AN1-V1/SGSOP 07/V1
Amendment Reporting Form (14 copies required)

	1. IEC code No.:

	2. Study/Protocol No. (For drug/device trials/any other):

	3. Title:



	4. Principal Investigator :

	5. Please mention version no. and date of amended Protocol/Investigators brochure/Addendum
	

	6. Have you highlighted the amended portion in the document or tabulated details of changes?



	7. Do you wish to extend the approval for your study?  If so, please provide details of date of completion, how long you require and the justification for the extra time:
	Yes/No

	8. Does this amendment lead to any change in trial protocol
If yes: please specify the changes
	Yes/No

	9. Does this amendment entail any changes in Participant information documents (PID)


	Yes / No

	10. If yes, is the amended PIDs is enclosed

	Yes / No
If No, reasons for not submitting

	11. Does it require signing of new consent form by participant already on trial
	Yes/No

	12. No. of active trial participants


	

	13. Any other additional comment including changes to budgetary or staff requirement: Yes/No



_______________________
Signature of PI

Name__________________________



Date_________________
