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SHORT JUSTIFICATION

The European and Developing Countries Clinical Trials Partnership (EDCTP) was established 
in 2003 in response to the global health crisis caused by the three main poverty-related 
diseases - HIV/AIDS, malaria and tuberculosis - and to the EU’s commitments in connection 
with the United Nations' Millennium Development Goals. 

The EDCTP Programme, with EUR 200 million in cofunding from the Commission, has 
involved 14 EU Member States, Norway, Switzerland and 48 countries in sub-Saharan Africa. 

Between 2003 and 2013, eight improved medical treatments have been developed, four 
African regional networks of excellence for clinical research have been launched, and more 
than 400 African researchers have been trained. 

HIV/AIDS, malaria and tuberculosis alone still kill five million a year, however. Accordingly 
in July 2013, further to the Belgian Council Presidency's November 2010 proposal to extend 
the programme, the Commission submitted a proposal for an EDCTP2 Programme for a 
further 10-year period.

New ambitious objectives have been set for the EDCTP2 Programme:
- covering more diseases and increasing the number of medical interventions;
- stepping up cooperation with countries in sub-Saharan Africa;
- improving coordination of national programmes, bringing them more into line with 

each other and making them more integrated;
- extending international cooperation to other public and private funders;
- ensuring consistency with other EU policies.

The EU's maximum financial contribution would be increased to EUR 683 million (under the 
Horizon 2020 programme) in addition to the contributions from participating states and public 
or private bodies.

Your rapporteur welcomes the fact that the programme is to be extended, the increased EU 
budget allocation for it and the expanded range of actions fundable under EDCTP2.

Your rapporteur is also pleased that there is a willingness to increase synergies between the 
EU's various actions, in particular development policy actions. In that respect, however, the 
Commission proposal should be amended so as to restate the fact that consistency between 
EU policies and development goals is a core EU principle.  

Lastly, your rapporteur is proposing to amend the Commission proposal to bring about greater 
clarity as to the EU's financial contribution and the EDCTP2 Programme's objectives. 
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AMENDMENTS

The Committee on Development calls on the Committee on Industry, Research and Energy, 
as the committee responsible, to incorporate the following amendments in its report:

Amendment 1

Proposal for a decision
Recital 4

Text proposed by the Commission Amendment

(4) In 2009, independent experts adopted 
the report of the interim evaluation of 
EDCTP18. The opinion of the expert panel 
was that EDCTP1 provided a unique 
platform for a genuine dialogue with 
African scientists and it has started to 
bridge the gap between North and South in 
building research capacities and in 
providing learning and working 
opportunities for young African 
researchers. Following this report, there are 
fundamental issues to be taken into 
consideration for a second European and 
Developing Countries Clinical Trials 
Partnership Programme (hereinafter 
''EDCTP2 Programme''): the current scope 
of EDCTP1 needs to be changed and 
extended; 

(4) In 2009, independent experts adopted 
the report of the interim evaluation of 
EDCTP18. The opinion of the expert panel 
was that EDCTP1 provided a unique 
platform for a genuine dialogue with 
African scientists and it has started to 
bridge the gap between North and South in 
building research capacities and in 
providing learning and working 
opportunities for young African 
researchers. Following this report, there are 
fundamental issues to be taken into 
consideration for a second European and 
Developing Countries Clinical Trials 
Partnership Programme (hereinafter 
''EDCTP2 Programme''): 

the current scope of EDCTP1 needs to be 
changed and extended; 

training needs to be promoted and 
developing countries' capacities stepped 
up;

the integration of European national 
programmes should be further improved; 

the integration of European national 
programmes should be further improved; 

collaboration with other major public and 
private funders, including the 
pharmaceutical industry, needs to be 
strengthened and extended; 

cooperation with other major public and 
private partners, including the 
pharmaceutical industry, public-private 
partnerships such as Product 
Development Partnerships (PDPs), non-
governmental organisations and 
foundations, and civil society needs to be 
strengthened and extended and respond to 
clear and transparent rules of 
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governance; 
synergies with European external policy 
actions should be developed, in particular
with EU development assistance; 

synergies with European external policy 
actions should be developed, specifically
with EU development assistance; 

co-funding rules should be clarified and 
simplified; 

co-funding rules should be clarified and 
simplified; 

monitoring tools need to be strengthened. monitoring tools need to be strengthened.
__________________ ____________________
8 Van Velzen et al., Independent External 
Evaluation Report, December 2009.

