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2.4 DOD RESEARCH  POLICY AND PROCEDURE V3 

HUMAN RESEARCH PROTECTION PROGRAM DEPARTMENTAL POLICY AND PROCEDURE 

2.4 DOD RESEARCH  
RESPONSIBLE OFFICE: Human Research Protection Program Department (HRPPD) EFFECTIVE DATE: November 5, 

2021 

I. PROCEDURES FOR POLICY IMPLEMENTATION 
A. When submitting an application for human subject research to the IRB, the principal investigator 

(PI) must identify the research as sponsored or funded by a DoD component (as defined in 

Department of Defense Directive 3216.02). The PI is responsible for identifying DoD component 

requirements specified in the grant application guidelines and for advising the HRPPD staff and 

IRB of the requirements. 

B. If a DoD institution is collaborating with UTSW (a non-DoD institution) and relying on the UTSW 

IRB for review, the following conditions will be met: 

1. Each institution engaged in the non-exempt research must have a current federal assurance 

of compliance  

2. The involvement of DoD personnel in the conduct of the research will be secondary to that of 

the UTSW personnel (non-DoD institution) 

3. A written agreement defining the responsibilities and authorities of each organization will be 

executed (See 1.6 Reliance on a Non-UT Southwestern IRB or 2.8 Collaborative Research 

Involving External Investigators-Institutions Reviewed by UTSW IRB for detailed terms of what 

the agreement will describe). This agreement must be approved by the DoD component prior 

to the engagement of the DoD institution in research.  

C. UTSW does not ordinarily perform classified research. In the event a request to do so is 

submitted, and the research is supported or funded by DoD, the UTSW HRPPD will follow the 

requirements of Instruction 3216.02, including: 

1. Classified research with human subjects is held to the same ethical principles and human 

subject protections as unclassified research and must receive prior approval from the 

Secretary of Defense (SECDEF) (SECDEF Memorandum of December 13, 1999).  

2. Classified research is not eligible for review under expedited review procedures. Waivers of 

consent are prohibited for classified research. Non-exempt classified research must be 

conducted following the requirements of Instruction 3216.02.  

D. The IRB and HRPPD staff will review protocols to ensure the following specific considerations and 

procedures for DoD sponsored research have been considered prior to approval. 

1. Educational Requirements  

a. Initial and continuing research ethics education is required for all personnel who 

conduct, review, approve, oversee, support, or manage human participants’ research.  

b. If there are specific DoD educational requirements or other certification requirements 

for study personnel, the Human Research Protection Program Department (HRPPD) 

staff will ensure those requirements are met (See 5.2 RESEARCH EDUCATION AND 

TRAINING)  

2. Informed Consent  
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a. The informed consent must include (in addition to the basic and require consent 

disclosures): 

i. A statement that the DoD or a DoD organization is funding the study, if 

applicable. 

ii. A statement that representatives of the DoD are authorized to review 

research records. 

b. The UTSW IRB will determine that the disclosure for research-related injuries follow 

the requirements of the DoD component. 

c. Funds appropriated to the Department of Defense may not be used for research 

involving a human being as an experimental subject unless  

i. the informed consent of the subject is obtained in advance; or  

ii. in the case of research intended to be beneficial to the subject, the informed 

consent of the subject or a legal representative of the subject is obtained in 

advance.  

d. When the research meets the DoD definition of “Research Involving a Human Being 

as an Experimental Subject,” the IRB may not waive the consent process .  

e. The Secretary of Defense may waive the prohibition with respect to a specific 

research project to advance the development of a medical product necessary to the 

armed forces if the research project may directly benefit the subject and is carried 

out in accordance with all other applicable laws.  

f. Exception from Informed Consent (EFIC)  

i. DoD regulations prohibit an exception from informed consent in planned 

emergency medicine research unless the PI obtains a waiver from the 

Secretary of Defense.  

