
INTERNAL ADVERSE EVENT FORM:
SERIOUS AND UNEXPECTED
INSTITUTIONAL REVIEW BOARD
OFFICE OF CLINICAL RESEARCH
McGiffert Hall, 2nd Floor
5751 S. Woodlawn Ave., Chicago, Illinois 60637
Phone: 773-702-6505 / Fax 773-834-0659
http://bsdirb.bsd.uchicago.edu/

For drug/biologic studies, any adverse event that is both serious and unexpected must be reported to the IRB. In addition,
investigators should report any adverse events that are moderate in severity and are not necessarily serious and unexpected, but
that in their opinion should be reported to the IRB due to a possible relationship with the drug/biologic being studied. In both of
these cases the adverse event should be reported to the IRB within 10 working days of the investigator's knowledge of the event.

Principal Investigator - Last Name First Name

Protocol Title

EVENT INFORMATION

- - Initial Report Follow-up Report

Subject's I.D. (i.d. number or initials)

Adverse event
(describe in 3 or 4 words)

Based on your review of the information, what is the relationship of the event to the research?

Serious Moderate Unexpected

Definite - clearly related to the research

Probable - likely related to the research

Possible - may be related to the research

An adverse event is an undesirable and unintended, although not necessarily unexpected, result of therapy or other intervention.

Serious adverse events include: death, a threat to life, hospitalization, prolongation of existing hospitalization, persistent or
significant anomaly or birth defect, event causing cancer, overdose, any medical event which requires treatment to prevent one of
the medical outcomes listed. (Note: Do not report death or life-threatening events on this form.)

Unexpected adverse events include: those for which the specificity or severity is not consistent with any of the following: the
investigator brochure, protocol, risk information in the consent form, or the reasonably expected natural history and progression
of the underlying disease or condition.

For adverse events occuring at the U of C Hospitals or a
hospital affiliated with the University of Chicago

For device trials, any unexpected adverse events must be reported to the IRB within 10 days of the investigator's knowledge of
the event.

The adverse event appears to be:
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PROTOCOL NUMBER:

Adverse Event Date:

Unlikely - doubtfully related to the research

Unrelated - clearly not related to the research

Drug Device ProcedureResearch involved the use of a:

6351546066



Yes No

Yes * No

* Yes No

* Yes No

Please provide details of the adverse event. In this description, include the investigator's analysis of the event. Use
additional pages as necessary.

SIGNATURE OF INVESTIGATOR

Principal Investigator

- -

Date

(This form must bear the original signature of the principal investigator)

For IRB Use Only

Date

* Yes No

* If yes, please submit an amendment to update the consent.
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Request further information from PI

Halt study enrollment immediately

Send to Committee Meeting for Review

Other (see comments)

No additional action necessary ____________

Initials

Comments:

In your opinion, do you expect this event to occur again?

Is the event adequately described in the protocol and consent form?

Should the protocol be modified to minimize this risk?

Will the consent form be modified as a result of this adverse event?

Will subjects be re-consented as a result of this adverse event?

* If no, please consider whether an amendment shoul dbe submitted to add this risk.

* If yes, please submit an amendment to update the protocol.

* If yes, please submit an amendment to clarify how this will occur.

____________

CHAIR OR DESIGNEE:

* Doesn't meet reporting criteria - RETURN *

2399546064
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