8 Van Velzen et al., Independent External 
Evaluation Report, December 2009.

Amendment 2

Proposal for a decision
Recital 5 a (new)

Text proposed by the Commission Amendment

(5a) The Union is a major funder of 
research into poverty-related diseases and 
neglected infectious diseases. The 
Commission and Member States 
contribute nearly one quarter (22%) of 
relevant global investment by 
governments. The Union is also a major 
player in global health. For example, the 
Commission and Member States provide 
about half the financing for the Global 
Fund To Fight AIDS, Tuberculosis and 
Malaria. 

Amendment 3

Proposal for a decision
Recital 7

Text proposed by the Commission Amendment

(7) Despite the considerable results and 
achievements of EDCTP1, poverty-related 
diseases still represent a major obstacle to 
the sustainable development of developing 
countries due to their social and economic 
burden, especially in sub-Saharan Africa. 

(7) Despite the considerable results and 
achievements of EDCTP1, poverty-related 
diseases still represent a major obstacle to 
the sustainable development of developing 
countries due to their social and economic 
burden, especially in sub-Saharan Africa. 
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Effective, safe and affordable medical 
treatments still do not exist for most 
poverty-related diseases and investment in 
clinical research remains inadequate as 
conducting clinical trials is costly and the 
return on investment is limited due to 
market failure. Moreover, European 
research activities and programmes are still 
often fragmented and thus either subcritical 
in scale or overlapping, whereas research 
capacity and investment in developing 
countries are inadequate.

Effective, safe, suitable, accessible and 
affordable medical treatments tailored to 
developing countries' specific 
circumstances still do not exist for most
poverty-related diseases and investment in
clinical research remains inadequate as
conducting clinical trials is costly and the
return on investment is limited due to
market failure. It should be pointed out 
that only 10% of global research funding 
is allocated for the diseases which 
account for 90% of the world's 
pathologies. Moreover, European research
activities and programmes are still often
fragmented and thus either subcritical in
scale or overlapping, whereas research
capacity and investment in developing
countries are inadequate.

Amendment 4

Proposal for a decision
Recital 11

Text proposed by the Commission Amendment

(11) The Commission presented a 
communication on 31 March 201010 on the 
Union’s role in global health which calls 
for a more coordinated approach among 
Member States and across relevant policies 
to identify and jointly address shared 
global priorities for health research.

(11) The Commission presented a 
communication on 31 March 201010 on the 
Union’s role in global health which calls 
for a more coordinated approach among 
Member States and across relevant policies 
to identify and jointly address shared 
global priorities for health research. In that 
communication, the Commission also 
restates the need to promote equitable and 
universal coverage of quality health 
services plus effective and fair financing 
of research that benefits the health of all 
people.

____________ ________________
10 COM(2010) 128 final. 10 COM(2010) 128 final.
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Amendment 5

Proposal for a decision
Recital 11 a (new)

Text proposed by the Commission Amendment

(11a) In 2010, in its "Council 
Conclusions on the EU's role in global 
health", the Council called on the EU to 
promote effective and fair financing of 
research that benefits the health of all and 
ensures that innovations and 
interventions lead to affordable and 
accessible solutions. In particular, models 
that dissociate costs of R&D and the 
prices of medicines should be explored, 
including the opportunities for technology 
transfer to developing countries.

Amendment 6

Proposal for a decision
Recital 12 a (new)

Text proposed by the Commission Amendment

(12a) In its communication of 27 
February 2013 entitled 'A decent life for 
all: ending poverty and giving the world a 
sustainable future'11a, the Commission 
reaffirmed its commitment to doing its 
utmost to help achieve the MDG by 2015 
and pointed out that EU-funded research 
under EDCTP1 had contributed to 
achievement of the MDG.
___________
11a (COM(2013)0092). 

