Durham Veterans Affairs Medical Center

Institutional Review Board

Serious Unanticipated Problem / Serious Unanticipated Adverse Event Report Form



Instructions:  Complete this form for any local Serious Unanticipated Problem or local Unanticipated Serious Adverse Event.  Report the Problem/Event within 5 business days of Study Staff/Principal Investigator becoming aware of Problem/Event.  Problems/events that do not meet the 5 business day reporting requirement should be reported at continuing review per local SOPs.
	Principal Investigator:       
	Study Coordinator:       

	Title of Protocol:       

	MIRB Number:       
	Participant Study ID (no SSN):       

	Date of Event:       
	Date Notified of Event:       


 FORMCHECKBOX 
 Durham VAMC Study Event (Local)
 FORMCHECKBOX 
 Sponsor/Off-site Event (Submit only if meaningful analysis is provided, attach report to this form)
Description of Event:       
Serious Adverse Event?   FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes: Check all reasons that apply:
 FORMCHECKBOX 
  Death  
        FORMCHECKBOX 
  Life-threatening event
 FORMCHECKBOX 
  Hospitalization (inpatient or prolonged)
 FORMCHECKBOX 
  Persistent or significant disability /incapacity
 FORMCHECKBOX 
  Congenital anomaly or birth defect   

 FORMCHECKBOX 
  Important Medical Event (an event that may jeopardize the subject and may require medical or surgical intervention to prevent one of the other “serious” outcomes)
Serious Problem?   FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes: Check all reasons that apply:

 FORMCHECKBOX 
  Interruption of subject enrollment or other research activity due to concern(s) about the safety, rights, or welfare of human research subjects, research staff, or others

 FORMCHECKBOX 
  Any work-related injury to personnel involved in human research, or any research-related injury to any other person, that requires more than minor medical intervention, requires extended surveillance of the affected individuals, or leads to serious complications or death

 FORMCHECKBOX 
  Any action taken in response to a VA Pharmacy Benefits Management (PBM) Bulletin or Communication
 FORMCHECKBOX 
  A DMC, DSMB, or DSMC report describing a safety problem
 FORMCHECKBOX 
  Sponsor analysis describing a safety problem for which action at the facility level may be warranted   (Note:  Sponsor AE reports lacking meaningful analysis do not constitute “problems”)
 FORMCHECKBOX 
  An unanticipated problem involving substantive harm (or a genuine risk of substantive harm) to the      safety, rights or welfare of human subjects, research staff, or others

 FORMCHECKBOX 
  A problem reflecting a deficiency that substantively compromises the effectiveness of Durham VAMC’s human research protection program
 FORMCHECKBOX 
  Any protocol deviation that places one or more subjects at increased risk of harm

 FORMCHECKBOX 
  Any lost or stolen electronic devices used in or for research purposes (laptops, personal digital assistances or other electronic recording devices, etc.)

 FORMCHECKBOX 
  Other:          

Unanticipated?   FORMCHECKBOX 
Yes      FORMCHECKBOX 
No:  Check reasons why this event is anticipated:

 FORMCHECKBOX 
 Event listed in protocol  


 FORMCHECKBOX 
 Event listed in informed consent

 FORMCHECKBOX 
 Event listed in Investigator Brochure, package insert, or other product information 

 FORMCHECKBOX 
 Expected per study population and documented in protocol; explain:       
 FORMCHECKBOX 
 Other, explain:       
Study related?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes:    FORMCHECKBOX 
 Definitely related     FORMCHECKBOX 
 Probably related

Corrective action plan, including plan to prevent recurrence:       
Have risks to subjects or others changed?

 FORMCHECKBOX 
 Yes, please explain:                   

 FORMCHECKBOX 
 No, please explain:      
Will additional information be given to enrolled subjects?

 FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes:  Please explain how and append appropriate documents:      
Note: If the consent requires revisions, no new participants may be enrolled until the revised consent form has been approved.

Have you complied with all applicable reporting requirements? (e.g., of the Sponsor and/or FDA)

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 Not applicable 
My signature certifies the following:
 FORMCHECKBOX 
 All necessary information has been assessed and is completed in sufficient detail to facilitate IRB review.

 FORMCHECKBOX 
 The risks of the research are minimized to the greatest extent possible.

 FORMCHECKBOX 
 The risk-benefit relationship of the research continues to be acceptable.

 FORMCHECKBOX 
 The consent form does not require revision. 

 FORMCHECKBOX 
 The consent form requires revision.  An underlined copy and a clean copy of the revised consent are
     attached.

__________________________________________

_________________________

Investigator Signature






Date

---------------------------------------------------------------------------------------------------------------------------------------------------

FOR IRB USE ONLY
IRB Reviewer Determination of Problem/Event:

 FORMCHECKBOX 
  Serious

 FORMCHECKBOX 
 Not Serious
 
 FORMCHECKBOX 
  Unanticipated
 FORMCHECKBOX 
 Anticipated



 FORMCHECKBOX 
  Related

 FORMCHECKBOX 
 Unrelated

 FORMCHECKBOX 
  The consent form requires revision. 

 FORMCHECKBOX 
  The consent form does not require revision.  

 FORMCHECKBOX 
  The event should be reviewed by the convened IRB.  
 FORMCHECKBOX 
  Immediate action (e.g., suspension, subject notification) is necessary to prevent an immediate hazard to subjects.
 FORMCHECKBOX 
  No immediate action is warranted to prevent an immediate hazard to subjects, but convened IRB review required.
 FORMCHECKBOX 
  The risk-benefit relationship of the research continues to be acceptable.
 FORMCHECKBOX 
  The risk-benefit relationship of the research is not acceptable.
 FORMCHECKBOX 
  If applicable, the additional information provided to subjects is acceptable.

 FORMCHECKBOX 
  If applicable, the additional information provided to subjects is not acceptable.
Comments:       
_______________________________________                         ____________________

IRB Reviewer Signature



      
         Date
Reminder:  The IRB Chair must report serious, unanticipated, and related events to the Facility Director in 5 business days.





Reminder:  This must be reported to the convened IRB, who then must determine whether or not previously enrolled subjects must be notified of the modification and, if so, when such notification must take place and how such notification must be documented.
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