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This form can be used in lieu of VA Central IRB Form 104 if there will be no participant interaction at this site and the only involvement at the site is the use of existing data or human specimens.
VA Facility Location:      


         Please check to indicate application status:

Local Site Investigator Name:                                    FORMCHECKBOX 
  Initial        FORMCHECKBOX 
  Revised

                                                                                                                                     Version #:      
Project Title:                                                                          Date Submitted:                                                                         
Application Instructions
 
	· The Local Site Investigator (LSI) must complete this form for those studies that involve the use of human data and/or human specimens only and do not involve any direct subject interventions.
· Each section must contain a response and be consistent with the approved funded project and the approved VA Central IRB Form 108 (PI/SC New Project Application), 
· Other documents associated with this application as checked below should also be submitted   electronically.  Documents can be submitted in PDF or Microsoft Word format.  Please ensure the file name includes the name of the document, site, and date (e.g., 104b.site.date)




Contents of Application Package and Submission Instructions
	The following documents are mandatory for all studies.  Please check to indicate they are included:

 FORMCHECKBOX 
  Local Site Investigator Application (VA Central IRB Form 104b)

 FORMCHECKBOX 
  Local Site Biosketches or CVs of Applicable Study Team Members (Merit Review or NIH Format)

 FORMCHECKBOX 
  Local Study Team Conflict of Interest Determinations
 FORMCHECKBOX 
  Local ACOS/R&D Reviewer Supplement (VA Central IRB Form 102)
Please list below any other documentation included in this application (e.g., results of review by other local committees.)

     
Review your entire application prior to submission and ensure the following:
· You have signed and dated the document, to include any revised applications.  For revised applications, ensure the submission is marked “Revised” with a version number and include both a “tracked changes” and a “clean” copy of the application.

· The required additional mandatory documents have been included.

· Unnecessary page breaks have been removed and any formatting errors have been corrected.

· All sections of the application have been completed or marked “Not Applicable.”

Prior to submission, you will be given access to the VA Central IRB SharePoint site and will receive an e-mail with the link.  Use this link to access approved study documents and other correspondence.  You must have a valid VA e-mail address to access the VA Central IRB SharePoint site.

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.


LOCAL SITE INVESTIGATOR APPLICATION – Local sites using Existing Human Data and/or Human Specimens Only 
PROTOCOL TITLE:       



Section 1:   Local Site Investigator General Information 

	Local Site Investigator (LSI) Name:      
Academic Degrees:       
Board Certifications:       
Is there a Co-Local Site Investigator?    FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No  If yes, include in table below on first line.

	Employment Status:  (Check all that apply)
  FORMCHECKBOX 
  VA Employee  (Indicate VA percentage of time in 8ths _______)

  FORMCHECKBOX 
  VA WOC (Without Compensation)

  FORMCHECKBOX 
  IPA (Intergovernmental Personnel Act)    
  FORMCHECKBOX 
  Other (Specify) ______________



	VA Facility Location:       

	VA Facility Address:
     
	LSI Phone: 
      

	
	LSI VA E-mail: 
      

	1. Describe your qualifications to conduct the research detailed in this project and attach a copy of your biosketch (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
           Indicate the date of your latest VA Human Subjects Protection Training:         
           (Note: This date must not be older than  3 years from date of application submission)



	2. 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



	3. Please list project team members in the table below who will be involved in directing and/or conducting the project at this site.  Attach a biosketch or CV and a COI determination for all study team members who will function in an investigator role i.e., Sub-I or Co-I.
Project Team Member  

Degrees

VA Employee Status 
(# 8ths, WOC, IPA)
Project Role 
Access to Identifiable Participant Data?

 Yes/No

Date of Latest VA Human Subjects Protection Training
Scope of Practice on File?

Yes/No or N/A

Note: Additional project members may be added by inserting more rows in the table.  If some 

          project members are unknown at this time, put “TBD” and list role.

