COMPLEX PHASE I PK/PD PROTOCOL CASE STUDY

A Complex, Randomized, Double-Blind, Double-Dummy, Placebo-Controlled Comparative Study
of the PK and PD Effects of Two Drug Formulations
Study Information
Clinical Phase

Phase I

Enrollment Period

Seven weeks from FPI to LPO

Study Design

Screening visit followed by 3 treatment days separated by a 7 - 14 day washout period

Study Objectives

To assess the kinetic-dynamic relationship of two drugs with frequent pharmacokinetic (PK) sampling combined
with pharmocodynamic (PD) measures including psychometric assessments, neuroendocrine assessments, and
quantitative electroencephalographic (QEEG) recordings
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One of the main challenges of this study was the careful
coordination and timing of PK and PD assessments, which had to
be per formed in accordance with a strict schedule that allowed
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The sponsor wanted a CRO that could work

collaboratively with Key Opinion Leaders (KOLs) from academia
to implement novel PD assessments in a complex study design.

The successful execution of this study provided the sponsor with
validated biomarkers that were later used in the identification of
new investigational products for the treatment of a CNS
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separated by a 7 to 14 day washout period. On the evening prior
to each treatment day, subjects repor ted to the Phase I unit for

The execution of this study was impeccable. I hear tily
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~ Vice President, Neuroscience R&D

obser vation.

Twenty-two PK samples were obtained on each
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