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Step 1: Discovery & Development

Phase Target Discovery Target Validation Preclinical Development
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Step 2: Preclinical Research




Researchers determine the following about the drug:

v'Absorption, distribution, metabolization, and excretion information
v'Potential benefits and mechanisms of action

v'Best dosage, and administration route

v'Side effects/adverse events

v Effects on gender, race, or ethnicity groups

v Interaction with other treatments

v’ Effectiveness compared to similar drugs
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Step 3: Clinical Development




Step 4: FDA Review
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New drug applications may fail for a variety of reasons...

> Toxicity
> Efficacy
»PK Properties or Bioavailability

»Inadequate Drug Performance



Step 5: Post-market Monitoring
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= Target ldentification &
Validation

= Hit Discovery

= Assay Development &
Screening

= High Throughput
Screening

= Hit to Lead

= Lead Optimization
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Dose Range Finding
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Dose Studies

Safety & Efficacy
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Analysis

Bioanalytical Method
Development and
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Application

= FDA Approval

= Drug Registration
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