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This form is used by an investigator to submit amendments or modifications in approved projects to the VA Central IRB for review and approval prior to implementing the changes, except where necessary to eliminate apparent immediate hazard to human participants.
I.  Project and Investigator Information    Check Amendment Type:     FORMCHECKBOX 
  PI   FORMCHECKBOX 
 LSI
	Title of Project:  

	VA Central IRB Study Number:
	PI or LSI Amendment Number:

	Name of PI/SC or LSI:                                                           
	Email:  

	VA Facility Location:   (City and State)  

	Telephone:  



II.   Type of Amendment or Modification Request
	Please check each type of change submitted with this amendment.   Attach two copies of each revised document and ensure each document has a new version number and/or current date.  One copy must show all changes highlighted/tracked and the other copy must be a clean copy with all revisions included.  Note:  A revised VA Central IRB Form 108 or 104 should not be submitted unless the study is sponsored by industry and the industry-sponsored protocol is not being changed.  The proposed change should then be reflected on the VA Central IRB 108 and 104.

	Change Requested
	Documents Required

	 FORMCHECKBOX 
 Study design or procedure
	Submit revised protocol, updating current version number (not VA Central IRB Form 108).  If the change involves Biosafety or Radiation Safety, a copy of the approval letter must be included.  

	 FORMCHECKBOX 
  Change in study team members who serve in the role of “investigator” and/or are named in study documents provided to participants 
	Documentation required will depend on the new study team member’s role in the study. For those studies subject to continuing review, changes in other study team members must be reported at that time. Also, reference and complete Section V of this form.   
Note:  For changes in PI/SC or LSI, or Co-PI/SC or Co-LSIs, use VA Central IRB Form 134a or 134b as applicable in lieu of this form. 

	 FORMCHECKBOX 
  Increase or decrease in 

enrollment goals and/or changes in inclusion/exclusion criteria
	Submit revised protocol with rationale for change.  Submit just this amendment form for increases or decreases in specific site enrollment goals without further change in overall study goals.

	 FORMCHECKBOX 
  Recruitment methods or materials

      or participant payment
	Submit revised recruitment materials with updated version dates.  If there is a change in the recruitment process, submit revised protocol.  If there is a change in participant payment, submit revised protocol and informed consent document if applicable.

	 FORMCHECKBOX 
  Vulnerable population 

      safeguards
	Submit a new or revised VA Central IRB Forms 110a, 110b, or 110c as applicable with updated version dates. Submit a revised protocol if there is a change in the use of a Vulnerable Population, such as the addition of a new vulnerable group.

	 FORMCHECKBOX 
  Informed consent document or

      process
	Submit two new or updated versions of informed consent document; one with revisions highlighted, to include revision date.   If there is a change in the process, submit revised protocol.  Also reference and complete Section VI of this form.

	 FORMCHECKBOX 
  Informed consent waiver or 

      alteration process
	Submit a new or revised VA Central IRB Form 112a or 112b as applicable.  Submit revised protocol if there is a change in process. 


	 FORMCHECKBOX 
  HIPAA Waiver


	Submit a new or revised VA Central IRB Form 103.  Submit revised protocol if there is a change in process or procedures.

	 FORMCHECKBOX 
  HIPAA Authorization or procedure
	Submit revised HIPAA Authorization.  Also submit revised protocol if there is a change in procedure in obtaining the HIPAA authorization.

	 FORMCHECKBOX 
  Questionnaires and/or surveys 
	Submit revised questionnaires and/or surveys with revision dates.  Submit a revised protocol if there is a change in how these are administered or if there is a new procedure.

	 FORMCHECKBOX 
  Investigator’s Brochure
	Submit brochure with changes.  Submit revised protocol if there are any changes in risks, inclusion/exclusion criteria, or procedures for administration or use of the product.

	 FORMCHECKBOX 
  Increased Number of Sites
	Submit revised protocol and VA IRB Form 104.   Note: A VA Central IRB Form 116 is not required for submitting VA Central IRB Form 104 for sites already designated in the protocol or for replacement sites.  When a site is dropped or closed, submit VA Central IRB Form 117b. 

	 FORMCHECKBOX 
  Other    Note:  VA Central IRB Forms 104 and 108 can be listed here if an industry-sponsored study.
Specify:       
	Specify forms or documents being submitted if not checked above:
      


Note:  All revised documents submitted must have a current date and/or have an updated version number and date as applicable.  This includes revised forms.
III.  Description and Rationale 
	Please provide a brief description and rationale for each type of change requested.  Additional rows may be added as necessary.


	Description of Change or Modification
	Rationale for Change or Modification   Note:  a rationale must be provided for each change.

	
	

	
	


IV.  Impact on Participants 
	Please answer the following questions.



	1.  Will the above changes have any impact on the research participants?    FORMCHECKBOX 
  Yes     FORMCHECKBOX 
   No

     If no, skip to Section V.  If yes, please complete the following:

2.  Describe the impact the proposed amendment or modification will have on participants:   Note:  If there
     are multiple changes, describe the impact of each specific change.)
          



V.  Changes in Personnel          FORMCHECKBOX 
   N/A
	 If the requested modifications do not involve any changes in personnel check the N/A block above and proceed to Section IV.



	For changes in study team personnel, please complete the below tables and questions:        
Project Team Member  

Degrees

VA Employee Status
(WOC, IPA, #8ths etc.)
Project Role 
Obtaining Informed Consent?

Yes/No
Access to Identifiable Participant Data?

