[bookmark: OLE_LINK1][bookmark: OLE_LINK2]Research Project Amendment/Modification Request

	Instructions:  Requested changes must be reviewed and approved by the IRB before implementation.  Submission of a tracked changes/highlighted copy and clean copy of all modified documents is required.  Changes to the research team members require updating and resubmission of the Research Project Cover Sheet. Any research team member being added to the protocol must provide a current (dated and signed) CV, approved human subject’s protection training certificate within the last 3 years, signed Conflict of Interest statement, and Research Team Responsibilities Affirmation.



[bookmark: Text1]Amendment #:      		Date:  Click here to enter a date.
[bookmark: Text3]Project Title:      
[bookmark: Text4]Project #:       
[bookmark: Text5][bookmark: _GoBack]Principal Investigator:      

Section A.  Overview of Amendment/Modification
[bookmark: Text6][Provide a brief, bulleted summary of the requested changes] 

Reason/Justification for Requested Changes:
[bookmark: Text7][Also, indicate if changes are the result of an IRB requirement or are being initiated to address safety concerns for subjects.]   
Section B.  Research Team 
Reason/Justification for Requested Personnel Changes
[bookmark: Text123][Provide rationale for the requested changes in study personnel (eg: new hire, deployment, PCS, inadequate time for completion, etc.)] 
Addition of the following:
[bookmark: OLE_LINK3]Enter the Name, appropriate role, and research responsibilities (ex., recruitment, data management, etc.) for each person added to the research project. Additionally complete and provide the documents stated in the instructions above.
 
	Name 
	Role
	Responsibilities

	[bookmark: Text124]     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


Removal of the following:

	Name
	Name

	     
	     

	     
	     



Section C.  Specific Document Changes:
Indicate the documents affected and the specific location of all requested changes.  

	Document Name
	Version #
	Date
	Page & Para/Line Numbers

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     



Other changes or additional information:
     


INVESTIGATOR RISK ASSESSMENT
I have reviewed the above changes to this protocol and believe the changes:





SIGNATURE OF PRINCIPAL INVESTIGATOR 


[bookmark: Text125]     
Printed Name of Principal Investigator/Associate Investigator
Date: Click here to enter a date.

DDEAMC Research Project Amendment Request
Template Version Date: 13 October 2015		Page 1 of 2

DDEAMC Research Project Amendment Request
Template Version Date: 13 October 2015		Page 1 of 2


image2.wmf
Increase the Risk Associated with this Research


image3.wmf
Decrease the Risk Associated with this Research


image1.wmf
Do Not Change the Risk-Benefit Status of this Research


