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Phase | clinical trials

Phase I studies are the FIH studies, which involve the first introduction of an
IND into humans. These studies are closely monitored and may be
conducted in patients (when ethically required, e.g., anticancer drugs), but
are usually conducted in healthy subjects. Phase I clinical trials are relatively
short (several months) and involve relatively less number of human
volunteers (6-20). These studies are designed to identify a drug’s safety
profile, including the safe dosage range. The purpose of a phase | clinical
trial is to establish the tolerance of the drug in healthy human subjects at
different doses and define its pharmacologic effects. Thus, these studies
often involve dose escalation within a clinical trial.

These studies also involve measurement of plasma drug concentration to
determine how a drug is absorbed, distributed, metabolized, and excreted
(ADME), as well as the duration of its action. The purpose of a phase |
clinical trial is to establish a safe dosage range by determining the tolerance
of the drug in healthy human subjects at different doses and define its
pharmacological effects. Information about the pharmacokinetic profiles of
the drug in humans is used to design appropriate dosing regimens for the
next phase of clinical trials
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