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= Greater decrease in functioning
= | oss of educational opportunities

= |mpaired psychosocial and vocational development

"= Personal suffering/family burdens

= Potential poorer response once treatment is provided

= Greater costs
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A Systematic Review and Meta-analysis
of Recovery in Schizophrenia
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Conclusions:

Based.on the best available data, approximately, 1.in 7
individuals with schizophrenia met our criteria for recovery.
Despite major changes in treatment options in recent
decades, the proportion of recovered.cases has not
increased

Jadskeldinen et al, Schizophr Bull 2013;39(6):1296-1306

NIMH lssues Request for Proposals June 2008

Contract Awarded July 2009 (bolstered by funds from
the American Recovery and Reinvestment Act of
2009)

Enroliment Begins July 2010
Enroliment Ends July 2012
Last Patient In Reaches Two Years July 2014
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Specified Aims of RAISE

= Develop a comprehensive and integrated intervention to
= Promote symptomatic recovery
= Minimise disability
= Maximise social, academic, and vocational functioning

= Be capable of being delivered in real-world settings utilising
current funding mechanisms

= Assess the overall clinical impact and cost-effectiveness
of the intervention as compared to currently prevailing
treatment approaches

= Conduct the comparison in non-academic, real-world
community treatment settings in the United States

Tread softly because you tread
on my dreams.

W.B. Yeats

RAISE Trial Design: Subjects

B Sample size: 404

@ Age 15-40

@ The following diagnoses are included in the
differential
—schizophreniform disorder
—schizophrenia
— schizoaffective disorder
— psychotic disorder NOS
— brief psychotic disorder

@ Less than six months of treatment with
antipsychotic medications

Randomized Controlied Trial (RCT)

RCT to compare
= NAVIGATE — experimental intervention

= Community Care — treatment as offered in local clinics
in the United States

Cluster/site randomization of 34 sites in 21 states
Two-year treatment period

Assessment modetl includes

= On-site recruitment , engagement and retention

= Remote assessors of primary and secondary clinical
outcome
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Conduct the Comparison in Non-academic,
United States Community Treatment Settings
ETP Sites are in 21 US Contiguous States

RAISE-ETP Study Design with
Cluster/Site Randomization

Addressing the Problem of
Masking Assessments

Rigorous RCTs demand unbiased and therefore
masked or blinded assessment
« Masked Assessors at the site

* Requires training of many assessors and insuring reliability
over time

e Needs oversight to insure masking is maintained
+ Masked, remote assessors

¢  Clinical evaluators trained to determine diagnosis and evaluate
symptoms and functional status

* Insures that assessments are consistent across sites and
treatment condition

»  Masked to which sites are in which treatment condition and
what treatment participants are receiving

e Participants are interviewed over live and secure two-way
video connection

RAISE Trial: QOutcomes

= Primary outcome measure: Quality of Life scale
= Primary hypothesis ’

= RAISE intervention compared to community care will improve
Quality of Life

= Other measured outcomes
= Service utilization
= Cost
» Consumer perception
= Prevention of relapse
= Enhanced recovery
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Navigate

= Team based

Shared decision-making

Strength & resiliency focus
Psychoeducational teaching skills
Motivational enhancement teaching skills
Collaboration with natural supports

= Four components

Psychopharmacology — COMPASS
Individual Resiliency Training (IRT)
Family psychoeducation
Supported employment/education

COMPASS

A computer decision support system to facilitate
patient provider communication and medication

choice within a shared decision making framework.

A Web-Based application available on Desktops,
Laptops or iPAD

Patient Self Report Form
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Clinician Rated Form Includes Information From
Patient Self-Rated Form On Corresponding ltems And
Adjusts The Prompt Questions Accordingly

BTl onAuty

Clients’ Baseline Characteristics

Demographics : .
Adi grap . | RAISE ETP Demographics — RACE
justed for Cluster Design (p<0.0001)
AgeandGender ==~ : , e NAVIGATE v COMMUNITY CARE
Age (medn)
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Working (%)
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Baseline Diagnoses
Adjusted for Cluster Design

NAVIGATE Community Care
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Have You Met With a Person Who is Helping
You Get a Job in the Community or Furthering
Your Education? (%)

PercerntWith Any Visit in Fast 30

Months

Were You Asked to Record Your Symptoms and Side
Effects Before You Met With Your Psychiatrist or
Nurse Practitioner? (% among responders: 44% in
CC, 65% in N)

Major Study Outcomes

NAVIGATE Participants Stayed in Treatment Longer
Time to Last Mental Health Visit
(Difference between treatments, p=0.009)
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Time to First Psychiatric Hospitalization
(Difference between treatments, p=0.75)

Fraduce-Linit Sureival Estimates
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Predictors of Outcome

Quality of Life Scale: Effects of Shorter vs Longer Duration of
Untreated Psychosis (DUP; p< 0.03)
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Conclusions

Recipients of NAVIGATE were significantly more likely to remain in
treatment and experienced significantly greater.improvement in the
primary outcome measure (i.e., quality of life).

They were more likely to be working or going to school.

NAVIGATE participants showed a significantly greater degree of
symptom improvement on PANSS and CDSS.

DUP appears to be an important moderator of NAVIGATE
effectiveness.

These results show that a coordinated specialty care model can be
implemented in a diverse range of community clinics and that the
quality of life of first episode patients can be improved.
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Hospitalization Rates in Controlled Trials of
Comprehensive Care in FE Individuails

Hospitalization Rates During Follow-Up
Interval
Study Length of Trx Experimental intervention TAU
RAISE-ETP(1) 24 months 34% 37%
STEP (2) 12 months 23% 44%
LEO (3) 15 months 33% 51%
OPUS (year 1) (4) 1-12 months 59% 71%
OPUS (year 2) (5) 13-24 months 26% 39%
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