3. Inclusion of Vulnerable Populations  

a. US Military Personnel  

i. Service members must follow their command policies regarding the 

requirement to obtain command permission to participate in research 

involving human subjects while on-duty or off-duty.  

ii. The IRB will confirm the following additional protections are in place to 

minimize undue influence (as applicable):  

1. Officers are not permitted to influence the decision of their 

subordinates.  

2. Officers and senior non-commissioned officers may not be present at 

the time of recruitment.  

3. Officers and senior non-commissioned officers have a separate 

opportunity to participate. 
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4. When recruitment involves a percentage of a unit, an independent 

ombudsman is present.  

iii. The IRB will confirm that there are limitations on dual compensation:  

1. Which prohibit an individual from receiving pay of compensation for 

research during duty hours.  

2. US military personnel may be compensated for research if the 

participant is involved in the research when not on duty  

3. Federal employees while on duty and non-Federal persons may be 

compensated for blood draws for research up to $50 for each blood 

draw.  

4. Non-Federal persons may be compensated for research participation 

other than blood draws in a reasonable amount as approved by the 

IRB according to local prevailing rates and the nature of the research. 

iv. Survey Research  

1. Survey/questionnaire research involving DoD personnel must receive 

IRB approval prior to final approval by an additional level of DoD 

which typically is required. 

2. The PI must submit surveys and all required documentation relevant 

to survey research review to the requesting DoD Component. 

(SECNAVINST 3900.39D, para. 6e; OPNAVINST 5300.8B)  

b. Pregnant Women and Fetuses 

i. DoD research involving pregnant women is subject to the DHHS 45 CFR 46 

Subpart B.  

ii. For purposes of applying Subpart B to DoD research, the phrase “biomedical 

knowledge” shall be interpreted as “generalizable knowledge.”  

iii. The applicability of Subpart B is limited to research involving pregnant 

women as participants in research that is more than minimal risk and includes 

interventions or invasive procedures to the woman or the fetus; or involves 

fetuses or neonates as participants.  

iv. Fetal DoD research must comply with the US Code Title 42, Chapter 6A, 

Subchapter III, Part H, 289g.  

c. Children  

i. DoD research involving children is subject to the DHHS 45 CFR 46 Subpart D.  

ii. DoD research involving children cannot be exempt  

d. Prisoners  

i. DoD research involving prisoners is subject to the DHHS 45 CFR 46 Subpart C.  
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ii. DoD research involving prisoners cannot be reviewed by the expedited 

procedure.  

iii. When the IRB reviews research involving prisoners, at least one prisoner 

representative must be present for quorum.  

iv. In addition to allowable categories of research on prisoners in Subpart C, the 

following two additional categories are allowable:  

1. epidemiological research is also allowable when:  

a. The research describes the prevalence or incidence of a 

disease by identifying all cases or studies potential risk factor 

association for a disease.  

b. The research presents no more than minimal risk.  

c. The research presents no more than an inconvenience to the 

participant.  

d. Prisoners are not the focus of the research  

2. Research involving human subjects that would meet the criteria 

described in 32 CFR 219.101(b) can be conducted, but must be 

approved by a convened IRB and meet the requirements of subpart 

C, DODI 3216.02, and other applicable requirements.  

v. When a previously enrolled human subject becomes a prisoner and the 

relevant research protocol was not reviewed and approved by the IRB to 

include prisoners, the PI should promptly notify the IRB.  

1. The prisoner participant may continue only if:  

a. the researcher asserts to the IRB that it is in the best interest 

of the prisoner-participant to continue to participate in the 

research while a prisoner, and  

b. the IRB chair determines that the prisoner-participant may 

continue to participate until the convened IRB can review this 

request to approve a change in the research protocol and 

until the organizational official and DoD Component office 

review the IRB’s approval to change the research protocol.  

