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Calls for support of integrated projects on clinical trials, capacity building and networking

Full Proposal


General Information 

(Please, refer to section 3.0 “General information” of the guidelines for applicants)

	Project title
	

	Call identifier
	

	Start date
	
	End date
	


Work package 1: Project Management

Information on the applicants 

(Please, refer to section 2.2 “Who can apply?” of the guide for applicants) 

	Project Coordinator

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	

	Formal employer
	


	Host Institution

	Official name of the host institution*
(actual employer of the PC) 
	

	Official address


	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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(
	


	Collaborator A

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer) 
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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 
	


	Collaborator B

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer)
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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 
	


	Collaborator C

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer)
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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 
	


Please add more boxes if required
Information on the project 

(please refer to section 3.1 “Workpackage 1. Project Management” of the guidelines for applicants)

(( 9 pages; Arial font 9pt.)

Project excellence

1.1 Provide a summary of the project (( 1/2 p.)
1.2 Provide the overall objectives of the project ((1p.)
1.3 Describe how each work package will contribute to the overall objectives of the project ((2p.)
EDCTP relevance 

1.4 Explain how the project contributes to the EDCTP objectives as stipulated in the EDCTP Joint Programme that is available through the call text and on our website
1.5 Explain the public health importance of the project
Consortium description

1.6 Indicate the competencies, capacity and contribution of the institutions participating in the project. In case the host institution is not the formal employer of the Project Coordinator, indicate who is and include a declaration of the formal employer to approve the role of the Project Coordinator as described in the application
1.7 Please include (as annex 3) a declaration plus signature of all collaborators to prove they are partners in the proposal
Project management

1.8 Provide an organogram showing all levels of the project management (( 1p). Please include the project manager and financial administrator.
1.9 Outline the coordination mechanism for the project and provide a strategic plan of how information sharing between partners in the project will be implemented ((2 p.)
1.10 Please outline the data management plan and explain how data collected from the project will be handled and made accessible to all participating institutions, and their respective relevant health authorities.
1.11 Please give an outline of the valorisation plan for the project. Valorisation can be described as the process of disseminating and exploiting projects outcomes with a view to optimising their value, enhancing their impact and integrating them into training systems and practices at national as well as international level.
1.12  If applicable, describe the involvement of the private sector.
Gender issues

1.13
Please describe the gender action plan for the project including justification of considering of potential gender differences.
Project resources

1.14
Describe how you will comply with the cofunding requirements 

Please provide statements (as annex 4a, 4b, 4c etc.) from the legal funding authorities of at least two EDCTP-EEIG Member States regarding the provision of cofunding. These statements should clearly indicate the requested amount in accordance to the amount indicated in your budget and if the cofunding is confirmed or still under review. If a cofunding letter is provided by someone other than the EDCTP European Networking Officer (ENO), the application needs to include a statement from the ENO concerned confirming his or her awareness of the application. 
Please also note that if cofunding has been applied for from an African or third party this must be demonstrated by a supporting letter from the relevant party indicating that the party is aware of the proposal, the requested cofunding amount and whether the requested amount has been secured or is still under review. Please refer to the Guidelines for Applicants Annex III for more information.

1.15
Has this project (whole or in part) or a very similar project been submitted or is in the process of submission to other funding agencies?
1.16
Provide details of the budget for each work package on the EDCTP budget form for calls for support of clinical trials, capacity building and networking. Please include a statement (as annex 5) that the project can be carried out for the budget requested. Please declare any third party funding that you envisage during the course of the project. Please note that EDCTP would treat this as purely supplementary funding and not in any way to replace or reduce EDCTP funding agreed at the signing of the contract.
Work package 2: Clinical Trial
Information on the applicants

(please refer to section 2.2 “Who can apply?” of the guidelines for applicants)

	Work package leader

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer)
	

	Official address


	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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 
	


	Collaborator A

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer)
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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 
	


	Collaborator B

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer)
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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 
	


	Collaborator C

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer)
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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 
	


Please add more boxes if required
Information on the project

(please refer to section 3.2 “Work package 2. Clinical Trial” of the guidelines for applicants)

((14 pages; Arial font 9pt.)

