be bigger and more
ambitious covering a period of up to twelve
years divided into three terms. While still
focusing on the current scope of HIV/AIDS,
tuberculosis and malaria phase II and III
clinical trials, the programme would gradually
expand to all clinical trial phases (I-IV), health
service optimisation research, other neglected
infectious diseases, increased membership in
Europe and collaborating with other developing
countries besides sub-Saharan Africa. The deci-
sion was made that the second phase would
make a clear start under the next framework
programme, Horizon 2020.

The participating member states under the
Belgium presidency of the European Union
presented their intention to continue with
EDCTP to the EU Competitiveness Council on
26 November 2010. Following that meeting, a
Strategic Business Plan (SBP) for the second
phase of the European & Developing Countries
Clinical Trials Partnership programme,
EDCTP2, 2014-2024 has been drafted through

an extended dialogue between partner coun-
tries. This was facilitated by a drafting com-
mittee comprising members from Germany,
Ghana, Latvia, Spain and the United Kingdom.

As part of this process, the partner countries
presented their country’s indicative financial
commitments in the second half of 201. They
made a commitment that matched the 500
million Euros the European Commission was
prepared to invest. By maintaining current lev-
els of expenditure the partner countries would
likely be able to keep this commitment. They
also expressed their commitment to exploring
future mechanisms to increase cooperation
between national programmes with the objec-
tive of greater integration of European national
programmes within the scope of EDCTP. The
Strategic Business Plan provides the founda-
tion to the legislative process which will take
place in Brussels in 2012 and 2013.

Although the EDCTP programme formally
ended with Framework Programme 6, the
partner countries continued to fund EDCTP
activities beyond 2010. Additionally, the pro-
gramme was granted a no-cost extension till
201;5. This extension allowed for time to reflect
on what the second programme would have to
look like and also to prepare for it. In February
2012, the European Commission awarded
EDCTP a grant to prepare for the transition

to a second programme. The project is called
‘EDCTP-Plus: Laying the Foundations for the
EDCTP2 Programme’. Its activities will be
carried out in the period 2012-2014. In parallel
with these activities, monitoring and evaluation
of ongoing trials will enable EDCTP and its
stakeholders to review the outcomes of the first
programme and consider where best to focus
in the next phase.

In summary, Dr Palmer concluded that the
Strategic Business Plan well positions EDCTP
to play its role in a fight against global prob-
lems. The budget of 500 million Euros from
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the member states has been carefully consid-
ered and the idea is that the commitment that
has been made is feasible. It was decided to
restrict its scope still to sub-Saharan Africa.
However, if work needed to be done elsewhere
there is a degree of flexibility. He commented
that Product Development Partnerships (PDPs)
are considered important partners to move
products forward along the pipeline. The pro-
gramme will maintain an integrated approach
and will not be exclusively focused on clinical
trials but also about building research capacity
and a regulatory environment in a way that is
active and facilitates research. This approach
would in future also allow for more work on
health systems optimisation and implementa-
tion research to ensure products can be put
into practice. Importantly, the scope will be
expanded to neglected infectious diseases
with special attention to comorbidities. There
were also further discussions about new joint
activities such as training. On the legal side,
the current planning assumes that there will be
continuity as an EEIG but at present the pro-
cess for Horizon 2020 is of major importance
in informing the timeframe.

EDCTP2 and the EU process

Dr Line Matthiessen, Head of Unit Infectious
Diseases and Public Health at the European
Commission Directorate-General for Research
& Innovation, began by emphasising that both
the Commissioner and the Director General
for Research and Innovation have a very posi-
tive view of EDCTP as a new way to address
global health issues, work in partnership with
developing countries and as a better way to use
scarce research resources. EDCTP has allowed
Europe to take a lead in launching large-scale
clinical trials and without it a number of clini-
cal trials would not have been launched.

Dr Matthiessen gave a short overview of the
next steps towards EDCTP2 at the European
level. A high-level conference will be held in
Cape Town, South Africa, in November 2012 to
discuss the content of the second programme
with African, European and international
participants from policy, industry, patient
organisations, non-governmental organisations
and research. The European legislative process
for Horizon 2020 is underway. Currently,

the European Commission prepares the
proposal for the second phase of the EDCTP
programme. This will be based to a large extent
on the EDCTP Strategic Business Plan. At the
end of 2012 or in early 2013, this proposal will
be sent to the European Parliament and the
Council. It is foreseen that the proposal will
request that the EU contribute 500 million
Euros to EDCTP2 to match the expected contri-
bution of the member states.

She also noted that one of the supporting docu-
ments is the EDCTP Impact Assessment. Dr
Gianpietro van de Goor, European Commission
Directorate General for Research & Innovation,
explained the character and function of this
document. Impact assessments are common
practice since 2004 and a prerequisite for evi-
dence based policy. The aim of the assessment
is to provide a baseline on the current status,
what further action is needed and why. The ex-
ante impact assessment explains what impact
can be expected from the launch of EDCTP II.
It analyses what EDCTP1 has achieved; what
the current situation is with regards to the
burden of the poverty-related diseases and the
lack of efficacious medical interventions; the
‘critical mass’ required for the EEIG (funding
commitment) as well as the lack of research
capacity in Africa.

