1. Does the work you are doing pose significant risk to patients OR include
testing the safety and efficacy of a drug or device in a human subject?

YES

A

NO

2. Is the activity is supported by a contract or grant for research AND

involves human subjects?

YES

\ 4

A

| NO

3. Is the primary purpose of the project to disseminate findings outside of
SFDPH or your UCSF Department to contribute to generalizable knowledge?

YES

A

NO

4. Does the analysis require re-analysi

s of identifiable data or new data that

was not already collected for the QI/QA project?

YES

v

A\ 4

NO

5. Is the analysis asking different questions from your QI/QA project, as
sponsored by your operational leadership?

YES

v

A

NO

6. Is this request approved by the operational sponsor or the QI project? (List

that person’s name, email, and role.)

NO

v

\ 4

\4

YES

This is most likely research.

Submit your proposal to
IRB for review.

After IRB approval,
complete the ZSFG/SFDPH
Research Protocol
Application.

(https://zsfg.ucsf.edu/research-
protocol-applications-zsfg)

7. This is most likely QI/QA. Disseminating the findings of a QI/QA activity does not in and of itself obligate prior IRB review of the activity (e.g., IRB approval would NOT be
required to disseminate information about your QI/QA activity as long as you do not require re-analysis of identifiable data). Provide information about the project aims,
methods, sources of data, specific data requested (Minimum Necessary Standard), and procedures for secure/encrypted storage of data and future destruction of data.

References:

https://www.sf.gov/sites/default/files/2023-05/HIPPA_ConductOfResearchPolicy121421.pdf

https://irb.ucsf.edu/quality-improvement-gi-and-quality-assurance-ga

* Flowsheet above does NOT determine whether requests
are approved or prioritized, for either QI or research.
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