UNIVERSITY OF CALIFORNIA, MERCED
INSTITUTIONAL REVIEW BOARD
IRB Review Evaluation Form – Informed Consent Checklist 
Special Populations 

Protocol Number:                                                                  

Principal Investigator:                                                                                        

Date of IRB Review:	

Type of Review: 	 
(Indicate whether Full Committee Review or Expedited Review)

Except in the case of an approved waiver, no investigator may involve a human being as a subject in research unless s/he has obtained the legally effective informed consent of the subject or the subject's legally authorized representative. The information presented in the consent document must be in language likely to be understood by the subject population. Informed consent documents may not contain any exculpatory language through which the subject is made to waive or appear to waive legal rights, or release or appear to release the Investigator, the Sponsor, or UC Merced from liability for negligence. 

Note: Elements of informed consent under 45 CFR 46.116(a) and 46.116(b) of the federal regulations are indicated with an asterisk (*).  The other elements are UC Merced IRB recommendations/preferences. 


	ASSENT FROM CHILDREN
	ACCEPTABLE

	REVISIONS NEEDED

	N/A

	WAIVED


	Is assent required? (Assent is required unless the child is not capable (due to age, psychological state, sedation), or the research holds out the prospect of direct benefit that is only available within the context of the research.)
	
	
	
	

	Will assent be documented?
	
	
	
	

	Is the process of obtaining/documenting assent adequate?
	
	
	
	

	CONSENT FOR CHILDREN UNDER THE JURISDICTION OF DEPENDENCY COURT
	ACCEPTABLE


	REVISIONS NEEDED


	N/A

	WAIVED



	Has a court order been obtained to allow the child to participate in the research without parental consent?
	
	
	
	

	Is the research either related to the children’s status as wards; or conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of the children involved as subjects are not wards?
	
	
	
	

	Has an advocate been appointed for each child who is a ward, in addition to any other individual acting on behalf of the child as guardian or in loco parentis?
	
	
	
	

	PARENTAL PERMISSION
	ACCEPTABLE

	REVISIONS NEEDED
	N/A
	WAIVED

	Is consent of one parent appropriate?
	
	
	
	



	Is consent of both parents required?  (Consent from both parents is   required when the research is greater than minimal risk, without potential for benefit.)
	
	
	
	

	CONSENTING COGNITIVELY IMPAIRED PERSONS
	ACCEPTABLE

	REVISIONS NEEDED

	N/A

	Waived


	Does the research involve greater than minimal risk?
	
	
	
	

	If the research involves greater than minimal risk does it present the prospect of direct benefit to the individual subjects?
	
	
	
	

	Are the risks to subjects reasonable in relation to anticipated benefits, if any, to subjects and to the importance of the knowledge that may reasonably be expected to result?
	
	
	
	

	Is the relation of the anticipated benefit to the risk at least as favorable to the subjects as that presented by available alternative approaches?
	
	
	
	

	Are there adequate provisions for soliciting the assent of the subject and permission of their legally authorized representative?
	
	
	
	



	SUMMARY OF REVISIONS NEEDED AND OTHER COMMENTS
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