The proposal for EDCTP2 will be debated after
the decisive debates on Horizon 2020. Dr
Matthiessen reminded the current and pro-
spective EDCTP partner countries that to some
extent they will take two key decisions this year:
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to be part of EDCTP and fully participate, and
to support the proposal from the European
Commission which is the indirect decision
that allows the EU to participate with 500 mil-
lion Euros from Horizon 2020. She urged the
representatives from the prospective partner
countries to ensure their ministers are fully
informed and aware of EDCTP.
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4. Conclusions and next steps

Dr Isabella Beretta, State Secretariat for
Education and Research SER, Switzerland,
gave a summary, highlighting key points and
issues which had been raised during the dis-
cussion and which would shape the process for
the next steps:

« EDCTP2 is bound to a political process, but
both European and African policymakers
are not well informed. There is an informa-
tion gap

« Further clarity is needed in relation to the
various ways of financing participation in
EDCTP2 (both at project and programme
level), but the financial mechanisms will
remain flexible

+ Questions remain on how best to prioritise
and balance European offer and African
demand

« The issue of how financial commitment
can be secured at the national level is also
pressing

« There is a need for exchanging experiences.
It is important to analyse and discuss what
is the potential of new partner countries
and what they have to offer as well as what
EDCTP can offer to the new partner coun-
tries that join the platform

+ The legal aspects mentioned had focused
on the area of liabilities, but this issue
had been largely addressed in the first
programme

+ The need for EDCTP to act where it can
add value (by harmonising and integrating
research efforts and scarce resources)

+ The need for the (potential) partner coun-
tries to be proactive and inform and further
the internal policy discussion.

Professor Mgone commented that the pro-
cess, indicated in the graph Figure 1, is clear
although the dates are not yet known and the
timing will depend on the political process.
There are no hard milestones which can
impact on the decision of new partner coun-
tries to join. Most importantly, policymakers

in the European and African countries should
be informed about the added value of joining

or supporting EDCTP. Ministers or ministries
should be allowed to argue for EDCTP if they

want to strengthen its case.

The Secretariat is already preparing for the
second phase through EDCTP-Plus, the
Coordination and Support Action (CSA) grant,
particularly with regard to 1) the mapping of
relevant research efforts in European and
African countries, including EU-12 countries
and 2) the preparation of the stakeholder meet-
ings. Ultimately, these and other activities will
feed into the preparation of an operational
business plan in mid-2013. It was agreed that
it would be helpful if the representatives could
advise or assist regarding the collection of
moderately detailed data on national research
activities, national actors and national funding
schemes for research in poverty-related dis-
eases and neglected infectious diseases.

Dr Detlef Bocking offered to be a contact for
potential new partner countries who seek
detailed information on aspects of EDCTP
activities or its programme. Dr Michael
Makanga, EDCTP Director of South-South
Cooperation and Head of Africa Office, directed
the current and prospective partner countries
to the EDCTP website as a source of informa-
tion on EDCTP and especially its projects in
the section ‘Our work’. The EDCTP through
its database of contacts will engage in active
communication with potential new partner
countries and update country representatives
on EDCTP activities and funding opportunities
on a regular basis. A follow up meeting will be
planned linked to High-level conference on the
second programme of EDCTP in Cape Town,
November 2012.

Professor Akuffo encouraged the potential
new partner countries to communicate their
questions to the EDCTP Secretariat or directly
to the representatives of the partner countries.
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She pointed out that currently Latvia was She thanked all the participants for their contri-
involved in EDCTP as an observer. Finally, she butions and closed the meeting.

commented that whilst the framework and the

strategic business plan for EDCTP2 were set,

EDCTP will remain flexible. She remarked that

it has direction but also room for new partner

countries to leave their mark and be equal

partners.

15/05/2012 23/08/2012 o1/12/2012 11/03/2013 19/06/2013 27/09/2013 05/01/2014

Meeting with prospective member states
(May 2012) |

Meeting with industry (June 2012)
General Assembly (November 2012) |
High-Level Conference in South Africa |
Cyprus Presidency

Preparation of the delegation agreement

First Constitutional Meeting: informal |
private sector advisory forum (date tbc) |

Irish Presidency

Legislative process

5 Stakeholder meetings (date tbc) ]

Develop operational business plan

EDCTP2 pre-launch high-level meeting |
and Seventh EDCTP Forum (date tbc) |
Member states integration meetings
(dates tbc) |
Finalising and signing of the delegation
agreement -

Publication operational business plan |
Adoption of legislative process

Horizon 2020 starts

Figure 1. Overview of the key public milestones in the preparations for EDCTP2
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