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Conclusion

The statistical model, its application to the Genta data, and the conclusion that the data do
not demonstrate an increase in PFS as set forth in the Disseminated Information are not
objective. They are inaccurate, unreliable, scientifically and statistically unsound, biased, and
contrary to the requirements of the FDQA. The importance of statistical models and sound
conclusions drawn therefrom cannot be overstated, and the effect of FDA’s flawed model
continues because FDA continues to perpetuate the Disseminated Information. FDA’s
perpetuating the Disseminated Information is also arbitrary, capricious, and an abuse of
discretion in violation of the Administrative Procedure Act. In the interests of sound science and
fundamental fairness, the Disseminated Information should be corrected as requested in this
complaint. Genta asks that FDA do so, and that it process this request on an expedited basis in
order to limit the damage that is being done.
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