Amendment 7

Proposal for a decision
Recital 13
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Text proposed by the Commission Amendment

(13) In line with the objectives of Horizon 
2020 Framework Programme, any Member 
State and any country associated to the 
Horizon 2020 Framework Programme 
should be entitled to participate in the 
EDCTP2 Programme.

(13) In line with the objectives of Horizon 
2020 Framework Programme, any Member 
State and any country associated to the 
Horizon 2020 Framework Programme 
should be entitled to participate in the 
EDCTP2 Programme. It should be 
ensured that projects receiving money via 
the Horizon 2020 Framework Programme 
are not in breach of international human 
rights law.

Amendment 8

Proposal for a decision
Recital 15

Text proposed by the Commission Amendment

(15) A ceiling should be established for the 
Union's participation in EDCTP2 for the 
duration of Horizon 2020 Framework 
Programme. Within that ceiling, the Union 
contribution should be equal to the initial
contributions committed by the 
participating states in order to achieve a 
high leverage effect and ensure a stronger 
integration of participating states' 
programmes. That ceiling should also 
provide for matching the contributions 
from any other Member State or country 
associated to Horizon 2020 Framework 
Programme joining the EDCTP2 
Programme during the Horizon 2020 
Framework Programme.

(15) A ceiling should be established for the 
Union's participation in EDCTP2 for the 
duration of Horizon 2020 Framework 
Programme. In that period, and within that 
ceiling, the Union contribution should be 
equal to the contributions of the states 
referred to in Article 1 of this Decision in 
order to achieve a high leverage effect and 
ensure a stronger integration of those 
states' programmes.
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Amendment 9

Proposal for a decision
Recital 27 a (new)

Text proposed by the Commission Amendment

(27a) It is also important that the activities 
conducted under the EDCTP2 
Programme should meet developing 
countries' needs and match the Union's 
global health commitments and that those 
activities should be consistent with the 
Union's development policy actions, as 
provided for by Article 208 of the Treaty 
on the Functioning of the European 
Union.

Amendment 10

Proposal for a decision
Recital 28

Text proposed by the Commission Amendment

(28) Since the objectives of this Decision, 
namely to contribute to the reduction of the 
social and economic burden of poverty-
related diseases in developing countries 
and in particular in sub-Saharan Africa by 
accelerating the clinical development of 
effective, safe and affordable medical 
interventions for poverty-related diseases, 
cannot be sufficiently achieved by the 
Member States due to the lack of necessary 
critical mass to be achieved, both in human 
and financial terms, and can therefore, by 
reason of the scale of the action, be better 
achieved at Union level, the Union may 
adopt measures, in accordance with the 
principle of subsidiarity as set out in 
Article 5 of the Treaty on the European 
Union. In accordance with the principle of 
proportionality, as set out in that Article, 
this Decision does not go beyond what is 
necessary for that purpose.

(28) Since the objectives of this Decision, 
namely to contribute to the reduction of the 
social and economic burden of poverty 
related diseases and neglected diseases
prioritising those with the greatest 
socioeconomic impact on the most 
vulnerable groups, in particular the 
children, in developing countries and in 
particular in sub-Saharan Africa by 
accelerating the clinical development of 
effective, safe, suitable, accessible and 
affordable medical interventions 
(diagnoses, drugs, treatments and 
vaccines) which are tailored to the 
specific needs and circumstances of the 
developing countries, cannot be 
sufficiently achieved by the Member States 
due to the lack of necessary critical mass to 
be achieved, both in human and financial 
terms, and can therefore, by reason of the 
scale of the action, be better achieved at 
Union level, the Union may adopt 
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measures, in accordance with the principle 
of subsidiarity as set out in Article 5 of the 
Treaty on the European Union. In 
accordance with the principle of 
proportionality, as set out in that Article, 
this Decision does not go beyond what is 
necessary for that purpose.

Amendment 11

Proposal for a decision
Article 2 – paragraph 1

Text proposed by the Commission Amendment

1. The maximum Union financial 
contribution, including EFTA 
appropriations, to the EDCTP2 Programme 
shall be EUR 683 million, as follows:

1. The maximum Union financial 
contribution, including EFTA 
appropriations, to the EDCTP 2 
Programme shall be EUR 683 million, to 
equal the contributions of participating 
states listed in Article 1.

