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Instruction to the Investigator:  To request an amendment on an approved research proposal, please provide the information needed below.  Use additional pages, as needed.
Part 1:
General Information
	Project Title
	

	Principal Investigator
	

	EC Submission No.
	

	Protocol No./ Protocol Code.
	

	Reference No. of Certificate of 
Ethical Approval 
	  

	First Approval Date
	


Part 2:
Current Status of the Research

	For a Clinical Trial
	For an Experimental Research

	Number of participants currently enrolled at this site
	
	Number of samples collected at this site
	

	Number of participants who have completed the study to-date at this site
	
	Number of samples being processed at this site as stated in the research proposal
	

	Number of participants who have been withdrawn at this site                              (attach explanation)
	
	Number of samples further needed to complete the sample collection at this site
	

	Number of participants being followed-up
	
	Total number of sample further needed (for multi-center study)
	

	Number of participants who have been enrolled to-date at all sites   
(for multi-center study)
	
	Total number of samples collected at all sites (for multi-center study)
	


Part 3:
Study Progress To date

(Give a brief summary of the progress of the study to date, including revision or amendment that has been made during the study)

…………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………
Part 4: Summary of amendment(s) requested

	1.  Amendment description (check all applicable)

	(
	Amendment to currently approved Research Proposal
Amendment Number  […..] Version date………………………………………………

	(
	Amendment to currently approved ICF, PIS, Assent Form
Amendment Number  […..] Version date………………………………………………

	(
	Amendment to currently approved CRF
Amendment Number  [… .] Version date………………………………………………

	(
	Other (please specify)……………………………………………………………………
Amendment Number  […..] Version date………………………………………………

	2.  For clinical trial, check one

	(
	This amendment does not increase risk to the participants enrolled in the study.

	(
	This amendment does increase risk to the participants enrolled in the study 
(include explanation in revised description. Department of Head’s signature is required.

	3.   Reasons for amendment request



4. Amendment details (please add information and page number)
	No.
	Amendment from (page no.)
	Change to (page no.)
	Reason for changing

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


5. Attach amendment research proposal and/or consent (HIGHLIGHT all amendments; please use FTM EC Research Proposal Submission Form)
6.    Amendment History (Please list, from first amendment to present one)
	Submission date
	Approval Date
	Valid until
	Documents submitted for review
	Version
	Reasons for amendment request

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


    7.  I certify that the amended research proposal is otherwise unchanged from the latest previously approved research proposal version………………………dated …./…../……..
	Signature of Principal Investigator
	……………………………………
	Date ………………

	Signature of Department of Head 
(if risks to participants are increased) 
	…………………………………….
	Date ………………


