Informed Consent Checklist – Addendum FOR Department of Defense
Direction: When funding is from the Department of Defense, use this as an additional guide when developing a consent form.  

Place an X in front of the elements that have been incorporated into the Informed Consent Form.  Provide clarifying comments as necessary, for example, if no disclosure will be made, provide a statement to that affect next to the element. 
This checklist must be attached to the IRB submission.

	PI X 
	PI Comment
	INFORMED CONSENT CHECKLIST – Department of Defense ADDENDUM
	IRB √

	Part I – General Requirements



	
	
	All applicable elements of the main consent form checklist have been addressed


	

	Part II - Additional  Consent Requirements  Department of Defense


	

	
	
	A statement that the DoD or a DoD organization is funding the study
	

	
	
	A statement that representatives of the DoD are authorized to review research records
	

	
	
	If the research involves DoD-affiliated personnel as subjects, in addition to the basic and required consent disclosures, consent documents must include:

· If the research involves risks to their fitness for duty (e.g., health, availability to perform job, data breach), the informed consent document (ICD) must inform DoD-affiliated personnel about these risks and that they should seek command or component guidance before participating.
	

	
	
	If applicable, a statement of potential risks for the revocation of clearance, credentials, or other privileged access or duty.
	

	
	
	The disclosure incudes the provisions for research-related injury which follow the requirements of the DoD component.
	.

	
	
	For greater than minimal risk research, consent documents must include the disclosure that subjects may, for the duration of the study, be eligible for health care services for research-related injuries at a military treatment facility, and this eligibility for health care services extends beyond subjects’ participation in the study to such time after the study has ended.
· Written materials must document how organizations will care for subjects with research-related injuries, including injuries that are the direct result of activities performed by DoD-affiliated personnel in studies that are collaborative with a non-DoD institution.
	

	
	
	If the research involves a human being as an experimental subject and is supported by DoD-appropriated funds, informed consent must be obtained from the subject in advance, in accordance with 10 USC 980.
· If the participant is unable to provide informed consent and consent will be obtained inadvance from the participant’s legal representative, the research must be intended to benefitthe individual participants.
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