UALR Adverse Event Report


	IRB Protocol Number:      
	Date:      

	Project Title:      

	Principal Investigator:      
	Phone:      

	IRB Contact:      
	Phone:      


	1. Adverse Event Details
	a. Sponsor      
	b. Date Aware of Event:      

	
	c. Type of Report:  FORMCHECKBOX 
 Initial   FORMCHECKBOX 
 Follow Up #
	d. Outcome of Event 

	
	

	2. Nature of Adverse Event
	a. SERIOUS

     FORMCHECKBOX 
 Death

     FORMCHECKBOX 
 Life Threatening

     FORMCHECKBOX 
 Hospitalization (Initial or Prolonged)

     FORMCHECKBOX 
 Disability (Persistent or Significant)
     FORMCHECKBOX 
 Requires treatment or intervention to preclude impairment or damage to a subject
     FORMCHECKBOX 
 Medically Significant
     FORMCHECKBOX 
 Other: 
	b. RESULT
     FORMCHECKBOX 
 Unanticipated       FORMCHECKBOX 
 Anticipated

	
	
	c. RELATIONSHIP TO STUDY
     FORMCHECKBOX 
 Definitely Related  FORMCHECKBOX 
 Unlikely Related

     FORMCHECKBOX 
 Probably Related    FORMCHECKBOX 
 Unrelated

     FORMCHECKBOX 
 Possibly Related     FORMCHECKBOX 
 Unknown

	
	
	d. MONITORED BY EXTERNAL DSMB
     FORMCHECKBOX 
 No                           FORMCHECKBOX 
 Yes

	3. Assessment of Adverse Event
	a. RISK BENEFIT RATIO AFFECTED
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO
	If YES, explain:      

	
	b. PROTOCOL CHANGES REQUIRED
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO
	If YES, explain:      

	
	c. CONSENT CHANGES REQUIRED
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO
	If YES, explain:      

	
	D. RECONSENT OF SUBJECTS REQUIRED
	 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO
	If YES, explain:      


	DECLARATION: I attest that I have carefully reviewed the external event attached to this form.

____________________________________________                                       _________________________

Principal Investigator’s Signature                                                                         Date


	IRB Office Action:

 FORMCHECKBOX 
 Refer to IRB Chair.                                         FORMCHECKBOX 
 Refer to full IRB Meeting  Date:______________________                                                                             
IRB Staff Signature_____________________________________                     Date______________________



	IRB Chair Recommendation:

 FORMCHECKBOX 
 No further action required. Report Accepted as submitted.              FORMCHECKBOX 
 Refer to full IRB.
 FORMCHECKBOX 
 Additional information requested.
Comments:

IRB Chair Signature_____________________________________                    Date______________________



	IRB Full Board Recommendation:
 FORMCHECKBOX 
 No further action required. Report accepted as submitted.               FORMCHECKBOX 
 See attached stipulations.

IRB Staff Signature______________________________________                   Date______________________





Revised 04-07


