Durham Veterans Affairs Medical Center

Institutional Review Board

Serious Unanticipated Adverse Event or Problem 
Related to Research Report Form 


Instructions:  Complete this form for any local Serious Unanticipated Problem or local Unanticipated Serious Adverse Event determined to be related to the research.  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 Event Occurred:       
	Date Aware of Event:       


Any Local Death which is unanticipated and related to the research must be immediately, verbally, 

reported to the IRB, and then followed with a written report on this form within 5 days. 

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 in Human Research? (Do not report information security or privacy incidents on this form)  FORMCHECKBOX 
 No      FORMCHECKBOX 
 Yes: Check all reasons that apply:

 FORMCHECKBOX 
  Any situation that requires action to prevent an immediate hazard to subjects or others.
 FORMCHECKBOX 
  Any serious research-related injury to human research subjects, research personnel, or others.
 FORMCHECKBOX 
  Any problem described in a VA Pharmacy Benefits Management alert relevant to local human subjects
 FORMCHECKBOX 
  Any problem described in a Data Monitoring Committee report.
 FORMCHECKBOX 
  Any combination of problems that collectively present a genuine risk of substantive harm to the safety, rights, or welfare of human research subjects, research personnel, or others, or substantively compromise a facility’s HRPP.
 FORMCHECKBOX 
  Other:          

Unanticipated?   FORMCHECKBOX 
Yes      FORMCHECKBOX 
No: If anticipated, this event does not need to be reported within 5 days and should be submitted with adverse event notifications at Continuing Review.

Examples of anticipated events are: Events listed in protocol, events listed in informed consent, events listed in Investigator Brochure, package insert, or other product information, events expected in the study population and documented in protocol.



Study related?   FORMCHECKBOX 
 Yes:    FORMCHECKBOX 
 Definitely related     FORMCHECKBOX 
 Probably related 
 FORMCHECKBOX 
 No: Report with continuing review the event does not need to be reported within 5 days
Report any actions taken to eliminate all apparent immediate hazards to subjects:      
Did Serious or Continuing Noncompliance occur with this event?  FORMCHECKBOX 
Yes      FORMCHECKBOX 
No: If yes describe:      
Corrective action plan, if indicated, include a plan to prevent recurrence:       
Are revisions to protocol or consent required or should new information be given to enrolled subjects?

 FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes:  Please explain what and how and append appropriate documents:      
Note: If the protocol or consent requires revisions, no new participants may be enrolled until the revised documents have 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 protocol does not require revisions

 FORMCHECKBOX 
 The protocol requires revision. A track changed copy and a clean copy of the revised protocol are attached.
 FORMCHECKBOX 
 The consent form does not require revision. 

 FORMCHECKBOX 
 The consent form requires revision.  A track changed copy and a clean copy of the revised consent are
     attached.

__________________________________________

_________________________

Investigator Signature






Date

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

FOR IRB USE ONLY
IRB Chair or Qualified Reviewer Determination of Problem/Event within 5 days:
 FORMCHECKBOX 
  Immediate action is necessary to prevent an immediate hazard to subjects. Convened IRB review is required.
Document immediate necessary action:       
 FORMCHECKBOX 
  No immediate action is warranted to prevent an immediate hazard to subjects. Convened IRB review required.
_________________________________________                         ____________________

IRB Chair or Qualified Member Reviewer Signature



     Date
Convened IRB Review:
The convened IRB will determine and document the following:
1) Whether the incident was serious, unanticipated and related to the research; or
2) There is insufficient information to determine whether the incident was serious, unanticipated and related to the research; or
3) The incident was not serious, and/or not unanticipated, and/or not related to research.
4) Whether protocol or consent form modifications are warranted and if so, whether and how previously enrolled subjects should be notified and/or re-consented.

5) Did Serious or Continuing Noncompliance occur?

NOTE: 

The IRB must notify the VA facility Director and ACOS/R&D in writing within 5 business days after convened meeting if actions were taken to eliminate immediate hazards to subjects, IRB determined that the incident was serious, unanticipated and related to the research or there was insufficient information to make the determination or protocol or consent form modifications were warranted.
Serious Problem/Event Report Form
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