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Enhanced

reportin
capabilig{ies

rism now offers the industry’s
first electronic messaging sys-
tem for identification and
fracking of safety frends, pro-
viding researchers with early alerts
of potentially significant safety de-
velopments. Developed by Nextri-
als Inc., Prism’s enhanced safety
features give research profession-
als the ability to set threshold tol-
erance levels for investigational
studies of biopharmaceuticals and
medical devices. Researchers can
then monitor these thresholds in redl
fime across multiple test sites and
mulfiple studies, receiving electron-
ic alerts when data trends point to
potential safety concerns.

The new system solves two press-
ing problems for the industry by pro-
viding immediafte access to data
obtained across mulfiple proj-
ect sites and studies while helping
minimize public and financial risks
when clinical data shows safety
concerns.

"This new capability is in direct
response to the industry’s increas-
ing focus on safety,” says James
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Rogers, co-founder and CEO, Nex-
trials (nextrials.com). "Researchers
have traditionally reviewed safe-
ty data on a periodic basis by an-
alyzing data that is weeks or even
months out-of-date. This delay ex-
poses sponsors and patients fo un-
necessary risks. Prism’s safety alert
system provides life sciences com-
panies with an early warning system
for clinical trials that increases pa-
tient safety.”

Prism’s advanced data mining ca-
pability spots and analyzes multi-
project safety frends, even in cases
where the overall clinical trial re-
mains below threshold levels, and
electronically sends notification to
researchers. This increases the abil-
ity to conduct significant, complex
clinical research in a safe and cost-
effective environment,

In addition, Nextrials added inter-
national reportfing capabilities to
Prism, enabling pharmaceufical,
biotechnology, and medical device
companies to more quickly comply
with regulations for safety reporting
in countries around the globe.

Nextrials offers products and ser-
vices for speeding the delivery of
life-saving drugs and medical devic-
es to market. Prism has been used
at more than 200 research sites to
sfreamline the initiation and man-
agement of clinical trials.

Reprinted with permission from R&D Directions, July 2005.
Copyright 2005 by Engel Publishing Partners. All rights reserved.



