Consent Form Checklist

Pursuant to Handbook 1200.5 & NCQA Standards Version 2.1

	Yes
	No
	Basic Elements:

	
	
	Consent form written in lay language

	
	
	Top of each page complete with study title, PI name, page numbers

	
	
	Signature/initial lines at bottom of each page and footer with version number or date

	
	
	A statement that the study involves research

	
	
	Expected number of participants – nationwide and local

	
	
	Expected duration of the subject’s participation

	
	
	A description of the procedures to be followed and identification of those being done for research purposes

	
	
	If blood is being drawn, the amount (tsp., tbsp.) and number of times is clearly stated

	
	
	A description of any reasonable foreseeable risks or discomforts to the subject

	
	
	A description of any benefits to the participant or to others, which may reasonably be expected from the research

	
	
	Description of appropriate alternative procedures or courses of treatment (if any) that are available to the participant

	
	
	Description of the extent (if any) to which confidentiality of records identifying the subject will be maintained

	
	
	Statement that the FDA, VA or IRB personnel may inspect the records

	
	
	If subjects will be reimbursed, the amount, method and schedule of payment clearly stated

	
	
	As explanation as to whether any compensation exists if a research related injury occurs. This section must be free of exculpatory language

	
	
	An explanation as to whether any medical treatments are available if research related injury occurs, and, if so, what they consist of or where to obtain further information. Includes information on whom to contact in the event of a research related injury.

	
	
	Contact name/number for answers to pertinent questions about research and research subjects’ rights (at least one contact must be other than the investigator or study personnel)

	
	
	Statement that participation is voluntary and that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled

	
	
	Statement that the subject my discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled

	
	
	A statement that a veteran subject will not be required to pay for care received as a subject in a VA research project (Co-payment requirements will continue to apply for care/services that are not part of the study.)

	

	Yes
	Please indicate No or NA
	Additional Elements --- when appropriate:

	
	
	Statement of notification of significant new findings that may affect continued participation, if applicable

	
	
	Statement that participation may be withdrawn by the investigator, if applicable

	
	
	Consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject, if applicable

	
	
	Reproductive/sexual activity/risks to fetus, if applicable

	
	
	Tissue banking elements, if applicable
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