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Unanticipated Problems Involving Risks to Subjects or Others/
Local Serious Adverse Event Reporting Form
REPORTING REQUIREMENTS
Please complete this form when reporting Unanticipated Problems Involving Risks to Subjects or Others (Unanticipated Problems) occurring to subjects enrolled by LSUSHC-NO Investigators, or where an LSUHSC-NO investigator is overall PI of a multicenter trial. An unanticipated problem involving any incident, experience, or outcome that meets all of the following criteria: unexpected (in terms of nature, severity, or frequency), related or possibly related, and suggests the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized. Usually an unanticipated problem will result in a change in the approved protocol and/or informed consent document.  
All incidents must be reported on this form within 5 working days of the investigator’s becoming aware of the incident. Fatal and life-threatening events must be reported within 48 hours of notification. All unanticipated problems must be reported to the IRB for evaluation. This is inclusive of all qualifying adverse events, serious adverse events, and other unanticipated problems. 
Please refer to the LSUHSC-NO IRB Policies and Procedures Guidebook for additional information regarding reporting of unanticipated problems.  
INVESTIGATOR INFORMATION
Principal Investigator:      
Contact Person (If other than PI):      
Department:      
Phone:      
       Fax Number:      
Phone:      
Fax Number:      
Email Address:      

Email Address:      
IRB Study Number and Project Title:      

ADVERSE EVENT INFORMATION
Event Date:       
 FORMCHECKBOX 
  Initial
Safety Report Number/Subject Initials: 
 FORMTEXT 

     

  Follow-up     (Indicate F/U #1, 2, 3, etc.)      
Brief Description of the Event (provide summary):

     
 FORMCHECKBOX 
 Unexpected (i.e., not listed as an anticipated risk in the IRB-approved consent form)

     Serious (check all that apply):

 FORMCHECKBOX 
 Fatal
 FORMCHECKBOX 
 Life-Threatening


 FORMCHECKBOX 
 Persistent disability or significant incapacity
 FORMCHECKBOX 
 Associated with overdose


 FORMCHECKBOX 
 Congenital anomaly/birth defect or cancer
 FORMCHECKBOX 
 Required hospital admission or prolongation of hospitalization
 FORMCHECKBOX 
  Expected (i.e., listed as an anticipated risk in the IRB-approved consent form but the frequency or severity is greater than expected)
Assessment of Event’s Relationship to study medication(s)/device (check only one):

 FORMCHECKBOX 
 Definitely Related
 FORMCHECKBOX 
 Possibly Related
Treatment/Outcome of Event (If applicable, include findings of autopsy):       
Provide the following information for Local Serious Adverse Events: 
Number of subjects enrolled locally:      
Are there prior reports of similar events?      
If yes, how many, and did they result in a change in the Informed Consent form or the Protocol?        


OTHER UNANTICIPATED EVENTS
Complete this section if the incident is unexpected, serious or could potentially cause harm, BUT is not considered an adverse event, e.g., loss of laptop computer containing individually-identifiable health information. 
Provide a description of the incident including a statement as to why this incident is considered an unanticipated event. The description must also include a proposed corrective action plan for the incident or a justification as to why one is not deemed necessary. Supplemental information may be included if available.
     

CONDUCT OF STUDY
Should the study continue? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If Yes, 


Should the protocol be revised? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Should the consent form be revised to include this event? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


Did you submit a revised consent form to the LSUHSC IRB? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


Should study subjects be informed of this event?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
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I have reviewed all material necessary for providing an adequate assessment of this event’s impact on subject safety and the conduct of the study.�
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