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Final Report Form for Interventional Study
INSTRUCTIONS TO THE PRINCIPAL INVESTIGATOR: 
This form is required upon completion of the study or closure of study site. Obtain an electronic copy of this form and encode all information required in the space provided. Print the report in A4 size paper; then date and sign this form before submission.
	JEPeM CODE: USM/JEPeM/

	STUDY PROTOCOL TITLE:


	PRINCIPAL INVESTIGATOR:

	STUDY PROTOCOL APPROVAL DATE: 

	Email:
	Telephone:
	Mobile:

	STUDY SITE: 

	STUDY SITE ADDRESS:

	SPONSOR:

	SPONSOR CONTACT PERSON:

	Email:
	Telephone:
	Mobile:

	REPORT SUBMISSION DATE: 

	1. Study Arms:

	2. Number of study participants in the beginning of the study: 

	3. Number of participants at the end of the study:

	4. Number of participants who received the test articles:

	5. Summary of amendments to the original protocol (including dates of approval):

	6. Summary of SAE reported:

	7. Summary of anticipated risks (other than SAEs) documented in the conduct of study:

	8. Summary of SUSAR reported:

	9. Summary of unanticipated risks (others than SUSAR) documented in the conduct of study:

	10. Summary of participants’ complaints or grievances documented regarding conduct of study:

	11. Summary of benefits documented:

	12. Summary of indemnifications (If Applicable):

	13. If terminated early, specify reason for termination:

	14. Continuing Review Application Submission dates with corresponding JEPeM USM action:

	15. Summary of study materials used (for non-clinical research):

	16. List of treatments or interventions:

	17. Study dose(s):

	18. Duration of the study:

	19. Study objectives and summary of results: 

	20. List of informed consent form used (version/date) and attach most recent version:

21. Will this research published in 1 year time? Y/N

	DATE OF LAST REVIEW: 

	SIGNATURE OF PI:



	DATE SUBMITTED: 

	RECEIVED BY:



RECOMMENDATIONS (by JEPeM-USM Chairperson/Member secretary)
	FULL BOARD REVIEW OR EXPEDITED REVIEW:

Signature:
Name:


	Comments of Reviewer:


	RECOMMENDED ACTION:

· Approval
· Request information: (indicate information)

· Recommend further action: (indicate action)

	PRIMARY REVIEWER
	
	Signature 
	

	Date: 
	
	Name
	

	JEPeM CHAIRPERSON /MEMBER SECRETARY
	
	Signature 
	

	Date: 
	
	Name
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