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	Vulnerability of the subject/participant
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	Recruitment of subject/participant & informed consent seeking
Method of inviting participants e.g: Advertisement
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	Assent form requirement

Under 7 years old: No assent. Complete Parental Consent.
7-under 12 years old: Verbal Assent

12-under 15 years old: Assent Form

15-under 18 years old: Co-sign informed consent form with parents
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	(
	
	

	Direct & indirect benefit to subject/participant
	(
	
	19
	

	Data/Specimen handling
	(
	
	10
	

	Duration of participant involvement
	
	(
	
	

	Withdrawal criteria
	
	(
	
	

	Proposed data analysis 
	(
	
	12
	

	Incentive,compensation &/or reimbursement
	
	(
	
	

	Declaration of conflict of interest
	
	(
	
	

	Handling privacy & confidentiality issue
	(
	
	18
	

	Community sensitivities & benefits
	(
	
	18
	

	PI & Co-Investigator qualification (include in GCP Certificate) 
	(
	
	
	

	Collaborative study terms of reference
	
	(
	
	


	RECOMMENDATION

	· APPROVED

	· MINOR MODIFICATIONS; PI not to be invited
· MINOR MODIFICATIONS; PI to be invited

	· MAJOR MODIFICATIONS

	· DISAPPROVED

	

	JUSTIFICATION FOR RECOMMENDATION



	PRIMARY REVIEWER
	
	Signature 
	

	Date: 

	
	Name
	

	SECRETARY
	
	Signature 
	

	Date: 

	
	Name
	


PROTOCOL CODE: USM/JEPeM/











STUDY PROTOCOL ASSESSMENT FORM


FOR INTERVENTIONAL STUDY


  








Page 1 of 3

