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Please fill in this application form using verdana or arial font 9pt

	Project title2 
	

	Call identifier


	

	Start date
	
	End date
	


	Information on the applicants


Senior Fellowship applicant3
	Name
	
	 First Name(s)
	

	Title
	
	Gender


	

	Nationality
	
	Place of Birth (town, country)
	


Host institution4
	Official name of the host institution
	

	Official address
	

	PO Box
	
	Postal Code
	
	Cedex 
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	E-mail
	

	Website


	

	Type of organisation: Hospital, Company, Government, Institution, Medical Ethics Committee, Competent Authority, Funding Agency, Public Private Partnership, University, International or other
	
	Legal status:  private or public
	

	
	


Current Contact details (if different from above) 5
	Official name of organisation
	

	Official address
	
	City


	

	Postal Code
	
	Country


	

	PO Box


	
	
	

	Telephone 
	
	Mobile number 

	

	E-mail (1)
	
	E-mail (2)
	


List of other participants6

	Description role of participant
	

	Official name of the organisation

(actual employer)
	

	Official address
	

	PO Box
	
	Postal Code
	
	Cedex 
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	E-mail
	

	Website


	


	Description role of participant
	

	Official name of the organisation

(actual employer)
	

	Official address
	

	PO Box
	
	Postal Code
	
	Cedex 
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	E-mail
	

	Website


	


Please add more boxes if needed
	Information on the project7
The information on the project should be should be confined to 5 pages (using A4 format and Arial font 9 pt)




1
Scientific excellence

1.1 Clearly indicate the problem to be addressed in the proposed study

1.2 State the principal research question(s) to be addressed in the proposed study (should be clearly defined and answerable)
1.3 Describe the background to the project (justification):

(Provide the rational for the proposed study: include evidence of whether the research has previously been undertaken, and whether all sources of evidence, especially systematic reviews, have been fully considered. Also explain how the project fits in with the research strategy of the institution to which the applicant belongs).

1.4 Give a comprehensible description of the proposed study, and where appropriate clearly address the following:

· Study methodology

· Study design

· Outcome measure(s) and study end points

· Study setting: study site and populations (if appropriate))

· Human participants: method used to identify, approach, recruit and consent

· Ethics: identify and describe the potential ethical issues of the project. Describe how you intend to address these and also how you intend to acquire the ethical clearance documents. 

· Sample: viability and representativeness of the sample

· Sample size determination (if appropriate)
· Intervention(s)/study assessments and procedures (if appropriate): Flow chart indicating human participant's involvement throughout the course of the project 8.

· Justification of use of screening tools/questionnaires etc.
· Analysis including statistical methods (if appropriate)

· Explanation on how the results of this study will be used (e.g. inform clinical decision making /improve understanding)
· Project plan with timescale and clearly delineated milestones
· References: A concise list of salient references should be included.
2     Scientific quality of the applicant

2.1 Please provide an account of the applicant’s current research interests explicitly stating how the proposed training request will contribute to her/his career development and future goals. This account should be endorsed by home institution director.

Important: Please complete the Employment History further in the application. Transcripts and/or photocopies of qualifications are not required at this stage but may be requested at a later stage.
3     EDCTP Relevance

3.1 Describe how this project meets EDCTP objective as pre-defined in the Joint Programme

Important: Preference will be given to projects that are linked to EDCTP funded clinical trial sites.

4
Integration into host institution and its environment
4.1 Describe how the project will be integrated or linked with the existing research project(s) in the home university/institution(s) of the applicant.

5
Project management

5.1 Describe the arrangements made for the day to day management the project
5.2 Give details of the roles of the staff requested on the grant.

5.3 Give details of the roles of the named collaborators.
5.4 Name the study statistician (if applicable)
5.5 Explain how the project’s research results will be disseminated

5.6 Mention any arrangements in place for owning, protecting and exploiting potential intellectual property that might arise from the project
5.7 If your project involves or is part of a clinical trial:

a. specify the identity of the clinical trial sponsor, including legal status and documented experience. Additionally include a letter from the sponsor(s) confirming their willingness to take on this task

b. According to the ICH Guidelines it is the sponsor’s responsibility that the tasks listed below are carried out. Indicate who will be responsible for these tasks in the trial you are proposing.
	1
	Set up Quality Assurance and Quality Control system
	

	2
	Assess medical expertise of investigator and monitors
	

	3
	Assess clinical trial design
	

	4
	Take care of trial management, data handling and record keeping
	

	5
	Ensure clear allocation of tasks and function between partners
	

	6
	Take care of compensation to subject and investigators (insurance)
	

	7
	Support extra costs that are not covered by EDCTP
	

	8
	Take responsibility of the notification of the mission of the clinical trial to regulatory authorities
	

	9
	Check that the PI has submitted the protocol to the relevant ethics review committee and ensure approval this review
	

	10
	Provide information on the investigatory product (investigatory product brochure and IMPD)
	

	11
	Take responsibility for manufacturing, packing, labelling and coding the investigational product
	

	12
	Responsibility for supply handling of the investigational product
	

	13
	Record access to regulatory authorities
	

	14
	Collect and report safety information
	

	15
	Report adverse drug reactions to regulatory authorities and/ or ethics commission
	

	16
	Monitoring of the clinical trial
	

	17
	Auditing of the clinical trial
	

	18
	Solving the problem of non- compliance
	

	19
	Design a specific procedure for preliminary suspension of the clinical trial
	

	20
	Responsibility for the clinical trial reports.
	


6
Budget

6.1 Please read the EDCTP Financial Guidelines carefully. Please provide details of the requested funds using the budget form and a justification or explanation of the major cost elements in your work plan.
7
Provisional timelines

