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1 PURPOSE 

1.1 This guidance outlines the additional obligations of investigators conducting DOD research. 
2 GUIDANCE 

2.1 Training and education  
2.1.1 All personnel who conduct, review, approve, oversee, support, or 

manage human subjects research are required to undergo initial and 
continuing research ethics education. 

2.1.2 There may be specific DOD educational requirements or certification 
required.  

2.1.3 DOD may evaluate the organization’s education policies to ensure 
the personnel are qualified to perform the research, based on the 
complexity and risk of the research.   

2.1.4 As the investigator, you must be aware of the specific requirements 
contained in DOD regulations and requirements and educated about 
these requirements when appropriate.  

2.2 Scientific Review 
2.2.1 The IRB must consider the scientific merit of the research. 
2.2.2 The IRB may rely on outside experts to provide an evaluation of the 

scientific merit. 
2.3 International Research 

2.3.1 You or the organization must obtain permission to conduct research 
in that country by certification or local ethics review. 

2.3.2 You must follow all local laws, regulations, customs, and practices. 
2.4 Reporting: The following findings in DOD-supported research must be reported to the DOD 
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2.10.1.2 The applicability of Subpart B is limited to research involving 
pregnant persons as subjects in research that is more than minimal 
risk and included interventions or invasive procedures to the 
woman or the fetus or involving fetuses or neonates as subjects. 

2.11 Research on Prisoners 
2.11.1 Research involving prisoners is subject to HHS Subparts C. 
2.11.2 Research involving prisoners cannot be reviewed by the expedited 

procedure. 
2.11.3 When the IRB reviews research involving prisoners, at least one 

prisoner representative must be present for quorum. 
2.11.4 In addition to allowable categories of research on prisoners in 

Subpart C, epidemiological research is also allowable when: 
2.11.4.1 The research describes the prevalence or incidence of a disease 

by identifying all cases or studies potential risk factor association 
for a disease. 

2.11.4.2 The research presents no more than minimal risk. 
2.11.4.3 The research presents no more than an inconvenience to the 

subject. 
2.11.5 When a subject becomes a prisoner, if the investigator asserts to the 

IRB that it is in the best interest of the prisoner-subject to continue to 
participate in the research while a prisoner, the IRB chair may 
determine that the prisoner-subject may continue to participate until 
the convened IRB can review this request to approve a change in 
the research protocol and until the institutional official and DOD 
Component office review the IRB’s approval to change the research 
protocol. Otherwise, the IRB chair must require that all research 
interactions and interventions with the prisoner-subject (including 
obtaining identifiable private information) cease until the convened 
IRB can review this request to approve a change in the research 
protocol. The convened IRB, upon receipt of notification that a 
previously enrolled human subject has become a prisoner, must 
promptly re-review the research protocol to ensure that the rights 
and wellbeing of the human subject, now a prisoner, are not in 
jeopardy. The IRB should consult with a subject matter expert having 
the expertise of a prisoner representative if the IRB reviewing the 
research protocol does not have a prisoner representative. If the 
prisoner-subject can continue to consent to participate and is 
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2.11.7.1 “Prisoner of war” includes any person captured, detained, held, or 
otherwise under the control of DOD personnel (military, civilian, or 
contractor employee). Such persons include: Enemy Combatant, 
Lawful Enemy Combatant, Unlawful Enemy Combatant, Enemy 
Prisoner of War, Retained Person, and Civilian Internee. Such 
persons do not include personnel of the DOD being held for law 
enforcement purposes. It does not include persons being held 
primarily for law enforcement purposes, except where the United 
States is the occupying power.  

2.11.7.2 This prohibition does not apply to activities covered by 
investigational new drug or investigational device provisions for the 
purpose of diagnosis or treatment of a medical condition in a 
patient. Such treatment (e.g., an investigational new drug) may be 
offered to detainees with the detainees’ informed consent when the 
medical products are subject to FDA regulations for investigational 
new drugs or investigational medical devices, and only when the 
same product would be offered to members of the U.S. Military 
Services in the same location for the same medical condition and 
only when consistent with established medical practice involving 
investigational drugs and devices. 

2.12 Research on Children 
2.12.1 Research involving children is subject to the HHS Subpart D. 
2.12.2 
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