University of Pennsylvania, Institutional Review Board
3800 Spruce St. First Floor Suite 151, Philadelphia PA 19104-6006

DEPARTMENT OF DEFENSE (DOD): ADDITIONAL REGULATIONS CHECKLIST FOR INVESTIGATORS AND IRB STAFF

PI:                         
The following items/documentation is required for research supported and/or regulated by the Department of Defense (DOD).  For any items that pertain to your research (i.e. marked “yes”), please verify that the appropriate protections are in place.  Comments may be provided if necessary.
For DOD supported/regulated research: The definition of minimal risk based on the phrase “ordinarily encountered in daily life or during the performance of routine physical or physiological examination or tests” shall not be interpreted to include the inherent risks certain categories of human subjects face in their everyday life. For example, the risks imposed in research involving human subjects focused on a special population should not be evaluated against the inherent risks encountered in their work environment (e.g., emergency responder, pilot, soldier in a combat zone) or having a medical condition (e.g., frequent medical tests or constant pain).
For DOD supported/regulated research: Research involving an experimental subject is defined as an activity, for research purposes, where there is an intervention or interaction with a living individual for the primary purpose of obtaining data regarding the effect of the intervention or interaction. Research involving a human being as an experimental subject is a subset of research involving human subjects. This definition relates only to the application of section 980 of Reference (g); it does not affect the application of part 219 of Reference (c). This definition does not include activities that are not considered research involving human subjects, activities that meet the exemption criteria at section 219.101(b) of Reference (c), and research involving the collection or study of existing data, documents, records, or specimens from living individuals.
· In general, no Department of Defense component may conduct or use appropriated funds to support research involving a human being as an experimental subject without the prior informed consent of the subject. 
	 
	General

	1.  (Yes)  (No)
	Are you conducting non-exempt human subject research involving classified information?
-If yes,  verified that the research follows the requirements of 3216.02.13
Please note: The review of research involving classified information is rare and requires Secretary of Defense approval and the IRB will need to be informed of status of this approval.

	     Comments
	     

	2.  (Yes)  (No)
	Are you performing surveys on Department of Defense personnel?
-If yes, note that the surveys must be submitted, reviewed and approved by the DOD after approval by the IRB
· Upon approval by the DOD, inform the IRB of receipt of this approval via a modification

	     Comments
	     

	3.  (Yes)  (No)
	Does the research require additional training due to any DOD components?
If yes, in the comments below, please verify what additional training was completed and by which members of the study team.        

	     Comments
	     


	4.   Verified that recruitment guidance specific to DOD has been reviewed and will be followed.
	Please review additional guidance for recruitment practices and verify by checking the box that the recruitment guidance is being followed. 


	     Comments
	     

	5.  (Yes)  (No)
	Are you compensating the subjects?
-If yes, please verify the following:
 Research participation does not occur while the subject is on duty

Please note: Non-federally employed individuals may be compensated for research participation other than blood draws (see below) in a reasonable amount as approved by the IRB. 

	     Comments
	     

	6.  (Yes)  (No)
	Does the research involve blood draws?
-If yes, please note the following: Federal employees while on duty and non-federally employed individuals may be compensated up to $50 for each blood draw.

	     Comments
	     

	7.  (Yes)  (No)
	Does the research request a waiver of consent?
-If yes, please note the following:
· Research Subject to Department of Defense requirements is prohibited from using an exception from consent in emergency medicine unless a waiver is obtained from the Secretary of Defense.  
· The Assistant Secretary of Defense for Research and Engineering may waive the requirements for consent when all of the following are met (please verify by checking off each requirement):

The research is necessarily to advance the development of a medical product for the Military Services. 

The research might directly benefit the individual experimental subject. 

The research is conducted in compliance with all other applicable laws and regulations. 

For classified research, waivers of consent are prohibited. 
Please note: If the research participant does not meet the definition of “experimental subject,” the IRB is allowed to waive the consent process.  

	     Comments
	     

	8.  (Yes)  (No)
	Does the research propose an informed consent process?
-If yes, please verify that the following are incorporated: 
               Any requirements for disclosure of research-related injury (see SOP 701, Section 2.3)

	     Comments
	     

	9.  (Yes)  (No)
	Does the research propose a consent process involving a legally authorized representative?
PLEASE NOTE: If consent is to be obtained from the legally authorized representative of an experimental subject, the research must be intended to provide direct benefit to the individual participant. The determination that the research is beneficial to the individual experimental subject must first be made by the IRB.

