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Study Coordinator: 

Subj:
Serious and/or unexpected adverse event 
To:
PVAMC IRB Coordinator



Protocol Title:  

Brief synopsis of study:

Site where event occurred:  _____

(Only immediately report events from a “local” site – a site for which PVAMC investigator’s IRB of Record is responsible)

Subject ID#:


Date of event: ________
Date PVAMC study staff were notified of event: ________
Summary of event and response to event: 

Regulatory Issues

Is the adverse event serious?   FORMCHECKBOX 
 Serious      FORMCHECKBOX 
 Not serious

21CFR312.32 criterion met if serious:  FORMCHECKBOX 
 Death;  FORMCHECKBOX 
 Life-threatening experience (defined as immediate risk of death from the reaction in the form that it occurred);
 FORMCHECKBOX 
 In patient hospitalization (new or prolongation of);  FORMCHECKBOX 
 Persistent or significant disability or incapacity;  FORMCHECKBOX 
 Congenital anomaly or birth defect;  FORMCHECKBOX 
 Needed medical, surgical, behavioral, social or other treatment or intervention to prevent one of previous outcomes.

If not, does the event indicate substantive harm or damage (or risk of substantive harm or damage) to rights, safety, or welfare or subjects, research staff, or others ___?

Is the adverse event unexpected or unanticipated, meaning unforeseen in the nature, severity or frequency of occurrence as listed in the informed consent document or protocol or clinical investigator’s brochure or product labeling or other material approved by the PVAMC IRB? 

 FORMCHECKBOX 
  Unexpected      FORMCHECKBOX 
 Expected in terms of identified risks    FORMCHECKBOX 
 Expected in terms of the nature of the population recruited

Relatedness to study:   FORMCHECKBOX 
 Unrelated or unlikely   FORMCHECKBOX 
 Possibly   FORMCHECKBOX 
 Probably   FORMCHECKBOX 
 Definitely

Are changes needed to protocol or informed consent:  

 FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes: submit modification request

____________________________
Principal Investigator signature 
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