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1. Introduction

The European and Developing Countries Clinical Trials Partnership (EDCTP) makes its funding
decisions based on proposals submitted in response to calls published by EDCTP or, in
exceptional cases, EDCTP decides to fund projects  aft er successful brokering. Proposals
should describe the  project management , the planned clinical trial, capacity building and
networking activities, including information on who will carry out these plans. In addition, it is
very important to give an indica tion of how much the proposed work would cost and who, in
addition to EDCTP, will contribute funding to a project.

This Guideline for Applicants takes the applicant through the process of preparing and

submittinga proposal inresponse to an EDCTP  Callfo rProposals andis essential reading

Chapter 2, O6Preparation of a proposal , 6 faapplieaststo mpor t an
prepare a well -described and focussed proposal. Information about the new EDCTP funding

scheme, requirements of the consor tium, required language, cofunding and budget

requirements and ethical and regulatory issues are given. For some subjects, we refer to the

annexes of these guidelines, which are also essential reading

Chapter 3, O6How to fill i resdllthepraatipapinfdrncaton iequiredih or m, 6 gi v
order to correctly fill in the application form. Chapter 3 starts in section 3.0 with general

information and proceeds with explanatory notes and requirements per work package: section

317iwork packagectl MaPraogement ; & woea &kt iparc kdaa.gzez 2 o6CIl inical
section3.3 T wor k package 3 6Capacity iBMWoirlkdipmgk@agsee dt i6Nret v.o4

Chapter 4 is a checklist that provides a summary of all eligibility criteria and annexes that the
applicant should attach to the full proposal.

In chapter 5, 6Submitting your proposal, 6 there is inf
the application.

Chapter 6 O6What happens nextod6 deals with the registrat
to pro vide information on the selection criteria and what can be expected if the proposal is
selected for funding.

Chapter 7 consists of a provisional timetable that indicates what is expected from the applicant
as well as from EDCTP and how the different stage s in the process from the launch of the call
to the funding of a project relate to each other.

Finally, there are four annexes to these guidelines, namely: Annex | Guidelines for Good
Partnership with Developing Countries, Annex Il EDCTP General Contract T erms, Annex I
Cofunding guidelines for EDCTP grants (including letter templates for cofunding) and Annex IV.
EDCTP selection procedure and evaluation criteria.

Applicants are encouraged to read the EDCTP Joint Programme available on our website
www.edctp.org . Other documents  such as the World Medical Association Declaration of

Helsinki orthe ICH guidelines, which can be found at the links page of the EDCTP website are
suggested reading

This Guideline for Applicant s includes a Glossary containing explanations and definitions used
in this guideline. All words in bold are explained in the Glossary.
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2. Preparation of a proposal

2.1 About the funding scheme

The funding scheme presented here is generally applicable to all EDCT P integrated calls. For
the specific requirements per call, please read the specific call text !

EDCTP, bringing together 14 EU countries, Norway, Switzerland (together the EDCTP -EEIG
Member States ) and 47 sub - Saharan African countries , aims to support the development
of new or improved clinical interventions to fight HIV/AIDS, malaria and tuberculosis through

European research integration and in partnership with African countries ( please refer to Annex
). To ensur e closer collaboration between N ational Pr ogrammes in the North and to create

new and more effective North -South joint activities, EDCTP encourages multiple site

activities. Coordination of European research collaborations with African scientists will benefit

all partners and strengthen the visibi lity and impact of their work. In addition, EDCTP aims to
improve the general environment for carrying out clinical trial activities in Africa. To integrate

and raise the role and profile of African sites, centres and researchers is one of the major

challe nges at this stage. Success and sustainability of the EDCTP programme depends greatly

on political commitments, co -ownership and leadership by the African partners.

In order to realise these objectives, EDCTP is looking to support projects, which combine a
clinical trial with capacity building and networking activities. These three components should

be closely integrated. The scope of the call for proposals was determined through consultation

with experts in the field and based on products currently in the pipeline. The capacity building
and networking elements of the project should enhance the environment in Africa for carrying

out clinical trials on the subject of the call. Each project  will consist of the following four work
packages: project management , clinical trial, capacity building and networking. It will be
managed by the  Project Coordinator who also serves as the leader of work package 1
Project Management

EDCTP differs from many other funding bodies in that it was established under Article 169 of
the Treaty of the European Union. This allows the European Commission to contribute to
research in conjunction with the national research programmes of the EDCTP - EEIG Member
States . One effect of this is that research funded by EDCTP normally incorporat es cofunding
from individual European member states alongside funding provided to EDCTP by the European
Commission. In addition, one of the objectives of the EDCTP initiative is to integrate European

national research programmes into Joint Programme activi ties involving at least two

European member states. For this reason, European applicants  to EDCTP calls are normally
required to seek cofunding from their member state and a successful proposal will have

secured cofunding from at least two member states.

