ROADMAP TO DRUG DEVELOPMENT

Preclinical
Development
1-2 years / $100m+ ity

Preclinical Research
Pharmacodynamics,
pharmacokinetics,
ADME, and toxicity
testing

1-2 years / $100m+

Phase 1

The drug is tested for
safety, dosage and
side effects in a small
group of volunteers.
Initial studies deter-
mine the metabolic
and pharmacologic
effects and side
effects associated

——— - - -

1year
1-3 years / $100m+

Feasibility Study
regulatory review
financial review

data review
equipment review
database development
6 months / $1m+

with increasing doses.
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Phase 2
Expands the study to a
larger group of people.
1-3 years / $150m+
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A Phase 3
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Expands the study to
an even larger group
of people to confirm
effectiveness, evaluate
the overall benefit
and, risk relationship.
Data is collected,
analyzed, then
submitted to the
FDA for review. Drug
can be perscribed.
1-3 years / $150m+

Feasibility Studies
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Phase 4

These studies are done
after the drug has been
licensed and marketed.
Post-marketing studies
to delineate additional
information including
the drug's risks and
benefits are colected
and analyzed.

1-3 years / $100m+



