FORM 6
RESEARCH COLLABORATIONS INVOLVING 

EXTRAMURAL (EXTERNAL) INVESTIGATORS 
 The Principal Investigator completes Part I and each collaborator must complete Parts II, III, IV, & V.  Please see Section XVIII of the HRPP Policy Manual for more information.
Since this is a collaborative research effort, an appropriate written agreement shall be established between the collaborators. The written agreement could be any document or statement of work that delineates the project goals and the assignment of responsibilities for each collaborator. The document could also be the proposed research protocol, which should include the purpose, methodologies, recruitment procedures, etc.  If this has been reviewed by another institution’s IRB, submit the IRB approval and protocol documentation.
Note: The USNA HRPP Office must confirm that all research collaborators (as institutions and as investigators) hold current Federal Wide Assurance numbers (with approval from the Department of the Navy) and have completed the proper educational requirements prior to recruiting and enrolling human subjects in the research study.   

PART I:

	USNA Principal Investigator:
	     

	

	Department/Office:
	     

	Phone:
	     
	Mail Stop:
	     
	Email:
	     


PART II: Information on Extramural Investigator (required for each extramural investigator)
	Name
	     

	Institution
	     

	Address
	     

	Contact Phone
	     

	Email
	     


1. Relationship/Interest to USNA and PI:

     
2. Credentials of Extramural Investigator:

     
3. Explain and Justify Access to Subjects:

     
4. Explain and Justify Access to Data:

     
Part III: Institutional Assurances
Federal-Wide Assurance for each institution listed
	Federal Wide Assurance Number:
	     


	Date Issued:
	     

	Date Expired:
	     


Department of the Navy Addendum to FWA for each institution listed
	DON Addendum Assurance Number:
	     


	Date Issued:
	     

	Expiration Date:
	     


Part IV: Statement of Agreement 

I understand that as a condition of participating in research at the U.S. Naval Academy that I agree to the following:
I agree to adhere to all USNA policies and regulations, and in particular, to the Human Research Protection Program (HRPP) policies defined in the USNA Human Subject Protection Program.
I have completed the DON CITI training for Principal Researchers and documentation of my completion of training is attached.


I understand that PI must provide the USNA HRPP Office with written verification that institution (or laboratory) of each external collaborator holds a current Federal Wide Assurance with DoD Navy Addendum to an FWA prior to recruiting and enrolling human subjects in the research study.   This requirement applies to all academic personnel, Naval personnel, subcontractors and sub-grantees, etc., who may participate in the project. 
I agree to safeguard the rights and welfare of the human subjects and for protecting the data collected about the participants.  I agree to comply with the IRB policies of my home institution as well as with the IRB policies and instructions of the collaborative partner.  The policies and procedures apply to all research studies conducted at or on behalf of the U.S. Naval Academy and/or the Naval Academy Preparatory School.  

Part V: Conflict of Interest (Each external investigator must read and sign.)
Federal Guidelines emphasize the importance of assuring there are no conflicts of interest in research projects that could affect the welfare of human subjects.  If this study involves or presents a potential conflict of interest, additional information will need to be provided to the IRB. 

Conflict of interest is defined as a situation in which significant personal or financial interest may bias, or be perceived by others as biasing, the design, conduct, or reporting of a research study. 

Significant financial interest is defined as anything of monetary value held by the investigator, his/her spouse, or dependent children exceeding a threshold of $5,000. Categories of financial interest include but are not limited to:

· salary or other payments for services (e.g., consulting fees or honoraria); 

· equity interests (e.g., stocks, stock options or other ownership interests); 

· intellectual property rights (e.g., patents, copyrights and royalties from such rights). 
As an Investigator is there a potential conflict of interest financial or personal in regards to this research protocol?


 FORMCHECKBOX 
 No 


 FORMCHECKBOX 
  Yes


      If yes, please explain:


          


Has this potential conflict of interest been disclosed and managed?


 FORMCHECKBOX 
 No 


 FORMCHECKBOX 
  Yes

If yes, please explain:


          
     ______________________________

     _________________________
Name







Date

_________________________________________

Signature


Please provide the copy with original signatures to the Director of the Academy HRPP Office.  Fax number is 410-293-2507.
Federal – Wide Assurance
Application information:

http://www.hhs.gov/ohrp/assurances/index.html
DON HRPP FWA Addendum
For information about:

· DoD Navy Assurance for DON Command

· Addendum to Federalwide Assurance (FWA) for non-DoD Institutions / Extramural Performers
· Institutional Agreement for IRB Review

· Individual Investigator Agreements

Please e-mail human.research@med.navy.mil or call DON HRPP at 202-762-0251
Form 6: External Investigators.  Last update July 2012.
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