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Reviewer Guide: Department of Defense–supported research
This reviewer guide should be completed and retained in the study file.
	PI Name:
	Click or tap here to enter text.

	Protocol Title:
	Click or tap here to enter text.

	IRB #:
	Click or tap here to enter text.

	IRB Reviewer(s):
	Click or tap here to enter text.

	Date Completed:
	Click or tap here to enter text.


All DOD-supported research
	☐
	The review has considered the scientific merit of the research.[footnoteRef:2]  [2:  The IRB may rely on outside experts to provide an evaluation of the scientific merit.] 

☐ N/A: the research is exempt.

	☐
	The research does NOT involve prisoners of war or detainees[footnoteRef:3] as subjects. [3:  Any individual captured by, or transferred to, the custody or control of DoD personnel pursuant to the law of war] 

(Exception: These populations may be included in research covered by an IND or IDE where the purpose is diagnosis or treatment of a medical condition in a patient, as long as the same product may be available to DoD-affiliated personnel consistent with established medical practices.)

	☐
	If the research is an experiment: Consent of the subjects will be obtained. 
Legally authorized representatives can only be used if the research is intended to benefit the subject. Any consent waiver needs to be granted by DOD, not the IRB. Consent alterations can be granted by the IRB for minimal-risk experiments.  
	☐ N/A: the research is exempt.


COMMENTS: Click or tap here to enter text.
DOD-affiliated personnel as participants
	☐
	If the research includes any risks to participants’ fitness for duty (e.g., health, availability to perform job, data breach), the informed consent document informs DoD-affiliated personnel about these risks and says that they should seek command or component guidance before participating. 

	☐
	The key investigator must receive command or Component approval to execute the research

	☐
	Military and civilian supervisors, officers, and others in the chain of command will not influence the decisions of their subordinates regarding participation in research.

	☐
	Military and civilian supervisors, officers, and others in the chain of command will not be present at any recruitment or consent sessions of DOD personnel. They can have a separate recruitment session, when applicable.

	☐
	Service members and all Reserve Component and National Guard members in a federal duty status are considered to be adults. If a service member, student at a Service Academy, or trainee is under 18 years of age, the IRB must carefully consider the HSR recruitment process and the necessity of including such member as a human subject.

	☐
	The consent document must include, if applicable, potential risks for revocation of clearance, credentials, or other privileged access or duty.

	☐
	For greater than minimal risk research, if DoD-affiliated personnel are recruited and the recruitment is in a group setting: 
The IRB must appoint an ombudsperson who does not have a conflict of interest with the research and is not part of the research team. 
The ombudsperson must be present during the recruitment process to monitor that the recruitment and informed consent explain that participation is voluntary, and that the information provided about the research is consistent with the IRB-approved script and materials, including digitally provided materials. 
The ombudsperson should be available to address DoD-affiliated personnel’s concerns about participation.

	☐
	Military personnel will not be paid for participating in research conducted while on duty. (Exception: they may be paid up to $50 for research-related blood donations as permitted by 24 USC 30.)

	☐
	All studies involving large scale genomic data[footnoteRef:4] collected on/from DoD-affiliated personnel will apply an HHS Certificate of Confidentiality. (The CoC should be explained in the consent form.) [4:  Data derived from genome-wide association studies; single nucleotide polymorphisms arrays; genome sequencing; transcriptomic, metagenomic, epigenomic analyses; and gene expression data; etc. Examples: projects that involve generating the whole genome sequence data for more than one gene from more than 1,000 individuals, or analyzing 100 or more genetic variants in more than 1,000 individuals.] 
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