2. Otherwise, the IRB chair shall 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. 3 

3. The convened IRB shall promptly re-review the research protocol to 

ensure that the rights and wellbeing of the human subject, now a 

prisoner, are not in jeopardy.  

a. The IRB should consult with a subject matter expert having 

the expertise of a prisoner representative if the IRB reviewing 
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the research protocol does not have a prisoner 

representative.  

b. If the prisoner participant can continue to consent to 

participate and is capable of meeting the research protocol 

requirements, the terms of the prisoner participant’s 

confinement does not inhibit the ethical conduct of the 

research, and there are no other significant issues preventing 

the research involving human participants from continuing as 

approved, the convened IRB may approve a change in the 

study to allow this prisoner participant to continue to 

participate in the research. This approval is limited to the 

individual prisoner-participant and does not allow 

recruitment of prisoners as participants.  

4. This type of request for change in the research protocol cannot be 

reviewed and approved by the IRB using expedited review procedure.  

5. The research involving human subjects does not have to meet one of 

the six allowable categories of research involving prisoners (described 

in subparagraph 7.b.(2) of the DODI 3216.02).  

6. For all DoD research involving human subjects, the applicable DoD 

Component office conducting the reviews must concur with the IRB 

before the human subject can continue to participate while a 

prisoner.  

7. If the research involving human subjects is conducted by a non-DoD 

institution, the non-DoD institution shall promptly report all decisions 

in this matter to the HRPO.  

e. Adult subjects unable to provide informed consent  

i. Adult subjects will be enrolled after a legally authorized representative 

provides consent  

ii. If consent is to be obtained from the experimental subjects’ legal 

representative, the research must intend to benefit the individual 

participants.  

iii. The determination that research is intended to be beneficial to the individual 

experimental subjects must be made by an IRB.  

f. Prisoners of War  

i. Research involving prisoners of war is prohibited unless:  

1. The activities are covered by investigational new drug or 

investigational device provisions for the purpose of diagnosis or 

treatment of a medical condition in a patient, and  

2. Such treatment (e.g., an investigational new drug) may be offered to 

detainees with the detainees’ informed consent when the medical 
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products are subject to FDA regulations investigational new drugs or 

investigational medical devices, and  

3. 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.  

4. Compensation for Research Related Injury a. All non-exempt research involving human 

subjects shall, at a minimum, meet the requirement of section 219.116(a)(6). The Common 

Rule does not require payment or reimbursement of medical expenses, provision of medical 

care, or compensation for research-related injuries. However, components of the Department 

of Defense might have stricter requirements for research-related injury than the DHHS 

regulations.  

5. Research Monitor  

a. The appointment of a research monitor is required for research involving greater than 

minimal risk, although the IRB or organizational official can require this for a portion 

of the research or studies involving no more than minimal risk if appropriate  

b. For studies requiring a research monitor, the following are considered by the IRB:  

i. The research monitor is appointed by name and shall be independent of the 

team conducting the research.  

ii. There may be more than one research monitor (e.g., if different skills or 

experience are needed.  

iii. The monitor may be an ombudsman or a member of the data safety 

monitoring board. The IRB must approve a written summary of the monitors’ 

duties, authorities, and responsibilities.  

iv. The IRB or HRPP official shall communicate with research monitors to confirm 

their duties, authorities, and responsibilities.  

v. The duties of the research monitor are determined on the basis of specific 

risks or concerns about the research, such as:  

1. Perform oversight functions (e.g., observe recruitment, enrollment 

procedures, and the consent process, oversee study interventions 

and interactions, review monitoring plans and unanticipated 

problems involving risks to participants or others, oversee data 

matching, data collection and analysis)  

2. Discuss the research protocol with researchers, interview human 

subjects, and consult with others outside of the study.  

3. Report observations and findings to the IRB or a designated official.  

vi. The research monitor has the authority to:  

1. Stop a research study in progress.  
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2. Remove individuals from study.  

3. Take any steps to protect the safety and well-being of participants 

until the IRB can assess.  

6. Scientific Merit  

a. For non-exempt research, the IRB considers the scientific merit of the research.  

b. The IRB may rely on outside experts to provide an evaluation of the scientific merit.  

