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	I.  Project Information

	Project Title:  
	     

	Name:
	     

	DoD Component Involved in the Research:  (e.g. Army, Air Force, Office of Naval Research, etc.)

     

	DoD Component Contact/Liaison Information:

Name:                     Title:                      Telephone Number                Email Address:       

	How does the research study involve the DoD Component:

 FORMCHECKBOX 
Supported        FORMCHECKBOX 
Other (specify):       


	II.  Department of Defense Addendum

	A copy of the DoD addendum and specific requirements of the DoD component must be attached.
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No     Does the DoD component outline specific requirements for research-related injuries, education and/or              training, submission of records, or additional level of review by the DoD?

If Yes, check all that apply:
 FORMCHECKBOX 
 research-related injuries     FORMCHECKBOX 
 education and/or training        FORMCHECKBOX 
 records          FORMCHECKBOX 
 additional levels of review  




	III.  Multi-Site Research

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No     Is this a multi-site research study?   
If yes, a formal agreement between the institutions specifying the roles and responsibilities of each party is required and   must be submitted with this supplement.  A proposed agreement will be acceptable with the submission.



	IV.  Survey Research

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No     Does this research involve surveys or questionnaires with DoD personnel and/or U.S. military personnel?  

If yes, the research must be reviewed and approved by the DoD after review and approval by the IRB.  If you answered yes, you will need to provide documentation of DoD approval to the IRB when it becomes available.



	V.  Research Monitor *

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No     Does this research involve more than minimal risk?  
If yes, a Research Monitor is required.  

· Provide the name and contact information of the appointed Research Monitor:      
· Provide the Research Monitor’s responsibilities/activities:       
The following documentation must be attached:

· A letter from the Research Monitor accepting this role.

· The Research Monitor’s CV.

By checking the boxes below, I certify the following:

 FORMCHECKBOX 
  The Research Monitor is independent of the research investigative team.

 FORMCHECKBOX 
  The Research Monitor has been appointed by name as provided above.

 FORMCHECKBOX 
  The Research Monitor possesses sufficient educational and professional experience to serve as the participant’s   advocate.

 FORMCHECKBOX 
  Reports from the Research Monitor will be promptly submitted to the IRB at intervals determined by the IRB.

*        The research monitor is a physician, dentist, psychologist, nurse, or other healthcare provider capable of overseeing the progress of the research protocol especially issues of individual participant/patient management and safety.

             The research monitor has the authority to stop the research study in progress, remove individuals from the study and take any steps to protect the safety and well being of participants until the IRB makes an assessment. 
(Note:  The IRB may require appointment of a Research Monitor for a portion of a study or for studies involving no more than minimal risk if it elects to do so.)


	VI.  International Research

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No     Does the research study involve international populations?

If yes, conduct of the research study in other countries requires permission and additional safeguards.

· Provide the name of the country where the proposed research study will be conducted:        
The following documentation must be attached:
· Local applicable laws, regulations, customs and practices for the host country.

· A plan of how you will follow these laws, regulations, customs, and practices.

· Evidence of permission to conduct the research study in the host country by certification or local ethics review. 
By checking the box below, I certify the following:

 FORMCHECKBOX 
  The local applicable laws, regulations, customs and practices for the host county will be followed.

(Note:  Additional safeguards may not be applicable to social/behavioral research involving no more than minimal risk to participants, as determined by the IRB.)

	

	VII.  Research Involving U.S. Military Personnel

	 FORMCHECKBOX 
Yes     FORMCHECKBOX 
No       Does the research study involve U.S. military personnel?
If yes, a recruitment plan to minimize undue influence is required.

By checking the boxes below, I certify the recruitment plan submitted incorporates the following additional protections to minimize undue influence:

 FORMCHECKBOX 
  Officers shall not influence the decision of their subordinates to participate in the research.

 FORMCHECKBOX 
  Officers and senior non-commissioned officers shall not be present at the time of recruitment into this research.

 FORMCHECKBOX 
  Officers and senior non-commissioned officers must have a separate opportunity to participate in this research.

 


	VII.  Research Involving U.S. Military Personnel (continued)

	 FORMCHECKBOX 
  When recruitment involves a percentage of a unit, an independent ombudsman shall be present during recruitment.



	By checking the boxes below, I acknowledge the following limitations on dual compensation for U.S. military personnel:

 FORMCHECKBOX 
  An individual is prohibited from receiving pay from more than one position for more than 40 hours of work in one calendar week.

 FORMCHECKBOX 
  The limitations on dual compensation include temporary, part-time, and intermittent appointments.


	VIII.  Prisoners of War in Research

	 FORMCHECKBOX 
Yes     FORMCHECKBOX 
No       Does the research study involve prisoners of war?
By checking the box below, I acknowledge the following:

 FORMCHECKBOX 
  Research with prisoners of war is prohibited.


	IX.  Waiver of Consent

	 FORMCHECKBOX 
Yes     FORMCHECKBOX 
No       Do the research participants meet the definition of “Experimental Subject” as defined below?
If yes, a waiver of consent is prohibited unless a waiver is obtained from the Secretary of Defense.  If the research participants do not meet the definition of Experimental Subject, the IRB may waive consent.
       Experimental Subject:  Research involving a human being as an experimental subject is 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)].
   


X.  

	 Enclosures Submitted (check all that apply)


	 FORMCHECKBOX 

DoD Addendum                                                                  FORMCHECKBOX 
  Specific requirements of the DoD component

 FORMCHECKBOX 
  Agreement between institutions for multi-site research      FORMCHECKBOX 
  Surveys or questionnaires


 FORMCHECKBOX 
  Letter from Research Monitor accepting role                      FORMCHECKBOX 
  Research Monitor’s CV    

 FORMCHECKBOX 
  Certification or local ethics review for host country

 FORMCHECKBOX 

Local laws, regulations, customs, and practices for host country

 FORMCHECKBOX 
  Other: (please specify)

     



XI.  

	Certification


· I certify that the information contained herein [supplement, attachments, certifications] is true and correct, and that I have received or have requested approval to conduct this research project from all persons named as co-investigators and sub-investigators and from officials at all project sites. 

Signature of Principal Investigator: __________________________________
Date: _______________________







Page 1 of 3

