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Objective:
To define a case report and delineate the position of the Carilion Institutional Review Board (IRB) with regard to the requirements for IRB approval for a case report.

General Description:
A case report is the external reporting (publication, poster presentation, verbal presentation, etc.) of an interesting clinical situation or medical condition of a single patient or a series of patients. Case reports normally contain detailed information about patient(s) and may include demographic information and information on diagnosis, treatment, response to treatment and follow-up after treatment, as well as a discussion of existing relevant literature. The patient information used in the report must have been originally collected solely for non-research purposes as the result of a clinical experience.
The Carilion Clinic IRB considers the retrospective analysis of three or fewer clinical cases to be a medical/educational activity that does not meet the federal regulatory definition of research outlined at 45 CFR 102(d) and 45 CFR 164.501. These regulations define research as a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. Case reports are generally carried out by retrospective review of records and highlight a unique treatment, case, or outcome. As the collection and organization of information for such reports usually involves no data analysis or testing of a hypothesis, they do not involve a systematic investigation designed to contribute to generalizable knowledge.
 When a larger series of patients are being reported, investigators usually begin to ask specific research questions and formal systematic collection of data occurs, moving these activities closer to prospectively designed research. Therefore, a case report of four or more clinical cases is considered human subjects research that needs IRB review and approval.
Going beyond one’s own clinical practice to seek out and report cases seen by other clinicians (even combining cases with colleagues within one’s department) creates the appearance of a systematic investigation with the intent to contribute to generalizable knowledge. Therefore, it also would be considered research and would require IRB review and approval.

Teaching and/or soliciting colleagues’ advice on clinical care of a specific patient or group of patients during presentation of a case at departmental conferences does not require IRB review. Generalized commentary by a clinician on the outcome of their clinical care of patients in accepted venues for discussions of clinical management also is not considered human subjects research requiring IRB review if there is no prospective research plan and no formal, systematic prospective collection of information. This type of communication may occur at hospital or practice meetings or in continuing education venues where comments are explicitly identified as personal experience and not formal clinical research.
Procedure:
A case report involving three or fewer individual cases does not meet the federal definition of research and does not require IRB review and approval if:

· The record review is done by persons involved in the patient’s care

· Information is presented in a way that the patient cannot be identified

· No changes are made in the patient’s care and/or no testing is added for the purpose of reporting the case; and

· Does not include investigational use of a drug, device or biologic
Although a case report involving up to three patients may not require IRB review, certain HIPAA provisions may apply and ethical concerns can arise if identifiable information is published. The use of protected health information to prepare such a case report does not require IRB review for Privacy Rule purposes. However, anyone who wishes to publish information that includes HIPAA identifiers or may identify the patient due to the description of a unique disease, condition or outcome should confer with the Carilion Clinic Privacy and Information Security Officer. Additionally, those publishing such case reports are strongly advised to obtain informed consent from any patients about whom information will be published. In the case of deceased individuals, consent should be sought from the patient’s legally authorized representative.
If it is unclear whether a particular case report requires IRB approval, the case report should be submitted to the IRB office for review.
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