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EDCTP Senior Fellowship Projects Work Plan 
	Senior Fellow:

(Including contact details)
	

	Project / Financial Manager:

(Including contact details)
	

	Acronym:
	

	Project Title: 

	

	Project code:
	

	
	

	Project start and end date:
(From DD/MM/YY to DD/MM/YY)
	

	Period covered by this Work Plan:

(From DD/MM/YY to DD/MM/YY)
	

	
	

	Medical sponsor (if applicable):
(including contact details)
	

	Clinical research organisation/ independent monitor:
(if applicable)
	


(When completing the form electronically please use Verdana font size 8)

	Project Sections
	Activities
(Please replace the aspects currently indicated in this column by your activities planned for the period covered by this report, see example below)


	Targets/

Milestones
	Responsible person
	Funding party
	Due date

(Please indicate the quarters of each year you plan to perform the indicated activities: Q1/2, see example below)

	Remarks

(For EDCTP use only)

	
	
	
	
	
	Yr1
	Yr2
	

	1. Project

Management

	Describe your project management structure (an organogram may be used as an appendix)

	
	
	
	
	
	

	2. Project Activities

	Describe the major project activities that will be implemented according to the approved application. 

This includes: 

1. Protocol development:

2. Ethical review and approval, including the name and details of the contact person(s) at the National Ethics Committee (NEC) / Institutional Review Board (IRB):

3. Regulatory approval strategy in Africa and in Europe including the name and details of the contact person(s) at the National Regulatory Authority (NRA) (if applicable):

4. Clinical trial registration (if applicable). All clinical trials supported by EDCTP must be registered with the EDCTP ATM Registry in Cape Town

5. Product management, importation/exportation, batch release certificate, labelling and packaging (if applicable):
6. Clinical trial activities (if applicable)in line with milestones described in the application: e.g. recruitment, phase and endpoints of the trial including go/no go criteria. For Laboratory based study, the key activities can be referred to here. 
7. Monitoring by the sponsor, type of visits, number of visits, name and contact details of the monitor (if known): 

8. Data management strategy

9. Scientific publications, data sharing or any dissemination of information (conferences, meetings, workshops) include title, place and date, full reference of the article in the journal, if known:

10. Any additional data on the investigational or control product(s) (if applicable): 


	
	
	
	
	
	

	3. Capacity Building
	Describe the major activities that will be implemented according to the approved application. 

This includes: 

11. Training: Names of MSc, PhD and/or postdoctoral trainees, level of training, place(s) and supervisor(s), and training organisers: 

12. Workshops: their titles, dates, venues:

13. GCP/GCLP training: number of trainees, organisers of training, countries and institutions involved:  

14. Training on ethics: number of trainees, organisers of the training, countries and institutions involved: 

15. Infrastructural upgrade: names and numbers of sites to be upgraded:


	
	
	
	
	
	

	4. Networking
	Describe the major networking activities that will be implemented in line with the approved application. 

This includes: 

16. Exchange programmes and mentorship programmes (names and numbers of participants, programme leaders and targeted tasks:

17. Communication plan, to the national, regional, local authorities, community, inter-country or international communication. (EDCTP advocates for a communication plan):


	
	
	
	
	
	

	5. Funding
	Provide information on the funding source(s) for this project.  

This includes: 

EDCTP funds, EDCTP-EEIG member state and other sources of funding for the project, if any:

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. (EDCTP encourages leverage of third party funding to enhance synergy)

	
	
	
	
	
	


Please note that the following documents should accompany this work plan when available:

· The final study protocol(s) as approved by the sponsor and as submitted to the ethics committee(s) (NEC). Please provide a copy of the submission letter to the NEC(s).

· The study protocol(s) as approved by the ethics committee(s) and signed by the Project Coordinator and Sponsor, including a copy of the informed consent form*;

· Any Ethical Review Board approvals
· Any approvals by local authorities needed for the conduct of the clinical trials
· Clinical trial registry / Clinical Protocol registration (if applicable)
· Additional funding documents; any new letters confirming the amount contributed to the project from 3rd parties or Member States.
· Any other documents you wish to include.

*Please note that the informed consent forms are NOT assessed by EDCTP, but requested for the project file records.

Documents that have already been sent as annex to the application form do not have to be send again, but can instead just be referred to
	
	
	

	Signature of Senior Fellow / project coordinator
	
	Date
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