East Tennessee State University 

ETSU/VA and ETSU Campus Institutional Review Board

Unanticipated Problem/Event Reporting Form (Form 109)
1.  Study Identification

Principal Investigator: 
IRB #:      
Project Title:      
Is there a Data Monitoring Safety Board or Data Monitoring Committee for this protocol?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

Is this a VA study?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   
2.   Date of Event/Problem        

      Date local PI notified or event discovered:     
      Date event reported to sponsor:      
3.  If applicable, participant study number:       

     Local  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   
4. Event Category (check all that are applicable for this event):
       ETSU, VA or MSHA studies:
 FORMCHECKBOX 
  Any event, including on-site and off-site adverse events, injuries, side effects, deaths, or other problems, 

which in the opinion of the local PI, was unanticipated, suggests that the research places subjects or others at a greater risk of harm that was previously known or recognized, and is related or possibly related*  to participation in the research
 FORMCHECKBOX 
  Accidental or unintentional change to the IRB-approved protocol that involves risks or has the 

      potential to recur

 FORMCHECKBOX 
  Deviation from the protocol taken without IRB approval to eliminate apparent immediate hazard to a 

      research participant  (explain rationale in item # 5 below)
 FORMCHECKBOX 
  Publication in the literature, safety monitoring report, interim result, or other findings that indicates an 

      unexpected change to the risk/benefit ratio of the research

 FORMCHECKBOX 
  Any breach in confidentiality that may involve risk to the participant or others 

 FORMCHECKBOX 
  Any complaint of a participant that indicates an unanticipated risk or that cannot be resolved by the 

      research staff 

 FORMCHECKBOX 
  Any local death, whether anticipated or not

 FORMCHECKBOX 
  Incarceration of a participant 
 FORMCHECKBOX 
  Addition of a black box warning on any drug used in your research  
 FORMCHECKBOX 
   Interruptions of subject enrollment or other research activities due to concerns 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, requiring more than minor medical intervention or that leads to serious complication or death.

 FORMCHECKBOX 
  Any Data Monitoring Committee (DMC) report or any sponsor analysis describing a safety problem 

 FORMCHECKBOX 
  Any other possibly related event which in the opinion of the investigator constitutes an 

      unanticipated risk: Please specify       
      VA Studies Only:

 FORMCHECKBOX 
  Any local Serious Adverse Event** 

 FORMCHECKBOX 
  Any problem that involves or suggests risks to VA research subjects or anyone else in VA research. 
 FORMCHECKBOX 
  VA National Pharmacy Benefits Management (PBM) Bulletins or Communications (sometimes referred to as  PBM Safety Alerts) relevant to a VA research study  involving or suggesting risks to subjects or others

5. Event Description (Include dosing information (when appropriate), corrective action taken, resolution of event, whether the participant remains in the study and whether the sponsor has been notified; attach additional pages as necessary.)

     
6.   Based on your evaluation/judgment as the local Principal Investigator:

A. Does this event suggest that the research places subjects or others at a greater risk of harm than was previously known or recognized?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   
B. Was the event possibly*, probably, or definitely related to the research procedures?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

      If yes, select which term best describes the relationship:  FORMCHECKBOX 
 possibly  FORMCHECKBOX 
 probably  FORMCHECKBOX 
 definitely

C. Is the event unexpected?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
If the answer to all three questions in section 6 is “yes” a modification request must be submitted.  The modification request must outline the necessary revisions to the IRB approved protocol, consent document or other associated documents to incorporate the event’s impact on the risk-potential benefit profile of the study.

Should the consent form be revised?     FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 

Should the protocol be revised?             FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 

Should the study narrative be revised?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

Should currently enrolled participants be notified?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 

Should participants who have completed the study be notified?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

_______________________________________________

________________________

Principal Investigator’s Signature




Date

*Possibly related: there is a reasonable possibility that the incident, experience, or outcome may have been caused by the procedures involved in the research  

** Serious :  The AE resulted in (or a need of medical or surgical intervention to prevent) death, a life-threatening experience, inpatient hospitalization, prolongation of hospitalization, persistent or significant disability or incapacity, congenital anomaly or birth defect, or jeopardy to any subject’s rights, safety, or welfare.

Local : an AE occurs at a site for which the VA investigator’s IRB of Record is responsible.
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