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Highlighting the Strategic Role of Medical
Affairs in Evidence Generation: Contributions
of Lurasidone to Clinical Psychiatry in Japan
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Takahiro MAsuDpA

Medical Affairs plays a critical role in evidence generation to address unmet needs from a scientifically
objective and unbiased perspective. Evidence generated through clinical trials conducted for regulatory
approval may not sufficiently address the wide range of clinical questions encountered in routine clinical
practice, thereby necessitating additional evidence generation. This review describes strategic evidence
generation activities led by Medical Affairs, with a focus on lurasidone, an atypical antipsychotic drug
used for the treatment of schizophrenia and bipolar depression. Various research approaches have been
implemented to generate scientific evidence, advancing disease understanding and informing clinical care

and treatment within the frameworks of evidence-based and value-based medicine.
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L ENE Examples of evidence generation activities for lurasidone conducted by medical affairs in psychiatry

Research category

Research type

Research examples

Clinical Questions

Key outcomes

1. Research contributing to
disease understanding in
psychiatry

1-1. Survey research

Questionnaire survey of
psychiatrists’ views on
cognitive function in patients
with schizophrenia

How do psychiatrists

perceive cognitive function in
schizophrenia and how do they
currently address it?

v Understanding of the
importance of cognitive
function as a treatment target

v Current practices of cognitive
function assessment in routine
clinical care

Online survey of difficulties
experienced by individuals with
bipolar disorder in Japan

What daily-life difficulties
do individuals with bipolar
disorder experience?

v Functions and symptoms
perceived as causing daily-life
difficulties by patients

1-2. Database study

Database study on the impact
of bipolar disorder on quality
of life and work productivity in
Japan

What impact does bipolar
disorder have on healthcare
economics?

v QOL
v Work productivity

v Societal costs

2. Research contributing

to the maximizing and
optimizing the clinical value
of lurasidone in psychiatry

2-1. Post-hoc analyses
of clinical trial data

Post-hoc analysis evaluating the
efficacy and safety of lurasidone
dose escalation in schizophrenia
treatment

What are the effects of
increasing lurasidone from 40
mg to 80 mg on psychiatric
symptoms in patients with
schizophrenia, and are there
safety concerns?

v Psychiatric symptoms

v Incidence of adverse events

Post-hoc analysis evaluating the
effects of lurasidone on anxiety
symptoms in schizophrenia

What are the effects of
lurasidone on anxiety symptoms
in patients with schizophrenia
with comorbid anxiety?

v Anxiety symptoms

2-2. Prospective
interventional clinical
studies

Clinical study evaluating the
combined effects of lurasidone
and cognitive remediation on
cognitive function in patients
with schizophrenia

How does the combination

of lurasidone and cognitive
remediation compare with
standard treatment in
improving cognitive impairment
in schizophrenia?

v Cognitive function
v Social functioning
v QOL

Clinical study assessing the
effectiveness of lurasidone for
daytime sleepiness in patients
with schizophrenia

Is lurasidone an effective
treatment option for daytime
sleepiness in schizophrenia?

v Daytime sleepiness
v Activity levels
v Daily sleep patterns

2-3. Systematic
review and network
meta-analysis

Network meta-analysis
comparing the efficacy

and tolerability of atypical
antipsychotics in patients with
bipolar depression

How do the efficacy and
tolerability of lurasidone
compare with other
antipsychotics in patients with
bipolar depression?

v Treatment response rate

v Changes in body weight
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