Worksheet for Review of Open/Closed HOSPITAL Records (Research Records)

	RESEARCH, CLINICAL TRIALS, & EXPERIMENTATION

	PART II:  Additional standards to be reviewed for specific patient populations
	Standard
	CPRS location

[Indicate Tab/Selection]
	Hard Copy Location

[Indicate

Section]
	YES
	NO
	NA
	COMMENTS

	All patients asked to participate in a research project are given:
	
	
	
	
	
	
	

	Description of the expected benefits
	RI.1.2.1.1
	
	
	
	
	
	

	Description of potential discomforts
	RI.1.2.1.2
	
	
	
	
	
	

	Description of alternative services
	RI.1.2.1.3
	
	
	
	
	
	

	Full explanation of procedures to be followed
	RI.1.2.1.4
	
	
	
	
	
	

	Assurance of right to refuse to participate
	RI.1.2.1.5
	
	
	
	
	
	

	All consent forms related to research, experimentation, and/or clinical trials include:
	
	
	
	
	
	
	

	     Name of person who supplied prospective participant with information
	RI.3.1 (scored at IM.7.2)
	
	
	
	
	
	

	     Date form was signed
	
	
	
	
	
	
	

	Consent form(s) addresses the participant’s right to:
	
	
	
	
	
	
	

	     Privacy
	
	
	
	
	
	
	

	….confidentiality; and
	
	
	
	
	
	
	

	….safety
	
	
	
	
	
	
	


