	IRB Reviewer Form - Department of Defense (Appendix I)



	SECTION A:

                                                                              Component of DoD                                                  N/A FORMCHECKBOX 


	1. 
	Has the PI identified which component of DoD is involved with this protocol?


	 FORMCHECKBOX 

Yes

(Specify Component:       )
 FORMCHECKBOX 

No

	2. 
	Has the PI provided information on how the project is linked to the DoD?
	 FORMCHECKBOX 

Project is Funded by the DoD

 FORMCHECKBOX 

Project involves cooperation or collaboration with the DoD

 FORMCHECKBOX 

Project uses DoD property, facilities, or assets

 FORMCHECKBOX 

Subject population will be DoD personnel (military or civilian) 


	3. 
	Has the PI clarified subject that population will not involve Prisoners of War (POWs)?
	 FORMCHECKBOX 

Yes 

 FORMCHECKBOX 

No

	
SECTION B:



                                                                      Submission Requirements                                                          N/A FORMCHECKBOX 


	1.
	Has PI provided evidence of the following information (all required, if applicable)?

 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
 Missing:

      


	a.  FORMCHECKBOX 

Lead Researcher and Co-Investigator CVs
b.  FORMCHECKBOX 

Data Collection Forms/Case Report Forms

c.  FORMCHECKBOX 

FDA Form for IND-1572 or IDE-1571


d.  FORMCHECKBOX 

Documentation of independent scientific review: the significance of the research, a description of the conceptual framework, design, methods and analyses that are adequate, feasible, and appropriate, information on the qualifications and training of the researcher, and the environment where the research will take place. Indicate who conducted this review:

 FORMCHECKBOX 

Conducted by funding agency

 FORMCHECKBOX 

Conducted by established internal review mechanism in researcher’s school or department

 FORMCHECKBOX 

Ad hoc scientific review provided by researcher’s chair or dean

	
SECTION C:

                                                           Consent or Waiver of Consent                                                     N/A FORMCHECKBOX 


	1.
	If the PI is requesting a waiver of consent, verify that at least one of the following criteria has been met.

	a.  FORMCHECKBOX 

The subject does not meet the definition of experimental subject

b.  FORMCHECKBOX 

The Secretary of Defense or Head of the DoD component has granted a waiver when a project may advance the development of a medical product necessary to the Armed Forces, but only if the research may directly benefit the subject and research is carried out in accordance with all other applicable laws and regulations and documentation of such is included with the submission documents.

c.  FORMCHECKBOX 

The research is intended to be beneficial to the subject, the subject lacks the capacity to provide consent, and a legally authorized representative will provide consent

d.  FORMCHECKBOX 

A waiver of consent may be granted by the IRB for pre-screening of records to identify possible subjects

e.  FORMCHECKBOX 

The Secretary of Defense has granted a waiver for exception from informed consent in emergency medicine (Planned Emergency Research)

	2.
	If the PI has requested to use a legally authorized representative for consenting for research, have BOTH of the following criteria been met?

a. The subject lacks the capacity due to age, condition, or other reason to make a decision regarding consent to participate AND
b. The IRB determines that this research is intended to be beneficial to the individual subjects.
	 FORMCHECKBOX 

Yes 

 FORMCHECKBOX 

No
 FORMCHECKBOX 

N/A


	SECTION D:

                                                                   Medical Monitor Assignment                                                         N/A FORMCHECKBOX 


	1.
	Is the research greater than minimal risk to participants?
	 FORMCHECKBOX 

No 


If No, go to e
 FORMCHECKBOX 

Yes

If Yes, complete a-f below 

	2.
	Medical Monitor Assignment

For more than minimal risk studies, an independent research monitor with expertise consonant with the nature of risk(s) identified within the research protocol must be identified by name.  The IRB must approve a written summary of the monitors’ duties, authorities, and responsibilities. DoDI 3216.02

The research monitor’s duties should be based on specific risks or concerns about the research. The research monitor may perform oversight functions and report their observations and findings to the IRB or a designated official.  The research monitor may be identified from within or outside the PI’s institution.  
HIPAA: If the duties of the research monitor could require disclosure of subjects’ Protected Health Information outside a covered entity (i.e., the research monitor is not an agent of the covered entity), the PI’s institution may require the identity and location of the research monitor to be described in the study’s HIPAA authorization. 

	a. Has an independent research monitor been identified for this protocol by name?

