MARSHALL UNIVERSITY

IRB ADVERSE EVENT AND OTHER PROBLEM REPORT FORM
(This form is only required for the reporting of the problems listed in Chapter12 of the SOP)


Protocol Title: 

IRBNet Number:   







Date:

Principal Investigator:

Does the adverse event or problem suggest that the research places subjects or others at a greater risk of harm than was previously known or recognized?      FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N
In your opinion is this adverse event or problem unexpected? (i.e., not listed in the protocol/consent risks)    FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N
In your opinion is the adverse event or problem related/possibly related to participation in the research?     FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N

EVENT REVIEW INFORMATION:  
Local?   FORMCHECKBOX 
 Y   FORMCHECKBOX 
 N            Location of Event (if not local): 

    If local, does sponsor have federal reporting responsibilities?   FORMCHECKBOX 
  Y    FORMCHECKBOX 
  N
Sponsor Name: 




              IND #
                            IDE #

Event Ref /ID #:                                          Date of Event: 

        Age: 

Sex:

MedWatch Report?  FORMCHECKBOX 
      Date of this Report:                           FORMCHECKBOX 
 Initial Report           FORMCHECKBOX 
 Follow-up Report #:                 
    Type of Event:
 FORMCHECKBOX 
  Hospitalization

 FORMCHECKBOX 
  Persistent Disability

 FORMCHECKBOX 
  Death





 FORMCHECKBOX 
  Prolonged Hospital Stay
 FORMCHECKBOX 
  Other “Serious” Event

Subject Status:
 FORMCHECKBOX 
  Subject Study Meds on hold              
 FORMCHECKBOX 
  Subject Study Meds Discontinued

                           
 FORMCHECKBOX 
  Subject Study Meds Interrupted  
 FORMCHECKBOX 
  Subject Study Status Not Reported

                                         FORMCHECKBOX 
  Other:
Description of adverse event or other problem: 
Description of any actions that have been taken or proposed:  
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