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Adverse Event/Unanticipated Problems Involving Risk to 

Participants or Others
Protocol deviations, violations, adverse events, and/or unanticipated problems involving risks to participants or others may be reported to the IRB by anyone. It does not require the signature of the principal investigator. SUBMIT (1) COPY OF THIS FORM TO THE IRB WITHIN 5 CONSECUTIVE DAYS OF KNOWLEDGE OF EVENT/PROBLEM. 
DATE SUBMITTED: ________________                                             IRB PROPOSAL NUMBER: ________________

PROJECT TITLE: 






_______________________


______________________________________________________________________________________
PRINCIPAL INVESTIGATOR: ____________________________________________________________________
 1.
 DESCRIBE TYPE OF EVENT: 
 FORMCHECKBOX 
   Event which in the opinion of the Principal Investigator (1) was unexpected, and (2) was related to the research procedures;

 FORMCHECKBOX 
   Event that requires prompt reporting, according to the protocol, to the sponsor;

 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 prior IRB review to eliminate apparent immediate hazard to a 
research participant;
 FORMCHECKBOX 

Publication in the literature, safety monitoring report, interim result, or other finding that indicates an unexpected change to the risk/benefit ratio of the research;
 FORMCHECKBOX 

Breach in privacy/confidentiality/data security/loss of study data that may involve risk to that individual or others;
 FORMCHECKBOX 

Independent safety monitoring reports or data and safety monitoring board reports;
 FORMCHECKBOX 

Complaint of a participant that indicates an unanticipated risk or which cannot be resolved by the research 
staff;
 FORMCHECKBOX 

Incorrect labeling/dosing of study medication or test article

(NOTE: EVENTS THAT DO NOT FIT INTO THE ABOVE CATEGORIES DO NOT REQUIRE REPORTING TO THE IRB UNTIL THE RESEARCH PROJECT REVIEW AND PROGRESS REPORT IS FILED FOR CONTINUING REVIEW. HOWEVER, THE EVENT MAY REQUIRE REPORTING TO THE SPONSOR OR DATA MONITORING PLAN.) 

 2. 
EVENT/PROBLEM DESCRIPTION: Provide a description of the event/problem including the timing of study treatment, dosing, or intervention with start and stop dates of relevant research interventions. Include all relevant lab information pertinent to this adverse event or unanticipated problem: 
     
 3.
IN THE OPINION OF THE PRINCIPAL INVESTIGATOR, WAS THIS EVENT: 

         UNANTICIPATED?   
 FORMCHECKBOX 
YES   FORMCHECKBOX 
NO    (It was unforeseeable at the time of its occurrence) 

         SERIOUS? 
 

 FORMCHECKBOX 
YES   FORMCHECKBOX 
NO    (It adversely alters the research risk/benefit relationship) 
         RELATED? 


 FORMCHECKBOX 
YES   FORMCHECKBOX 
NO    (It is likely to have been caused by research procedures) 

 4.
PLEASE INDICATE TYPE OF REPORT:  FORMCHECKBOX 
INITIAL (FIRST) REPORT OF EVENT/PROBLEM 






   FORMCHECKBOX 
FOLLOW-UP REPORT 

IF A MEDWATCH REPORT (FDA FORM 3500) HAS BEEN SUBMITTED TO THE FDA, PLEASE ATTACH IT TO THIS REPORT AND SKIP QUESTIONS 5-9 
 5. 
DATE OF EVENT/PROBLEM:       
 6. 
PARTICIPANT IDENTIFIER:      

(DO NOT INCLUDE NAME OR PERSONAL IDENTIFIERS) 
  7. 
PARTICIPANT AGE:      
  8.
IDENTIFY DRUG/BIOLOGIC/DEVICE/TREATMENT/INTERVENTION (if applicable):      


IND # (if applicable)      


IDE # (if applicable)      
  9. 
LIST 3 – 4 KEYWORDS DESCRIBING THE EVENT/PROBLEM (e.g., loss of confidentiality, nausea and vomiting):  
     
10. 
HAS A DATA SAFETY MONITOR (DSM) REVIEWED THIS EVENT/PROBLEM (CHOOSE ONE): 
  
 FORMCHECKBOX 
IF YES, CHOOSE ONE: 
 FORMCHECKBOX 
  A COPY OF THE DSM’S REVIEW OF THE EVENT/PROBLEM IS ATTACHED 


 FORMCHECKBOX 
  THE DSM HAS NOT REVIEWED THE EVENT/PROBLEM 



 FORMCHECKBOX 
  DSM REVIEW IS PENDING 


 FORMCHECKBOX 
STUDY DOES NOT HAVE A DSM 

11. 
THIS EVENT/PROBLEM IS (CHOOSE ONE OF THE FOLLOWING): 

 FORMCHECKBOX 
  
Currently described as a risk in the informed consent document and does not require submission of an amendment. 

 FORMCHECKBOX 
  
Not listed as a risk in the informed consent document and submission of an amendment is not recommended at this time. Please explain: 

 FORMCHECKBOX 

Not listed as a risk in the informed consent document and requires submission of an amendment. 

12. 
HAS THE PI BEEN NOTIFIED OF THIS EVENT/PROBLEM AND RECEIVED A COPY OF THIS REPORT? 
        FORMCHECKBOX 
YES     FORMCHECKBOX 
NO      The PI should be notified of all protocol deviations, protocol violations, adverse events, and/or  

         unanticipated problems involving risks to participants or others. The PI is responsible for the accurate documentation, investigation, and follow-up of all protocol deviations, protocol violations, adverse events, and/or unanticipated problems involving risks to participants or others that are possibly related to study participation. 

13. 
NUMBER OF PARTICIPANTS ENROLLED IN THE STUDY:       
14. 
IF A PARTICIPANT WAS INVOLVED, WILL HE/SHE CONTINUE WITH THE STUDY?  FORMCHECKBOX 
YES  FORMCHECKBOX 
NO  

      
IF NO, DATE STOPPED: ______________________
15.
WHAT ACTIONS HAVE BEEN TAKEN? WHAT WILL BE DONE TO MINIMIZE THE CHANCE OF REOCCURRENCE?


     
16. 
HAS THIS EVENT/PROBLEM BEEN REPORTED TO THE SPONSOR?
 FORMCHECKBOX 
YES  FORMCHECKBOX 
NO  
 

If “NO”, please provide rationale for not reporting:      
17. 
SPONSOR’S RESPONSE (IF APPLICABLE):      
18. 
ADDITIONAL COMMENTS:      
____________________________________________________________ 

________________ 
SIGNATURE








DATE 

___________________________________________________________


ROLE IN STUDY 





 