(a) EUR 594 million to equal the 
contributions of participating states listed 
in article 1.1;
(b) EUR 89 million to equal the 
contributions of any other Member State 
or any other country associated to 
Horizon 2020 Framework Programme 
participating in the EDCTP2 Programme 
in accordance with Article 1.2.

Amendment 12

Proposal for a decision
Annex I – paragraph 1

Text proposed by the Commission Amendment

(1) General Objective (1) General Objective
EDCTP2 shall contribute to the reduction 
of the social and economic burden of 
poverty-related diseases in developing 
countries, in particular in sub-Saharan 
Africa, by accelerating the clinical 
development of effective, safe and 
affordable medical interventions for 

EDCTP 2 shall contribute to the reduction 
of the social and economic burden of 
poverty related diseases and neglected 
diseases prioritising those with the 
greatest socioeconomic impact on the 
most vulnerable groups, in particular the 
children, in developing countries by 
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poverty-related diseases, in partnership 
with sub-Saharan Africa.

accelerating the clinical development of 
effective, safe, suitable,  accessible and 
affordable medical interventions 
(diagnoses, drugs, treatments and 
vaccines), which are tailored to the 
specific needs and circumstances of the 
developing countries, in partnership with 
these countries in sub-Saharan Africa.

Amendment 13

Proposal for a decision
Annex I – paragraph 2 – point a

Text proposed by the Commission Amendment

(a) an increased number of new or 
improved medical interventions for 
HIV/AIDS, tuberculosis, malaria and other 
poverty-related diseases, and by the end of 
the programme to have delivered at least 
one new medical intervention; to have 
issued at least 30 guidelines for improved 
or extended use of existing medical 
interventions; and to have progressed the 
clinical development of at least 20
candidate medical intervention.

(a) an increased number of new or 
improved, accessible and appropriate
medical interventions for poverty related 
diseases such as HIV/AIDS, tuberculosis, 
and malaria, and neglected diseases, and 
by the end of the programme to have 
delivered at least one new medical 
intervention; to have issued guidelines for 
improved or extended use of existing 
medical interventions; and to have 
progressed the clinical development of 
candidate medical interventions;

Amendment 14

Proposal for a decision
Annex I – paragraph 2  – point d

Text proposed by the Commission Amendment

(d) extended international cooperation with 
other public and private funders;

(d) extended international cooperation with 
other public and private partners -
including NGO and foundations - and 
with other initiatives working to improve 
research into poverty related and 
neglected diseases, including for example 
product development partnerships, the 
World Health Organisation and its 
Consultative Expert Working Group 
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(CEWG), and other programmes.

Amendment 15

Proposal for a decision
Annex I – paragraph 2 – point e

Text proposed by the Commission Amendment

(e) an increased impact due to effective 
cooperation with relevant European Union 
initiatives, including its development 
assistance.

(e) an increased impact due to effective 
cooperation with relevant European Union 
initiatives, in particular its development 
assistance.

Amendment 16

Proposal for a decision
Annex I – paragraph 2 – point e a (new)

Text proposed by the Commission Amendment

(ea) a higher profile for actions carried 
out under the EDCTP2 Programme at 
European and international level.

Amendment 17

Proposal for a decision
Annex I – point 3 – point a – paragraph 1

Text proposed by the Commission Amendment

(a) Support clinical trials on new or 
improved medical interventions for 
poverty-related diseases through 
partnerships between European and 
developing countries, in particular sub-
Saharan Africa:

(a) Support clinical trials on new or 
improved medical interventions for 
poverty-related and neglected diseases 
through partnerships between European 
and developing countries, in particular sub-
Saharan Africa:

Amendment 18

Proposal for a decision
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Annex I – point 3 – point a – paragraph 2

Text proposed by the Commission Amendment

Target: increase the number of supported 
clinical trials to at least 150 compared to 
88 under EDCTP1.

Target: increase the number of supported 
clinical trials, compared to 88 under 
EDCTP1, with a focus on clinical trials to 
develop new medical tools.