Please refer to the scheme below to see how these work packages relate.
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WP1

Project Management
Project Coordinator

Purpose of WP1

Resulting activities

Development of
project plan
integrating clinical
trial, capacity building
and networking
components.

KClear project management
Ampact of project on public
health

KClear plan on how collected
data will be shared among
participating institutions.

Maximum budget:

100,000 euros

WP2
Clinical Trial

Work package Leader CT

WP3

Capacity Building
Work package Leader CB

WP4

Networking
Work package Leader NW

Purpose of WP2

Resulting activities

Purpose of WP3

Resulting activities

Development of
clinical trial plan
(and protocol).

AExecution of phase Il or

Il clinical trial according
to international ethical
and regulatory
requirements.

To increase the
guality and number
of institutions in
ssAfrica with the
capacity to conduct
of high quality

AJpgrading of
ssAfrican
institutions / sites as
well as of human
resource capacity.

Purpose of WP4

Resulting activities

Ao strength
linkages/networking of
institutions and sites
within the project

ATo establish joint
capacity building

Antroduction of
mentorship
programmes.
MDevelopment of new
networks and support
of existing networks.
MDissemination of
knowledge to policy
and practice.

200,000 euros

Maximum Maximum budget per clinical trials. L .
budget: project as in call text aﬁg\rl.'gesoﬁ.r:#of?nig:?;:
minus the maximum sharing ot '
within and beyond the
budget for the other roiect partners
components. projectp
Maximum budget:
Component Component Component Supervisor of Supervisor of
Coordinator A Coordinator B Coordinator C the Candidate the Candidate
A. Baseline B. Site C. Short term D. MSc E. PhD F. Post doctoral
Maximum Epidemiological | Infrastructure training studentship Scholarship Fellowship
budget per study (optional) Upgrading (optional) (optional) (optional) (optional)
component : (mandatory)
200,000 euros 250,000 euros 100,000 euros 25,000 euros 100,000 euros 100,000 euros
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2.2 Who can apply?

2.2.1 Overall consortium requirements
There is a mandatory requirement

for the project

least two public institutions

from sub - Saharan African countries.

the table below).

involved. This

the table below. The

proposal

from different

to involve collaborators
EDCTP - EEIG Member States

employed by at

as well as two

The mandatory African partner institutions should
include at least one institution with the capacity to execute the clinical trial (level 3 or 4 in
should play a major role in the

This Establish ed African Institution
clinical tria | work package (WP 2, section 3.2). In addition, at leas
develop capacity to execute clinical trials in the future through the

so called African sister institution

measure against the components listed in the table below (see question 1.6 of the
ap plication form & section 3.1 of these Guidelines).

t one institution that will
project

should be at level 1 or 2 as described in

should indicate how the proposed African partner institutions

needs to be

Criteria for classification of research institutions into various levels

Level
Components 1 2 3 4
Epidemiologically Identified cohort Sites with some Fully capable site
relevant and follow -up clinical trial for phase | -IlI
population and capab ility capacity (Phase trials
interested 1)}
investigators
1. Investigators Lack of GCP GCP exposure GCP qualified with GCP qualified with
training limited experience experience
2. Subjects Target Demonstrated Demonstrated Demonstrated
population ability to follow - ability to follow -up | ability to follow -up
identified up community community
Community involvement development
involvement formalised programme
3. Ethics Institutional IRB and IRB and IRB

Review Board
(IRB) not yet

national ethics
committee exist

National guidelines
for clinical trials

National guidelines
for clinical trials

estab lished exist exist
4. Laboratories Some access to GCLP compliant GCLP compliant GCLP compliant
laboratory
facilities
5. Cl inical Ability to Access to facilities Adequate facilities Excellent facilities
facilities measure clinical with staff and qualified staff with qualified staff
outcomes
6. Data Data collection Some computer Sufficient Biostatistics,
management field staff infra - structure computer sufficient
and basic data - hardware and computer
processing skills software. hardware and
Experienced data software.
processing staff Experienced data
processing staff
7. Sample Absent Absent Part of laboratory Availabl e
repository
8. Information No internet Some computer Sufficient Excellent IT
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EDCTP
bt
Technology access infrastructure with computer facilities
(IT) limited internet hardware and soft established with
access (dial -up ware; broad band adeq uate qualified
access) access and some support staff
IT support
9. Library None Limited on -line Adequate facilities Excellent facilities
facilities literature access both on -line and both on -line
hard copies access and hard
copies
10.Finance and Weak Basic Accounting and Well established
Administration administrative administrative administrative and audited
capabili ty capability systems available accounting and
administrative
systems

If you need to find new partners to comply with the requirements for this proposal you may

use Project P artners . Project Partners is a new web -database available at our website
(www.edctp.org ), developed to promote networking between European and African

partners.

