





VII1. Protocol Violations

Based upon a review of still other documents produced, I see that MGH’s
Institutional Review Board (IRB) found “a serious breach of the protocol and procedures
and provisions” in Dr. Biederman’s study of risperidone and olanzapine in preschool
children. Based upon the materials in my possession [Attachment I], when this issue was
brought to Dr. Biederman’s attention in 2004, the human research committee at MGH
reported that this was the sixth protocol violation for the study. If a study is supported
with federal funds, then such violations should have been reported to the Office for
Human Research Protection (OHRP) at the Department of Health and Human Services.
Additionally, when the study was apparently published in 2005, the article listed support
from the Stanley Medical Research Institute and the National Institute of Mental
Health." However, OHRP informed me that it was never notified of any protocol
violations for this study.

Accordingly, please respond to the following questions and requests for
documents. For each response, first repeat the question followed by the appropriate
answer.

1) Why did Harvard/MGH not inform the NIH about Dr. Biederman’s collaboration
with J&J when it applied for the NIH bipolar disorder grant?

2) Several documents that Dr. Biederman supplied to the court make note of a “JB
rent fund.” What is the “JB rent fund” and to whom did the money go?

3) Why did MGH not inform OHRP about the IRB protocol violations in Dr.
Biederman’s study?

4) For that particular study, please explain each IRB protocol violation and how
those violations were resolved.

5) Did representatives of MGH discuss collaborating on the Center with marketing
people from J&J, as Attachment H states?

6) Were the slides detailed in the attachments to this letter created by Dr.
Biederman? If not, who created them?

7) Please explain if these slides were ever presented to an audience. If so, who saw
these presentations?

Thank you again for your continued cooperation and assistance in this matter. As
you know, in cooperating with the Committee’s review, no documents, records, data or
information related to these matters shall be destroyed, modified, removed or otherwise
made inaccessible to the Committee.

¥ Biederman, Joseph, et al “Open-Label, 8-week Trial of Olanzapine and Risperidone for the Treatment of
Bipolar Disorder in Preschool-Age Children,” Biol Psychiatry, 2005, 58: pp 589-594.
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| look forward to hearing from you by no later than April 17, 2009. All
documents responsive to this request should be sent electronically in PDF format to
Brian_Downey@finance-rep.senate.gov. If you have any questions, please do not
hesitate to contact Paul Thacker at (202) 224-4515.

Sincerely,

Charles E. Grassley
Ranking Member

cc: Raynard Kington, M.D., PhD.
Acting Director
National Institutes of Health
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