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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, use VA Central IRB Form 104b, Local Site Application - for Sites Using Existing Human Data and/or Human Specimens Only.

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 for a participating site must complete, sign, and date this form.  
· Each section must contain a response.  Please ensure all responses are consistent with the approved funded project, the Principal Investigator (PI)/Study Chair(SC) New Project Application, and model informed consent form (if applicable). 
· Documents can be submitted in PDF or Microsoft Word format with the exception of the informed consent document.  This document must be submitted in Microsoft Word.  Please ensure the file name includes the name of the document and date (e.g., 104.010116.date). The file name is limited to 15 characters.
· Version control must be maintained within the documents and the date and/or version number must be changed with each submission.

· The Local ACOS/R&D must also complete and sign the VA Central IRB Form 102, Local ACOS/R&D Supplement.




Contents of Application Package

	The following documents are mandatory for all studies.  Please check to indicate they are included:

 FORMCHECKBOX 
  Local Site Investigator Application (VHA Form #104)

 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 Review Supplement (VA Central IRB form 102)

Please include the below documents if applicable to the study.  If the documents have been modified from the model documents provided by the PI/SC, other than inserting name of facility, local investigator names, and other contact information, 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 
  Local VA Research Informed Consent Form 
 FORMCHECKBOX 
  Local HIPAA Authorization Forms  (VHA Form 10-0493)
 FORMCHECKBOX 
  Local Recruitment Materials





 FORMCHECKBOX 
  Local Participant Study Instructions



 FORMCHECKBOX 
  Local Versions of Questionnaires or Surveys


 FORMCHECKBOX 
  Local Scripts
 FORMCHECKBOX 
  VA Investigational Drug Information Record (VA Form 10-9012)
List below any other documentation included in this application (e.g., results of review by other local committees or approvals to use local data bases for this research.)

     


Submission Instructions

	1.  Review your entire application prior to submission and ensure the following:

· The LSI has signed the application.  The LSI must also sign all revised applications submitted in response to IRB Reviewer comments.  Ensure you include the version number and date for all revised documents.
· The attachments match with what you have indicated on the preceding page

· 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.”

· If this is a revised application, include both a “tracked changes” and a “clean” copy of all revised documents. 

2.  Contact your PI/SC Study Team for submission instructions.  They will instruct you to submit directly to the VA Central IRB SharePoint site or they will submit the application for you.
3.  If you are submitting directly to the VA Central IRB SharePoint site, contact the VA Central IRB Manager assigned to the project. He/she will ensure that you receive access to the VA Central IRB SharePoint site.  If you do not already have access, you will receive an e-mail with the link.  You will then be able to use this link to upload documents and access approved study documents and VA Central IRB correspondence.  You must have a valid VA e-mail address in order to access the VA Central IRB SharePoint site.

Note:  For CSP studies, the applicable Coordinating Center must either submit the LSI Applications or let the VA Central IRB know via e-mail that the LSIs will be submitting directly to the SharePoint site and that the LSIs have been instructed to e-mail the applicable VA Central IRB Manager when an upload for a site has been completed.
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 

PROTOCOL TITLE:       



Section 1:   Local Site Investigator General Information 

	Local Site Investigator (LSI) Location:      
Academic Degrees:       
Board Certifications:       

	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:
     
	Phone:       

	
	VA E-mail:       


	1. Describe your qualifications to do 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 be 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. 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 of team members who will function in an investigator role (i.e., Co-I, Sub-I), as well as a Conflict of Interest Determination. CV’s, bios sketches, and a COI determination are not required for other study team members. 
Project Team Member  

Degrees

VA Employee status       (# 8ths, WOC, IPA)

Project Role 
Obtaining Informed Consent?

Yes/No
Access to Identifiable Participant Data?

 Yes/No

Date of Latest VA Human Subjects Protection Training
Note: Additional project members may be added by inserting more rows in the table.  If some 

 project members are unknown at this time, they can be added at a later date through         

submission of an amendment, or at continuing review if submission of an amendment is not          

required due to study role.  (See VA Central IRB Form 113)

	 4.   Has your participation in this project and that of your project team been reviewed by your local conflict of interest Committee or other Conflict of Interest official 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 official are attached.

