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 BON SECOURS RICHMOND HEALTH SYSTEM IRB
INTERNAL SERIOUS ADVERSE EVENT/ UNANTICIPATED PROBLEM FORM

When reporting an internal SAE/UNANTICIPATED PROBLEM, complete this form.

Any forms required by the sponsor should be attached.

BSRHS Policy for Serious Adverse Event/Unanticipated Problem reporting:  The Principal Investigator shall promptly report any unanticipated problems involving risks to subjects or others to the IRB and any other appropriate regulatory authorities.  The principal investigator will submit any serious adverse events to the IRB Director within 48 hours of the date he/she was notified of the event for an internal event and within 10 working days of the date he/she was notified of the event for an external event.  The death of a subject must be reported immediately.
	Investigator Name:       

	Name of Protocol:       

	

	

	Sponsor:       

	Drug/Device Name:       

	Subject ID:        

	                                      (Do not list patient name)

	Subject Age:                          FORMCHECKBOX 
 Male              FORMCHECKBOX 
 Female

	

	DATES

	Date you first became aware of SAE/unanticipated problem:

	           

	(MM/DD/YY)

	Date of this report:         

	                            (MM/DD/YY)

	 FORMCHECKBOX 
  Initial Report              FORMCHECKBOX 
  Follow-up Report

	First Dose/Device Use:          

	                                    (MM/DD/YY)

	SAE Onset/Date of Event:          

	                                          MM/DD/YY)

	Date reported to sponsor:          

	                                       (MM/DD/YY)


	Brief Description of SAE/Unanticipated Problem:

	     

	

	


 FORMCHECKBOX 
Resolved

 FORMCHECKBOX 
On-Going

*Please attach any additional documentation to this form, as necessary

Seriousness (check all that apply):

      Relationship to drug/device:

Expectedness:
   FORMCHECKBOX 
  Fatal



         FORMCHECKBOX 
  Not Related


 FORMCHECKBOX 
 Unexpected

   FORMCHECKBOX 
  Life Threatening


         FORMCHECKBOX 
  Possibly                  FORMCHECKBOX 
  Probably               FORMCHECKBOX 
 Expected
   FORMCHECKBOX 
  Disability



         FORMCHECKBOX 
  Definitely Related




   FORMCHECKBOX 
  Hospitalization   


         FORMCHECKBOX 
  Cannot be Excluded                 
   FORMCHECKBOX 
  Other (specify):     
	


Do you recommend changes to the protocol?         FORMCHECKBOX 
  No  FORMCHECKBOX 
 Yes: if yes, attach proposed changes & Revision Form
Do you recommend changes to the consent form? FORMCHECKBOX 
  No  FORMCHECKBOX 
 Yes: if yes, attach proposed changes & Revision Form
        
     






     


	Signature of Primary Investigator
	 Date








Serious or Unexpected Adverse Event or Problem includes, but is not limited to, any experience that suggests a significant hazard, contraindication, side effect, or precaution and includes any experience that is a death, life-threatening occurrence, persistent or significant disability/incapacity, inpatient hospitalization or prolongation of existing hospitalization, congenital anomaly/birth defect, and/or any other experience that suggests a significant hazard, contraindication, side effect or precaution that may require medical or surgical intervention to prevent one of these outcomes.


Unanticipated Problem Involving Risk to Subjects or Other includes, but is not limited to, an undesirable and unintended, although not necessarily unexpected, result of therapy or other intervention (e.g., loss of confidentiality research protocol deviation possibly affecting the risk to the participant).  An undesirable or unintended risk to someone other than the research participant as a result of the research intervention (e.g., family member upset about consent of participant) also is included.
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