 Yes/No

Date of Latest VA Human Subjects Protection Training
For those new team members who have a role of “investigator”, submit both a CV and a COI determination from your local site or a COI form signed by the study team members.  Also attach any other study materials that will need to be changed if the individual is referenced by name. 
     Is an approved Scope of Practice on file for new study team members for whom it is required, such as

     Without Compensation (WOC) employees?

      FORMCHECKBOX 
    Yes     FORMCHECKBOX 
   No  
    . If no, indicate why and, if applicable, the status of this being accomplished:
List personnel who have departed.
Name
Project Role

Date Departed

          


VI.  Informed Consent Changes             FORMCHECKBOX 
   N/A
	If the requested modifications do not involve any changes in the informed consent documents or the informed consent process check the N/A block above and proceed to Section VII.


	For changes requested in the informed consent process and/or informed consent documents, please

complete the below items

     1.  Will you keep enrolling participants while these changes are being considered?      
          FORMCHECKBOX 
   Yes      FORMCHECKBOX 
     No

     b.  Will the updated consent document contain new information which may affect current participants’ 

          willingness to continue to participate?
             FORMCHECKBOX 
   Yes     FORMCHECKBOX 
  No

               If yes, what is your plan for informing the participants of the changes?   (Please check one)

                FORMCHECKBOX 
  Participants will be re-consented (Check one and describe re-consenting process below) 

                      FORMCHECKBOX 
  Immediately (Due to substantive change in risk)

                      FORMCHECKBOX 
  Next Study visit 

                      FORMCHECKBOX 
  Other (Describe below)
                FORMCHECKBOX 
  Participants will be informed via letter (Attach proposed letter to participants and describe

                     how the letter will be sent to participants below)

                FORMCHECKBOX 
  Other (Please describe below)

             If any of the above three boxes have been checked, provide requested description below:

                    



VII.  Investigator Risk Assessment
	The Principal Investigator/Study Chair or Local Site Investigator must check the applicable block and sign/date the request below.

	 FORMCHECKBOX 

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

There is an increase in risks to participants enrolled or to be enrolled in the project.  Reasons and rationale are detailed in Section III.
 FORMCHECKBOX 

There is a decrease in risks to participants enrolled or to be enrolled in the project.  Reasons and rationale are detailed in Section III.
All proposed changes to be made in this project have been reported on this form and the attached documents.  The project continues to be scientifically and ethically sound.  


	
	Signature of LSI or PI/SC or Co-LSI or Co-PI/SC                                             Date

	


Submission Instructions

	The VA Central IRB currently uses a secure SharePoint site for submission of project documents by project team members.  Since this is a limited access site, if you do not already have access and need to submit an amendment, please contact the Office of Research Protections, Policy, and Education (ORPP&E) SharePoint Specialist at 202-443-5653 or the VA Central IRB Administrator at 202-443-5649 to obtain access.
For PI/SC Study Teams:  Submit VA Central IRB 116 along with supporting documents.  For PI/SC amendments requiring changes in associated Local Site documents, ensure that these are changed as required upon approval of the PI/SC amendment and uploaded to the VA Central IRB SharePoint site.  PI/SC study teams should determine if they want to review all local site amendments prior to submission to the VA Central IRB or let the LSI sites submit these directly.  This decision should be communicated to the LSIs and to the VA Central IRB.  See below for further information about changes.
For LSI Study Teams:  When submitting an LSI amendment, an update in response to an approved PI/SC amendment, or an administrative update, please ensure that the PI/SC receives a copy. The PI/SC study team will upload the document or authorize your site to upload the document. Do not revise and submit VA Central IRB Form 104 unless asked to do so by VA Central IRB staff.  Please see below concerning how local site amendments and administrative updates should be submitted and for further information about changes.
      Changes required as a result of an approved PI/SC amendment

· If an approved PI/SC amendment affects documents that must be changed at the local site, submission of a VA Central IRB Form 116 is not required if only the information already approved in the PI/SC amendment and local contact information is being changed at the same time.  No other changes can be made. The VA Central IRB Administration Office will verify the changes have been made upon receipt of the local documents, post them to SharePoint as a verified update, and send a verification memorandum to the study team with a link to the verified documents.
· If the PI/SC approved amendment changes involved revisions in the local informed consent document, the revised local informed consent form will be stamped with the PI/SC amendment approval date, as well as the local informed consent document verification date. Again, no other changes can be made.   
·  If the local site requested additional changes other than what was approved in the PI/SC amendment, a VA Central IRB Form 116 will need to be submitted by the local site in addition to the documents requiring verification based on the PI/SC approved amendment.
Administrative Changes

· If an administrative change is required in PI/SC and/or local site documents, i.e., changes in phone numbers, room numbers, etc. that does not change any procedure or any aspect of the approved PI/SC or LSI Application, both a clean and tracked changes version of the documents may be submitted to the VA Central IRB Manager for the study, along with a memorandum or e-mail detailing the changes.  The VA Central IRB Manager will perform verification, add the changed documents to the approved study package on SharePoint and notify the study team that this has been done.  These will not be processed as amendments requiring a review and determination of a voting member of the VA Central IRB.
       Local Site-Specific Changes

· Submit a VA Central IRB Form 116 along with associated documents to the PI/SC study team if required.  The PI/SC study team will upload or authorize the local study team to upload the documents to the VA Central IRB SharePoint site.  Do not submit a revised VA Central IRB Form 104 unless this is requested by VA Central IRB staff.
For any other questions, please contact the VA Central IRB staff by e-mail at va.central.irb@va.gov or at its toll free number at 877-254-3130.

	


Request to Amend or Modify an Approved Project
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