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

                 understand the VA Central IRB can make no final decision regarding approval of this project 

                 until the local Conflict of Interest Committee determinations have been received and 

                 reviewed.

            FORMCHECKBOX 
  No.
There is no mechanism at our local site for doing the COI review. Completed OGE Forms 

450, Research Financial Conflict of Interest Statement Alternative – VA, for all personnel listed on this application who are serving in an investigator role are attached.  Note:  All OGE Forms 450 must be specific to the study in question and be dated within the year.




Section 2:  Local Participating Site Overview

	      1.   Where will the research project be conducted? (Check all that apply)
            FORMCHECKBOX 
  VA Inpatient Setting

            FORMCHECKBOX 
  VA Outpatient Clinic

            FORMCHECKBOX 
  VA Clinician Office

            FORMCHECKBOX 
  VA Laboratories

            FORMCHECKBOX 
  Participant Homes

            FORMCHECKBOX 
  Affiliate Location*
            FORMCHECKBOX 
  Other (Specify):

          *If research is conducted at affiliate location, please specify where and how much of the project

          will be conducted at that location.  

              
2. What resources are available at your facility to treat emergencies resulting from project-related procedures, as well as any non-emergency or psychological referrals that may be required?  (Check all that apply below or check N/A)     FORMCHECKBOX 
 N/A
         FORMCHECKBOX 
  Basic Life Support (BLS) trained personnel

         FORMCHECKBOX 
  Advanced Cardiac Life Support (ACLS) trained personnel and crash cart

         FORMCHECKBOX 
  Emergency drugs and supplies to stabilize participant until emergency personnel arrive

         FORMCHECKBOX 
  Emergency response team within facility

         FORMCHECKBOX 
  911 or other emergency response number

         FORMCHECKBOX 
  Psychological counseling

         FORMCHECKBOX 
  Other Please explain:       
      If not all resources required to treat emergencies resulting from project-related procedures, as well as non-emergency or psychological referrals that may be required, are available at your facility, specify below your plan to handle emergencies requiring these resources.

           
3. If the project is not conducted at a medical facility, what medical facility and/or services will you use in an emergency?      FORMCHECKBOX 
 N/A
              

              How much time does it take to get to the above-named medical facility from where the  

              project is to be conducted? 

                           
4. Are there applicable state and local laws that differ from VA and other federal requirements concerning the conduct of research activities (e.g., who may serve as a legally authorized representative or additional requirements for the informed consent process)?  (Check with your local Research Office and or see instructions for completing this form) 

         FORMCHECKBOX 
  No

         FORMCHECKBOX 
  Yes; please explain:        
5. Are there any cultural, ethnic, religious, or other special characteristics of the community, or local issues that the VA Central IRB needs to consider in its review of the project?

         FORMCHECKBOX 
  No

         FORMCHECKBOX 
  Yes; please explain:        
6. 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 will be completed prior to beginning the 

                        research at this site.



Section 3:  Local Site Potential Risk/Benefit Analysis

	1. Are there any additional risks to participants in this project at your site other 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. Are there any differences at your facility regarding safety and protocol deviation reporting requirements than what is outlined in the approved protocol?

         FORMCHECKBOX 
  No

         FORMCHECKBOX 
  Yes; please explain the differences below:        
4. If the VA Central IRB determined during its review of the PI/SC New Study Application 

             that the medical record must be flagged, how is this done at your site?     FORMCHECKBOX 
   N/A

                     
5. Does your study team have the necessary resources at this time to support the protocol, or will you be obtaining the resources prior to the start of the study? 
  FORMCHECKBOX 
  Yes
  FORMCHECKBOX 
  No; please explain:        
6. Do you as the LSI have enough allocated time to overseen the study at this site?
  FORMCHECKBOX 
  Yes
  FORMCHECKBOX 
  No; if no, indicate what measure you are taking to ensure appropriate oversight, i.e,,

             appointment of a Co-LSI.:        



