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Dear Dr. Borror:

In fulfillment of the reporting requirements in accordance with 45 CFR 46.103(b)(5) and on behalf of the
University of Hlinois at Chicago (UIC) Institutional Review Board #1 (IRB00000115), I am writing to
report an unanticipated problem (adverse event) involving risks to subjects or others that occurred in a
research study for which Dr. Mani Pavuluri, Director of the Pediatric Mood Disorders Clinic at UIC, is

the investigator.

Dr. Pavuluri submitted a report of the unanticipated problem to the IRB on January 18, 2013. The review
and acknowledgement of the report by the IRB Chair occurred on January 22, 2013.

As stated in the report, the adverse event involved the following:

The subject consented and completed an evaluation with the Principal Investigator (Pl) on
During this appointment, the subject endorsed manic symptoms, including a history of
irritable and aggressive behaviors. Subject indicated that current medications did not address
- symptoms. As a result, the Pl provided a wash-out regimen and rescue medications to ease the
transition before completing study procedures. :

On-the subject completed baseline procedures, including clinical assessments;
neurocognitive and neuropsychological testing; fMRI testing; and blood draw for genetic testing,

Following this appointment, the subject began medication treatment, in addition to rescue
medications, on the morning OFH A follow-up appointment was completed on
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-During this visit, the subject endorsed heightened irritability due to conflicts in the
home. There was no indication that the increase in irritability was atypical {or this subject.

Ot-he subject was admitted to the h fora lO-dayI iniaticnt trcatment program duge to

increased irritability and aggression. The PI was notified on t which point the subject
was withdrawn from the study to ensure that proper care could be completed by physicians at the
hospital.

The review of this event report was conducted by the IRB Chair via UIC policy. It was determined that
the event represents a Local Serious Unanticipated Adverse Event. The event was determined to have
occurred locally since this was a UIC subject, and to be serious, as it required hospitalization to manage.
The event was also determined to be unanticipated, as serious irritability and aggression requiring
hospitalization is not a listed risk within the consent and protocol. Lastly, the event was determined to be
possibly related to the research, as the study procedures likely contributed to the increased severity of
the subject’s symptoms. While the subject has a history of irritability and aggression of mild to moderate
intensity, this was the first episode serious enough to require hospitalization. The Chair concurred that
current measures were appropriate, and no further action is required to prevent immediate harm to the
subject.

The convened IRB will review the unanticipated problem report and Chair’s determination at their
Febryary 6, 2013 meeting.

I believe these actions regarding this adverse event are being appropriately addressed. [ will provide a
follow-up report if the IRB makes any additional determinations or corrective actions. If you have any
questions, please contact me at (312) 413-8731 or jfischer@uic.edu.

Sincerely,

Jajnes H. Fischer, PharmD
Dikector, Office for the Protection of Research Subjects
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