Amendment 19

Proposal for a decision
Annex I – point 3 – point a – paragraph 4

Text proposed by the Commission Amendment

Target: Increase the number of peer-
reviewed scientific articles published to at 
least 1000.

Target: Increase the number of peer-
reviewed scientific articles published.

Amendment 20

Proposal for a decision
Annex I – point 3 – point b – paragraph 2

Text proposed by the Commission Amendment

Target: sustain or increase the number of 
sub-Saharan African countries supported 
by the EDCTP2 to at least 30.

Target: sustain or increase the number of 
sub-Saharan African countries supported 
by the EDCTP2.

Amendment 21

Proposal for a decision
Annex I – point 3 – point b – paragraph 3

Text proposed by the Commission Amendment

 Target: increase the number of fellowships 
to sub-Saharan African researchers and 
MSc/PhD students to at least 600 
compared to 400 under EDCTP1, with at 

Target: increase the number of fellowships 
to sub-Saharan African researchers and 
MSc/PhD students from 400 under 
EDCTP1, strongly encouraging and 
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least 90 % of them continuing their 
research career in sub-Sahara Africa for at 
least one year after their fellowship.

supporting them to continue their research 
career in sub-Sahara Africa following their 
fellowship.

Amendment 22

Proposal for a decision
Annex I – point 3 – point b – paragraph 4

Text proposed by the Commission Amendment

 Target: increase the number of capacity-
building activities supported for 
conducting clinical trials in sub-Saharan 
Africa to at least 150 compared to 74 
under EDCTP1.

Target: increase the number of capacity-
building activities supported for 
conducting clinical trials in sub-Saharan 
Africa from 74 under EDCTP1.

Amendment 23

Proposal for a decision
Annex I – paragraph 3 – point e – introductory part

Text proposed by the Commission Amendment

(e) Establish cooperation and launch joint 
actions with other public and private 
funders.

(e) Establish cooperation and launch joint 
actions with other public and private 
partners.

Amendment 24

Proposal for a decision
Annex I – paragraph 3 – point f

Text proposed by the Commission Amendment

(f) Establish cooperation and launch joint 
actions with Union, national and 
international development assistance 
initiatives in order to ensure 
complementarity and increase the impact 
of the results of EDCTP-funded activities.

(f) Establish cooperation and launch joint 
actions with Union, national and 
international development assistance 
initiatives in order to ensure 
complementarity and increase the impact 
of the results of EDCTP2-funded
activities.
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Amendment 25

Proposal for a decision
Annex I – paragraph 3 – point f a (new)

Text proposed by the Commission Amendment

(fa) Raise the profile of actions carried 
out under the EDCTP2 Programme at 
European and global level, in particular 
in developing countries, by making use of 
political dialogue fora such as the ACP-
EU Joint Parliamentary Assembly or EU-
Africa Summits. 

Amendment 26

Proposal for a decision
Annex II – point 1 – point a

Text proposed by the Commission Amendment

(a) promoting networking, coordination, 
alignment, cooperation and integration of 
national research programmes and 
activities on poverty-related infectious
diseases at scientific, management and 
financial level;

(a) promoting networking, coordination, 
alignment, open collaboration, cooperation 
and integration of national research 
programmes and activities on poverty-
related and neglected diseases at scientific, 
management and financial level;

Justification

Limiting the scope to 'infectious' diseases means that the programme would not be able to 
fund research into other poverty related and neglected diseases and conditions that may not 
be classed as 'infectious' but are nonetheless significant in developing counties, and also in 
need of R&D.