Section 4:  Local Site Human Participant Information

	1. Please indicate the following for your site: 
a. Number of potential participants/records to be screened prior to enrollment:             
b. Total number of participants to be enrolled:       
c. Total number of participants to be randomized:      
2. What populations at your site will be targeted for recruitment as participants? Check all that apply.
Males

 FORMCHECKBOX 

Females

 FORMCHECKBOX 

Inpatients

 FORMCHECKBOX 

Outpatients

 FORMCHECKBOX 

VA Employees

 FORMCHECKBOX 

Students

 FORMCHECKBOX 

Non-English Speaking

 FORMCHECKBOX 

Veteran Family members

 FORMCHECKBOX 

Non-Veterans*
 FORMCHECKBOX 

Other (Specify)

 FORMDROPDOWN 

 FORMCHECKBOX 

               *If non-Veterans is marked above, is the justification for using the non-Veterans the same as
                specified in the PI/SC Application?    FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No
                If no, provide additional justification for the use of non-Veterans:

                      

       3.  Will you target a specific race or ethnic group as participants?      FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No
             If yes, check all that apply.

Race

Ethnicity

White
 FORMCHECKBOX 

Hispanic or Latino

 FORMCHECKBOX 

Black or African American

 FORMCHECKBOX 

Not Hispanic or Latino

 FORMCHECKBOX 

Asian
 FORMCHECKBOX 

American Indian or Alaskan Native

 FORMCHECKBOX 

Native Hawaiian or other Pacific

  Islander

 FORMCHECKBOX 

                If specific races or ethnic groups are marked above, is the justification for using them the 

                same as specified in the PI/SC Application?    FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No
                If no, provide additional justification for the use of these populations:

                      

4. What are the age ranges of participants?  Check all that apply. 
Children *If checked, see below
 FORMCHECKBOX 

Young Adults (18-21)

 FORMCHECKBOX 

Adults (22-65)

 FORMCHECKBOX 

Seniors (Over 65)

 FORMCHECKBOX 

a.  Is this the same age range as specified in the PI/SC Application?   FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No
             If no, provide the rationale for using participants in a different age range:  

                  
b.  What is the legal age for an adult in your local jurisdiction:  _________________

c.   Does your study include emancipated minors and if so, what is the definition of an

            emancipated minor in your local jurisdiction:   FORMCHECKBOX 
  Yes       FORMCHECKBOX 
  No      
             *Note: The local VA Medical Center Director must approve the participation of children in this     

              research. (See VHA Handbook 1200.05, para 19)
5. Do you plan to enroll any of the following populations or categories of participants at your site that is not already described in the approved PI/SC Application?
         FORMCHECKBOX 
 Check this box if there is no difference from PI Application or Not Applicable.
                                                                                                                                   Yes       No
a.  Employees or students
 FORMCHECKBOX 

 FORMCHECKBOX 

b.  Individuals with impaired decision making capability
 FORMCHECKBOX 

 FORMCHECKBOX 

c.  Pregnant women

 FORMCHECKBOX 

 FORMCHECKBOX 

d.  Economically and/or educationally disadvantaged persons

 FORMCHECKBOX 

 FORMCHECKBOX 

e.  Patients for whom you currently provide medical care

 FORMCHECKBOX 

 FORMCHECKBOX 

f.   Prisoners

 FORMCHECKBOX 

 FORMCHECKBOX 

g.  Illiterate, limited, or no English language proficiency

 FORMCHECKBOX 

 FORMCHECKBOX 

h.  Terminally ill patients

 FORMCHECKBOX 

 FORMCHECKBOX 

If you answer yes to any of the above populations or categories of participants, please describe any site-specific measures or special considerations, steps, or safeguards to ensure that these populations or special classes are adequately protected if different from those in the PI/SC Application or project.  Note:  If you plan to enroll pregnant women, prisoners, or individuals with impaired decision making capacity at this site and the PI/SC has not submitted a VA Central IRB Form 110, Vulnerable Population Supplement, for that population as part of the PI/SC Application for the entire study, it must be completed and submitted with this application.      
                  



