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« It takes 12 years on average for an experimental drug
to travel from lab to medicine chest

e Only 5in 5,000 compounds that enter preclinical
testing make it to human testing

e One of these five tested in people is approved
« On average, it costs $800m to develop a drug
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46% drop out from lack of efficacy
17% from animal toxicity
16% from adverse events in humans

7% from bad ADME properties (Absorption,
Distribution, Metabolism, and Excretion)

7% from commercial decisions

7% from other miscellaneous reasons
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Yrs Test Population Purpose % Dollars
Lab and animal Assess safety and biological
studies activity 35
20-80 healthy Determine safety and
volunteers dosage 15

Phase 11 2

100-300 patients

Evaluate effectiveness and
look for side effects 40

Phase I1I 3

1000+ patients

Verify effectiveness, long
term adverse reactions 10

FDA 2.5

Review/approval

Phase IV

Population

Post marketing testing
required by FDA
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