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Flagler Hospital Guidance on Single Case Reports and Case Series 
 

It is the policy at Flagler Hospital that a “single” case report (three or fewer cases) does not require review by the Flagler 
Hospital IRB.  A case report is a retrospective analysis of one, two, or three clinical cases.  If more than three cases are 
involved in an analytical activity, the activity will constitute “research.”  
 
If a principle investigator has completed the Flagler Hospital Case Report Algorithm, but still requires clarification if the 
case report meets HIPAA compliance, the principle investigator can submit all documentation to Celina Makowski for IRB 
review. If the Flagler Hospital IRB determines the case review does not qualify as research, a form letter will be sent to 
the principle investigator stating the following: “The IRB received your request (dated ‘x’), concerning a single case report 
you wish to publish.  The Flagler Hospital IRB has determined that a case report does not produce generalizable 
knowledge, nor is it an investigation of the FDA regulated product.  IRB review is not required for this activity.”  This 
letter can be submitted with case report to a journal as needed.  The principle investigator should inform the IRB if a 
journal does not accept the IRB’s decision.  The issue will then be brought to the IRB Chair for resolution. 
 
A case series (more than 3 cases) meets the definition of human subjects research and requires the submission of a new 
protocol application to be submitted to Flagler Hospital IRB. 

 
Activity  IRB Approval  HIPAA Authorization  

Case report or retrospective chart review 
with three (3) or fewer patients not 
presented as a systematic investigation 
designed to contribute to generalizable 
knowledge  

IRB approval not required, if HIPAA 
complaint. 

If the case report will include one or more 
of the 18 PHI data elements, including 
“any other unique identifying number, 
characteristic, or code,” an authorization 
must be obtained for disclosure of the PHI 
in the case report.  This includes a case so 
unique that individuals with personal 
knowledge of the incident could identify 
the patient.  It is required that patients 
provide written HIPAA authorization to 
allow information on their case to be 
published, if it is not de-identified in 
accordance with 45 CFR 164.514(a).  In 
the case of patients who are deceased, 
HIPAA authorization is required from the 
patients’ family, with the exception of 
persons who have been deceased for 
more than 50 years.   

Case report or retrospective chart review 
of more than three (3) patients 

IRB review and approval required.  Submit 
appropriate IRB application.  

Written HIPAA authorization must be 
obtained unless the IRB has granted a 
waiver of authorization and/or 
documentation of informed consent. 

NOTE:  Case reports for publication must be prepared in accordance with the requirements of the HIPAA privacy 
regulations.  Any use or disclosure of PHI must be authorized by the patient, or, if the patient is deceased, the patient’s 
family.  Publication of a case report containing PHI is a disclosure of PHI.   
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