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	I.   STRUCTURE AND COMPOSITION
DLSMHSI-IEC Form 2E/V1/2012
Review of Resubmitted Study Protocol
Effective Date: October 2012



	REVIEW OF RESUBMITTED STUDY PROTOCOL 

To the IEC Member:  

Study protocols which have been reviewed earlier with recommendations for corrections or modifications are revised and resubmitted for IEC reconsideration. The protocol-related documents including the changes(s) made are attached for your perusal.

Please obtain an electronic copy of this Form, fill-out the requested information, and forward to the Secretariat both in electronic version and hard copy. Print in letter-sized paper with printer default set at A4.


	I.  PROTOCOL INFORMATION
	IEC Protocol Tracking No.



	Study Protocol No.


	Initial Review Date: <dd/mm/yy>

Last Review Date: <dd/mm/yy>



	Title:  


	Version Number, Date



	Name of Principal Investigator


	Contact Nos.:



	Sponsor/CRO



	Study Site  



	Type of Review (To be determined by IEC)

· Full Board

· Expedited




	II.  INFORMATION REQUIRED
	PROTOCOL RESUBMISSION DATE 

<dd/mm/yy>

	

	Section/Page number
	IEC Comment
	Current Text Version
	`

Revised Text Version
	Rationale Justification

	

	2.   Were all the recommendations addressed?

· YES  

· NO  explain/comment)



	III.   IEC RECOMMENDATION 


	Justification for the Recommendation

	· APPROVAL

· MINOR MODIFICATION
· MAJOR MODIFICATION
· DISAPPROVAL

	

	Reviewer

· Primary

· Secondary

	_________________________________           ____________________

Reviewer’s Signature Over Printed Name                           Date
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