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Checklist for Continuing Reviews and Modifications in Research

 

Resource Contacts
	Privacy Officer (PO) Name
Janice H. Crosby, RHIT or  Yvonne Copeland
	VA E-Mail Address
vamhcsprivacyoffice@va.gov
	Phone Number
410-605-7328 or 410-642-2411 x6168

	Information Security Officer (ISO) Name
Perry Dollar or  Alvaro “Will” Camacho, CISSP, SSCP, CAP
	VA E-Mail Address
vamhcsisostaff@va.gov
	Phone Number
410-605-7140 or 410-642-1881

	Research Compliance Officer (RCO) Name
Terrylisa Johnson
	VA E-Mail Address
Terrylisa.johnson@va.gov
	Phone Number
410-605-7000, ext .6544

	Records Management Officer (RMO) Name
Wanda M. Shannon, RHIT
	VA E-Mail Address
wanda.shannon@va.gov 
	Phone Number
410-605-7326


Study Information
	Principal Investigator (PI) Name
     
	VA E-Mail Address 
     
	Phone Number
     

	Study Title
     
	Protocol Number (if available)
     

	Study Contact Name
[bookmark: Text12]     
	VA E-Mail Address
[bookmark: Text13]     
	Phone Number
[bookmark: Text14]     

	Check the appropriate purpose for this submission:

	Purpose of Submission:

[bookmark: Check2] |_| Continuing Review.  There are no privacy, HIPAA or data issues to be reviewed.  Proceed to Principal Investigator’s Signature Section.

Enrollment Status:
[bookmark: Check6][bookmark: Check7] |_| Open to Enrollment                                                        |_| Closed to Enrollment                                            |_| Chart Review Only   

[bookmark: Check3] |_|  Amendment.  There are no amendments to the HIPAA documents or to the collection, use, access, storage, transmission or disposal of data.  Proceed to Principal Investigator’s Signature Section.

[bookmark: Check45] |_| Only change is adding study personnel.   Study personnel are current with mandatory training requirements.   Proceed to Principal Investigator’s Signature Section

 |_| Only change is study personnel have been removed from the study.  Access to the data has been removed from the personnel leaving the study team.  Proceed to Principal Investigator’s Signature Section.

[bookmark: Check12][bookmark: Check13][bookmark: Check10]|_| Change in data collection/use/storage/transmission/disposition  |_| Change in HIPAA Authorization   |_| Change in VA Informed Consent    |_| Change in Data Use Agreement 




Description of Change
	Please describe the change in enough detail to inform the  Privacy Officer and  Information Security Officer of the impact of the change(s):













Principal Investigator’s Signature Section
	As the Principal Investigator on this study, I have read the above document and agree the information contained herein is correct.



Signature or E-signature of Principal Investigator                  Date           


Note:  This checklist should become part of the IRB protocol file in accordance with VHA Handbook 1200.05, paragraph 38.



Privacy Officer’s Signature Section 
	I have reviewed this Continuing Review/Modification prior to IRB consideration, for compliance with VA privacy and confidentiality policy.  

|_| No Changes Needed         |_| Recommend Changes Without Further      |_| Recommend Changes With Second Review Requested 
                Review Prior to IRB Consideration                    Prior to IRB Consideration
|_| A waiver of HIPAA authorization is requested 



Summary/Initial Signature or E-signature of Privacy  Officer Prior to IRB Consideration                Date             

	I have reviewed this study for compliance with VA privacy and confidentiality policy following IRB approval of the study to ensure no further changes impact the privacy and security requirements of this study.

|_| Study Complies With Policy                                      |_| Recommend changes that require a protocol modification.  Submit the ISO-PO   “Checklist for 
Continuing Reviews and Modifications in Research” when the modification is submitted.



[bookmark: _GoBack]Signature or E-signature of Privacy Officer After IRB Approval              Date       



Information Security Officer’s Signature Section 
	I have reviewed this Continuing Review/Modification prior to IRB consideration, for compliance with VA information security policy.  

|_| No Changes Needed         |_| Recommend Changes Without Further      |_| Recommend Changes With Second Review Requested 
                Review Prior to IRB Consideration                    Prior to IRB Consideration



Summary/Initial Signature or E-signature of Information Security  Officer Prior to IRB Consideration          Date   

	I have reviewed this study for compliance with VA information security policy following IRB approval of the study to ensure no further changes impact the information security requirements of this study.
 
|_| Study Complies With Policy                                      |_| Recommend changes that require a protocol modification.  Submit the ISO-PO   “Checklist for 
Continuing Reviews and Modifications in Research” when the modification is submitted.




Signature or E-signature of Information Security Officer After IRB Approval         Date  
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