If yes, please verify that the statement above is felt to be true by checking the box:  

	     Comments
	     

	10. (Yes) (No)
	Will the research be conducted at multiple sites and is the University of Pennsylvania the lead site?
If yes, the following must occur to meet DOD requirements (SECNAVINST 3900.39D, section 6f), the Investigator must execute an agreement or statement of work with all collaborating sites that delineates each site’s responsibilities.  This document should include the following elements (please upload the document as part of your IRB application and verify that the document contains the required elements by checking the boxes below):
 A brief description of the research 

 Specific roles and responsibilities of each site, including scientific and IRB review; recruitment of participants; and informed consent procedures
 Plan for ongoing data and safety monitoring, reporting requirements, documentation retention, and compliance for the entire research project

	     Comments
	     

	11. (Yes) (No)
	Will the research be conducted at multiple sites and the University of Pennsylvania is NOT the lead site?
 If yes, please verify by checking the box that the University of Pennsylvania site has received and signed a copy of the agreement/statement of work or will receive this document prior to initiating any study procedures at this site. 

	     Comments
	     

	12. (Yes) (No)
	Is the research international?
If yes, the Investigator must abide by local laws, regulations and customs, as applicable. 
 Verification of local approval attached to the submission

 Verification of local approval is pending

	     Comments
	     

	13. 
	Additional reporting responsibilities:
Please note: The following shall be promptly reported (no longer than within 30 days) to DOD human research protections officer:
· When significant changes to the research protocol are approved by the IRB
· The results of the IRB continuing review
 Principal Investigator/Study Team accepts this additional reporting responsibility (please verify by checking the box, please note that the box must be checked for the IRB to approve)

	     Comments
	     

	14. (Yes) (No)
	Is the research proposed greater than minimal risk?
If yes, appointment of a research monitor is required.
Name of Research Monitor:      
Please note: Roles/responsibilities/requirements for the research monitor:

· The research monitor is appointed by name and shall be independent of the team conducting the research. 

· There may be more than one research monitor (e.g. if different skills or experience are needed. 

· 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. 

· The IRB or HRPP official shall communication with research monitors to confirm their duties, authorities, and responsibilities. 

· The duties of the research monitor are determined on the basis of specific risks or concerns about the research, such as: 

· 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). 

· Discuss the research protocol with researchers, interview human subjects, and consult with others outside of the study. 

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

· The research monitor has the authority to: 

· Stop a research study in progress. 

· Remove individuals from study. 

· Take any steps to protect the safety and well-being of participants until the IRB can assess.

	     Comments
	     

	15. (Yes) (No)
	Does the research target pregnant women for enrollment?
If yes, note the following:
· For purposes of applying Subpart B, the phrase “biomedical knowledge” shall be replaced with “generalizable knowledge”.

· The applicability of Subpart B is limited to research involving pregnant women as participants 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 participants. 
· Fetal research must comply with the US Code Title 42, Chapter 6A, Subchapter III, Part H, 289g. 

 Subpart B worksheet attached   

	     Comments
	     

	16. (Yes) (No)
	Does the research target prisoners for enrollment or request to allow a subject who becomes a prisoner to remain on study?
If yes, note the following:
· Research involving prisoners cannot be reviewed by the expedited procedure. 

· When the IRB reviews research involving prisoners, at least one prisoner representative must be present for quorum.
· If a participant becomes a prisoner, if 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, the IRB chair may determine 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. 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. 

· The convened IRB, upon receipt of notification that a previously enrolled human participant has become a prisoner, 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. 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-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. 

· Research involving a detainee as a human participant is prohibited. 

· This prohibition does not apply to research involving investigational drugs and devises when the same products would be offered to US military personnel in the same location for the same condition. 
· Research involving a prisoner of war is prohibited

In addition to allowable categories of research on prisoners in Subpart C, epidemiological research is also allowable when: 

· The research describes the prevalence or incidence of a disease by identifying all cases or studies potential risk factor association for a disease. 

· The research presents no more than minimal risk.

· The research presents no more than an inconvenience to the participant.

 Subpart C worksheet attached   

	17. (Yes) (No)
	Does the research target minors for enrollment?
If yes, note the following:

· Research involving children cannot be exempt.

· If consent is to be obtained from the experimental subjects’ legal representative, the research must intend to benefit the individual participant.

· The determination that the research is intended to beneficial to the individual experimental subject must be made by an IRB.  
 Subpart D worksheet attached   

	     Comments
	     

	18. (Yes) (No)
	Hold for additional elements
If yes,   

             

	     Comments
	     


	   
	

	Principal Investigator: 
	Signature:                                  Date:                                                                    

	IRB ONLY
IRB Administrator
	Signature:    
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