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Case Reports
INTRODUCTION:

Clinical service providers are often involved with the care of a patient who presents with interesting symptoms, treatment patterns or outcomes.  As such, many providers may wish to share, or disseminate information about the patient’s case with others within or even external to the institution where the patient was seen.  
This policy refers to medical case reports shared outside UHCMC and establishes when a case report requires Institutional Review Board (IRB) review and a determination as to whether Research HIPAA and the Privacy Rule are applicable.   

DEFINITIONS:

Case report: A case report, by UHCMC definition, is medical information collected and presented on no more than three (3) patients to highlight an interesting treatment, presentation, or outcome.  A case report generally results from a retrospective review of the medical record and/or the clinical provider’s files.  In this regard, case reports differ from research protocols in which data are collected with intent to evaluate a specific hypothesis.
  

Generalizable knowledge: Knowledge "expressed in theories, principles, and statements of relationships" that can be widely applied to our experiences. The term "generalizable knowledge" is used to distinguish the results of research from the results of non-research activities such as clinical practice or teaching activities. For the most part, the terms clinical practice or teaching refer to interventions that are designed solely to enhance the well-being or knowledge of an individual. 
HIPAA:   The Health Insurance Portability & Accountability Act (HIPAA) enacted April 14, 2003.  This regulation, also known as the “Privacy Rule”, establishes conditions under which researchers and investigators may have access to and use an individual’s PHI to for research purposes. This regulation indicates that signed authorization must be obtained unless the Institutional Research Privacy Board (RPB) has otherwise designated that this is not necessary. 
Human Subject (or Participant): As defined by DHHS under 45 CFR46.102 (f) a human subject is a living individual about whom an investigator (whether professional or student) conducting research obtains (1) data through intervention or interaction with the individual, or (2) identifiable private information.  As defined by the FDA under 21 CFR 56.102 (e) a human subject is an individual (either healthy or a patient) who is or becomes a participant in research, either as a recipient of the test article or as a control.
Research: As defined by DHHS under 45 CFR 46.101 (d ) research  is any systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge).  As defined by the FDA under 21 CFR 56.102 (c), a clinical investigation (research) involves a test article and one or more human subjects.
The term "research" designates an activity designed to test a hypothesis, allow conclusions to be drawn, and thus to develop or contribute to generalizable knowledge.

POLICY

An activity that has the potential to involve humans, living or deceased, or specimens/data obtained from humans and has the potential to qualify as or be considered as research, must receive a determination from the UHCMC Center for Clinical Research and Technology (CCRT) regarding the nature of the activity and the type of review required. 
If an investigator develops a case report that he/she wishes to present, publish, or use to fulfill the requirement for scholarly activity outside this institution and associated departments at Case, this case report must be submitted to the UHCMC CCRT for review prior to dissemination (publication, presentation, etc).  A case report that includes information from 3 or fewer patients generally does not meet the definition of a “systematic investigation” and therefore does not meet the definition of “research” (45 CFR 46.102(f) or 21 CFR 56.102(e)).  If the case report does not qualify as human subject research, the CCRT will return a formal designation indicating such.

In some instances, when one of the following occurs, the case report may in fact be considered “research” and will require IRB review and approval prior to engaging in the activity:  

· The investigator acknowledges in the report that it is “research”;   

· The report is written in an attempt to contribute to generalizable knowledge (as opposed to being simply a discussion of a case and clinical outcomes); 

· The investigator intends to use an intervention to prove/disprove a hypothesis, or  requires treatment or record keeping modification for research rather than clinical purposes or;
· More than three (3) cases will be written up as part of the report.
If an investigator believes that the case report meets the criteria for “human subject research” (as noted above), the protocol should be submitted according to the UHCMC Protocol Submission Requirements policy.

PROCEDURES

If an investigator believes that the case report does not qualify as “human subject research” (as noted above), the investigator/author of a case report must submit a UHCMC “Activity Determination Form (Non-Human/Non-Research)” form (DET).  In addition a summary of the case report must be submitted, including information about what information will be used, how it will be obtained, and whether or not the patient will be notified of its use (especially relevant if the patient is an active patient within the UH Health System).  A copy of the actual case report presented/submitted should also be provided once it is available.
An investigator must ensure that the case report does not include any of the following: 

· personally identifiable private information about a living human person

· any of the 18 protected health information identifiers (PHI) noted in the HIPAA regulations unless authorization from the individual(s) has been obtained. 
If the report will contain either of these, additional HIPAA requirements will have to be considered, per the UHCMC IRB policy “Use of PHI in Research (HIPAA and the Privacy Rule)”.
If the CCRT reviews the request regarding the case report activity and agrees that the activity does not constitute “human subject research” per DHHS and FDA regulations, the investigator will receive a signed copy of the Activity Determination Form (DET) indicating this.

If it is the conclusion of the CCRT that the submitted proposal qualifies as “human subject research”, the investigator will be notified of the decision and the rationale.  The investigator must then submit the project to the IRB for review and approval (see UHCMC IRB Policy Protocol Submission Requirements).  Please note that the IRB will not provide “after the fact” approval of the research as this is prohibited by Federal regulation.  Authors are encouraged to seek advice from the CCRT or the IRB Administration Office prior to developing a case report when difficult questions arise about whether IRB review may be required. 

Failure to follow this policy could result in an allegation of non-compliance or disciplinary action.  Violations of this policy will be reported following the procedures in the UHCMC IRB Policy “Reporting to Regulatory Agencies, Department Heads, and Institutional Officials”. 
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