Section 5:  Local Site Informed Consent 

	1.  Will you be obtaining informed consent at this site?

              FORMCHECKBOX 
   Yes          FORMCHECKBOX 
   No        If no, please skip to Section 6.
2.  Who will conduct the consent discussion with the local site participants? (Check all that  

       apply)

        FORMCHECKBOX 
   Local Site Investigator
        FORMCHECKBOX 
   Local Sub/Co-investigator
        FORMCHECKBOX 
   Local Research Project Team Member: Specify who:      
        FORMCHECKBOX 
   Other:  Please explain:       
3. Where will the informed consent process at this site take place? (Check all that apply) 

        FORMCHECKBOX 
  In a private room
        FORMCHECKBOX 
  In a waiting room
        FORMCHECKBOX 
  In an open ward

        FORMCHECKBOX 
  In a group setting
        FORMCHECKBOX 
  Over the phone

        FORMCHECKBOX 
  Other:  Please explain:       
        4.  How will the participant’s privacy interests be protected?    Note:  Confidentiality of data
              will be addressed in Section 10.  Please address protecting privacy here.
           
5. How will you be sure there is sufficient opportunity or time for the participants to read the informed consent and consider whether or not to participate before signing? (Check all that apply)
        FORMCHECKBOX 
  Participants will be allowed to take the unsigned consent form home for consideration prior 

             to signing it.
        FORMCHECKBOX 
  Participants will be allowed a waiting period of _____(e.g., number of hour/days) to 
             consider their decision.
        FORMCHECKBOX 
  Other  Please explain:        

6. Are there any differences in the steps taken at your site to minimize the possibility of coercion or undue influence from those described in the PI/SC Application? 

         FORMCHECKBOX 
  No

         FORMCHECKBOX 
  Yes; please explain:        
7. Will you or a member of your research team be obtaining informed consent from   

      someone other than the participant?

         FORMCHECKBOX 
  No     

         FORMCHECKBOX 
 Yes
      If yes, how will you determine which individuals meet the criteria for being a legally  

      authorized representative (LAR) under VA requirements or applicable state laws?

               FORMCHECKBOX 
  Request documentation of authorization.
               FORMCHECKBOX 
  Obtain verbal confirmation from the LAR.
               FORMCHECKBOX 
  Other  Please explain:       
             What is the definition of a LAR for your local jurisdiction?       
8. Will you or a member of your research team be obtaining assent from participants who are unable to give informed consent (e.g., participants with impaired decision making capacity)?

        FORMCHECKBOX 
  N/A

        FORMCHECKBOX 
  No – see below
        FORMCHECKBOX 
  Yes

      If you will not be obtaining assent from participants who are unable to give informed   

      consent, please explain why not?       
9. If some or all participants at this site have impaired decision making ability, how will their capacity to consent be determined?    Check here if N/A  FORMCHECKBOX 
.
                  
     10.  What is the language of the participants (or parents or LAR as applicable) you plan to
           enroll at this site?

 FORMCHECKBOX 
   English
 FORMCHECKBOX 
   Spanish. 
 FORMCHECKBOX 
   Other:        

     If your VA Facility has a large non-English-speaking population of Veterans, 

                and you do not plan to recruit non-English-speaking participants, please provide   

                justification:

      
11. If you are enrolling non-English speaking participants, or obtaining consent from non-English speaking parents or LARs, what is your plan for conducting   

      the consent discussion in the language understandable to the participant, and for        

      ongoing communication with the participant throughout the project and in case of   

      emergency if applicable:

 FORMCHECKBOX 
  N/A

 FORMCHECKBOX 
  At least one member of the project team is fluent in the language that will be used for 

      communication, and that staff member(s) will be available during emergencies

 FORMCHECKBOX 
  The project team has 24-hour access to a translation service with sufficient medical 

      expertise to discuss the research in this project.