Project excellence

2.1
Provide the title of the clinical trial.
2.2
Provide the hypothesis that needs to be tested ((1/2 p.).
2.3
Provide a summary of the clinical trial ((1/2 p.).
2.4
Provide the objectives of the trial including the expected outcomes. The objectives should be those achievable within the timeframe.
2.5
Indicate the places or sites where the research participants will be recruited.
2.6
Provide a description of the investigational product(s) to be tested. The description should include the party or parties that have Intellectual Property Rights on the investigational product(s) as well as the supplier of the product. Also indicate who will be the owner of the results (Host Institution or Sponsor) and whether the investigational drugs qualify for tiered pricing.
2.7 
Do you envisage the development of any other products within the trial, such as relevant know-how, databases etc. Indicate what secondary “products” will be developed and how they will be used.
2.8
Provide the background information to the trial including phase 1a and 1b data as well as significance of the study (( 11/2 p.).
2.9
Please describe the study design and justify the methodology and techniques that will be used including inclusion and exclusion criteria for participants, go/no-go criteria, randomisation/ stratification plans (if applicable), sample size, duration of recruitment phase and total study duration for each participant ((7 p.).
2.10
Provide primary and secondary endpoints, study visit schedule and primary evaluations ((1/2 p.).
EDCTP relevance

2.11
Describe how you will comply with the EDCTP policy of only supporting trials on products that will be easily available for an affordable price to the developing countries of sub-Saharan Africa.
Compliance with national and international standards or research

2.12
If you propose to perform the clinical trial in children or other vulnerable subjects, please provide ethical justification for your proposal.

2.13
Identify and describe potential ethical issues and describe how you intend to address the relevant ethical and safety related issues as described in the Guidelines for Applicants, section 2.5. In addition, specify how you intend to acquire the ethical clearance documents, and provide a clear plan including timelines for probable dates of submission and dates for responses. Please ensure that you enclose all proofs of ethical clearance for any preceding studies.
2.14
Please provide a draft of the informed consent forms prepared for the planned study as Annex 6.

Clinical trial management

2.15
Explain how the day-to-day management of the clinical trial will be conducted (if possible, please add an organogram) including the decision-making mechanism. Include a description of the roles and responsibilities of the key collaborators in the clinical trial work package and how their competencies and expertise complement each other in the project.
2.16
Provide the Monitoring plan during the clinical trial.
2.17
Indicate if any part of the clinical trial (including monitoring) is foreseen to be subcontracted, describe the subcontracted activities and explain the reason for subcontracting. Essential parts of the project can never be subcontracted.

2.18
Specify the identity of the clinical trial sponsor, including legal status and documented experience. Additionally include a letter (as annex 7) from the sponsor(s) confirming their willingness to take on this task.
2.19 
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
	

	21
	Responsibility for providing clinical trial insurance
	


Work package 3: Capacity Building
Information on the applicants

(please refer to section 2.2 “Who can apply?” of the guidelines for applicants)
	Work package leader

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer)
	

	Official address


	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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 
	


	Component Coordinator Part A

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer)
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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 
	


	Component Coordinator Part B

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer) 
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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 
	


	Component Coordinator Part C

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer)
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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
	


Please add more boxes if required
Part A: Baseline Epidemiological Study (Optional)

Information on the project

(Please, refer to section 3.3 “Work package 3. Capacity Building” of the guidelines for applicants)

((8 pages; Arial font 9pt.)

Implementation of plan of capacity building

3A.1
Provide a summary of the proposed baseline study (( ½p.).
3A.2
Provide a detailed study description ((4p.).
Compliance with national and international standards or research

3A.3
Identify and describe potential ethical issues. Describe how you intend to address the relevant ethical and safety related issues (as described in the Guidelines for Applicants, section 2.5) and how you will implement these into your time table. When ethical approval is required, a letter of proof that the application has been submitted to the appropriate local independent ethics committee should be included or a clear plan for submission should be included (as annex 8a).
Potential impact

3A.4
How will the project facilitate the planning and execution of future clinical trials?
3A.5
Describe the already existing research capacity and how the project contributes to the strengthening of the existing and development of new research capacities.
3A.6
Describe your plan to ensure the sustainability of the potential impact of the baseline study.
Project management

3A.7
Indicate the role of the collaborators in the baseline study and how their competencies and expertise complement each other in the project.
3A.8
If applicable, please describe the involvement of the private sector.
3A.9
Indicate if any part of the baseline study is foreseen to be subcontracted.
Part B: Site Infrastructure Upgrading

Information on the project

(Please, refer to section 3.3 “Work package 3. Capacity Building” of the guidelines for applicants)

((4 pages.; Arial font 9pt.)

