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	Progress Report Form/ Certificate of Ethical Approval Extension Request Form 

	
	FTM ECF-008-06



Instruction to the Investigator:  To report the progress of research project and/ or request for an extension of the certificate of ethical approval, please provide the Ethics Committee of the Faculty of Tropical Medicine with the following information.  Please also attach a copy of the certificate of ethical approval for a reference.

Part 1: General Information

	Submission No. 
	

	Principal Investigator
	

	Approval Date
	

	Expected Study End Date
(date specified in the initial submission)
	


Part 2: Type of documents: 

(   Progress report                    
(   Progress report and CEA extension 
      Extension number Require …...... (specify number of extension requested; such as 1, 2, 3…)
      Reason for Extension Require ………………………………

Part 3: Current Status of the Research
A. For Study with Human Subject Enrollment
· Complete study       ( Yes       ( No      
· Current status of enrollment  
	Details
	No.

	Number of participants planned at your responsible site(s)
	

	Number of participants currently enrolled at your responsible site(s)
	

	Number of participants completed the study to-date at your responsible site(s) 
	

	Number of participants discontinued/not completed the study at your responsible site(s) 
Due to lost to follow-up _________

Due to withdrawal of consent ________

Due to adverse event or safety reason ______

Due to protocol non-compliance _________

Due to other reason (please specify reason) __________

	

	Number of participants being followed up
	

	Number of participants enrolled to-date at all sites (for multi-center study)
	


B. For Study without Human Subject Enrollment

·  Complete sample acquisition     ( Yes       ( No  
·  Current status of acquisition 
	Detail
	No.

	Number of samples planned at your responsible site(s)
	

	Number of samples collected to-date at your responsible site(s)
	

	Number of samples further needed to be collected at your responsible site(s)
	


Part 4:  Study Progress To-date

4.1 
Give a brief summary of the progress of the study to date. 
…………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………
4.2 Were there any revision/ amendment to the protocol/research proposal during the past year? Require
      ( YES, please specify revision/amendment no. ……………...……  

      (  NO    

4.3 
Give a brief summary of any difficulties encountered during the conduct of the study. 
…………………………………………………………………………………………………..…………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………
4.4 Have unexpected events, toxicities, or complications occurred that may indicate a need for a change in the research proposal or consent? 
       ( YES, please specify…………………………………  

       (  NO    

4.5 Were any grievances or complaints about this study received? 
   ( YES, please specify…………………………………  

   (  NO    

4.6 Has information (publications, presentations, etc.) become available since starting this study that may indicate a need to modify this study? 
     ( YES, please specify…………………………………  

     (  NO    

Part 5:  Safety Issues (for clinical study only)
	1.
	Have there been any serious adverse events in the study population in the past year?

· YES, please indicate how many events, and summarize the events occurred
.……………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………….
Have these been reported to the Ethics Committee?    ( YES   ( NO (If No, please specify reason) ………………………………………………………………………..
· NO 

	
	

	2.
	Have there been any protocol violations or protocol deviations in the past year?
· YES, please indicate how many cases of protocol violation/deviation, and describe details of the events. 
…………………………………………………………………..…………………

…………………………………………………………………….……………………………………………………………………………………………………..
Have these been reported to the Ethics Committee?    ( YES   ( NO (If No, please specify reason)……………………………………………………………….
· NO

	3.
	Has there been any new literature of assessment of risk/ benefit for participants?

	
	· YES, please describe. 

…………………………………………………………………..………………………………………………………………………………………………..…………………………………………………………………………………...…………

Have all the participants been informed?   ( YES   ( NO 
·  NO
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