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DN % IERICH AT (randomization),
g 25T H 5. R RO RN
7% RCT ITIE, 77 & RAHEASR, F2dnf iats,
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Cognitive Functions

unknown 3%

CNS Vital Signs Cognition

Battery 1%

CANTAB 1%

CGI-S CogState 3%
MCCB 7%

Negative Symptoms
PANSS 1%
SANS 3%
NSA-16 5%

IDS-C30
2%

unknown (positive and
negative symptoms)
3%

BPRS 1%

KODREREEXRELHER (N=168) e RBEEFRELIHER (N=108)

2 FUIEHHIE E I & 1A RRREHITEE K9 DRTERE, e RFHE)
15 # JK : Clinical Trials.gov
W54 : Condition : schizophrenia and major depressive disorder phase II or phase III
Study design : randomized, double-blind, parallel-group, placebo-controlled study (without withdrawal study)
Age : adult (18-65 years old) or senior (over 65 years old)
Primary endpoint : efficacy assessment Sponsored by industry
Start year : 2004-2014 Locations : all countries
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& # J : ClinicalTrials.gov

k&t © Condition : schizophrenia and major depressive disorder

phase IT or phase IIT

Study design : randomized, double-blind, parallel-group, placebo-controlled study (without withdrawal study)

Age : adult (18-65 years old) or senior (over 65 years old)

Primary endpoint : efficacy assessment
Start year : 2004-2014
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Locations : all countries
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What are the Specific Characteristics of Clinical Trials for
Neuropsychiatric Disorders?

Tetsuo NAKABAYASHI

Office of New Drug III, Pharmaceuticals and Medical Devices Agency

To increase medical standards, not only the establishment of therapeutic strategies to
accumulate evidence for existing therapies but also the development of new therapies are
required. In recent years, as a number of new drugs have been approved, treatment options
for neuropsychiatric disorders have expanded. It is significant for clinicians to interpret the
evidence adequately in order to select the optimal therapeutic method. This paper aims to
describe the important points in interpreting the results of clinical trials, which involve direct
evidence for efficacy and safety.

There are several specific characteristics of clinical trials for neuropsychiatric disorders.
As typical features, the following can be mentioned : 1) a high and variable response in placebo
groups, 2) impact on the effect size of the baseline severity of disorders, 3) high dropout rates,
and 4) biases related to subjective measures of clinical symptoms. In this paper, the key points
to be evaluated in the results of clinical trials for neuropsychiatric disorders are discussed

based on these features.
< Author’s abstract>

<Keywords : neuropsychiatric disorders, clinical trials, robustness, placebo response,

assessment biases>
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