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Does the research engage an institution?1,2
Answer the following questions:
The institution is NOT engaged in <Human Research as Defined by HHS>
The institution is engaged in <Human Research as Defined by HHS>
Footnotes
1. OHRP Guidance: Engagement of Institutions in Human Subjects Research (2008)
2. In this worksheet, "research" means <Research as Defined by HHS> involving <Human Subjects as Defined by HHS> and "subject" means <Human Subject as Defined by HHS>.
3. On a case-by-case basis in response to specific requests from institutions, OHRP has found some institutions in certain circumstances to be not engaged, even though the exact non-engaged scenario is not included in OHRP’s October 16, 2008 guidance document. See OHRP Correspondence on "Non-engaged" Scenarios.
4. Employees or agents refer to individuals who: (1) act on behalf of the organization; (2) exercise organizational authority or responsibility; or (3) perform organizationally designated activities. Legal counsel for the institution being evaluated for engagement should decide which individuals at an institution are employees or agents.
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