UNIVERSITY OF HOUSTON

COMMITTEES FOR THE PROTECTION OF HUMAN SUBJECTS

REPORTABLE EVENT FORM
Send the original of this form, with attachments to the Committees for the Protection of Human Subjects, 
316 E. Cullen Building, within 10 working days of the identified event.  Retain a copy for your records.

1. Principal Investigator (PI)



Department and UH Mail Code:



Telephone:____________________________ E-mail:


2. Project Title:


3.
Describe the unanticipated event:


4. The adverse event …
was fatal.  [   ]



was life threatening (immediate risk of death), but not fatal.  [   ]



resulted in disability (temporary or permanent).   [   ]



resulted in hospitalization.  [   ]



resulted in a breach of confidentiality.  [   ]



none of the above.  [   ]

5. Was the event unanticipated?
Yes [   ]          No [   ]

(not identified in the study protocol or consent form; or the event was more severe than anticipated)

6. The event and the study are …


related.  [   ]





unrelated.  [   ]



  relationship unknown.  [   ]

7. The relationship of the unanticipated event to the study drug, device, or procedure is …



definitely related.  [   ]


The unanticipated event has a timely relationship to the administration of the
investigational procedure and follows a known pattern of response for which
no alternative cause is present.



probably related.  [   ]


The unanticipated event has a timely relationship to the administration of the
investigational procedure and follows a known pattern of response, but for 
which a potential alternative cause may be present.




possibly related.  [   ]


The unanticipated event has a timely relationship to the administration of the
investigational procedure, follows no known pattern of response, but for which
a potential alternative cause does not exist.




unrelated.  [   ]


There is evidence that the UE is definitely related to a cause other than the
investigational study procedure; in general, no timely relationship to the
administration of the procedure exists, or if so, the event does not follow a
pattern of response and an alternative cause is present.
8. Based on your judgment, should this problem/event be added to the consent document as a potential risk?



Yes [   ]          No [   ]

Principal Investigator Signature:

Faculty Sponsor Signature:


Date:


