Additional Guidelines for IRB Applications Funded by the Department of Defense1 (DoD Regulations 32 CFR 219, and Directives 3210.7 and 3216.02, SECNAVINST 3900.39D)
These guidelines supplement HHS and FDA basic human subjects protections requirements


	Additional DoD Requirements
	Yes | No | N/A

	DoD
Notes

	1.  Informed Consent
	
	

	A. Will prior consent be provided by the subject*? 

*For research intended to be beneficial to the subject, the informed consent of a legal representative of the subject is acceptable.


	
	The requirement for prior informed consent may be waived by the Head of a DoD Component with respect to a specific research project to advance the development of a medical product necessary to the Armed Forces if the research may directly benefit the subject and is carried out in accordance with all other applicable laws and regulations (DoDD 3216.02 4.2.2)



	2.  Protection of Subject Population

	
	

	A. Does the project involve prisoners of war (e.g. civilian internees, retained persons, lawful and unlawful enemy combatants) as human subjects?


	
	Involvement of prisoners of war as human subjects of research is prohibited.

	B. If the research will involve more than minimal risk to subjects, has a medical monitor (physician, dentist, psychologist, nurse, or other healthcare provider), independent of the study been appointed?

Note: The monitor must be capable of overseeing the progress of research protocols and issues of individual subject/patient management and safety.


	
	“Medical monitors shall be independent of the investigative team and shall possess sufficient educational and professional experience to serve as the subject/patient advocate” DoDD 3216.02 (4.4.3)

“At the discretion of the IRB, the medical monitor may be assigned to discuss research progress with the principal investigator, 
interview subjects, consult on individual cases, or evaluate adverse event reports” DoDD 3216.02 (4.4.3.2).


	C. If the project involves military personnel, unit officers, or noncommissioned officers (NCOs), are there provisions to exclude senior officers and NCOs in the chain of command during subject solicitation, consent or recruitment sessions in which members of their units are afforded the opportunity to participate in research?


	
	

	3.  Restricted Use Materials
	
	

	A. Does the project involve fetal tissue?

In the event that fetal tissue will be used in a DOD funded study numerous additional contingencies apply, contact the IRB.


	
	

	B. Does the research involve testing of chemical or biological reagents on humans?

In the event that chemical or biological reagents will be used in a DOD funded study numerous additional contingencies apply, contact the IRB.


	
	Research involving use of human subjects for testing of chemical or biological agents is generally prohibited, subject to possible exceptions for research for prophylactic, protective, or other peaceful purposes

	4.  Education
	
	

	A. All key personnel participating in Human Subjects Research at USC are required to take CITI online Human Subjects training every three years. This is required whether or not the study is DoD funded.

	
	 

	B. Investigators conducting DoD sponsored research must be familiar with the Nuremberg Code, the Belmont Report, 32 CFR Part 219 (reference (c)), DoDD 3216.02, and any related requirements


	
	

	5.  Required Injury Statement
	
	 

	A. Every research protocol involving greater than minimal risk shall provide an arrangement for emergency treatment and necessary follow-up of any research-related injuries to subjects.

Has an IRB/DoD approved injury statement been included in the informed consent? 

Does the DoD funding document/research protocol address DoD’s injury statement requirements?

	
	 

	6.  Potential For Undue Influence
	
	 

	A. Investigators should be alert to the potential for undue influence in research with those in employer-employee status, teacher-student, supervisor-subordinate relationships, or deployed active duty personnel.


	
	

	7.  Scientific Merit Review
	
	

	A. At USC the IRB, IRB chair, and/or IRB consultant shall evaluate the scientific merit of DOD funded studies.


	
	USC may use existing scientific merit review procedures applicable to all of their federally and non-federally funded activities as long as they meet the requirements specified in DoD Instruction 3210.7



	8.  Institutional Monitoring
	
	

	A. DoD funded research shall be subject to post-approval monitoring, periodic assessments by the IRB or OPRS using the existing continuous quality improvement procedures.   


	
	

	9. Non-Compliance/ Misconduct and Unanticipated Problems Involving Risks to Subjects
	
	

	A. Issues related to non-compliance with DoDD 3216.02 shall be referred initially to the next higher management echelon to take deliberate action to resolve. All findings of serious non compliance shall be reported to the Director, Defense Research Engineering.


	
	The Director, Defense Research and Engineering shall be the single point of contact within the DoD for all matters relating to compliance with the “Common Rule” and acts as the principal DoD liaison with Agencies outside the DoD on matters pertaining to protection of human subjects in research (DoDD 3216.02 5.1.1)



	B. The IRB must review and, if appropriate, take action on any allegations of non-compliance with human subject protections and any allegations of research misconduct, and report to DoD as required. 


	
	 

	C. According to the terms of 45 CFR Part 46, DoD and FDA regulation all unanticipated problems involving risks to subjects or others and serious events, as determined by the IRB, must be reported to the appropriate DoD/OHRP/FDA officials. 

Significant communication about DoD funded projects reported to other federal departments regarding compliance and oversight must also be reported to DoD officials. 


	
	 

	10.  Multi Site Research
	
	 

	A. In multi-site research, a formal agreement between institutions is provided that specifies the roles and responsibilities of each party


	
	 

	11.  Compensation
	
	

	A. Are limitations on dual compensation for US Military personnel addressed?
Internal DoD requirement to be satisfied by the sponsor.

	
	

	12.  Survey Research
	
	

	A. Are the requirements for additional review for survey research or survey research within DoD addressed?
Internal DoD requirement to be satisfied by the sponsor.

	
	

	13.  International Research 
	
	

	A. If the research involves Human Subjects who are not U.S. citizens or Department of Defense personnel, and is conducted outside the United States, and its territories and possessions: (“N/A” if no category applies)

The permission of the host country has been obtained. 

The laws, customs, and practices of the host country and the United States will be followed.

An ethics review by the host country, or local Naval IRB with host country representation, will take place.


	
	

	14.  DoD Components
	
	

	A. Support oversight by the sponsoring DoD Component (which may include DoD Component review of the research and site visits)

	
	


� The Department of Defense defines “Research Involving a Human Being as an Experimental�Subject” as: “An activity, for research purposes, where there is an intervention or interaction with a human being�for the primary purpose of obtaining data regarding the effect of the intervention or interaction (32 CFR�219.102(f), reference (c)). Examples of interventions or interactions include, but are not limited to, a physical�procedure, a drug, a manipulation of the subject or subject's environment, the withholding of an intervention that�would have been undertaken if not for the research purpose. (DoDD 3216.02, E2.1.3)





� “Research supported or conducted by the DoD that affects vulnerable classes of subjects shall meet the additional protections of 45 CFR Part 46, Subparts B,C, and D (reference (f)) (e.g. fetuses, pregnant women, human in vitro fertilization, prisoners, or children)”. (DoDD 3216.02 4.4.1)


� The Department of Defense defines human fetal tissue as “tissue or cells obtained from a dead human embryo or fetus after a spontaneous or induced abortion, or after a stillbirth” 42 USC §289g-1
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