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with a password and user name o acti-
vate the digital certificate.

While FDA does not mandate partic-
ular technologies, agency acceptance of”
SAFE credentials would be a major
milestone.

An FDA spokesman said that the
agency is continuing to provide regula-
tory input on the SAFE process and im-
plementation, in alignment with FDA’s
Prescription Drug User Fee Act
(PDUFA) III electronic signature goal
and the overall PDUFA objective to in-
crease the number electronic submis-
sions. The FDA is currently working
with the National Cancer Institute to
implement a SAFE pilot.

-Doug McCormick
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taste and the environmental issues pro-
duced by the older processes.

The pharmaceutical industry cur-
rently uses supercritical CO2 chiefly to
control the powder/particle size of

products during synthesis. Holmes
hopes to extend the technique so that it
can be used in the final processing, inte-
grating front- and back-end manufac-
turing methods,

-(reorge Koroneos




