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® New York Times (A. Pollack, Sept. 29, 2009)

“Biotech company fires chiefs and others
over handling of data.”

“A biotechnology company developing what was
expected to be a groundbreaking blood test for
Down syndrome fired its chief executive, a top

research official and three other employees

Monday after an investigation into ‘mishandling’
of test data and results.”
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® New York Times (A. Pollack, Sept. 29, 2009)

“Biotech company fires chiefs and others
over handling of data.”

“The company’s shares, which had been as high as
$28 a year ago, fell sharply in late April when the
company said the data could no longer be trusted.

In after-hours trading Monday, the stock fell by
nearly half to $3.23.
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Duke Scandal
/007

- Further analyses revealed corruption of multiple datasets compiled by Dr.
Potti that had been used as sources of validation of the various
chemotherapy sensitivity signatures. These included data derived not only
from Duke sources, but also publicly available data. As an example, a
dataset of 133 samples from a neoadjuvant breast cancer study at MD
Anderson involving patients treated with the combined regimen TFAC was
used for validation of an adriamycin signature. The clinical annotation that
was assumed to be used by Dr. Potti included 34 responders and 99 non-
responders, the same distribution as reported by MD Anderson. However, a
detailed comparison of the two datasets revealed that the response
information was reversed for 24 cases with 12 labeled incorrectly in each
direction. In this case, the corrupted data yielded positive validation
results whereas the accurate data did not provide evidence for validation.
Similar findings of corruption of data in key validation datasets were
observed in other instances.

- As aresult, three publications were retracted, a manuscript describing the
methods for implementing signatures in the clinical trials that was under
review was removed from further consideration, and other publications are
currently being analyzed. Dr. Potti issued his resignation statement on
November 19,2010, and a statement of responsibility for the problems

with the work. A resegngimsconduct investigation IR IET A S
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