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Pros and Cons of Various Research Designs in Clinical Psychiatry
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An appropriate research design for hypotheses and purposes leads to a good quality of research results. In this review article, we sum-
marized the types of research methods and described the characteristics of clinical trials. Research designs are categorized into obser-
vational studies and experimental ones, depending on data collecting methods. In an observational study, there are cross-sectional, co-
hort and case-control studies. Parallel groups design and crossover trial studies are representative designs in a randomized controlled
trial study, a kind of experimental study. Clinical researchers should understand the characteristics of clinical research designs includ-
ing advantages and disadvantages and choose the suitable design according to their study purposes and the nature of collected data or

subjects.
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Table 1. Strengths and weaknesses in randomized controlled trials

Selected trial characteristics Strengths

Weaknesses

Restricted inclusion criteria High internal validity
Specific signal detection capacity in

carefully selected target population

Usable for regulatory and registration
purposes

Randomization Controlling for measured and, especially,

unmeasured group differences

Challenges associated with placebo controls,
maintaining blind in the face of specific
adverse effects

More homogeneous and carefully
characterized samples

Small-to-medium sized samples

Specialized settings Greater potential for careful selection and
diagnostic/assessment

More confrol over study procedures

Greater comfort using placebo controls

Study conduct by well-frained personnel
with allocated research time

Frequent visits Controlled tfreatment and assessment

Better assurance of patient safety

More systematic quantitative assessments
for therapeutic and adverse effects

Increased opportunity to facilitate/monitor
adherence

Greater ability to use informative laboratory
tests

Better assessment of use of ancillary services
or use of other medications

Specific assessment of measurable outcomes
(including safety and tolerability) using
validated and reliable scales administered
by well-trained personnel

Comprehensive assessments

Cost Usable for regulatory and registration
purposes

Usable for potential marketing

Limited external validity/generalizability

Difficulty assessing optimal dosing in
unrestricted, more heterogeneous or seriously
il sample

Decreased knowledge about response and
side effect patterns in patients with comorbid
psychiatric and/or medical conditions

Slow enrolment

Selection bias towards a less generalizable
sample (less severely ill, more chronically ill
patients ; patients with prior stabilization or
treatment phase)

Reduced generalizability

Need for multiple research-oriented sites
Low signal detection for rare outcomes
Reduced generalizability

Fewer potential sites
Greater likelihood of professional patients
Lower enrolment rates

Potentially less access to patients of interests
(eg, acute exacerbations, drug-naive)

Reduced generalizability

Reduced enrolment

Increased burden and dropouts

Frequent quantitative assessments not done
in clinical practice

Potential influence on specific, investigated
effect by increased contact

Primary/secondary outcomes rarely assessed
in clinical practice

Patient/caregiver rated outcomes, quality
of life and functional capacity rarely
assessed in clinical practice

Use of quantitative measures unlikely in
clinical practice and clinicians not trained
in their use

Need for careful training and ongoing
supervision of raters

Increased burden and dropouts

Increased per-patient costs
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Table 2. Differential characteristics of clinical trials of “efficacy” vs. “effectiveness”

Clinical trials of “efficacy”

Clinical trials of “effectiveness”

Highly restricted inclusion criteria to reduce confounding biases
Randomization and blinding, also to reduce bias

Treatment driven exclusively by study protocol
Patients remain only in the treatment group originally assigned
Fewer freatment adjustments are allowed
Strict limitations on adjunctive treatment
Measures taken fo insure all members of tfreatment group
receive same intervention (s)

Use of well-validated outcome assessment
Advantages :
Higher internal validity for clinical effects
Higher internal validity for adverse effects, tolerability
Contextual and human factors controlled for
Considered “best quality” clinical evidence for informing
freatment decisions
Disadvantages :
Stringent inclusion criteria limit external validity
Outcome measures may not reflect crucial advantages
and limitations of Interventions being studied
Outcome measures may not address issues most important
to patients and families
Often short in duration

More relaxed exclusion criteria, permitting wider range of :
Patients (eg. comorbidity not excluded)
Treatment settings and interventions (including adjunctive
tfreatments)
Emphasis on clinical need to determine treatment doses, etc
Levels and/or type of psychopathology

Forms of outcome criteria, such as :
Time to discontinuation
Quality of life
Preference of self-rating instruments or global ratings

Advantages :

Higher external validity

Arguably greater applicability to “real-world” practice settings

Capacity to inform policy process

Longer duration can be easier achieved

Can enrol large number of patients more easily
Disadvantages :

Internal validity limited

Cannot be used to examine effective dose ranges

Cannot make as meaningful clinical comparisons between

agents
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