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Clinical trials Phases (1)

* Pre-clinical studies
in vitro (test tube) and in vivo (animal)

* Phase 0 (microdosing studies on 10-15 Subjects)
assess the pharmacokinetics (how the body
processes the drug) and pharmacodynamics (how
the drug works in the body).

* Phase | (20-80 healthy volunteers or inpatients)
assess the safety (pharmacovigilance), tolerability,
pharmacokinetics, and pharmacodynamics of a drug



Clinical trials Phases (2)

® Phase Il (20-300 volunteers and patients)
safety assessments

® Phase lIA : assess dosing requirements
® Phase IIB : to study efficacy
® Phase Il (300-3,000 or more patients)

demonstrating a drug's safety and effectiveness
in order to Marketing

® Phase IV (Post Marketing Surveillance Trial)
the safety surveillance (pharmacovigilance) and ongoing

technical support of a drug after it receives permission to
be sold
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