Dartmouth College / Dartmouth Hitchcock Medical Center

Dartmouth Committee for the Protection of Human Subjects

Serious Adverse Event (SAE) and Unanticipated Adverse Device Effect (UADE) Reporting Form for Clinical Trials v. 10-29-08
GENERAL INSTRUCTIONS: Use this form to report adverse events that have occurred on a clinical trial that are 1) a SAE that satisfies all three criteria listed below or 2) an unanticipated adverse device effect.  Other Unanticipated Problems Involving Risks to Subjects or Others (UPR) that are associated with a study, but are not an SAE or UADE, may be reported on the CPHS UPR Form.

Adverse Event: Any untoward or unfavorable medical occurrence in a human subject, including any abnormal sign (for example, abnormal physical exam or laboratory finding), symptom, or disease, temporally associated with the subject’s participation in research, whether or not considered related to the subject’s participation in the research.
SAE:  Serious Adverse Event 
1. Serious: Death, a life-threatening adverse drug experience, inpatient hospitalization or prolongation of existing hospitalization, a persistent or significant disability/incapacity, or a congenital anomaly/birth defect.
2. Unexpected: Any adverse drug experience, the specificity or severity of which is not consistent with the current investigator brochure or consent form. 
3. Possibly related: there is a reasonable possibility that the incident, experience, or outcome may have been caused by or associated with the procedures involved in the research.

UADE:  Unanticipated Adverse Device Effect 
An unanticipated adverse device effect is any serious adverse effect on health or safety, or any life-threatening problem or death, caused by or associated with an investigational device.
Reporting requirements by location of the event:

Occurring at a site subject to CPHS review:  Investigators should send a report of any UADE occurring during an investigation to the CPHS and the sponsor as soon as possible, but in no event later than 10 working days after the investigator first learns of the effect [21 CFR 812.150(a)(1)].  

Note:  Investigators should use this form to report a UADE to the CPHS. 

Occurring at a site NOT subject to CPHS review: Sponsors must immediately conduct an evaluation of a reported UADE, and report the results of the evaluation to the FDA, all reviewing IRBs, and participating investigators within 10 working days after the sponsor first receives notice of the effect [21 CFR 812.46(b), 812.150(b)(1)].  

Note: When UADE reports are sent to the CPHS directly from the sponsor, the PI should not also send a copy of the report.  

Date:  


 Event Tracking # (Optional):  


CPHS #:  
__
Investigator name:  


  IND/IDE #:  

or [   ] N/A
Contact Person: 



  e-mail:  





Study Title:  





     
1.  This event is being reported by the Dartmouth investigator to (check all that apply):
    [   ] CPHS only  [   ]  Data Safety Monitoring board or committee  [   ] Sponsor
[   ] NCCC Clinical Research Office Safety Data & Monitoring Committee (CRO SDMC)

[   ] Individuals or groups as stated in your data safety monitoring plan  
[   ] Other regulatory agency such as FDA, please describe:  _________________
2.  Study is:
[   ] Multicenter

[   ] Only local sites subject to CPHS review
3.  Did this SAE occur at a site subject to CPHS review?  [   ] YES    [   ] NO
4. This report is about a study that is: 

[   ] open to enrollment
 [   ] closed to enrollment with subjects receiving study treatment 

[   ] closed to enrollment, monitoring subjects only or data analysis only
5. Does this event require action to protect other trial participants?  
[   ]YES  
[   ] NO  
[   ] Undetermined at this time
If yes, what action?

If yes, with what urgency?

6.  This report is:
[   ] Initial
[   ] Follow-up 
7.  Indicate seriousness:

[   ] Serious but not fatal
[   ] Fatal
8.  Identify the event:






Attach supporting documents about the event such as discharge summary, clinical notes, MedWatch or IND Safety Report or UADE Sponsor Report.
9.  Was the event related to the procedures in this study?  

[   ] Not related
[   ] Unlikely
[   ] Possibly
[   ] Probably
[   ] Definitely related
Relatedness determination made by (check all that apply):  
[   ] Dartmouth PI
[   ] Sponsor
[   ] DSM board or committee
[   ] FDA
10.  Is the risk of this event described in the consent form?
[   ] YES
[   ] NO**
11.  Is the risk of this event described in the investigators brochure (IB)?
[   ] YES  [   ] NO**
12.  Should the consent form or any part of the study be revised as a result of this event?
[ ] YES: If yes, enclose a Request for Revision Form and revised documents with all revisions in bold print or highlighted.

[ ] NO: **Explain why not, if the risk is possibly, probably or definitely related and the risk is not in the current consent form or IB.
13.  Will currently enrolled individuals be notified of this event?

[   ] YES
[   ] NO
If yes, describe method of notification:
14.  Can this event be explained or understood?
[   ] Yes.  This event can be explained or understood: 
[   ] consistent with recognized complications of underlying disease
[   ] consistent with recognized complications of aspects of treatment apart from investigational drug/device/procedure central to study named above
[   ] consistent with known physiology or mechanism of investigational drug/device
[   ] No.  This event can NOT readily be explained or understood:

15. Required PI statements:

Signed: 







  Date: 





(Principal Investigator)
********************************************   For CPHS use only   **************************************

CPHS chairperson signature: 






Date:



[   ] no further action required

[   ] obtain additional information
[   ] send to Full Committee 

[   ] report to OHRP 

Comments: 
1) Summarize briefly the circumstances of the event.


























2) How does this event affect your conduct of the study?




















Criteria for reporting SAEs to the CPHS:





Yes  No


 [ ]   [ ] Serious?


 [ ]   [ ] Unexpected?


 [ ]   [ ] Possibly, Probably or Definitely Related?


 [ ]   [ ] Occurring on a trial open at a site subject to CPHS review?


If you answered “No” to any of the above do not report this event to the CPHS.  
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