7. Reporting The following shall be promptly (within 30 days) reported to the DoD human 

research protection officer (HRPO) through the PI:  

a. The following approvals must be sent to the HRPO for an administrative review of the 

research before human subject research activities may begin:  

i. Initial IRB approval of the research including risk level  

ii. IRB approval of significant changes to the research protocol  

iii. IRB continuing review approval.  

b. When there is a change of reviewing IRB  

c. Any IRB determinations of serious or continuing noncompliance for any DoD research  

d. Any IRB determinations of unanticipated problems involving risks to participants or 

others for any DoD research  

e. Any suspension or termination of DoD research  

f. Notifications by any Federal department, agency or national organization that any 

part of the HRPP is under investigation for cause involving a DoD research protocol.  

8. Recordkeeping  

a. Records will be maintained such that document compliance or non-compliance with 

DoD requirements shall be made accessible for inspection and copying by 

representatives of the DoD at reasonable times and in a reasonable manner as 

determined by the supporting DoD component. 

II. DEFINITIONS 
A. SEE GLOSSARY OF HUMAN RESEARCH TERMS 

 
B. Research involving an Experimental subject: An activity, for research purposes, where there is 

an intervention or interaction with a human subject for the primary purpose of obtaining the 
effect of the intervention of interaction (32 CFR 219.102(f)).  

 
C. Prisoner of war: any person captured, detained, held or otherwise under the control of 

Department of Defense personnel (military or civilian, or contractor employee). Such persons 
include:  enemy prisoners, civilian internees, retained persons, and lawful and unlawful 
enemy combatants. Such persons do not include Department of Defense personnel being 
held for law enforcement purposes. 

 

http://www.utsouthwestern.edu/research/research-administration/irb/compliance/
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V. REFERENCES 

Resource 

21 CFR 50 – PROTECTION OF HUMAN SUBJECTS  

45 CFR 46 – PROTECTION OF HUMAN SUBJECTS  

45 CFR 164 – SECURITY AND PRIVACY (HIPAA PRIVACY RULE) 

21 CFR 56 – INSTITUTIONAL REVIEW BOARDS 

DoDI 3216.02 - DEPARTMENT OF DEFENSE (DOD) INSTRUCTION 

32 CFR 219 – PROTECTION OF HUMAN SUBJECTS (DOD) 

US Code Title 42, Chapter 6A, Subchapter III, Part H, 289g - Fetal Research 

VI. REVISION AND REVIEW HISTORY   

Revision Date Author Description 
November 2021 HRPP Defined requirements when DoD component 

relies on UTSW, defined how UTSW IRBs will 
review classified research, and defined 
additional requirements for informed 
consent 

June 2021 HRPP Separated policy from P&P manual. Updated 
references to AVPHRA and IRB Director. 
Minor administrative edits. 

August 2017 HRPP New Policy Development 

March 2012 IRB Office IRB Written Procedures 
 

 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=50&showFR=1
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/
https://www.ecfr.gov/cgi-bin/text-idx?tpl=/ecfrbrowse/Title45/45cfr164_main_02.tpl
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=56&showFR=1
https://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0ahUKEwivhbfCvZPUAhWkz4MKHfhbBp4QFggoMAA&url=http%3A%2F%2Fwww.dtic.mil%2Fwhs%2Fdirectives%2Fcorres%2Fpdf%2F321602p.pdf&usg=AFQjCNETzf85b4a3AtdrtkIXA_UdAz_7OQ&sig2=wonAUW2aiztpD6ORstx5DQ
https://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0ahUKEwjf_rjXvZPUAhUW3YMKHWDcD7MQFggkMAA&url=http%3A%2F%2Fwww.ecfr.gov%2Fcgi-bin%2Ftext-idx%3Ftpl%3D%2Fecfrbrowse%2FTitle32%2F32cfr219_main_02.tpl&usg=AFQjCNEzODpzItAq8bTt1lilhkTYpf-p2g&sig2=1ELHX4K8pJ9GJz_aXVbE5Q
https://www.gpo.gov/fdsys/pkg/USCODE-2010-title42/pdf/USCODE-2010-title42-chap6A-subchapIII-partH-sec289g.pdf

