EXCERPTS FROM ORCA MATERIALS FOR ORCA INFORMATION LETTER #44

Excerpt from 

Multi-Assessment Program (MAP) Human Subjects Protection Checklist for Consent Forms
	I.C. MAP HUMAN SUBJECTS PROTECTION CHECKLIST FOR CONSENT FORMS

	Determine whether Informed Consent Documents approved by the IRB comply with the following requirements and mark either "Yes," "No," "Partially," or "Not Applicable."  Items that have “AFF” preceding the text are not applicable to the University IRB. Use the final column to annotate documentation or evidence that can be cited to support the determination of compliance level.

	Element
	Yes
	No
	Partial
	N/A
	Source
	Documentation / Evidence

	
	
	
	
	
	Regulations
	Policies, Guidance, 

Best Practice
	NCQA Standards
	

	1. CONSENT FORM REQUIREMENTS
	
	
	
	
	
	
	
	

	a. VA Form 10-1086, VA Research Informed consent document, includes the following mandatory basic elements:
	
	
	
	
	38 CFR 16.116(a)
21 CFR 50.25(a)

	M-3, Part 1, Ch 9.11 and App 9C ; 
OHRP Guidance, 1993;

IRB Guidebook, Ch 3;

FDA Info Sheets, Pg 2;

FDA Info Sheets, Pg 5;

ICH Good Clinical Practice 4.8
 
 
 
	ICS3A, 

 HYPERLINK "NCQA-ICS.htm" \l "ICS4A" 
ICS4A
	

	(1)  Statement that the study involves research 
	
	
	
	
	
	
	ICS3A.1 
	

	(2)  Explanation of the purpose of the research
	
	
	
	
	
	
	ICS3A.1 
	

	(3)  Duration of the subject's participation
	
	
	
	
	
	
	ICS3A.1 
	

	(4)  Description of  procedures to be followed
	
	
	
	
	
	
	ICS3A.1  
	

	(5)  Identification of any procedures which are experimental 
	
	
	
	
	
	
	ICS3A.1 
	

	(6)  Description of risks or discomforts
	
	
	
	
	
	
	ICS3A.2 
	

	(7)  Description of any benefits to the subject or others
	
	
	
	
	
	
	ICS3A.3 
	

	(8)  Disclosure of alternative procedures
	
	
	
	
	
	
	ICS3A.4 
	

	(9)  Statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained
	
	
	
	
	
	
	ICS3A.5 
	

	(10)  Explanation of whom to contact for answers to pertinent questions.  
	
	
	
	
	38 CFR 16.116(a)(7)
	 M-3, Part I,  App 9C(2)(a)(10);
FDA Info Sheets, Pg 2
	ICS3A.7 
	

	(11)  Explanation of compensation and treatment for research-related injuries
	
	
	
	
	38 CFR 16.116(a)(6)
38 CFR 17.85;
38 CFR 17.45 ;

38 CFR 17.92
	M-3, Part I,  App 9C(2)(a)(9); 

FDA Info Sheets, Pg 5
	ICS3A.6 
	

	(12)  Explanation that participation is voluntary without loss of benefits
	
	
	
	
	38 CFR 16.116(a)(8)
	M-3, Part I, App 9C(2)(a)(11);

OHRP Guidance, 1993
	ICS3A.8 
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