Subject
This form is used by an investigator to submit amendments in approved projects to the VA IRB for review and approval prior to implementing the changes, except where necessary to eliminate apparent immediate hazard to human subjects.
I.    Project and Reporting Individual General Information: 

	Date of Request:      

	Number/Title of Project:       

	Principal Investigator Amendment Number:       

	Name of Individual Submitting Report:      

	Role of Individual Submitting Report:  (Please check one)

 FORMCHECKBOX 
  Principal Investigator         FORMCHECKBOX 
  Study Coordinator      FORMCHECKBOX 
  Other:       


	Contact E-mail:       

	Telephone:        



II.   Type of Amendment Request
	Please check each type of change submitted with this amendment.  Attach two copies of each revised form unless indicated.  One copy must show all changes highlighted and the other copy must be a clean copy with all revisions included.  More than one box may be checked. 

	Change Requested
	Revised Documents Submitted

	 FORMCHECKBOX 
 Study design or procedure
	Grant Application or Protocol and the Revised Application to Conduct Research, as applicable. Memorandum outlining what is currently approved and proposed revisions.  New Privacy, Confidentiality and Information Security Checklist. If change involves Biosafety or Radiation Safety, a copy of the approval letter from the applicable committee must be included. 

	 FORMCHECKBOX 
 New PI or Study Personnel


	Revised Application to Conduct Research. Memorandum outlining what is currently approved and proposed revisions.  New Privacy, Confidentiality and Information Security Checklist. Note:  For each NEW person, update the Waiver of HIPAA Authorization (if applicable), Scope of Practice, CV or Biosketch, Conflict of Interest Statement and training documentation. 

	 FORMCHECKBOX 
 Recruitment methods or materials

     or participant payment
	Revised Application to Conduct Research. Memorandum outlining what is currently approved and proposed revisions, recruitment materials and protocol if there is a change in the method of recruitment. New Privacy, Confidentiality and Information Security Checklist.

	 FORMCHECKBOX 
 Informed consent document or

     process
	VA Form 10-1086 (2 copies; one with revisions highlighted and a clean form for stamping) and revised Application to Conduct Research and protocol if there is a change in the informed consent process. New Privacy, Confidentiality and Information Security Checklist.

	 FORMCHECKBOX 
 Informed consent waiver or 

     alteration process
	Request for Waiver/Alteration of Informed Consent as applicable and revised Application to Conduct Research if applicable.  New Privacy, Confidentiality and Information Security Checklist.

	 FORMCHECKBOX 
 Questionnaires and/or surveys 
	Revised questionnaires and/or surveys. New Privacy, Confidentiality and Information Security Checklist.

	 FORMCHECKBOX 
 Investigator’s Brochure
	Brochure with changes. 

	 FORMCHECKBOX 
 HIPAA Authorization or procedure
	HIPAA Authorization and revised Application to Conduct Research if applicable. New Privacy, Confidentiality and Information Security Checklist.


	 FORMCHECKBOX 
 Other Change (Please specify)

	     


Note:  All revised documents submitted must be dated or have an updated version date as applicable.
III.   Description and Rationale 
	Please provide a brief description and rationale for the amendment.


	     



IV.    Impact on Subjects
	Please answer the following questions.


	1.  Will the above changes have any impact on the research subjects?    FORMCHECKBOX 
  Yes     FORMCHECKBOX 
   No
     If no, skip to Section V.  If yes, please complete the following:

2.  Describe the impact the proposed amendment will have on subjects: 
          
3.  Will these changes affect the willingness of subjects to continue in the project?   FORMCHECKBOX 
   Yes     FORMCHECKBOX 
   No

     If yes, what is your plan for informing the subjects of the changes?   (Please check one)
     FORMCHECKBOX 
  Subjects will be re-consented  (Attached revised informed consent documents)

     FORMCHECKBOX 
  Subjects will be informed via letter  (Attached proposed letter to subjects)

     FORMCHECKBOX 
  Other (Please describe below)

         



V.   Investigator Risk Assessment
	The Principal Investigator checks each block and signs the applicable statements below.


	 FORMCHECKBOX 

There is no change in risks to subjects enrolled or to be enrolled in the project.
 FORMCHECKBOX 

There is an increase in risks to subjects enrolled or to be enrolled in the project.
 FORMCHECKBOX 

There is a decrease in risks to subjects enrolled or to be enrolled in the project.
I certify that all changes to be made in this approved project have been reported on this form and the attached documents.  I attest that the project continues to be scientifically and ethically sound.  I and my study team will continue to meet the ethical standards for research involving human subjects and will comply with all VA IRB requirements for approval of this amendment.


	
	Principal Investigator’s Signature                                                    Date


	


Submission Instructions

	Documents should be submitted both electronically and hard copy to the VA Research Office, IRB Coordinator, Room 403b, and email Dawn.Biddulph@va.gov.

For any other questions, please contact the Research Office staff at 859-281-4927.



Request to Amend an Approved Project 


  








Page 1 of 3
Revised 3/16/2015