Yes      FORMCHECKBOX 
         No      FORMCHECKBOX 
 

	
	
	b. If the monitor is non-medical, has the PI provided adequate justification for this in Appendix I?

Yes      FORMCHECKBOX 
         No      FORMCHECKBOX 
 

	
	
	c. Are the roles of the monitor identified in Appendix I?

Yes      FORMCHECKBOX 
         No      FORMCHECKBOX 
 

	
	
	d. Are the roles, duties, and authorities adequate for this protocol?

Yes      FORMCHECKBOX 
         No      FORMCHECKBOX 
 

	
	
	e. List other roles, duties, responsibilities that you feel would be appropriate that the PI has not checked

Please list:       

	
	
	f. Has the PI confirmed the independence and authority of the monitor in 13 of Appendix I?

Yes      FORMCHECKBOX 
         No      FORMCHECKBOX 
 


	
	
	g. Has the PI provided the following required documentation for the monitor?

 FORMCHECKBOX 
 Monitor’s name

 FORMCHECKBOX 
 Contact information

 FORMCHECKBOX 
 Monitor’s CV
 FORMCHECKBOX 
 CITI Training documentation
 FORMCHECKBOX 
 Signed letter from the monitor accepting the role

	
	
	h. Is the independent research monitor’s expertise consonant with the nature of risk(s) identified within the research protocol?

Yes      FORMCHECKBOX 
         No      FORMCHECKBOX 
              

	
	
	i. The monitor should have no apparent conflict of interest and the monitor cannot be under the supervision of the PI or other investigators or research staff.
Met      FORMCHECKBOX 
         Not Met      FORMCHECKBOX 
              

	
SECTION E:


                                                              Protections for Military Personnel                                               N/A FORMCHECKBOX 


	


	1.
	Do Appendix I, the contract, and informed consent document contain information on the emergency treatment and necessary follow-up of any research-related injury?
	             FORMCHECKBOX 
   Yes


     FORMCHECKBOX 
    No

	
	
	Is this adequate?

             FORMCHECKBOX 
    Yes     

             FORMCHECKBOX 
     No

	2.
	Has the PI provided a plan for research subject recruitment that incorporates additional safeguards to minimized undue influence from individuals within a potential subject’s chain of command?
	a.  FORMCHECKBOX 

N/A

b.  FORMCHECKBOX 

That individual’s decision about participation is not influenced by unit officers or senior noncommissioned officers

c.  FORMCHECKBOX 

The exclusion of unit officers and senior NCOs from solicitation/recruitment/consent sessions from units under their command

d.  FORMCHECKBOX 

Officers and NCOs excluded from sessions held for their units will be offered separate recruitment/consent sessions

e.  FORMCHECKBOX 

An ombudsperson not connected in any way to the research or to the unit will be present to monitor group recruitment briefings where a percentage of the unit is being recruited to participate as a group, to monitor that the voluntary nature of individual participants is adequately stressed and that the information provided about the research is adequate and truthful

f.  FORMCHECKBOX 

Additional protections described in Appendix I



	3.
	If the research involves military personnel and more than minimal risk, has the PI included procedures in the subject recruitment plan to ensure that officers cannot influence the decision of their subordinates to participate?
	
 FORMCHECKBOX 

Yes


 FORMCHECKBOX 

No


	4.
	Has the PI assured the IRB that military personnel (unless on leave) may not receive compensation for their participation?

(An individual may not receive pay from more than one position for more than 40 hours of work in one calendar week. And these limits address temporary, part-time, and intermittent appointments.)
	
 FORMCHECKBOX 

Yes


 FORMCHECKBOX 

No



	5.
	If surveys/questionnaires/interviews will be administered to DoD personnel or their families, has the PI provided correspondence with the DoD component liaison regarding special requirements with this submission?
	         FORMCHECKBOX 

Yes


 FORMCHECKBOX 

No


	SECTION F:

                                                 Multi-Site or Collaborative Research Requirements                              N/A  FORMCHECKBOX 

	

	1.
	Does this research involve collaboration with other institutions?
	
 FORMCHECKBOX 

Yes If “Yes”, complete the following sections:
 FORMCHECKBOX 

The PI has submitted evidence of the FWA’s held by the collaborating institutions, including existence of any DoD addendum or other direct DoD assurance

 FORMCHECKBOX 

A formal agreement between the organizations that specify roles and responsibilities of each party involved in the multi-site research
          FORMCHECKBOX 

No   




	SECTION G:

                                                                     International Research                                                                N/A    FORMCHECKBOX 

	

	1.
	Does this research protocol involve sites outside of the United States?
	
 FORMCHECKBOX 

Yes


 FORMCHECKBOX 

No


If Yes, the following documentation must be provided with the protocol materials:

· Permission from the host country;

· Evidence of ethics review and approval by the host country or
· By a local Naval IRB with host country representation;

· Evidence that the laws, customs, and practices of the host country and the US will be followed.


