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	Research Title:
	

	Principal Investigator:
	

	
	

	[image: image3.wmf]Staff

          [image: image4.wmf]Student


	Staff/Matric No:
	

	Submission Date:
	


	Essential Elements

(as applicable to the study)
	To be filled by the PI
	To be filled by JKEP-UUM Reviewers

	
	Indicate if the ICAF has the specified element
	Page and paragraph where element is found
	REVIEWER’S COMMENTS

	
	YES
	N/A
	
	

	1. List of all investigators involved
	
	
	
	

	2. Research title 
	
	
	
	

	3. Scope of study
	
	
	
	

	4. Procedure of intervention 
	
	
	
	

	5. Approximate number of subjects/ participants
	
	
	
	

	6. Description of the study purpose
	
	
	
	

	7. Criteria of subjects/participants
	
	
	
	

	8. Statement that subjects/participants will be randomized into groups
	
	
	
	

	9. Study procedures that will be done and responsibilities of subjects/participants
	
	
	
	

	10. Expected duration of participation 
	
	
	
	

	11. Withdrawal statement
	
	
	
	

	12. Foreseeable or potential risks to subject/ participant including control group subject/ participant and risks to immediate family members e.g. psychological distress
	
	
	
	

	13. Potential risk to the research subjects/participants involving minors
	
	
	
	

	14. Expected direct benefit to subjects/participants
	
	
	
	

	15. Community sensitivities and expected benefits to the community or to society, or contributions to scientific knowledge
	
	
	
	

	16. Statement that participation is voluntary, and right to withdraw anytime without penalty or loss of benefit or participation can be terminated
	
	
	
	

	17. Statement that the JKEP-UUM Review Panel and regulatory authorities may review study data
	
	
	
	

	18. Assurance of confidentiality unless required by law 
	
	
	
	

	19. Anticipated payment, to the subject/participant (monetary or non monetary)  
	
	
	
	

	20. Anticipated expenses, if any, to the subject/participant in the course of the study
	
	
	
	

	21. Data handling including storage and destruction of data at the end of the study
	
	
	
	

	22. Statement of possible future use, affirming subject’s/participant’s right to refuse future storage and use of collected specimen/data
	
	
	
	

	23. Plans to develop commercial products and whether the subject/participant will receive monetary or other benefit from such development 
	
	
	
	

	24. Sponsor, institutional affiliation of the investigators, and nature and sources of funds
	
	
	
	

	25. Statement whether the investigator is serving only as an investigator or as both investigator and the participant’s service provider

	
	
	
	

	26. Information of person(s) to contact in the study team for further information or in case of study related event 
	
	
	
	

	27. Statement on the approval by JKEP-UUM
	
	
	
	

	RECOMMENDATION
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	Reasons:




	REVIEWER:
	Signature: 

	Date:
	Name: 

	
	Signature:

	Date:
	Name: 

	
	Signature:

	Date:
	Name: 

	SECRETARY:
	Signature:

	Date: 
	Name: 
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