 FORMCHECKBOX 
  Other  Please explain:       
12. Besides the Local Site Investigator and site-specific points of contact information, have  

      you further modified the model informed consent document(s) provided by the Principal       

      Investigator/Study Chair?

          FORMCHECKBOX 
   Yes          FORMCHECKBOX 
   No    
      If yes, please provide justification for the changes:          

Reminder:  Please use the Microsoft Word track changes function to indicate modifications in the model informed consent document provided by the PI/SC.  Submit BOTH tracked and untracked versions of the documents.  



Section 6:  Local Site HIPAA Authorizations
	Have you made any modifications to the model HIPAA authorization documents provided by the Principal Investigator/Study Chair?  

       FORMCHECKBOX 
    Yes          FORMCHECKBOX 
    No          FORMCHECKBOX 
  N/A

If yes, please provide justification and provide copies of the modified documents:
           



Section 7:  Local Site Participant Recruitment Information 

	1.  Are there any differences in your local site recruitment strategy from that detailed in the

     PI/SC Application?

       FORMCHECKBOX 
  Yes           FORMCHECKBOX 
    No    

      If yes, please indicate the differences and justify:            

 2.  Who will be primarily responsible for recruiting potential participants at this site?

          
  3.   How will initial contact with the participant be made? (e.g. local clinics,  physician 
        referrals, letters to prospective participants – Note:  VA policy prohibits “ cold calls” to potential
        VA research participants.)  
                    
4.  Will you be using any of the following methods to recruit participants?     FORMCHECKBOX 
   N/A
  (Please check all that apply.)
       FORMCHECKBOX 
   Local database for which participants have given prior permission to be contacted for 
             Research  Note: If this option is checked, the site will need to submit a local Request for 

            Waiver of HIPAA authorization if this was not done by the PI/SC.
       FORMCHECKBOX 
   Personal contact with patients or students over whom you have direct/indirect oversight

       FORMCHECKBOX 
   Provider Referrals

       Indicate how any of the above checked methods will be used:           
         5.  Please indicate below the following types of recruitment materials that will be used at
              this site?

 FORMCHECKBOX 

No Advertisements will be used.

 FORMCHECKBOX 

Fliers

 FORMCHECKBOX 

Newspaper

 FORMCHECKBOX 

Letters

 FORMCHECKBOX 

Websites

 FORMCHECKBOX 

Television

 FORMCHECKBOX 

Radio

 FORMCHECKBOX 

Video

 FORMCHECKBOX 

Audio

 FORMCHECKBOX 

Customer Surveys

 FORMCHECKBOX 

Other (Please specify, i.e., Employee Newsletter)

     
a. Are all of the above recruitment materials included based on the model materials in the Pi/SC application? 
                         FORMCHECKBOX 
    Yes. Attach materials with local contact information completed.
                         FORMCHECKBOX 
    No. Indicate what materials are new and provide a copy to the Central VA IRB              

                                for review.

b. Have any of the approved model materials been changed, other than inserting local contact information?

                        FORMCHECKBOX 
    No. 
                        FORMCHECKBOX 
    Yes. Provide justification below and include clean and track change             

                                      versions.

Please note that drafts of advertisements and scripts of audio and video materials may be provided for review.  However, final versions of all recruitment materials must be reviewed and approved by the VA Central IRB prior to being used as part of any recruitment activities. 


Section 8:  Local Site Payment to Participants 

	Check here if there is no payment to participants at this site:   FORMCHECKBOX 
.  Continue to Section 9. 
 If payment is going to be provided to participants at this site, complete the below questions.
1.  Does your payment plan (methods or relative amounts of payment) differ than that
     described in the PI/SC Application?

             FORMCHECKBOX 
  No.  Continue to Section 9.
             FORMCHECKBOX 
  Yes.  Complete the table below concerning form of payment, amount per visit, and total. 