Amendment 27

Proposal for a decision
Annex II – paragraph 1 – point b

Text proposed by the Commission Amendment

(b) supporting clinical trial research and 
related activities on poverty-related 

(b) supporting clinical trial research and 
related activities on poverty-related 
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diseases, in particular HIV/AIDS, malaria, 
tuberculosis and neglected infectious 
diseases;

diseases, in particular HIV/AIDS, malaria 
and tuberculosis and neglected diseases
prioritising those with the greatest 
socioeconomic impact on the most 
vulnerable groups;

Amendment 28

Proposal for a decision
Annex II – paragraph 1 – point c

Text proposed by the Commission Amendment

(c) fostering capacity development for 
clinical trials and related research in 
developing countries through grants for: 
career development of junior/senior 
fellows, promoting mobility, staff 
exchange grants, research training 
networks, strengthening ethics and 
regulatory bodies, mentoring and 
partnerships at individual or institutional 
level;

(c) fostering capacity development for 
clinical trials and related research in 
developing countries, in particular in sub-
Saharan Africa, through grants for: career 
development of junior/senior fellows, 
promoting mobility, staff exchange grants, 
research training networks, strengthening 
ethics and regulatory bodies, mentoring 
and partnerships at individual or 
institutional level;

Amendment 29

Proposal for a decision
Annex II – paragraph 1 – point d

Text proposed by the Commission Amendment

(d) establishing cooperation and launching 
joint actions with other public and private 
funders;

(d) establishing cooperation and launching 
joint actions with other public and private 
partners aiming at reinforcing national 
health systems and facilitating transfers 
of results to the population concerned ;;
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Amendment 30

Proposal for a decision
Annex II – paragraph 1 – point e

Text proposed by the Commission Amendment

(e) assuring awareness, endorsement and 
acknowledgment of the EDCTP2 
Programme and its activities through 
advocacy and communication.

(e) assuring awareness, endorsement and 
acknowledgment of the EDCTP2 
Programme and its activities through 
advocacy and communication not only at 
European Union level and in developing 
countries, in particular in sub-Saharan 
Africa, but also at global level.

Amendment 31

Proposal for a decision
Annex II – point 3 – paragraph 1

Text proposed by the Commission Amendment

 An annual report shall be provided by 
EDCTP2-IS, which shall give a detailed 
overview of the implementation of the 
EDCTP2 Programme. That overview shall 
provide information on each activity 
selected in accordance with the work plan, 
including indirect actions selected through 
calls for proposals managed by EDCTP-IS. 
Such information shall include a 
description of each activity, including 
indirect action, its budget, the value of the 
funding allocated to it if any, and its 
status.

An annual report shall be provided by 
EDCTP2-IS, which shall give a detailed 
overview of the implementation of the 
EDCTP2 Programme. That overview shall 
provide information on each activity 
selected in accordance with the work plan, 
including indirect actions selected through 
calls for proposals managed by EDCTP-IS. 
Such information shall include a 
description of each activity, including 
indirect action, its budget, the value of the 
funding allocated to it if any, its status, 
and measures taken to ensure access to 
emerging products for populations in 
developing countries.

Amendment 32

Proposal for a decision
Annex II – point 3 – paragraph 2
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Text proposed by the Commission Amendment

 With regards to calls managed by EDCTP-
IS, the annual report shall moreover 
include information on the number of 
projects submitted and selected for 
funding, the detailed use of the Union 
financial contribution, the distribution of 
national and other contributions, the types 
of participants, country statistics, 
brokerage events and dissemination
activities.

With regards to calls managed by EDCTP-
IS, the annual report shall moreover 
include information on the number of 
projects submitted and selected for 
funding, the detailed use of the Union 
financial contribution, the distribution of 
national and other contributions, the types 
of participants, country statistics, 
brokerage events, dissemination activities, 
and measures taken to ensure access to 
emerging products.

Amendment 33

Proposal for a decision
Annex III – point 2 – paragraph 1

Text proposed by the Commission Amendment

2) The GA shall appoint a management 
board that shall supervise the secretariat of 
the EDCTP2-IS (hereinafter ''SEC'') 
established by the GA as the executive 
body of the EDCTP2 Programme.

2) The GA shall appoint a management 
board. In so doing, the GA shall take due 
consideration of the contributions made 
by the participating states and ensure that 
the geographical distribution of the 
members of that board is balanced. The 
presence of at least one representative of 
sub-Saharan African countries shall be 
guaranteed.
The management board shall supervise the 
secretariat of the EDCTP2-IS (hereinafter 
''SEC'') established by the GA as the 
executive body of the EDCTP2 
Programme.
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