	4. Has your participation in this project and that of your project team been reviewed by your local Conflict of Interest Committee or in accordance with your local conflict of interest policies and procedures?
           FORMCHECKBOX 
  Yes.  The determinations of my local Conflict of Interest Committee or other local Conflict of 

                 Interest review are attached.

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

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

                 the local Conflict of Interest determinations have been received and reviewed.

           FORMCHECKBOX 
   There is no mechanism at our local site for doing the COI review.  Copies of completed

                 disclosure forms for all study team members serving in an investigator role are attached.  



Section 2:  Local Participating Site Overview

	1. Indicate what study activities will take place at this site or be accomplished by local site study team members. (Check all that apply)
    FORMCHECKBOX 
  Records/Chart Reviews
    FORMCHECKBOX 
  Analysis of Coded Data for which the LSI study team does not have access to the link*
    FORMCHECKBOX 
  Analysis of Identifiable Data

    FORMCHECKBOX 
  Testing/Analysis of Biologic Specimens with access to coded data for which the LSI study 

          team does not have access to the link * 
    FORMCHECKBOX 
   Testing/Analysis of Biologic Specimens with access to the identifiable data  
    FORMCHECKBOX 
   Analysis of totally de-identified data and/or specimens
    FORMCHECKBOX 
   Other   Specify other activities:           
* If you checked any of the boxes pertaining to the use of coded data, specify who will 

                maintain the link or code and who will have access to the link or code for each set of 

                coded data received from different databases.
                                                                                                                                                                                  

2. Are there populations that could be uniquely identified in the data set (ethnic/racial links or gender to disease or genealogy issues)?
         FORMCHECKBOX 
  No

         FORMCHECKBOX 
  Yes; please explain:        
3. Does this project require review by another local committee? (e.g., Recombinant DNA Advisory Committee, Scientific Review Subcommittee, Radiation Safety Committee, Biosafety Committee) 
               FORMCHECKBOX 
      No

               FORMCHECKBOX 
      Yes.  Please specify committees:       
             If yes, please check one of the following:
               FORMCHECKBOX 
      Results of committees listed above are attached
               FORMCHECKBOX 
      Other committee reviews are still pending and are expected to be complete by:       
                         (Indicate date when results will be available)
5. Will any of the research/data analysis be conducted outside of the VA-protected information security environment/firewall?  Check  FORMCHECKBOX 
 N/A if not applicable.

 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes; please explain:          


Section 3:  Local Site Potential Risk/Benefit Analysis

	1. Are there any additional risks to participants in this project at your site than what was described in the PI/SC Application?  (Note:  Risks or harms can be physical, psychological, financial, social, or legal.  They may also involve breaches of confidentiality and privacy.)
         FORMCHECKBOX 
  No

         FORMCHECKBOX 
  Yes; please explain:        
2. Are there any differences in anticipated benefits to participants or society at your site from what was described in the PI/SC Application?

         FORMCHECKBOX 
  No

         FORMCHECKBOX 
  Yes; please explain:        
3. What is your plan for identifying any problems that arise during the conduct of this   

      project at your site? (e.g., How will you identify adverse events?) 

                  
     4.   How will you convey information, such as information security incidents, to the Principal Investigator/Study Chair, and/or to the VA Central IRB? (e.g., encrypted e-mail, secure fax, use of SharePoint)
                 
            Note: The VA Central IRB has a secure website link for the reporting of SAEs/UAPs and protocol deviations.