2.2.2 The Project Coordinator

The Project Coordinator is the coordinator of the full project, consisting of the
Management, Clinical Trial, Capacity Building and Networking component. The
Coordinator is considered the  only contact point _ with EDCTP for the proposed
during the review procedure and Grant Agreement preparations

Project
project

The Project Coordinator
requirements :

e The application can only have
role of collaborators.

of the submitted project needs to adhere to the following

one Project Coordinator. All other researchers fulfil the

e ltisexpectedthatth e Project Coordinator has been awarded a PhD or equivalent
(Please note that EDCTP may require a copy of your certificate). Individuals with less
experience and qualifications should normally apply as a collaborator

e EDCTP strongly supports African leaders hip and encourages African nationals that
reside in Africa to take on the role of Project Coordinator.

e If the Project Coordinator is not an African national then the project must contain an
element of training to ensure that an African national involved wi th the project is
able to act as Project Coordinator in the future.

e The Project Coordinator needs to be employed by a from one the

following countries:

public institution

Sub - Saharan African countries : Angola, Benin, Botswana, Burkina Faso, Burundi,
Camero on, Cape Verde, Central African Republic, Chad, Comoros, Democratic
Republic of Congo, Republic of Congo, Ivory Coast, Equatorial Guinea, Eritrea,

Ethiopia, Gabon, The Gambia, Ghana, Guinea, Guinea -Bissau, Kenya, Lesotho,
Liberia, Madagascar, Malawi, Mali, Mauritania, Mauritius, Mozambique, Namibia,
Niger, Nigeria, Rwanda, Sao Tome and Principe, Senegal, Seychelles, Sierra Leone,
Somalia, South Africa, Sudan, Swaziland, Tanzania, Togo, Uganda, Zambia and
Zimbabwe.
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EDCTP -EEIG Member States : Austria, Belgium, Denmark, France, Germany,
Greece, Ireland, Italy, Luxemburg, the Netherlands, Norway, Portugal, Spain,
Sweden, Switzerland, and the United Kingdom.

e If the Project Coordinator retires during the course of the study, he or she needs to
identify a successor in the application. Retired researchers are requested to take the
role of collaborator in the application.

e |f the Project Coordinator knows that he or she will change employment during the
course of the study, his or her new employer and, if applicable, hi s or her successor,
need to be mentioned in the application.

2.2.3 Work package | eaders

The project consists of four Work packages for each of which a Work package leader is
appointed. The Project Coordinator automatically serves as leader for work package 1
(WP1): Project Management.

The Work package leader of the submitted project needs to adhere to the following
requirements :

e |tis expected that the work package leader has been awarded a PhD or equivalent
(p lease note that EDCTP may require a copy of your cer tificate). Individuals with less
experience and qualifications should normally apply as a collaborator

e The Work package leader needs to be employed by a public institution from one
the following countries:

sub - Saharan African countries : Angola, Benin, Bot swana, Burkina Faso, Burundi,
Cameroon, Cape Verde, Central African Republic, Chad, Comoros, Demaocratic

Republic of Congo, Republic of Congo, Ivory Coast, Equatorial Guinea, Eritrea,

Ethiopia, Gabon, The Gambia, Ghana, Guinea, Guinea -Bissau, Kenya, Lesotho
Liberia, Madagascar, Malawi, Mali, Mauritania, Mauritius, Mozambique, Namibia,

Niger, Nigeria, Rwanda, Sao Tome and Principe, Senegal, Seychelles, Sierra Leone,
Somalia, South Africa, Sudan, Swaziland, Tanzania, Togo, Uganda, Zambia and

Zimbabwe.

EDCTP -EEIG Member States : Austria, Belgium, Denmark, France, Germany,
Greece, Ireland, Italy, Luxemburg, the Netherlands, Norway, Portugal, Spain,
Sweden, Switzerland, and the United Kingdom.

o If the Work package leader retires during the course of the study, he o r she needs to
identify a successor in the application. Retired researchers are requested to take the
role of collaborator in the application.

o If the Work package leader knows that he or she will change employment during the
course of the study his or her new employer and, if applicable, his or her successor,
need to be mentioned in the application.

2.2.4 Candidates for the MSc studentship, PhD scholarship and
Postdoctoral fellowship
e Candidates for the MSc  -studentship, PhD -scholarship and Postdoctoral fellowshi p

proposed inthe project as part of the Capacity Building work package, must be of
African nationality and working at an institution in a sub - Saharan African country
Guidelines for app licants for integrated projects Version 3. 2, 01 August 2008



e Females are especially encouraged to apply.

e Applicants for the MSc studentship should b e in the early stages of their career as
researcher. They should hold a BSc degree with honours (first class or upper second
class).

e Applicants for the PhD scholarship should be in the early stages of their career as
researcher. They should have a universi ty degree and preferably hold post -graduate
qualifications such as a MD, Pharm D or MSc.

e Applicants for the Postdoctoral fellowship should be in the early to midterm stage of
their career as a researcher. They should hold an MD or PhD degree.

