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September 23, 2015

Kristina C. Borror, PhD
Director, Division of Compliance Oversight
Office for Human Research Protections
Department of Health and Human Services
The Tower Building
1101 Wootton Parkway, Suite 200
Rockville, MD 20852

RE: Final IRB Corrective Actions Following Notification of Findings from Research

Misconduct Investigation

University of Illinois at Chicago Research Protocol #2008-0624
"Affective Neuroscience of Pediatric Bipolar Disorder”
Sponsor: National Institutes of Health; Grant #SRO1MH081019
Principal Investigator: Mani Pavuluri, MD

University of Illinois at Chicago Research Protocol #2009-1022
"Developing Brain Function in Adolescent Bipolar Disorder"
Sponsor: National Institute of Mental Health; Grant #5 RO1 MH085639-04
Principal Investigator: Mani Pavuluri, MD

University of Illinois at Chicago Research Protocol #2011-0654
"Brain Networks Modulating Affect Self-Regulation in Pediatric Mania"
Sponsor: National Institute of Mental Health; Grant #5 K24 MH09601116-02
Principal Investigator: Mani Pavuluri, MD

Dear Dr. Borror:

This communication is a follow-up notification of actions taken by the University of Illinois at

Chicago (UIC) Institutional Review Board #1 (IRB00000115) regarding the IRB's serious
noncompliance determinations related to the above-named research protocols, conducted by Dr.

Mani Pavuluri, Professor and Director of the Pediatric Mood Disorders Clinic at UIC. Previous
communications concerning these incidents of serious noncompliance were provided to the
Office for Human Research Protections on the following dates:





The IRB acknowledged the Investigation Panel's findings. The IRB was also informed that the

UIC Chancellor has reviewed the findings, and has implemented an immediate and indefinite

revocation of all research rights and privileges, including any advisory roles or participation as

key research personnel. The IRB concurred with the Chancellor's determination and specifically

revoked the investigator's privileges to conduct research involving human subjects until research

privileges are restored by the Chancellor. At that time, the IRB will re-assess the investigator's

qualifications to conduct human subject research. In addition, the Chancellor has determined that

the Investigator must make- an immediate retraction of the three publications cited by the

Investigation Panel. It was noted that any sanctions on the Investigator's clinical privileges will

be at the discretion of the Dean of the College of Medicine. The IRB was further notified that a

complete report of the UIC RIO investigation would be submitted shortly to the DHHS Office of

Research Integrity.



I believe that the issues identified with the serious noncompliance and research misconduct have
been addressed appropriately. If you have any questions, please contact me at (312) 413-8731 or
jfischer@uic.edu.

Sincerely,

Ja es H. Fischer, PharmD
Director, Office for the Protection of Research Subjects
Human Protections Administrator, Office for the Vice Chancellor for Research
Executive Chair, UIC IRB
FWA #00000083

cc: Mitra Dutta, PhD, Vice Chancellor for Research
Clyde Wheeler, PhD, Associate Director, Investigator Outreach and Quality

Improvement
Barbara Corpus, CIP, Associate Director, External Relations and Quality Assurance
Mark Grabiner, MD, Research Integrity Officer
Patricia West-Thielke, PharmD, Chair, IRB #1
Dmitri Azar, MD, Dean, College of Medicine
Anand Kumar, MD, Head, Department of Psychiatry
Mani Pavuluri, MD, PhD, Principal Investigator
Marjorie A. Garvey, Program Officer, National Institute of Mental Health
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