	2.
	Does the research involve subjects who are NOT U.S. Citizens or Department of Defense personnel?
	
 FORMCHECKBOX 

Yes


 FORMCHECKBOX 

No

If Yes, the following documentation must be provided with the protocol materials:

· Permission from the host country;

· Evidence of ethics review and approval by the host country or
· By a local Naval IRB with host country representation;

· Evidence that the laws, customs, and practices of the host country and the US will be followed.


	SECTION H:

                                                       Air Force Component of DoD                                       N/A  FORMCHECKBOX 

	


	1.
	For research protocols involving the Air Force:



	
	

Has the PI provided additional documentation pertinent to special requirements and limitations?

 
	
Yes       FORMCHECKBOX 
         No      FORMCHECKBOX 
   


                           If no, what?       




	
	

Has the PI provided additional documentation pertinent to special requirements and limitations?

 
	Yes       FORMCHECKBOX 
         No      FORMCHECKBOX 
   


                           If no, what?       


	SECTION I:

                                                                   Army Component of DoD                                                        N/A  FORMCHECKBOX 

	


	
	For research protocols involving the Army:

	1.
	
Has the PI provided additional documentation pertinent to special requirements and limitations?


 
	Yes       FORMCHECKBOX 
         No      FORMCHECKBOX 
   


If no, what?



     




	
	
Has the PI provided additional documentation pertinent to special requirements and limitations?


 
	Yes       FORMCHECKBOX 
         No      FORMCHECKBOX 
   


If no, what?



     



	SECTION J:

                                                Navy Component of DoD                                   N/A FORMCHECKBOX 

	


	1.
	Does this research protocol involve the Navy?
	
Yes      FORMCHECKBOX 
         No     FORMCHECKBOX 
  
                  If not, what?        


	
	Has the PI provided additional documentation pertinent to special requirements and limitations?
	
Yes      FORMCHECKBOX 
         No     FORMCHECKBOX 
         N/A     FORMCHECKBOX 


	
	If the study is more than minimal risk, is there an arrangement for emergency treatment and necessary follow-up for any research-related injury?


	
Yes      FORMCHECKBOX 
         No     FORMCHECKBOX 
         N/A     FORMCHECKBOX 

 FORMCHECKBOX 

Waiver of alteration of consent

 FORMCHECKBOX 

Exceptions to the requirement for the consent process under 21 CFR 50.24

 FORMCHECKBOX 

Request for waiver of requirements of Department of the Navy policy regarding human research protections.

 FORMCHECKBOX 

Research involving severe or unusual intrusions, either physical or psychological, on human subjects (such as consciousness altering drugs or mind control techniques).

 FORMCHECKBOX 

Potentially or inherently controversial topics (such as those likely to attract significant media coverage or that might invite challenge by interest groups)


	
	Do any of the following categories apply?


	N/A      FORMCHECKBOX 
 - you are done.

 FORMCHECKBOX 

Waiver of alteration of consent

 FORMCHECKBOX 

Exceptions to the requirement for the consent process under 21 CFR 50.24

 FORMCHECKBOX 

Request for waiver of requirements of Department of the Navy policy regarding human research protections.

 FORMCHECKBOX 

Research involving severe or unusual intrusions, either physical or psychological, on human subjects (such as consciousness altering drugs or mind control techniques).

 FORMCHECKBOX 

Potentially or inherently controversial topics (such as those likely to attract significant media coverage or that might invite challenge by interest groups)


	
	If yes to a catagory, has the Secretary of the Navy provided verification of approval of the research?


	Yes       FORMCHECKBOX 
         No      FORMCHECKBOX 
         

	
	Signature of Reviewer: ____________________________________________________________

IRB Committee: ____________________________________________________________
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