2.2.5 Supervisors o f the candidates for the MSc studentship, PhD
scholarship and/or Postdoctoral fellowship

The supervisors of the MSc  -student, PhD -scholar and Postdoctoral fellow need to adhere to
the same requirements as the Work package leader as stipulated in section 2.  2.3.

2.2.6 Other collaborators

In principle, any person from a legal entity ~ from any country may participate as
collaborator in an EDCTP funded project as long as the minimal consortium requirements
(section 2.2.1 of these guidelines) are met.

The collaborator s of the submitted project need to adhere to the following requirements :

e All collaborators involved should hold at least a graduate degree  (please note that
EDCTP may require a copy of your certificate). Collaborators with less experience
should normally ap  ply in collaboration with a more experienced and senior colleague.

o Retired researchers may have the role of collaborator in the application.

e Any collaborator who  knows that he or she will change employment during the
course of the trial needs to state his or her new employer and, if applicable, his or
her successor, in the application.

All applicants should check our conflict of interest policy which can be found at our website
(www.edctp.org/Terms - Requirements).

2.3 How to apply

The work described in the prop osal must correspond to a particular EDCTP Call for
Proposals or in exceptional cases has to correspond to the indications given by invitation

for a brokering approach. The proposal hasto meetall eligibility criteria described in the
calltext andinthe se Guidelines (section 4.1). Proposals that fail to do so will be

considered ineligible. The  selection criteria (given in section 6.4), against which each

proposal will be reviewed, must be taken into account.

Every project must include cofunding fromthe EDCTP -EEIG Member States

In this chapter 2.3 How to apply? we aim to give all information necessary for the
preparation phase of the proposal. Please refer to the annexes of these guidelines for more
background information on the following subjects:

e Annex |: Guidelines for Good Partnership with Developing Countries

Guidelines for app licants for integrated projects Version 3. 2, 01 August 2008
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e Annex ll: General Terms

e Annex lll: Cofunding and Financial Guidelines

2.3.1 Language
The proposal must be written in the English language.

2.3.2 Cofunding

2.3.2.1 Cofunding from the EDCTP - EEIG Member States
The EDCTP-EEIG Member States contribute at least 50% in cofunding to the EDCTP
programme. In each proposal ,the eventual participation of at least two  different EDCTP -

EEIG Member States (MS) isrequired. The more MSs you can find to participate in your
project , the more chance you have to secure the amount of cofunding needed for your

project. Before you submit a proposal, EDCTP encourages you to contact the EDCTP
Networking team. The Networking team will be able to explain the possibilities of cofunding

by MSs and the conditions under which cofunding may be available and provide you with the
contact details of the European Networking Officers (ENO) of the MSs concerned.

All collaboratorsina proposal with MS nationality, including those working in sub -Saharan
African countries, or working in a MS institution must each apply for cofunding . In order for
a proposal tobe eligible for evaluation, applicants must demonstrate that cofunding has
been applied for EDCTP expects to receive  at least one supporting letter per participating

MS as an annex to the proposal (annex 4a,b, c etc. to the application form) . The following
letters should be appended to the application (see example templates in Annex Il of these

guidelines):

1. A letter from the legal representatives of any public institution (e.g. University,
Medical Centre or other research institution) cofunding the project, with details on the
type and amount of cofunding requested by the applicant  /collaborator of the project ,
and confirmation on whether this has been secured or is still under review . A copy of
this letter should be send to the relevant ENO.

2. Aletter from the ENO confirming that they are aware of the application and the
cofunding pledged or requested from the public institution and detailing the instit utions
and collaborators that have applied for cofunding

If there are several collaborators from the same partner institution ina MS, then only one
letter will be required from that MS.

Any applications to the MSs should comply with the national or local legal requirements for
funding applications.

African scientists are also encouraged to apply for cofunding from EDCTP -EEIG Member
States, but in their case, it is not an eligibility criterion. For more information about the
possibilities of cofunding by EDCTP-EEIG Member States, see Annex Il of these guidelines.

Please refer to the cofunding section of the EDCTP website ( www.edctp.org ) for MS
conditions and requirements for cofunding.

2.3.2.2 Role of the European Networking Officer

Each EDCTP -EEIG Member State has assigned a European Networking Officer (ENO)
to EDCTP. Each ENO understands their national research programme and funding
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