Implementation of plan of Capacity Building

3B.1
Where applicable, describe the appropriate infrastructure capacity strengthening that is required for the participating southern institutions (fill in one table for every participating institution). Refer to the table ‘Criteria of classification of research institutions into various levels’ as given in section 2.2.1 of the Guide for Applicants. Include a justification and provide the expected deliverables and milestones.

	Name institution:

	Overall level:

	Components
	Current level
	Target level
	Justification, deliverables, milestones

	1. Laboratories
	
	
	

	2. Clinical facilities
	
	
	

	3. Data management (infrastructure and human resource)
	
	
	

	4. Sample repository
	
	
	

	5. Information Technology (IT)
	
	
	

	6. Library facilities
	
	
	

	7. Finance and Administration
	
	
	

	Please also indicate the level of personnel capacity, but please include costs for training in next work package: Part C: Short term training

	8. Investigators
	
	
	

	9. Subjects
	
	
	

	10.Ethics
	
	
	


Please add more tables if required
Potential impact

3B.2
Describe your plan to ensure sustainability of the proposed institutional infrastructure strengthening. 
3B.3
Indicate if any part of the site infrastructure upgrading is foreseen to be subcontracted, describe the activities and explain the reason for subcontracting.

Part C: Short term training

Information on the project

(Please, refer to section 3.3 “Work package 3. Capacity Building” of the guidelines for applicants)

((8 pages; Arial font 9pt.)

Implementation of plan of capacity building development

3C.1
Indicate and justify the required personnel capacity strengthening needs for each southern institution with justification in relation to the planned clinical trial and /or baseline study. Prepare one table per applicable institution.
	Name of Institution: 

	Category
	Training Requirements

	Good Clinical Practice (GCP) training for investigator study teams

	

	Information Technology (IT), data management and bio-statistics

	

	Internal clinical research monitors

	

	Training of nurses/ clinicians/ scientists in human volunteer management, data storage and maintenance of confidentiality

	

	Laboratory staff training in general and specialized techniques, standardisation of assays and GCLP, and quality assurance and control (QA/QC)

	

	Financial management skills

	

	Project management skills

	

	Training of community representatives for advocacy of intended trials in local communities or trial sites. 

	


Please add more tables if required

3C.2
Describe the type of training, the location and institution offering the training as well as deliverable and milestones for each chosen category of training as listed above. 
Potential impact 

3C.3
Describe your plan to ensure the sustainability of the potential impact of the short- term training.

Part D: MSc Studentship (optional)

	Title of course/project
	

	Training institution


	

	Official name of the organisation 
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Start Date
	
	End date
	


Information on the applicant

(Please, refer to section 2.2 “Who can apply?” of the guidelines for applicants)

	Applicant

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Date of Birth (dd/mm/yyyy)
	
	Place of birth (city, country)
	

	Nationality
	


	Official name of the organisation 
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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
	


	Supervisor of the candidate

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer)
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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
	


Please add more boxes if required
Information on the project

(Please, refer to section 3.3 “Work package 3. Capacity Building” of the guidelines for applicants)

((4 pages; Arial font 9pt.)

Project excellence

3D.1
If the candidate is proposing to follow a course, provide information on the course, including information about the programme (only fill this question in if applicable) (< 2p.)
3D.2
If the candidate is proposing to follow a research MSc, provide an MSc work description including a summary of the project, research plan, literature review, place of performance as well as a justification of the usefulness of project findings (only fill this question in if applicable) (< 2p.)
Compliance with national and international standards or research

3D.3
Identify and describe potential ethical issues. Describe how you intend to address the relevant ethical and safety related issues as described in the Guidelines for Applicants, section 2.5 (if applicable) and how you will implement these into your time table. When ethical approval is required, a letter of proof that the application has been submitted to the appropriate local independent ethics committee should be included or a clear plan for submission should be included (as annex 8b).
Implementation plan of capacity building

