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Stuart J. Pocock: <CLINICAL TRIALS>

<+ Any form of planned experiment which involves patients and is
designed to elucidate the most appropriate treatment of future

patients with a given medical condition.




Lawrence M. Friedman:
<Fundamentals of Clinical trials>

<A clinical trial is defined as a prospective study comparing the

effect and value of (s) against a control in human beings.
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% Randomization ( o H )
Tends to produce treatment groups in which the distributions

of prognostic factors are similar.
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Apply to all phases

PHASE 1

PHASE 2

PHASE 3

PHASE 4

To delermineg a
safe dosage of tha
drug, how it
should be given,
and its effects.

To determine
whather or not the
drug has an effect
on the particular
type of brain
turnar baing
studead,

To also determine
any other effects
of the drug.

To compare the
new drug (o new
use of an existing
drug) with the
current standard
of care.

To continue to
study the long-
term effects and

safety of the new
drug or treatmant

Number of
Stud

Part

I{':Ipnnti

Usually 15-30

Usually less than
100

Vanes from 1003
to 1,000's
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