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EMERGENCY USE FOLLOW-UP REPORT TO RSRB
INSTRUCTIONS:

· Use this form to report any developments pertaining to an emergency use of a test article (e.g., patient outcomes, serious adverse events, unanticipated problems) after the initial report to the RSRB notification using the previously submitted Report of New Information through the IRB Review System. 
· To complete the document, select the appropriate checkbox for each applicable development and complete responses for that section of the report.  Additional pages may be attached if necessary.  
	GENERAL INFORMation

	Treating Physician Name:
	Department:
	Date of Follow-Up Report:

	      
	     
	     

	Name of Test Article:
	Patient Initials:
	Date of Treatment:

	     
	     
	     

	 FORMCHECKBOX 
 Patient outcomes

	Describe the outcome of the emergency use to date:        

	If a waiver of consent was originally applied, has the patient and/or the patient’s legally authorized representative been notified of the use of the test article and consent to continue use obtained?
 FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO
If “Yes”, attach a copy of the signed consent document.

	 FORMCHECKBOX 
 SERIOUS ADVERSE EVENT (SAE)

	Note:  Only events that are SERIOUS, UNEXPECTED and RELATED to the administration of the test article need to be reported to the RSRB.

	SAE Onset Date:      

	SAE Description & Treatment:       

	Seriousness (check all that apply):  
	 FORMCHECKBOX 
  Fatal
	 FORMCHECKBOX 
  Life Threatening

	
	 FORMCHECKBOX 
  Permanent Disability
	 FORMCHECKBOX 
  Hospitalization 

	
	 FORMCHECKBOX 
  Congenital Anomaly/Birth Defect
 FORMCHECKBOX 
  Other (specify):       
	 FORMCHECKBOX 
  Saving Intervention Required

	Relationship to Test Article:
	 FORMCHECKBOX 
  Possibly/Probably
	 FORMCHECKBOX 
  Definitely Related

	Expectedness:
	 FORMCHECKBOX 
  Expected
	 FORMCHECKBOX 
  Unexpected

	SAE Outcome:       

	IF OUTCOME IS RESOLVED, date of resolution:       

	IF OUTCOME IS DEATH, date of death:       
Cause of Death:       

	Additional information/comments:       

	 FORMCHECKBOX 
 UNANTICIPATED PROBLEM

	Note:  Only events that are UNANTICIPATED and CAUSED BY or RELATED TO administration of the test article and INVOLVE RISK to the patient or others need to be reported to the RSRB.

	Date Problem First Occurred:       

	Description of the Problem (including a description of the risks posed to the patient or others):       

	Steps Taken to Resolve the Problem:       

	Additional information/comments:       

	 FORMCHECKBOX 
 ADDITIONAL INFORMATION

	Provide any additional information/comments pertinent to the emergency use (attach additional documents if necessary):       
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