INSTRUCTIONS FOR COMPLETING PRIVACY REVIEW CHECKLIST (VA FORM 10-250)

Pls/Project Coordinators need to submit the Privacy Checklist for all new studies as well as for any
amendments that involve a change in protection of privacy and confidentiality (e.g., change in VA
informed consent, HIPAA authorization or waiver, DUAs, etc.).

For new local studies conducted at the South Texas Veterans Health Care System, the VA Privacy Officer
is required to conduct a preliminary privacy review before obtaining IRB approval and a final privacy
review after IRB approval is obtained. [Multi-site studies that use the VA CIRB may obtain national
privacy review; if you are not sure, contact one of Human Protocol Managers at STXResearch@va.gov.]

Three Privacy “Cheat Sheets” have been provided as a guide for different study types.
e Studies involving only review of medical records/secondary data with approved HIPAA waiver
e Studies involving consent / HIPAA authorization

e Studies involving consent / HIPAA authorization plus review of medical records/secondary data
with approved HIPAA waiver (e.g., for recruitment purposes)
Note: Please do not use an edited version of the cheat sheet for your submission. Complete a blank

form available at https://www.southtexas.va.qov/Research/Documents/Privacy 2020 VA-10-250.pdf
and use the cheat sheet as a guide.

Pls/Project Coordinators are responsible for completing the following:
e 1%t Page — complete all items with study-specific information

e 2" Page - complete “Comments” column as indicated by relevant “cheat-sheet,” leave middle
“Compliant” column blank

e 3" Ppage —complete “Comments” boxes only in last column as indicated by relevant “cheat-
sheet”; leave “Compliant” boxes blank

e 4™ page - complete “Comments” boxes only in last column as indicated by relevant “cheat-
sheet”; leave “Compliant” boxes blank

e 5™ Page —leave blank
Please note: delete content or edit verbiage in the Cheat Sheet Comment boxes as needed. For

example, delete content that is not relevant (e.q., specific form). Pay special attention to items on the 4™
page — e.g., if non-Veterans are not being enrolled at the VA, edit as needed to clearly indicate. If you
have any questions, please contact the Human Subject Protocol Manager for assistance.

Submit the completed Privacy Checklist to STXResearch@va.gov along with the following documents:
e Study abstract

e Draft of relevant IRB protocol form (e.g., Inst-CT, Inst, Exempt Research Request, Determination
Form for either Non-Regulated Research or Non-Human Research)
e Drafts of Consent form, HIPPA authorization, and/or HIPAA waiver if applicable

e R&D Information Security Form
Please note: any form mentioned in the Privacy Checklist comment boxes needs to be included in the

Privacy submission packet.
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