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CLINCIAL TRIALS

DISCOVERY SCIENCE

PHASE II:

study of more
patients to
assess drug’s
effectiveness
and further
evaluate safety

PHASE I

study of a
small number
of patients to
evaluate safety
and dosing

PHASE 0:

first study in a
patient to see
how the body
metabolizes
the drug

Studies in
the lab

PHASE III:

study with the
largest number
of patients to
confirm drug
is effective and
safe; assess
side-effects
and compare
this drug to
the current
treatments
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Parallel designs

Treatment A

"
Treatment B

’

—» A
R
A —p B
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Crossover Design
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Crossover Design

Period 1 Period 2
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The case-crossover design

- Proposed by Maclure (1991) to study transient effects
on the risk of acute health events

l Exposed? l Exposed? | e
— . >

‘ — ' T " Health
Control period Risk period avent

. - . Control

- Analysis likewise a EX;’,“ No
matched case-control Risk Exp.| a | b OR =

period No| c | d
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Factorial designs

2x 2 Factorial design

itk ANIR  divid

v | = e

—

Drug A Drug B Drug MNeither Drug

:-Used when it is desired to sﬁ&iy the influence
of a number of factors on the treatments
compared as well as their interaction with

different treatments.
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Sequential Design
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