SLUHN Case Report Publication Policy 

1) Introduction
Documenting unique and interesting clinical cases for publication or presentation is common practice among healthcare providers. However, case reports present a unique ethical challenge because certain patient information (e.g., images) may be more easily identifiable than other types of data. Therefore, many peer-reviewed journals require that patients give informed written consent for publication, and that patients are fully aware of the potential consequences of their medical information being published. 

2) SLUHN Institutional Review Board (IRB) Position

A. The Federal Policy for the Protection of Human Subjects (45 CFR 46.102(d)) defines "research" as a systematic investigation, including research development, testing, and evaluation that is designed to develop or contribute to generalizable knowledge. All human-subjects research must receive written IRB approval prior to its implementation. 
B. Case reports with more than 3 patients meet the previous definition of “research” and therefore DO require written IRB approval prior to implementation.
C. Case reports with 3 or fewer patients do NOT meet the criteria for “research” as previously defined and therefore do NOT require written IRB approval.

D. If a peer-reviewed journal requires a written statement prior to publishing a case report, the IRB will send the principal investigator a form letter as follows: "The SLUHN IRB has received your request dated ____________ concerning a case report you wish to publish.  The IRB has determined that a case report with < 3  patients does not meet the definition of “research” as put forth by the Federal Policy for the Protection of Human Subjects (45 CFR 46.102(d)).  Therefore, IRB review is not required for your case report."

E. When writing case reports that describe clinical scenarios involving patients’ identifiable medical information, healthcare providers must make every effort to protect and respect patient confidentiality. 

F. Although the use of protected health information (PHI) to write the case report does not require IRB review, case reports must comply with all HIPAA regulations. Therefore, case report authors must obtain written informed consent from either the patient or the patient’s legally authorized representative (LAR) if the patient is deceased, in order to use any patient information in the case report. 
G. Prior to submission of the case report manuscript, authors must remove the following 18 HIPAA identifiers listed in 45 CFR 166.514(a): 1] names; all geographical subdivisions smaller than a state;  all elements of dates directly related to an individual;  telephone number;  fax number;  electronic mail addresses;  social security number;  medical record number;  health plan beneficiary number;  account number;  certificate/license number;  vehicle identifier;  device identifier;  URL;  IP address;  biometric identifiers;  full face photographic images;  and any other unique identifying numbers, characteristics, or codes  (https://www.gpo.gov/fdsys/#)
H. If the authors remove the 18 HIPAA identifiers, but the information associated with a patient includes a unique characteristic that could be used to identify a patient (either alone or in combination with other information included in the case report), the authors should contact the SLUHN Chief Compliance & Privacy Officer to discuss the matter prior to submission of the manuscript (Patricia.Savitsky@sluhn.org) 

SLUHN CONSENT FORM FOR CASE REPORTS

Title of Case Report:

Principal Investigator (PI):  

Name, degree(s)





Department






Contact Phone Number
Person Obtaining Consent 

Name, degree(s)
(if Different from PI):


Department






Contact Phone Number
Dr. (insert name) would like to use information about your (insert condition/disease/experience) to write a case report.  Case reports are usually written to share new information based on one patient’s experience during medical treatment. This new information may help other physicians and healthcare providers.  A case report may be published in print or on the internet, or it might be presented at a medical conference. This form explains the purpose of this case report.  Please read this form carefully and take your time to make your decision and ask questions.  

The purpose of this case report is to inform other physicians that (insert specific reason, including outcomes of interest). For this case report, the information your physician would like to use includes (insert detailed information here).  This case report will discuss the information listed and how it affects (insert details surrounding the outcome that was previously listed).
The law requires Dr. (insert name) to protect your privacy. This means Dr. (insert name) cannot share your personal information (including your name, date of birth, and medical record number). When the case report is published or presented, your personal information will not be revealed. Although Dr. (insert name) will do everything possible to keep your personal information confidential and protected as required by law, there is a small risk that publication of this case report could result in a loss of confidentiality due to your unique experience as a patient (insert examples relevant to case).  
Your participation in this case report is completely voluntary and will not affect the care you receive from Dr. (insert name). You may withdraw your consent at any time before the case report is published; however, once it is published, you will no longer be able to withdraw your consent.  Even though you will not directly benefit from participating in this case report, the information may help other patients in the future. You will not incur any additional costs by allowing your information to be included in this case report, nor will you receive any compensation.     

Dr. (insert name) will also share with you any new information related to this case report that could affect your medical care.
Please feel free to ask Dr. (insert name) any questions before you give your permission for your information to be used in this case report. Your signature below means that you understand how your information will be used and that you give permission for your information to be used in this case report.
PATIENT CONSENT FOR CASE REPORT  

Case Report Title: 

Name of Participant:  ______________________________________________________________
Participant Guardian/Representative (if participant is unable to give consent):

_________________________________________________________________________________
Relationship of Guardian/Representative to Participant (if participant is unable to give consent:

__________________________________________________________________________________
By signing this form, I confirm that:

· The case report has been fully explained to me and all of my questions have been answered to my satisfaction.
· I have been informed of the risks and benefits, if any, of allowing my information to be used in this case report.
· I have been informed that I do not have to participate in this case report.
· I authorize access to my personal health information (medical record) as explained in this form.

· I have agreed to participate in this case report.
____________________________       
_______________________      

  _________________
Name of Participant/Guardian      
       Signature


                             Date

(print)        


 

