FORM 7

MODIFICATIONS/AMENDMENTS TO APPROVED PROTOCOLS
Please submit this form to the Academy’s HRPP Office for modifications or amendments to protocols which have received IRB approval.  Please refer to the Section X of the Academy’s HRPP Policy Manual for more information.  Please be advised that research using the proposed modifications/amendments may not commence until approval is secured from the Superintendent. 
Only complete applications can be reviewed for action. For additional guidance, please contact the Academy’s HRPP Office at 410-293-2533 or HRPPoffice@usna.edu. 
PART I: BACKGROUND INFORMATION

	Principal Investigator:
	

	Department/Office:
	     

	

	Phone:
	     
	Mail Stop:
	     
	Email:
	     

	Research Title:
	

	Co-Investigators
	     

	Date Amendment Submitted: 
	

	Planned Start Date:
	     

	IRB Approval Number 
	USNA.
	     


(Please see the approval letter for the complete number,)
The proposed modification or amendments will affect (please check all that apply):

	 FORMCHECKBOX 
 Protocol Amendment/Change to Procedure

	 FORMCHECKBOX 
 Methodology

	 FORMCHECKBOX 
 Data collection, security, or access

	 FORMCHECKBOX 
 Recruitment Changes

	 FORMCHECKBOX 
 Research collaborators (adding or deleting)

	 FORMCHECKBOX 
 Planned start/stop dates

	 FORMCHECKBOX 
 Other (please explain below)


FOR ACADEMY’S HRPP OFFICE USE ONLY:

	Date Received by HRPP Office
	
	Received by
	

	Routing
	


1. Briefly summarize the modification(s). Identify changes to participant population and/or sample size; methodology; informed consent process/documentation; investigators involved with the research.
	     



2. Describe the rationale for the change(s):

	     



3. In your opinion as principal investigator, how will these changes affect the overall risk to subjects in this study?  Address the issue of undue influence, if applicable due to the modifications.
	     



4. Do the changes to the study prompt changes to the consent form(s)? 

 FORMCHECKBOX 
No      FORMCHECKBOX 
 Yes

If yes, attach a copy of the revised consent form(s) with changes tracked or highlighted as well as a clean copy. Use this space to further describe consent form changes if necessary:   
5. Provide a summary of any recent literature since the last review that may be relevant to the research.
	     



______________________________             _____________________

Principal Investigator’s Signature

 Date
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