Yale University Institutional Review Boards

200 CH.2 – Informed Consent


	200 CH.2 Human Subjects Committee Informed Consent 
	


Protocol #:




Principal Investigator:  





Reviewer: 






	Consent Requirements
	Yes
	No
	n/a
	Comments/Concerns

	Consent is written in lay language and translated as needed
	
	
	
	

	Exculpatory language is excluded
	
	
	
	

	Includes statement that the study involves research
	
	
	
	

	The purpose of the study is described  
	
	
	
	

	The duration of participation is indicated
	
	
	
	

	Procedures are adequately described
	
	
	
	

	Experimental procedures are defined
	
	
	
	

	Risks and discomforts adequately described
	
	
	
	

	Anticipated benefits to participant or others adequately described
	
	
	
	

	Description of alternative procedures or treatments
	
	
	
	

	Confidentiality provisions for identified data described
	
	
	
	

	Description of compensation for injury, if any, if greater than minimal risk
	
	
	
	

	Description of availability of and information on how to obtain medical treatment, if any, if greater than minimal risk
	
	
	
	

	Contact for questions about the research 
	
	
	
	

	Contact for questions about rights as research participant
	
	
	
	

	Contact for research related injury 
	
	
	
	

	Statement that participation is voluntary
	
	
	
	

	Statement that refusal to participate will not lead to penalty or loss of benefits
	
	
	
	

	Statement that may withdraw participation at anytime 
	
	
	
	

	
	
	
	
	

	Other Consent Considerations as applicable
	
	
	
	

	Statement regarding potential for currently unforeseeable risks
	
	
	
	

	Circumstances where participation could be terminated by PI
	
	
	
	

	Potential costs to participants
	
	
	
	

	Consequences of withdrawal and any requirements for orderly withdrawal
	
	
	
	

	Provision of significant new findings
	
	
	
	

	Number of participant to be enrolled.
	
	
	
	

	If the study involves the psychology subject pool, statement on other options to meet course requirements
	
	
	
	

	
	
	
	
	

	HIPAA Authorization Requirements
	
	
	
	

	List specific types of PHI that may be used or disclosed 
	
	
	
	

	Description of foreseeable research uses and disclosures of PHI 
	
	
	
	

	Identity or class of persons that are authorized to request use of or disclose the PHI?
	
	
	
	

	Identity or class of persons from whom the investigator may request PHI use or disclosure?
	
	
	
	

	Statement that the information may be redisclosed if individuals aren’t covered by HIPAA
	
	
	
	

	Statement of when the request for use or disclosure of his/her PHI will expire
	
	
	
	

	Statement of when PHI or other identifiable research materials will be destroyed, or not
	
	
	
	

	Statement of right to revoke authorization and exceptions to the right to revoke
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