.   
No Participant Payments

 FORMCHECKBOX 

Travel and Parking 

 FORMCHECKBOX 

Cash or Check

 FORMCHECKBOX 
    
Amount per visit:       
Total amount:            
Gift Cards

  Indicate Type:       
 FORMCHECKBOX 
    
Amount per visit:       
Total amount:            
Other (Specify, i.e., Meal vouchers:
 FORMCHECKBOX 

Specify:       
     2.  If participants are to be paid at this site differently from the PI/SC Application, specify the
          following:

               a.  If payment amount differs, provide justification that the proposed payment are reasonable

                    and commensurate with the participant’s contribution to the project:       
               b.  Source of payment to include who is dispensing the payment:        
               c.  Payment schedule to include when payment will be rendered.  If not pro-rating payments, 

                    indicate why.      
               d.  Will SSNs be requested and/or used in making payment?           FORMCHECKBOX 
   Yes       FORMCHECKBOX 
  No




Section 9:  Local Site Biological Specimens       FORMCHECKBOX 
  N/A  Skip to Section 10
	1.  If biological specimens will be used or collected at this site, please list the types of specimens below:
     
2. Will certain biological specimens be collected for research purposes only?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
If yes, specify:       
3. Will biological specimens collected for clinical purposes be used in this protocol?
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 If yes, specify:       
4. Will specimens be de-identified?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
If yes, indicate which specimens and describe below the procedures you will use if different from those described in the PI/SC Application.  
 FORMCHECKBOX 
  N/A (Procedures are the same)

Specify:       
5. 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 resulting from participating in this aspect of the research project than those described in the PI/SC Application?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

If yes, specify:       
6. Will you bank collected tissue at this site?

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

If yes, will you bank it according to the approved PI/SC Application?

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No

If no, the following additional questions must be answered:  
a.  Describe any banking procedures that are different from the approved PI/SC Application.

           
b.  If the tissue bank is at a different location than indicated in the approved PI/SC Application, 

     describe where the tissue will be banked.  If this is a non-VA site, indicate if the mandatory 

     approval from ORD has been sought.  Attach a copy of the tissue banking application (VA

     Form 10-0436) if available.

           
c.  Who is responsible for overseeing the operations of the tissue bank (i.e., local IRB)?

           



Section 10:  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. What type of data will be received by the Local Site Study Team?   
             Check all that apply.
              FORMCHECKBOX 
   De-identified – Data does not contain any identifiers that could link the data to a specific 

                    participant.  (See VHA Handbook 1605.01, Appendix B, para 2b, for a list of identifiers that 

                    must be removed before data can be considered de-identified.  Data must be de-identified 

         in accordance with HIPAA and Common Rule criteria.  Scrambling of names and social 

         security numbers is not considered de-identified information.
   FORMCHECKBOX 
   Identified – Data contains direct identifiers sufficient to identify participants as indicated in

         VHA Handbook 1605.01, Appendix B, para 2b.  
              FORMCHECKBOX 
   Coded – Data linked to a specific subject by a code rather than a direct identifier.  While the

                    data may contain some protected health information only someone possessing the code 

                    can link the data to a particular participant.  

             If you checked coded, please specify who will maintain the link or code and who will have 

             access  to the link or code: 

                 
2. Will Protected Health Information (PHI) be obtained at this site during the course of this study?  

              FORMCHECKBOX 
   Yes       FORMCHECKBOX 
  No

             If yes, answer the questions below:

a.  Indicate how the PHI will be obtained by checking one or more of the boxes below:

              FORMCHECKBOX 
  From existing sources such as medical records, clinical databases, or research records.

                         Specify each source and who maintains them:          
              FORMCHECKBOX 
  Directly from project participants.  

                   Specify how the participants will be contacted and by whom:       
b.  Check any of the following HIPAA identifiers that may be collected and recorded during the course of the study at this site:
 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:       
3. If SSNs (full, scrambled, last 4) are being obtained, indicate why they are being obtained, in what form, and what security measures are in place to protect them.  Note: Investigators can obtain and use real SSNs only when the use of the real SSNs is required to meet the specific aims of the research protocol or to enter information in the subject’s health records. Study team members are prohibited from obtaining SSNs by phone.    FORMCHECKBOX 
  Check if N/A

                  
4. 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.

