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Development of a clinical pathway with an exit strategy for sleep disorders to improve social functioning and
quality of life
Principal investigator: Kenichi Kuriyama, M.D., Ph.D.
Department of Sleep-Wake Disorders, National Institute of Mental Health,
National Center of Neurology & Psychiatry

Aim of study

This research aims to establish a safe and effective clinical pathway for sleep disorders associated with mental
illness. In addition to an exit strategy, the concept of shared decision-making will be incorporated into the clinical
pathway to reflect requests that have been made by many patients. We will then verify that application of the
clinical pathway in sleep medicine improves impairments of social functioning and quality of life (QOL), both of
which restrict patients’ daily functioning. This research project will be carried out in 3 steps.

Step 1: Survey of social functioning/QOL impairments due to sleep disorder: After the selection or development of
clinical assessment scales that identify social functioning/QOL impairments associated with sleep disorders, a
multicenter collaborative study will be conducted to elucidate to what extent sleep disorders affect social
functioning/QOL in patients with psychiatric disorders.

Step 2: Development of a clinical pathway for sleep disorders: A clinical pathway will be developed that clearly
specifies the flow of sleep medicine (from assessment of sleep-related symptoms and social functioning/QOL to
treatment, criteria for remission and recovery, and dose reduction and tapering). To realize this, we will develop a
clinical practice manual designed to improve risk-benefit ratios and social functioning/QOL impairments by
incorporating cognitive behavioral therapy for insomnia (CBT-I) and for circadian rhythm sleep-wake disorders
(CBT-R) while using pharmacological therapy.

Step 3: Verification: A multicenter collaborative study will be conducted at the National Center Hospital at NCNP
and collaborating research institutions to verify the effectiveness of the clinical pathway for sleep disorders.

Research outcomes

I. Feasibility assessments of the scales for social functioning/QOL associated with sleep disorders

It was investigated that whether cognitive functions (measured using the Brief Assessment of Cognition in
Schizophrenia: BACS) and daily living skills (measured using the UCSD Performance-based Skills
Assessment-Brief: UPSA-B) are able to predict outcomes of social functioning (measured using the Specific Levels
of Functioning Scale: SLOF) at a year later in schizophrenia patients. Results indicated that cognitive functions
(BACS scores) can significantly predict the social functioning (SLOF scores) at both the baseline (p < 0.01) and a
year later (p < 0.05). Daily living skills (UPSA-B scores) just predicted the social functioning (SLOF scores) at a
year later (p < 0.05). These results suggest that the BACS could work a potential predictor for prospective
declines in social functioning reflected in the SLOF score.

Il. Developments of a clinical pathway and practice guideline for sleep disorders associated with psychiatric
disorders

i) Development of CBT-I

We planned a constructive and versatile CBT-1 which is highly acceptable in clinical fields of psychiatry. Group



occupational therapy is comprehensively utilized for improving the social functioning and activities of daily living
of patients in clinical fields of psychiatry. We harmonized the essential CBT-1 manner with the traditional group
occupational therapy. Furthermore, we are developing and verifying practical effectiveness of the novel CBT-I
applicable to various psychiatric disorders.

ii) Development of CBT-R

The utility of CBT-R for Delayed Sleep-Wake phase Disorder (DSWPD) developed internationally and
applicability of chronotherapy and bright light therapy for sleep-wake rhythm disorders in patients with psychiatric
disorders were investigated. In addition, the utility of a treatment manual for DSWPS, in which gradual sleep-wake
phase advance, keeping the regular sleep-wake rhythms, bright light exposure therapy, adequate sleep habits, and
medication are included, was established. Then, we tested feasibility of the manual in several DSWPD patients, and
found good efficacy and tolerability of the manual for DSWPD without increasing of hypnotics.

I11. A multicenter trial for evaluating decline in social functioning/QOL associated with sleep disorders comorbid
with psychiatric disorders

To evaluate decline in social functioning/QOL in sleep disorders with psychiatric comorbidity, a multicenter
clinical trial is designed. We carefully selected clinical questionnaires of SLOF, WHO Disability Assessment
Schedule2.0 (WHODAS 2.0), BACS, Health Related Quality of Life (SF-8) for assessing social functioning/QOL
with severity of sleep and psychiatric disorders for establishing the entire study protocol. We have applied the study
protocol to every ethical committees of participating facilities (9 hospitals), and all committees have given approval.
Total of 227 participants including 11 patients with primary insomnia, 27 patients with central hypersomnolence, 30
patients with circadian rhythm sleep-wake disorders (CRSWD), 28 patients with schizophrenia, 23 patients with
bipolar disorders, 34 patients with major depressive disorders, 17 patients with anxiety disorders, and 46 healthy
volunteers were participated in the study. Data of eleven participants were excluded from the analyses due to
withdrawal the consent, dropout, or large amounts of missing data. Thus, data form 216 participants were analyzed.
Results indicated that sleep disorders including primary insomnia, central hypersomnolence, and CRSWD
significantly associate with disturbances in social functioning and QOL, and comorbid psychiatric disorders tend to
accelerate disturbances in social functioning and QOL. Furthermore, it also suggested that the variation in
sleep-related symptoms such as insomnia, hypersomnia, and sleep-wake phase shifts affect the disturbances in
social functioning and QOL in patients with psychiatric disorders.

Summary: We have conducted a multicenter clinical trial for evaluating social functioning/QOL in patients with
psychiatric disorders accompanied by sleep disorders. We revealed the figure of disturbances in social
functioning/QOL caused by sleep disorders. We simultaneously developed and assessed feasibility of a practice
manual and non-pharmacological treatment protocols in sleep disorders in mental healthcare settings, for final goal
as establishing the clinical pathway for sleep disorders. However, we could not reach the final goal, thus we are
going to plan a multicenter feasibility investigation of the clinical pathway for sleep disorders on the other research
project.



