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Designing Clinical Studies and Keeping Research Ethics
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Data from clinical studies are needed for psychiatrists to make quick and scientific decisions based on the best available evidence in clini-
cal settings. Various methods of clinical studies are useful for clinicians to have reliable answers to unmet clinical needs. Although ran-
domized controlled trials may provide high-quality information about major issues, well-designed, naturalistic and observational studies
often give us unbiased explanation for real-world phenomena. Adequate selection of clinical variables and appropriate number of par-
ticipants are key factors of well-designed clinical studies. Statistical methods can add an extra dimension to initial design of clinical
studies. Given ethical issues in clinical studies on psychiatric disorders, special regards should be paid to participants’ ability to provide
informed consents. New strategies of clinical studies need to be developed to meet clinical needs and protect the rights and welfare of

study participants.
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Table 1. Level of clinical evidence

| Evidence from at least one randomized controlled trial

-1 Evidence from well-designed controlled trials

-2 Evidence from well-designed cohort study or case-control studies by several authorities or research groups

-3 Evidence from empirical trials regardless of intervention
Il Expert guidelines based on clinical experience ; descriptive studies and case reports ; reports from expert group
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Fig. 1. Precision and accuracy.

Table 2. Making protocol of clinical study

Component Aim

Research topic To define ‘unmet clinical need’

Background To justify clinical significance
of research topic
Outline To depict overall procedures

of clinical study

To define study participants and
to describe inclusion and
exclusion criteria

To define key variables used in
statistical tests of study hypothesis

To determine statistical power,
sample size, and statistical
methods

Target population

Outcome variables

Statistical considerations
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Funnel plot with 95% confidence interval
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Fig. 2. An example of funnel plot.
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