Case Study

Clinical Trial Simulation
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The intent of this project was to calculate t%e expected evenBTrate in a control population

of patients at risk for a Major Adverse Car Eve t E]) his information was used
to inform enrollment in a C>|I |ca’trF§’F é@l nélldate ‘compound targeting a novel
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In December 2008, the FDA announced new guidelines on evaluating cﬁ(ugsatl r ('CV)
in new anti-diabetic therapies. The guidelines now require developers of new drug candidats
to demonstrate convincingly t at agents do not result in elevated CV risk. This can
5|gn72cantly inc sk the size, fim a d cost of the necessary clinical trials.

rge pgnac ufical compan was in the process of designing a Phase Il clinical
a etlc agent. I the trial design phase, they needed to develop a %ﬁeﬁm a
the probability that the population they enrolled woul%@@é’ ce Srp &
that the company had appropriately powered the trial.

Project [rm
|t1 cl%s ith the cllent Archimedes simulated the cﬁglkh @ﬁh})rlal with the

= obJectlve of mitthing as accurately td?n?gallﬁs [:ﬁq € anticipated population

based on the company’s selection cr pulation was matched using the inclusion

and exclusion criteria that were proposed by the clinical trial design team. Subpopula‘uo?

of |nterest (diabetic, CVD etc.) were also evaluated. The primary ou \%mg( Suife was the
Nuated-dividual
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ARCHIMEDES
MOVING MEDICINE THROUGH MATHEMATICS
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