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VA Institutional Review Board for Multisite Studies





Use this form to request a change in or the addition of a Local Site Investigator (LSI) who will be responsible for overseeing the conduct of a research project at a local participating site that was approved by the VA Central IRB.  Use VA Central IRB Form 134a when there is a change in the overall Principal Investigator/Study Chair (PI/SC) or Co-PI/SC for a multi-site study.

Section 1:  Site and Study Information

	VA Facility Location:      



         

VA Central IRB Study Number:                                   

Title of Project:      
Current Local Site Investigator Name:       

Local Site Investigator Application Amendment #:          
Check the Applicable Box:   FORMCHECKBOX 
  Change in LSI      FORMCHECKBOX 
  Addition of Co-LSI



Section 2:   New Local Site Investigator General Information 

	New Local Site Investigator (LSI) Name:      
Academic Degrees:                                        Board Certifications:       
Employment Status:  (Check all that apply)
  FORMCHECKBOX 
  VA Employee  (Indicate VA percentage of time in 8ths _______)

  FORMCHECKBOX 
  VA WOC/IPA     
  FORMCHECKBOX 
  Other (Specify) ______________

Contact Information:

Phone:                                                                       VA E-mail:       
Please note:  The VA Central IRB can only send official study correspondence to the LSI’s VA e-mail address and access to the VA SharePoint site is only granted through VA e-mail addresses.

	1. Describe your qualifications to do the research detailed in this project and attach a copy of your CV or bio-sketch (Merit Review or NIH format).  Be specific in regards to your research experience. 
       
Note:  If you do not have any prior research experience, please indicate what provisions are being made to provide oversight or mentoring.

	2. Indicate the date of your latest VA Human Subjects Protection Training:        
       Note:  Completion date of training must be current within 3 years of submission date.

	3. Indicate below how many of the following you currently supervise as a PI, Study Chair, or LSI  (excluding this current application):

     _____ Open Research Projects           _____  Project Team Members

     _____ Participating Sites                      _____ Approximate Number of Active Project Participants



	4. Has your participation in this project been reviewed by your local Conflict of Interest Committee or in accordance with your local conflict of interest policies and procedures?  (Check only one box below)
           FORMCHECKBOX 
   Yes.  The determination of my local Conflict of Interest Committee or other local Conflict of 

                  Interest official review is attached.

           FORMCHECKBOX 
    Review is pending.  A determination will be forwarded upon completion of review.  I understand

                  no final decision regarding approval of this change can be made by the VA Central IRB until

the local Conflict of Interest Committee or other local Conflict of Interest official determinations       have been received and reviewed.

           FORMCHECKBOX 
    There is no mechanism at our local site for doing the COI review.  A copy of a completed OCE     

                  450 – VA Alternative, Revised Financial Conflict of Interest, form is enclosed.
        


Section 3:  New Local Site Investigator Statement 

	1.  As a new Local Site Investigator for this project, I attest to the following:

· I have reviewed the currently approved Project File, to include both the PI/SC and LSI approved applications and any associated amendments.  I have not made any changes other than my name and contact information in all associated documents.  If any other changes need to be made, I will submit a VA Central IRB Form 116, Request to Amend or Modify an Approved Project.
· I have adequate local resources and time to complete this project.

· All members of the local project team will continue to be trained on applicable project procedures, to include informed consent procedures if applicable, and on all VA and other requirements pertaining to human participant protections as befits their roles and responsibilities detailed in their scope of practice, prior to participating in the project.

· If applicable, the project team continues to have access to a population that will allow recruitment of the required number of participants.

· Our local VA facility continues to have adequate resources to support the conduct of this project, including medical and psychological resources that participants might require as a consequence of their participation in the project.

2.  I have read, understand, and accept the investigator responsibilities as outlined in VHA

     Handbook 1200.05 as they pertain to the conduct of this study at this site and

     that these include but are not limited to the following:

· Conducting the project according to all applicable requirements, including but not limited to VHA Handbook 1200.05, 38 CFR 16, FDA requirements, VA Central IRB requirements, and local policy and procedures.
· Maintaining all research records in accordance with the VA Records Control Schedule.
· Not making any changes to the protocol, informed consent document or process, or any other  associated documents without prior VA Central IRB approval, except to eliminate immediate hazards to participants.

· Promptly reporting to the VA Central IRB any new conflict of interest and any reportable activities as defined by VHA Handbook 1058.01.  
· Cooperating with the Principal Investigator/Study Chair in the submission of all continuing review reports in a timely manner to avoid any lapses in VA Central IRB approval.
· Following applicable requirements VA privacy and information security policies  relevant to the conduct of the VA Central IRB-approved project
· Ensuring the research does not start or any changes are implemented, except as described above, until notice of approval has been received from the VA Central IRB, this facility’s local Research and Development Office in accordance with local policies, and for .

New Local Site Investigator Signature                                       Date  



Checklist for Submission
	1.  Check to ensure all these mandatory documents are included in this package:

 FORMCHECKBOX 
  Change in or Addition of Local Site Investigator (VA Central IRB Form 134b)

 FORMCHECKBOX 
  Local Site Investigator Bio-sketch (Merit Review or NIH Format)

 FORMCHECKBOX 
  Local Conflict of Interest Determination or ORD required Conflict of Interest Form (OGE Form 450)
 FORMCHECKBOX 
  Local ACOS/R&D Review Supplement (VA Central IRB Form 102)

2.  Include these documents if applicable to the study.  There should be no changes in these documents other than the name and contact information of the new Local Site Investigator.  If other changes are required, a VA Central IRB Form 116, Request to Amend or Modify an Approved Project, should also be submitted.  Please use the Microsoft Word track changes function to indicate modifications.  Submit both tracked and untracked versions of the documents if such changes were made.

 FORMCHECKBOX 
  VA Research Consent Form with Updated Version number/dates
 FORMCHECKBOX 
  VA Investigational Drug Information Record (VA Form 10-9012) with Updated Version number/dates
 FORMCHECKBOX 
  Local HIPAA Authorization form with Updated Version number/dates
 FORMCHECKBOX 
  Local Recruitment Materials with Updated Version number/dates





 FORMCHECKBOX 
  Local Participant Study Instructions with Updated Version number/dates



 FORMCHECKBOX 
  Local Versions of Questionnaires or Surveys with Updated Version number/dates


 FORMCHECKBOX 
  Local Scripts with Updated Version number/dates
List below any other documentation included in this application:
     
3.  Review your entire application prior to submission and obtain the signature of local ACOS/R&D   

     on VA Central IRB form 102, Local ACOS//R&D Review Supplement. 
4.  Contact your PI/SC Study Team or the VA Central IRB Manager for the study for submission 
     instructions. 
For any other questions, please contact the VA Central IRB staff by e-mail at va.central.irb@va.gov
or at the following toll-free number:  877-254-3130.


Change in or Addition of Local Site Investigator (LSI)
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