[image: image2.png]



	Employment history 10


	Please describe your post MD or PhD work  experience including current employment. Please indicate clearly the year of obtaining your qualifications and the nature of (clinical) research activities conducted in the post MD or PhD  period. 
Please indicate any additional qualifications if any, attained during this period (max 200 words).



	Please describe your job title and main responsibilities at your current employer (max 100 words).
If current employer is different from employer at the time of the senior fellowship please describe your job title and main responsibilities at your future employer (max 100 words).




	Employment Records for the last 10 years or the last 5 positions:* (max 1000 characters)

	(Please include Name and Address of employment, Position held, dates showing periods of employment)





	Synopsis of current research interests: max 200 characters*

	

	Former research interests (with dates): max 200 characters

	

	Bibliography or Publications: ref. and title (max 2,000 characters)

	


Check list
Is your proposal eligible?

· Your proposal needs to be received in pdf format by EDCTP before the deadline

· Your proposal needs to be complete

· Your proposal needs to comply with the rules stipulated in the instructions in this application form as well as with the guidelines on ethics and financial requirements.
· Application in the correct language (English)
· A fully completed Budget Form is attached

· A fully completed Self-Eligibility Check Form is attached
Additional required annexes:

· Endorsement of home institute director considering the contribution of the applicant’s training request to her/his career development and future goals (see question 2.1)
· letter from the sponsor(s) confirming their willingness to take on this task
How to complete the Application form
Introduction

These guidelines are written to provide applicants information on how to apply for an EDCTP senior fellowship. EDCTP will not accept applications submitted outside these calls.

EDCTP advises all applicants to carefully read these guidelines before preparing a proposal as it states the requirements for who can apply and how applications need to be submitted. Together with other EDCTP guidelines it will provide all the necessary information needed to successfully submit your application.

Deadline of submission 

The application should be submitted before 5.00 p.m. (Central European Time) of the deadline date of the Call for proposal. The valid deadline is the date and time of receipt on the email server. Following the expiry deadline a notification will be published on EDCTP website.  

Please note: applicants are encouraged to submit their applications as early as possible to avoid technical errors and complications. 

Proposals arriving at EDCTP after the deadline are not eligible for evaluation. No extenuating circumstances will be taken into consideration. EDCTP reserves the right not to process the application that is received after the deadline.
Explanatory notes

Each section is attached an explanatory note.

1. EDCTP code

EDCTP code will be assigned by the EDCTP secretariat. Please leave the field empty.

2. Project title

Project title should reflect main objective of the submitted project. (<40 words)

3.
Senior Fellowship applicant
All researchers involved of the submitted project need to adhere to the following requirements:

· The application can only have one Senior Fellowship applicant. All other researchers fulfil the role of participants or collaborators.

· The Senior Fellowship applicant must be able to demonstrate that he/she will manage the proposed research and be actively engaged in the implementation. 

· The Senior Fellowship applicant must at least a MD and/or PhD graduate degree and hold at 
· The Senior Fellowship applicant be a citizen of a Sub-Saharan African country and should be based at a Sub-Saharan African institution that is conducting clinical trials for the duration of the fellowship. Please find below o list of Sub-Saharan African countries.
· Sub-Saharan African countries: Angola, Benin, Botswana, Burkina Faso, Burundi, Cameroon, Cape Verde, Central African Republic, Chad, Comoros, Democratic Republic of Congo, Republic of Congo, Cote d´Ivoire, 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 reserves the right to adapt the above mentioned eligible criteria of applicants on each specific grant.

4. Host Institution
EDCTP will only accept grant agreements with organisations/institutions, not individuals. Therefore, the grant agreement will be made with the organisation/institution, which employs the Senior Fellowship applicant for the duration of the fellowship. 

EDCTP grants are open to all organisations/institutions that hold officially registered legal entity and accept the responsibility to ensure that the terms of contract will be met. 

5. Contact details

All correspondence concerning the submission from EDCTP will be conducted with the Senior Fellowship applicant only. Please provide the most recent contact details where the Project Coordinator can be reached easily (e.g. for additional information, invitation to hearings, sending of evaluation outcome, convocation to negotiations). This section only needs to be filled in if the Senior Fellowship applicant is working at a different institution from the one where he or she will be employed at the time of taking up the fellowship. This could for instance be the case of a re-entry applicant. 

The format of the contact details sections for participants are designed to be compatible with the EDCTP database. Please, enter the official name of your organisation, as is used on the website, and indicate all levels of your organisation from the highest to the lowest. For example: Erasmus University of Rotterdam, Erasmus Medical Centre, Department of Public Health. 

