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PHARSIGHT PKS SNARES EARLY
DRUG DEVELOPMENT CUSTOMERS

Pharsight’snew Knowledgebase Server (PKS)
2.0 and PKS Reporter products have won the Part 11
compliance businessfor two big early drug develop-
ment contracts, product devel oper James Buzzard
told Part 11 Compliance Report last week.

Early drug development isconsidered arela
tively underserved Part 11 market, in part because
the sense of urgency to comply isnot asstrong asit
isfurther down the drug development line, experts
tell PCR. ThereisagapinIT spending between the
early and later drug devel opment stage because “fall-
uresarereatively inexpensive’ inthe early phase,
said Buzzard, vice president of product management
and services at Pharsight.

Thoseinvolvedindlinicd tridsaregenerdly
moreworried about and aware of Part 11 compliance
issues because fallure —viaadulterated invalid data—
can be cogtly. But Pharsight has had someluck con-
vincing at least two firmsto shore up their early stage
complianceefforts.

L ast month, Sanofi-Synthelabo Recherche
said it would implement PK'S and upgrade related
modeling softwarein itsdrug devel opment efforts.
PK Sisan enterprise data management and visual -
ization system that hel ps enabl e pharmaceutical
and biopharmaceutical companiesto manage and
control clinical and preclinical pharmacokinetic
data and analyses in compliance with Part 11.

The PK S softwareis designed to complement
Pharsight’smodeling and simulation technology for
computer-based drug-disease modeling and clini-
cal trial simulation. Pharsight handlesinstallation
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and training, 1Q and OQ, but not PQ, Buzzard said.
The Pharsight suite can help labs cut backlogsin
reporting time down from six monthsto several
days, Buzzard added.

“ Sanofi-Synthel abo Recherchehasalong history
of deploying technological innovationto dramaticaly
improvethe productivity of our drug development pro-
cess,” said Jean-Pierre Duret of Sanofi-Synthelabo
Recherche. “ The Phardgght Knowledgebase Serverisa
critical component of our informationinfrastructure, fa-
cilitating compliance and amore efficient means of
managing clinica development data.”

InAugust, Schering-Plough Research Institute
bought PK S software. The company said it would
implement PKSinitsdrug development efforts.
“We expect the addition of the Pharsight
Knowledgebase Server to our information infra-
structure will enable us to use pharmacokinetic-
pharmacodynamic datamore effectively in our
drug development program,” said Anther Keung,
Ph.D., senior principal scientist, pharmacokinetics,
Schering-Plough Research Institute.

PKSwasunvelled in July after conducting tests
with severd betacustomers, Pharsight said. Thenew
PKSverson 2.0 functiondity includesastronger
query tool to support datamining and cross-study
meta-andyss, improved audit trail reporting and com-
prehensve support of document review and approva
workflow with eectronic signaturesviaPK SReporter.
The PKS suitewill lsoinclude PKS Connectorsto
automate theintegration and datal oading processes
between the PK S datawarehouse and other legacy
data sources and analysistools.

For more information, contact the company
at http://www.phar sight.com.



