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Education 

For all personnel who conduct, review, approve, oversee, support, or manage human participants research, 
initial and continuing research ethics education is required. IRB or EC staff, chair, and members; and 
Researchers and Research Staff are responsible to become aware of the specific requirements contained in 
DoD regulations and requirements and educated themselves about these requirements when appropriate. 

IRB Considerations 

During the review, the IRB should consider the following when evaluating the appointment for a research 
monitor: 

�x Required for research involve 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. 

�x The research monitor is appointed by name and must be independent of the team conducting the 
research. 

�x There may be more than one research monitor (e.g. if different skills or experience are needed). 
�x 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. 
�x The IRB or HRPP official must communicate with research monitors to confirm their duties, 

authorities, and responsibilities. 
�x The duties of the research monitor are determined on the basis of specific risks or concerns about 

the research. 
o May perform oversight functions (e.g. observe recruitment, enrollment procedures, and the 

consent process, oversee study interventions and interactions, review monitoring plans and 
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Additional Safeguards for Participants 

For research conducted with international populations, 

�x The Researcher has permission to conduct research in that country by certification or local ethics 
review. 

�x The Researcher follows all local laws, regulations, customs, and practices. 

When research involves U.S. military personnel, additional protections for military research participants to 
minimize undue influence include: 

�x Officers are not permitted to influence the decision of their subordinates. 
�x Officers and senior non-commissioned officers may not be present at the time of recruitment 
�x Officers and senior non-commissioned officers have a separate opportunity to participate. 
�x When recruitment involves a percentage of a unit, an independent ombudsman is present. 
�x There are limitations on dual compensation, including: 

o Prohibit an individual  
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Records maintained that document compliance or non-compliance with DoD regulations must 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. 

Surveys performed on DoD personnel must be submitted, reviewed, and approved by the DoD after the 
research protocol is reviewed and approved by the IRB. 

When conducting multi-site research, a formal agreement between organizations is required to specify the 
roles and responsibilities of each party. 

 
 
 

Resources 
 

Instruction 3216.02 p.13 http://www.dtic.mil/whs/directives/corres/pdf/321602p.pdf 

Instruction 3216.03 Department of Defense Instruction Protection of Human Subjects and Adherence to 
Ethical Standards in DoD-Supported Research 

AAHRPP Elements: I.1.A., I.1.E., I.1.F., I.3., I.5.D., II.2.D., II.2.E., II.2.F., II.2.G., II.2.H., II.3.A., II.3.B., 
II.3.C., II.3.F., II.3.G., II.4.A., II.4.B., II.4.C., II.5.A., II.5.B., III.1.E., III.1.F., III.2.D. 
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