Section 4:  Source of Existing Data and/or Specimens 
	1. Are the existing sources from which data/specimens is being obtained, the number and types of records/specimens being obtained, and/or the numbers and/or types of data for specific populations being obtained, different from those approved in the PI/SC Application?  
  FORMCHECKBOX 
  Yes;  Complete the table and questions below.       FORMCHECKBOX 
  No;  Skip to Section 5
Name of Data Base/Repository
Location of Data Base/Repository
Indicate if Research or Clinical Data Base/Repository
Type of Records and/or Specimens 
Number of Records/Specimens to be Obtained at Site
        Indicate why the additional sources are necessary at this site:             
Note:  If yes, a site-specific VA Central IRB Form 112a, Request for Waiver of Informed Consent, and a site-specific VA Central IRB Form 103, Request for Waiver of HIPAA authorization, must be submitted and included on the first page of this application.
2. Will the results of the data analysis and/or testing of specimens be provided to the source of the data/specimens listed in the above table and be stored in those applicable repositories for future research use?
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

If no, indicate local disposition of data/specimens:              


Section 5:  Local Site Confidentiality of Data and Information Security
	PLEASE NOTE:  This section must be individualized for your local site.  Do not cut and paste sections of the protocol to address the questions.

1. Check all of the following HIPAA identifiers that may be received at this site:   FORMCHECKBOX 
 N/A
 FORMCHECKBOX 
 Names

 FORMCHECKBOX 
 Social security numbers or scrambled SSNs
 FORMCHECKBOX 
 Device identifiers and serial numbers

 FORMCHECKBOX 
 E-mail addresses

 FORMCHECKBOX 
 Medical record numbers

 FORMCHECKBOX 
 URLs (Universal Resource Locator)

 FORMCHECKBOX 
 All elements of dates (except year) and any age over 89

Specify:        
 FORMCHECKBOX 
 Health plan beneficiary numbers

 FORMCHECKBOX 
 IP Addresses (Internet Protocol

 FORMCHECKBOX 
 Telephone numbers

 FORMCHECKBOX 
 Account numbers

 FORMCHECKBOX 
  Biometric Identifiers including finger and voice print

 FORMCHECKBOX 
 Fax numbers

 FORMCHECKBOX 
 Certificate or license numbers
 FORMCHECKBOX 
 Full face photographic images and any comparable images

 FORMCHECKBOX 
 All geographic subdivisions’

smaller than a state

Specify:       
 FORMCHECKBOX 
 Vehicle ID and serial numbers including license plate numbers

 FORMCHECKBOX 
 Other unique identifying number, characteristic, or code

Specify:       
   Are there any differences in the identifiers or other information being received at this   

   site than what is described in the PI/SC Application?
 FORMCHECKBOX 
  Yes    Explain below.                         FORMCHECKBOX 
  No

                Explanation:          
2. Are there any differences in the measures you will take to minimize the potential for physical, psychological, financial, social, or legal harm from breaches in confidentiality and privacy than those described in the PI/SC Application?

 FORMCHECKBOX 
  Yes    Explain below.                         FORMCHECKBOX 
  No

Explanation:       
3. Will a non-VA entity have access to VA sensitive data other than that specified in the  

 PI/SC Application?      FORMCHECKBOX 
   Yes       FORMCHECKBOX 
  No

              If yes, please specify each entity and what their role is in the study: 

                   
              Specify if there is or will be a Data Use Agreement (DUA) or in the case of a contractor, a 

              Business Associate Agreement.  Attach a copy if available.

                   
4. Will there be differential access to data based on study role?   FORMCHECKBOX 
   Yes       FORMCHECKBOX 
  No
              If yes, explain differential levels of access: 
                  
5. Will specially obtained software be used other than that specified in the PI/SC Application?    FORMCHECKBOX 
   Yes       FORMCHECKBOX 
  No
If yes, describe what software, the source of the software, whether a license will be required. Who will fund the license, as well was any data that will be stored in temporary files on the computer’s hard drive.
     
6. Will any web-based applications be used other than specified in the PI/SC Application?    
 FORMCHECKBOX 
   Yes       FORMCHECKBOX 
  No
If yes, identify the application and its security features and indicate how it will be used..

     
7. Will any mobile devices be used in the study at this local site?     FORMCHECKBOX 
   Yes       FORMCHECKBOX 
  No
If yes, indicate that mobile devices will be encrypted and that the encryption is FIPS 140-2 validated. 
      
