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University of Washington Human Subjects Division]GUIDANCE Case Reports, 
IRB Review, and HIPAA


PURPOSE and APPLICABILITY

This document provides guidance about regulatory requirements associated with presentation or publication of case reports. It may also be used by authors of case reports to document the University of Washington policies concerning IRB review and HIPAA authorization for case reports – for example, as documentation provided to a journal editor. These policies were established by the UW Human Subjects Division (re: IRB review), with guidance from UW Medicine Compliance (re: HIPAA authorization).

GUIDANCE
Definition of a Case Report
A case report (or case study) is a medical or educational activity involving the presentation or publication of information and analysis for the purpose of highlighting an interesting experience, observation, treatment, relationship, or outcome. It may involve a prospective intervention or prospective collection of specimens or data that is not part of standard service or care.

Case Reports and IRB Review
Case reports do not meet the federal regulatory definition of research and do not require IRB review because they are not designed to be predictive of similar circumstances (i.e., designed to develop generalizable knowledge).

HIPAA Requirements
Although case report do not require IRB review, they must still comply with HIPAA Privacy Rule requirements about Protected Health Information (PHI). If these case reports require access to, and the use of, PHI, the author is expected to:
· Obtain HIPAA authorization from the patient or patient’s representative (e.g., if the patient is deceased), using a clinical HIPAA authorization form (e.g., UW Medicine form UH0626) – OR – 
· Ensure that all HIPAA-specific identifiers are removed from the case report so that there is no reasonable risk of patient identification in the case report. This means:		
· Removing the 18 identifiers specified in the HIPAA Privacy Rule (UW Medicine Compliance policy COMP.103 “Special Circumstances: Limited Data Sets, and De-identification of PHI”); AND
· Determining that no photo, image, or illustration in the case report could lead to identification of the patient; AND
· Determining that the cases described are not so unique as to be identifiable if someone looked at public sources such as media accounts.

RELATED MATERIALS
None
REGULATORY REFERENCES
UW Medicine Compliance Policy COMP.103, “Use and Disclosure of Protected Health Information (PHI)”
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