                   
5. Who on the local study team will have access to the data?  (Specify approximate number of personnel and their job categories, i.e., Co-investigators, Nurse Coordinators, etc.)

                  
6. Will specially obtained software be used other than that specified in the PI/SC Application?    FORMCHECKBOX 
   Yes       FORMCHECKBOX 
  No
If yes, indicate the type of 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.
     
7. 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.  Indicate how it will be used, i.e., for recruiting subjects, completing questionnaires, or processing data.

     
8. How will electronic data, as well as paper records be secured?  If data is being stored on a computer hard drive, indicate if it is encrypted per VA guidelines.

     
9. 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.       
10. How will data be transmitted and/or shipped and how will it be protected during transmission or shipping?
                  
11. How will project research data be stored?

a.  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.               

Note:  If data will reside on a non-VA server or non-VA equipment, please specify that        

           the server is certified and accredited as required by the Federal Information Security 
           Management Act of 2002 (FIMSA) and that you have obtained the required permissions    

           for use of a non-VA server.  See your Information Security Officer (ISO)
b.  If 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, or what are the plans for its destruction at the alternate non-VA site.
                                
12. How long will the research data be stored?

                 
13. Describe how the data will be destroyed once the maximum retention period or the period specified above, if longer, is reached:
                 
Note:  Include in your plan that the local ISO and Privacy Officers will be notified within 
           one hour of the improper use or disclosure being observed.

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


                 
15. 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, the justification for such disclosure, and the authority for the disclosure, i.e, HIPAA authorization or VA Form 10-5045, Request for and Authorization to Release Medical Records or Health Information.

     
16. Will data be banked for re-use in future studies differently than is described in the PI/SC Application?

                FORMCHECKBOX 
   Yes       FORMCHECKBOX 
  No     FORMCHECKBOX 
  N/A
               If yes, describe where the data will be banked and whether this is an existing repository with 

               appropriate oversight mechanisms in accordance with VHA Handbook 1200.12 or indicate if approval will be sought from the local IRB where the repository will be housed:
                 
     


Section 11:  FDA-Regulated and Other Products Used at Local Site

	1. Does the project require use of FDA-regulated drugs, biologics, devices, or other products at this site?  (Note:  Include all drugs and devices required as part of the project or trial.)
              FORMCHECKBOX 
    Yes           FORMCHECKBOX 
  No  (Skip to Section 12)
2. What are the FDA-regulated drugs, biologics, devices, or other products such as supplements, that will be evaluated and/or dispensed at this site?  List below.

                  
             If a device(s) is used, who will have control and manage the device(s)?

                  
3. How will FDA-regulated and other products used in this protocol be dispensed and tracked to participants at this site?

                  
       4.  If using drugs, has the Pharmacy been contacted and agreed with the plan?

             FORMCHECKBOX 
  Yes       

             FORMCHECKBOX 
  No
            If no, please indicate why:      
 Note:  For investigational drugs, attach a completed and signed local VA Form 10-9012, Investigational Drug Information Record for each drug, to be approved by the VA Central IRB. 
    


         Section 12:  Local Site Investigator Statement 

	1.  I have reviewed the project application as submitted by the Principal Investigator/Study 
     Chair and I have indicated on this application if I have made any changes in the model 
     documents.  I am providing a clean and track changes copy of any model documents I have
     changed.

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 protecting the rights and welfare of research participants at this site and that I understand 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.

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

· The project team has access to a population that will allow recruitment of the required number of participants.

· Our local VA facility has 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.

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

     Handbook 1200.05, para 29, 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, while maintaining all written documentation indicating compliance.
· 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, 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, the PI/SC, and this facility’s local Research and Development Office in accordance with local policies.

Local Site Investigator Signature                                               Date  

______________________________

Local Site Investigator Printed Name


Local Site Investigator Application
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