3D.4 
Describe the integration of the proposed candidate into the candidate’s host institution and its environment.
3D.5
Please provide a recommendation letter from the head of the candidate’s host institution (as annex 9), stating that the candidate is able to perform the proposed studies and certifying that if awarded EDCTP support for training away from the host institution, the candidate will be granted study leave/leave of absence and, will continue employment upon completion of the training.
Part E: PhD Scholarship (optional)

	Title of course/project
	

	Training institution


	

	Official name of the organisation 
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Start Date
	
	End date
	


Information on the applicant

(Please, refer to section 2.2 “Who can apply?” of the guidelines for applicants)

	Applicant

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Date of Birth (dd/mm/yyyy)
	
	Place of Birth (city, country)
	

	Nationality
	


	Official name of the organisation (actual employer)
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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
	


	Supervisor of the candidate

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer)
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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
	


Please add more boxes if required

Information on the project

(Please, refer to section 3.3 “Work package 3. Capacity Building” of the guidelines for applicants)

((4 pages; Arial font 9pt.)

Project excellence

3E.1
Provide a PhD work description including a summary of the project, research plan (including objectives, scientific background, significance, methodology, place of performance, milestones and timelines) as well as a justification of the usefulness of project findings ((2 p.).
Compliance with national and international standards or research

3E.2
Identify and describe potential ethical issues and describe how you intend to address the relevant ethical and safety related issues as described in the Guidelines for Applicants, section 2.5. (if applicable). When ethical approval is required, a letter of proof that the application has been submitted to the appropriate local independent ethics committee should be included or a clear plan for submission should be included (as annex 8c).
Implementation plan of capacity building

3E.3 
Describe the integration of the proposed candidate into the candidate’s host institution and its environment. 
3E.4
Please provide a recommendation letter from the head of the candidate’s host institution (as annex 10), stating that the candidate is able to perform the proposed studies and certifying that the candidate, if awarded EDCTP support for the research training away from the host institution, will be granted study leave/leave of absence and will continue employment upon completion of the training.
Part F: Postdoctoral fellowship (optional)

	Fellowship project title2
	

	
	

	Start Date
	
	End date
	


Information on the applicant

(Please, refer to section 2.2 “Who can apply?” of the guidelines for applicants)

	Applicant

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation(s) (where project will be performed)
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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
	


Information on the project

(Please, refer to section 3.3 “Work package 3. Capacity Building” of the guidelines for applicants)

(<6 p.; Arial font 9pt.)

Project excellence

3F.1
Provide an account of the candidate’s current research interests explicitly stating how the proposed training request will contribute to the candidate’s career development and future goals. This account should be endorsed by the head of the home institution.
3F.2
Provide a summary of the proposed post-doctoral project ((1/2 p.). 
3F.3 
Provide a detailed research plan including objectives, the state-of-the-art, scientific background, significance, methodology, place of performance, milestones and timelines ((4 p.).
Compliance with national and international standards or research

3F.4
Identify and describe potential ethical issues and describe how you intend to address the relevant ethical and safety related issues as described in the Guidelines for Applicants, section 2.5 (if applicable). When ethical approval is required, a letter of proof that the application has been submitted to the appropriate local independent ethics committee should be included or a clear plan for submission should be included (as annex 8d).
Potential impact

3F.5
Explain how the results of this study will be used (to inform clinical decision making and improve understanding of the subject).
Implementation plan of capacity building


3F.6
Describe how the work will be integrated or linked with the existing research project(s) in the home institution(s) of the candidate.
3F.7
Provide a letter of recommendation from the head of the candidate’s host institution (as annex 11), bearing witness to the ability of the candidate to successfully embark on the proposed studies and certifying that the candidate, if awarded EDCTP support for the research training away from the host institution, will be granted study leave/leave of absence and will continue employment upon completion of the training programme.
Project management

3F.8
Describe the arrangements made for the day to day management of the fellowship project including details of the roles of the named collaborators, and the name of the biostatistician (if applicable).
3F.9
Give details of the roles of the staff requested on the fellowship grant.
3F.10 
Name the clinical trial sponsor if the study involves a clinical trial other than the one described in work package 2.
Work package 4: Networking
Information on the applicants

(Please, refer to section 2.2 “Who can apply?” of the guidelines for applicants)

