OCRC RESEARCH Case Study: Supporting the FDA
Approval of a Novel Formulation for
the Treatment of Schizophrenia

A clinical-stage biopharmaceutical company engaged
Cognitive Research Corporation to help design, implement,
and conduct two pivotal studies to evaluate a novel

formulation of a marketed compound for the treatment of
schizophrenia.

CRC SOLUTIONS

CRC conducted two pivotal trials involving an innovative formulation of a
marketed compound in patients with schizophrenia:

PIVOTAL TRIAL A PIVOTAL TRIAL B

Conducted a trial involving the novel
formulation across 9 sites, randomizing 281
subjects in 10 months.

Conducted a trial examining differing routes of
administration of the novel formulation across
9 sites, randomizing 89 subjects in 5 months.
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