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Follow-Up Report Template
To be completed and submitted by the applicant 
To be printed on applicant logo
1. Details of the Contact Person 
	Name:
	

	Affiliation:
	

	Telephone:
	

	E-mail:
	


2. Details of Study
	Secondary Study Code
	

	The full title of the study:
	

	Protocol version/date
	

	Public Title of Study
	

	Sponsor:
	

	Follow-up report number
	

	Reporting Period
	From:
	To:

	Date EDA approval 
	

	Date of Final Decision
Supreme council approval 
	



	Study Status*:
	Pending

	Recruiting 
	Active

	Terminated
	Suspended
	Completed

	
	
	
	
	Date:
	Date:
	Date: 

	Number of proposed participants in Egypt
	

	Number of participants recruited to date 
	



*** If the study has been Terminated / Suspended/Completed, Submit summary of the study report (if applicable)
Study Status: Pending;  Not yet recruiting, Recruiting; The study is currently recruiting participants, Active; Not recruiting, the study is ongoing, and participants are receiving an intervention or being examined or followed up, but potential participants are not currently being recruited or enrolled.
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3. Recruitment Information:
	Site Name


	Site Information*
	PI

	Site activation date

	Total number of screened subjects
	Screening failure
	Number of Enrolled subjects

	Number of withdrawals from the trial  due to date
	Number of subjects completed study
	Numberof doses given
to date
	In case of Intervention Study

	
	1st submission
	Amended
	proposed
	
	
	
	
	
	withdrawal of consent
	loss to follow-up
	death (where not the primary outcome)
	
	
	Number of subjects discontinued due to SAE
	AEs**
	SAEs***

	Causality relatedness to IMP

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	


* Please select the appropriate site condition based on the following criteria: mentioned in the first submission, added after the initial submission (amended), or proposed to be added.
** Attach Line List including causality assessment in case of Phase I trials
*** Attach  Line listing with causality assessment
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4. Amendments (During the report period) 
	Have any substantial amendments been made to the trial during the report period?
	Yes 
	No

	If yes, please attach list of amended documents
and clarify the status of the amendment at each entity (IRB, EDA, Supreme council)
	






5. Other issues
	Are there any other developments in the trial that you wish to report to the Committee?
	Yes / No


	If yes, please 

	





6. If the study has not started yet:
	If you haven’t started the study yet, what are the reasons for that?
	




	What is the expected start date?

	



7. End of recruitment date
	Has the recruitment ended?
	Yes / No
If yes mention the date :

	If No, what is the expected end date?
	

	If you expect the recruitment to overrun the planned date, what are the reasons for this?   
	

	If you do not expect the recruitment to be completed, give reason(s)
	






8. Miscellaneous 
	Clarify if there is any Changes to trial Personnel at any site
	

	Summary of Monitoring and Auditing findings (Attach the Monitoring Visits Report/Follow up)
	

	Clarify if there is Any change to the Risk/Benefit Assessment
	

	Clarify if there is Any Serious protocol and/or GCP breaches
	

	Clarify if there is Any Protocol Deviations
	



9. Signature:
	Name of Reporter
	

	Organization
	

	Date
	

	Signature
	

	Stamp
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