8. Will data be transmitted, shipped, and/or protected differently than that described in the approved PI/SC Application?      FORMCHECKBOX 
   Yes       FORMCHECKBOX 
  No
If yes, identify the application and its security features and indicate how it will be used.  
     
9. Will any of the project research data/specimens be stored locally?  

 FORMCHECKBOX 
   Yes     If yes, complete below questions     FORMCHECKBOX 
  No     If no, go to question 11.
a. Where will the data be stored?     Indicate precisely where data will be stored to include physical site, network location/server name, type of mobile storage device, building and room number etc.   
            

b.  If local VA sensitive information is being stored outside the protected VA environment, the following questions must be answered:   FORMCHECKBOX 
  N/A
(1)  How is the data being protected?       
(2)  Indicate what VA information will be returned to the VA, how the information will be returned, and/or what are the plans for its destruction at the alternate non-VA site.
                                
             c.  How long will the research data be stored locally?

                       
d.  Describe how the local data will be destroyed once the maximum retention period or the period specified above, if longer, is reached?

                       
11. What is your plan for protecting project research data from improper use or disclosure?  As part of your response to this question, indicate that the removal of access to research study data will be accomplished for study personnel when they are no longer part of the research team.

                 
          Note:  Please include in your plan that the Information Security Officer and Privacy Officer           

          will be notified within one hour of the improper use or disclosure, as well as any other local 
          policies.

12. Will data be disclosed outside of VHA from this site?

 FORMCHECKBOX 
   Yes       FORMCHECKBOX 
  No
If yes, describe to whom the data is to be disclosed to, the justification for such disclosure, and the authority for the disclosure.

     
     


         Section 6:  Local Site Investigator Statement 
	1.  I have reviewed the project application as submitted by the Principal Investigator/Study 
     Chair and I have indicated in this application if I have made any changes in how the study will be conducted at this site.  I will include all additional site-specific documents as part of this application.
2.  As the Local Site Investigator for this project, I attest to the following:
· I acknowledge that I have the primary and ultimate responsibility for oversight of this project at this site to include adherence to the ethical principles of human participant protection and Good Clinical Practice.  I and my study team will conduct and oversee this project in accordance with all ethical standards required by the VA for the conduct of human subjects research.

· I have adequate local resources and time to complete this project and our local VA facility has adequate resources to support the conduct of this project at this site.

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

· The project team has access to the required databases needed for obtaining the data required to complete this study at this site or will be receiving information directly from the PI/SC per the approved PI/SC Application.
3.  I have read, understand, and accept the investigator responsibilities as outlined in VHA

     Handbook 1200.05, paragraph 9, 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, VA Central IRB requirements, and local policy and procedures, while maintaining all written documentation indicating compliance.
· Not make any changes to the protocol or any other associated documents without prior VA Central IRB approval.  
· Promptly reporting to the VA Central IRB, the local Institutional Official, and Principal Investigator/Study Chair any new conflict of interest or reportable activity as defined by VA and other requirements, as well as VA Central IRB policies and procedures, to include reports of any unanticipated problems involving risks to subject or others and/or serious and continuing noncompliance.

· Cooperating with the Principal Investigator/Study Chair in the submission of all continuing review reports and project and data safety monitoring efforts.

· Following applicable requirements (e.g., information security) relevant to the conduct of the VA Central IRB-approved project and the maintenance of research records in accordance with the VA Records Control Schedule.
· Ensuring the research does not start 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 the PI/SC.

Local Site Investigator Signature                                               Date  

______________________________

Local Site Investigator Printed Name



Note:  VA Central IRB Form 102, Local ACOS/R&D Review Supplement, signed by the local ACOS/R&D must be submitted as part of this application.
Local Site Investigator Application – For Sites Using Existing Human Data and/or Human Specimens Only Studies 
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