EDCTP registers every proposal in its project database. All data in the EDCTP database are handled according to the Dutch personal data protection act.

6. List of other participants (if applicable)

EDCTP encourages projects undertaken in the same fields and interest that are structured as collaboration between partners. Finding the right partners and setting up a consortium is a key preparatory task. Partners need to be complementary to each other, however have common interest and goal to conduct the study. Please list here the other participants involved in the submitted project and describe each role in the project.

All researchers involved of the submitted project need to adhere to the following requirements:

· The application can only have one Senior Fellowship applicant. All other researchers fulfil the role of participants.

· All researchers involved must be able to demonstrate that he/she will manage the proposed research and be actively engaged in the implementation. 

· All researchers involved should hold at least a graduate degree, though it would normally be expected that an applicant would have been awarded a PhD. Researchers with less experience and degree should normally apply in collaboration with a more experienced and senior colleague. 

· Any researcher who may retire during the course of the study needs to identify in the application his/her successor as participant. Retired researchers are requested to take the role of collaborator in the application.

· Any researcher who may change employment during the course of the study needs to state his/her new employer and his/her successor, if applicable, in the application.

· Individuals involved in EDCTP review and decision-making process (e.g. constituencies) cannot act as Project Coordinator, or as participant in the application. (see EDCTP Policy on Conflict of Interest) 

· EDCTP reserves the right to adapt the above mentioned eligible criteria of applicants on each specific grant.
7. Information on the project

The information on the project should be should be confined to 5 pages (using A4 format and Arial font 9 pt). The information given should reflect the proposed project as requested by EDCTP. 

8. 
Ethical considerations 

Regulatory authorities require that all new investigational medicinal products intended for use in humans must be shown to be safe, effective and of the highest quality. 
All studies that are funded by EDCTP must be run in accordance with the standards and codes of conduct accepted by the International Conference on Harmonisation (ICH) guidelines (follow the link on the links page of our website www.edctp.org)  and in compliance with the local ethics requirements of the countries where these studies are to be conducted. 

In accordance to these guidelines, all clinical studies have to be submitted to and approved by an independent Ethics Committee that complies with the World Health Organisation Operational Guidelines for Ethics Committees That Review Biomedical Research (TDR/PRD/ETHICS/2000.1). A link to this document can be found at the links page of our website (www.edctp.org) together with the complementary guidelines to Operational Guidelines for Ethics Committees That Review Biomedical Research: Surveying and Evaluating Ethical Review Practices (TDR/PRD/ETHICS/2002.1).
“Compliance with these guidelines helps to ensure that rights, safety and well-being of research participants are promoted and that the results of the investigations are credible”. The role of the Ethics Committee is to safeguard the interest of volunteers taking part in studies. 

No study that does not have the approval of the local Ethics Committee will be supported by EDCTP.

Applicants to whom these ethical considerations are applicable are therefore encouraged to pay due attention to the various ethical aspects in the planning of studies including the process of obtaining verbal/ written informed consent, the obligations of investigators and sponsors, benefits and risks of study participation, recruitment, cultural values, and confidentiality measures in accordance to the World Medical Association Declaration of Helsinki ethical principles for medical research involving human subjects (follow the link on the links page of our website www.edctp.org). You will be asked to identify potential ethical issues in the application form (section 2.2).

 9.
Regulatory requirements, applicable when Senior Fellowship Project is (part of) a clinical trial.
Regulatory requirements are part of the process of drug discovery and drug development and describe what is necessary for a new medicinal product to be approved for marketing in any country. Prior to testing on humans in clinical trials, medicinal products must be subjected to rigorous testing in the laboratory (preclinical trials) for which animals are used and must be approved by a competent authority for use in humans. 

Although EDCTP’s mandate focuses on phase II and III clinical trials, all investigational products used in EDCTP supported trials must have sufficient efficacy and safety data available from preclinical and phase I evaluation studies and must have been approved by a competent body. This, in order to ensure safety and enable future registration of these products in compliance with the International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH). 

It is important that the rights, safety and well-being of volunteers taking part in clinical trials of new medicines are observed and clinical research promoted in sub-Saharan Africa. Although regulatory capacities in different countries may differ, all EDCTP supported studies must comply with the international ethical and scientific standards (GCP - Good Clinical Practice). 

In countries where approval of clinical trials from the National Regulatory Authorities (NRAs) is a prerequisite, EDCTP will require this clearance before funding these studies.

The acting sponsor of the clinical trials components of the EDCTP application needs to be an identified legal entity with documented experience to act as a sponsor. 

Clear guidance is also available from the World Medical Association’s Declaration of Helsinki (follow the link on the links page of our website www.edctp.org), the MRC Guidelines for Good Clinical Practice in Clinical Trials (to be downloaded from our website www.edctp.org) and the EU Directive 2001/20/EC on Good Clinical Practice (to be downloaded from our website www.edctp.org). 

10. Employment history

This section should reflect the employment history of the Senior Fellowship applicant including dates and nature of work done. 
11. Additional information

It is advised to read the additional information as stated in the Call for Proposal carefully. 
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