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	Author Name and Affiliation:  FORMTEXT 

     

	Department:  FORMTEXT 

     
	Address:  FORMTEXT 

     

	Office Phone:  FORMTEXT 

     
	BH Email Address:  FORMTEXT 

     

	Co-Author name(s) and Affiliation(s):  FORMTEXT 

     

	Title of Case Study/Report:  FORMTEXT 

     


The Broward Health IRB does not require review of case studies/reports which do not meet the definition of human subjects research.  Use this form to determine whether submission to the IRB is required and/or if you need an IRB acknowledgement letter for a journal.

	Provide a brief description of the case study/report:  FORMTEXT 

     

	
	True
	False

	The case report includes three patients or less.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Nothing was done to the subject(s) with prior research intent.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The case report does not contain elements of a systematic investigation (e.g. statistical methods).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The case report describes an interesting treatment, presentation, or outcome.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The published article will not contain any identifiable information1 OR authorization has been obtained2.
	 FORMCHECKBOX 

	 FORMCHECKBOX 



SUBMISSION IS NOT REQUIRED IF: All of the questions are “true.” You must read and agree to the statement of assurance.  Print a copy of this worksheet, sign and date, and save for your records.
SUBMISSION IS REQUIRED IF: Any of the questions are “false.” Submit a new application to the IRB via IRBManager.

Statement of Assurance

I agree to the following:
1. I will take specific measures to protect the confidentiality of the information obtained retrospectively about existing data for this case report.

2. I will record any data in such a way that individuals will not be identifiable in any public communication (by removing any of the 18 PHI identifiers in compliance with HIPAA regulations) unless I obtain the individual(s) permission to do so documented in writing by HIPAA Authorization.

3. I will submit a separate new study application, as required by the IRB, if further studies involving humans are desired in this project.
I accept and agree to the terms set forth as it pertains to this worksheet and the Broward Health Policy for Case Reports.
______________________________        ___________________________
Signature



Date

 Any of the 18 protected health identifiers under the HIPAA Privacy Rule
2 Signed HIPAA-compliant authorization for the specific use and disclosure of PHI