	Work package leader

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer)
	

	Official address


	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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
	


	Collaborator A

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer)
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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
	


	Collaborator B

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer)
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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
	


	Collaborator C

	Surname
	
	 First name(s)
	

	Title
	
	Gender


	

	Nationality
	


	Official name of the organisation (actual employer)
	

	Physical address
	

	PO Box
	
	Postal code
	

	Street name and number
	

	City
	
	Country
	

	Phone
	
	Fax
	
	Email
	

	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 
	


Please add more boxes if required
Information on the project

(Please, refer to section 3.4 “Work package 4. Networking” of the guidelines for applicants)
((10 pages; Arial font 9pt.)

Project excellence

4.1 
Provide a summary including the major networking activities and the expected outcomes of this work package ((1/2 p.).

4.2 
Please indicate whether the project is involving an existing network or existing networks or will lead to formation of a new network. When existing networks are involved, briefly describe their activities over time.
4.3 
Describe the interaction of the project with existing networks in the related research area.

Implementation plan of Capacity Building
4.4 
Provide details of mentorship programmes that you plan to conduct within the project. These may include areas of proposal writing, manuscript writing skills and training in peer review mechanisms, etc ((1 p.).

4.5 
Please indicate whether the project plans to conduct exchange visits between partner sites. If yes, state the objective of such visits and expected outcomes ((2 p.)
4.6
Please indicate whether there are project plans for attendance at workshops by partner institutions. If yes, state the intended objective and expected outcomes of the workshops 

Potential impact

4.7
Describe the networking strategies that would enhance the impact of the planned project in informing policy and practice 

Appendices

(Please refer to section 4.2 “Are all annexes included?” of the guidelines for applicants)

Annex 1: Curriculum vitae of the project coordinator

(Please, refer to section 3.6 “Curricula vitae” of the guidelines for applicants)
	Full name

Job title:

Organisation:

Qualifications:

	Employment records for the last 10 years or the last 5 positions:(max 200 words)

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




	Synopsis of current research interests: max 100 words

	

	Former research interests (with dates): max 100 words

	

	List your 5 most important publications:

	


Annex 2: Curriculum vitae of the collaborators

	Full name:

Job title:

Organisation:

Qualifications:

	Synopsis of research interests: max 100 words.

	

	List your 5 most important publications:

	


Additional required annexes:

· Annex 3: (corresponding to question 1.7) declaration and signature of all collaborators to prove they are partners in the proposal.

· Annex 4a, 4b etc. (corresponding to question 1.14): statements (letters from all EDCTP-EEIG Member States are required) from the ENO´s that they are aware of the application, including statements of the ENO or other legal funding authorities of each Member State regarding the provision of cofunding and whether it is confirmed or still under review. When other organisations are providing resources, also include their statements. 

· Annex 5 (corresponding to question 1.16): statement that the project can be carried out with the budget requested.
· Annex 6 (corresponding to question 2.14): A draft of the informed consent forms for the proposed study.

· Annex 7 (corresponding to question 2.18): letter from the Clinical Trial Sponsor confirming their willingness to take on the task of sponsor.

· Annex 8 (8a: corresponding to question 3A.3; 8b: corresponding to question 3D.3; 8c: corresponding to question 3E.2; 8d: corresponding to question 3F.4): letters of proof that the applications of these work package parts have been sent to the appropriate local independent ethics committees for ethical approval.

· Annex 9 (corresponding to question 3D.5): recommendation letter from the head of the MSc-candidate host institution (include certification that if awarded EDCTP support for training away from the host institution, the candidate will be granted study leave/leave of absence and, will continue employment upon completion of the training).

· Annex 10 (corresponding to question 3E.4): recommendation letter from the head of the PhD-candidate host institution (include certification that if awarded EDCTP support for training away from the host institution, the candidate will be granted study leave/leave of absence and, will continue employment upon completion of the training).

· Annex 11 (corresponding to question 3F.7): recommendation letter from the head of the Post Doc-candidate host institution bearing witness to the ability of the candidate to successfully embark on the proposed studies (and include certification that if awarded EDCTP support for training away from the host institution, the candidate will be granted study leave/leave of absence and, will continue employment upon completion of the training).
( terms in bold are explained in the Guidelines for applicants on integrated projects.
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