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Checklist for Reviewing

 Privacy, Confidentiality and Information Security in Research

Resource Contacts
	Privacy Officer (PO) Name

Shannon T. Caston
	VA E-Mail Address
Shannon.Caston@va.gov
	Phone Number
707-437-1823

	Information Security Officer (ISO) Name

Sharon Harris
	VA E-Mail Address
Sharon.Harris@va.gov
	Phone Number
916-923-4960

	Research Compliance Officer (RCO) Name

Ellece Papas
	VA E-Mail Address
Ellece.Papas@va.gov
	Phone Number
916-843-7326

	Records Management Officer (RMO) Name

John Hinson

Anibal Santos-Rivera
	VA E-Mail Address

John.hinson2@va.gov
Anibal.Santos-Rivera2@va.gov
	Phone Number

916-843-9128

916-825-3382


Study Information
	Principal Investigator (PI) Name

     
	VA E-Mail Address 
     
	Phone Number

     

	Study Title

     
	Protocol Number (if available)

     

	Study Contact Name

     
	VA E-Mail Address

     
	Phone Number

     


	Check all of the following that apply to this submission:

	Purpose of Submission:
 FORMCHECKBOX 
 New Protocol          FORMCHECKBOX 
 Continuing Review      FORMCHECKBOX 
  Amendment         FORMCHECKBOX 
 Only change is adding study personnel.  If so, answer questions 1 & 26 & proceed to PI Signature Section            
 FORMCHECKBOX 
 Only change is study personnel have been removed from the study.  If so, answer question 41 and proceed to Signature Section
 FORMCHECKBOX 
 Change in data collection/use/storage/transmission/disposition   FORMCHECKBOX 
 Change in HIPAA Authorization    FORMCHECKBOX 
 Change in VA Informed Consent     FORMCHECKBOX 
 Change in Data Use Agreement  

Enrollment Status:

  FORMCHECKBOX 
 Open                        FORMCHECKBOX 
 Closed         
Funding Source: 
  FORMCHECKBOX 
  None                       FORMCHECKBOX 
  VA/Coop Study                         FORMCHECKBOX 
  NIH or Other Government Agency                      FORMCHECKBOX 
 Private Funding.  Specify:                         

Data Use Information:
 FORMCHECKBOX 
 Written Agreements Regarding Data Use                    FORMCHECKBOX 
 Data Use Agreement exists                                    FORMCHECKBOX 
 Videos, pictures or audio recordings will be obtained                       
 FORMCHECKBOX 
 Study will require a contractor who will have access to VA sensitive data.  Specify contractor and services:                                      


	Check any of the following HIPAA identifiers that may be collected and recorded during the course of the study:

	 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) associated with an individual & 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 state.  Specify:      
	 FORMCHECKBOX 
 Vehicle IDs and serial numbers including license plate numbers
	 FORMCHECKBOX 
Other unique identifying number, characteristic or code  Specify:       


	Instructions for completing the following sections of the checklist, if applicable:

Each of the items listed must be discussed fully in the study application.  Where requested, please select the applicable source document and enter the page number.  The choices for source document are:  

A. Application
B. HIPAA Authorization

C. Request for HIPAA waiver of authorization

D. VA Informed Consent

E. Request for waiver of VA Informed Consent

F. Attachment to Application.  If applicable, please identify the specific attachment

G. Data Use Agreement or Data Transfer Agreement

H. Protocol

I. Other   Specify

If the answer is N/A (not applicable, no response will be expected in source code or page number fields.  Additional sources may be indicated in the text field provided.


Principal Investigator’s Signature Section
	As the Principal Investigator on this study, I have read the below document and agree the information contained herein is correct.
Signature or E-signature of Principal Investigator                  Date           


Note:  This checklist will become part of the IRB protocol file in accordance with VHA Handbook 1200.05, paragraph 38.
Privacy Training: All study staff are up-to-date with VHA Privacy Policy Training. (Ref: VHA Handbook 1200.05, ¶61a and VHA Handbook 1605.1, ¶3(4))   

 FORMCHECKBOX 
 Yes             FORMCHECKBOX 
 No           

Information Security Training:  All study staff are up-to-date with VA Privacy and Information Security and Rules of Behavior training. (Ref:  VA Directive 6500, ¶2a(5) and ¶3f(2) and VA Handbook 6500, Appendix D, ¶AT-2) 

 FORMCHECKBOX 
 Yes             FORMCHECKBOX 
 No        
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