Robert K. Heinssen, Ph.D., ABPP

Early Psychosis Prevention and Early Intervention:
Science Informing Policy Symposium
Sacramento, CA

17 September 2015

_/ National Institute
z of Mental Health



Disclosures

- | have no personal financial relationships

with commercial interests relevant to this
presentation

- The views expressed are my own, and do

not necessarily represent those of the NIH,
NIMH, or the Federal Government

National Institute
of Mental Health



National Institute
of Mental Health


Presenter
Presentation Notes
Why the disconnect?
Can we do better?



Scientific Discovery # Uptake

Translational Science
Pipeline

Publication
Priorities

Research
SyntheS|s

Treatment
Guidelines

17 year odyssey from discovery to practice

National Institute
of Mental Health


Presenter
Presentation Notes
Green LW et al (2009) Annual Review of Public Health, 30:151-174

Figure 1. The conceptualization of the production and transfer of knowledge from research to practice and policy usually assumes a pipeline in which the vetting of the research through successive screens assures the quality of the research delivered to practitioners and policy makers, but it does little to assure the relevance and fit of that research to the needs, circumstances, and populations of those practice or policy applications. From Reference 48 with permission.

Balas EA and Boren SA. (2000) Yearbook of Medical Informatics. 65-70.

“It takes 17 years to turn 14 percent of original research to the benefit of patient care.”

1.1 years from manuscript submission to publication
6-13 years from publication of a study to incorporation into clinical guidelines
9.3 years from guidelines to broad implementation
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Research and Policy Disconnect

Scientific decision making Policy decision making

Publish C> Identify Assign @ Identify
results problem resources problem

Analyze Develop Nl“ l.l Assess Make political

data hypothesis National Institute reaction judgment

of Mental Health
Conduct Organize Propose new Build
study study initiative support
Ross Brownson et al., 2006, American Journal of Preventive Medicine
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Hybrid Decision Making Model
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The goal is studies that are likely to influence policy decisions, practice, and population health. 



Case Study

Transforming the understanding

and treatment of mental ilinesses. m

National Institute
of Mental Health

# HEALTH & EDUCATION OUTREACH RESEARCH PRIORITIES FUNDING

LABS AT NIMH NEWS ABOUTUS
Mental Health Information Publications

Educational Resources ‘ Clinical Trials — Participants Statistics Help for Mental llinesses

RAISE

Recovery After an Initia
Schizophrenia FDI\OGG

Home > Health & Education > Mentai Health Information > Schizophrenia

The “Recovery After an Initial Schizophrenia Episode”
Initiative seeks to fundamentally alter the trajectory and
prognosis of schizophrenia through coordinated and
aggressive treatment in the earliest stages of iliness.
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Indicated prevention
Community settings
Scalable interventions
Deployment focused



Step 1

Identify the public health problem
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Established Schizophrenia

e ~2.5 million adults in U.S. are affected
* Onset typically in late adolescence, early 20s

e High morbidity and mortality
— Multiple episodes of psychosis over the lifetime
— High unemployment, homelessness, incarceration
— Shortened lifespan (suicide, medical co-morbidities)

e Economic cost of $62.7 billion in 2002
— Direct health care costs of $22.7 billion

National Institute
of Mental Health



Early Intervention Matters

M Rapid remission of
positive symptoms

W Lower rates of psychiatric
re-hospitalization

B Decreased substance use

W Improved social and
vocational functioning

Increased quality of life

Ryan

n Center for Practice Innovations* http://practiceinnovations.org/ConsumersandFa

at Columbia Psychiatry =5 - -
] New York State Psychiatric Institute milies/ViewAllContent/tabid/232/Default.aspx
Building best practices with you.
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Approximately 85% of patients with first episode psychosis are able to achieve symptom remission within 6 months, most responding within the first month (Lieberman, et. al., 1993; Syzmanski et. al., 1996)

Lieberman J.A. et al. (1993). Time course and biologic correlates of treatment response in first episode schizophrenia. Archives of General Psychiatry 50.
Syzmanski, S.R et al. (1996). Course of treatment response in first episode and chronic schizophrenia. American Journal of Psychiatry, 153(4), 519-525.

Bird V et al., Early intervention services, cognitive-behavioural therapy and family intervention in early psychosis: systematic review. British Journal of Psychiatry, 2010, 197:350-356.

Drake et al. British Journal of Psychiatry, 2000.

http://practiceinnovations.org/ConsumersandFamilies/SchoolorWork/RAISE_FulfillingMyDreams/tabid/229/Default.aspx
http://practiceinnovations.org/ConsumersandFamilies/ViewAllContent/tabid/232/Default.aspx
http://practiceinnovations.org/ConsumersandFamilies/ViewAllContent/tabid/232/Default.aspx

Coordinated Specialty Care Model

Medication/
Primary Care

Case

Management Psychotherapy

Supported Family

Employment Education and
and Education Support
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Person-centered care, assisted by care manager who helps clients and family members to navigate among treatment options.


Step 2

Agree on key research
and policy questions




Disability in Schizophrenia

NIH)

First Episode
Psychosis

Consumers,
Relatives,
Policy
Makers

Phase-
Specific
Interventions

National Institute
of Mental Health

Can coordinated specialty
care, offered early on,
improve long term-outcomes
for schizophrenia in the US?
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Sweet Spot – Research studies that are likely to yield timely and valuable information about potentially impactful interventions  



Step 3

Agree on study design
and dependent variables




NIMH RAISE Projects

B Comparative effectiveness trial

— John Kane The Feinstein Institute Ngrth
— Nina Schooler for Medlical Research  ShorellJ
- Delbert RObIﬂSOﬂ North Shore-Long Island Jewish Health System

B Implementation study

— Lisa Dixon Research Foundation

— Susan Essock 1 RFMH for Mental Hygiene, Inc.

— Howard Goldman ./~ New York State Psychiatric Institute
L

National Institute
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RAISE has the twin goals of improving clinical outcomes for patients and informing payors of what they could and should cover to avoid long-term disability.   The projects will generate information relevant to key stakeholders, including service users, clinicians, and health care policy makers.

RCT to compare the effectiveness of a phase-specific intervention vs. usual community care for FEP
Symptomatic recovery and relapse
Social, academic, and vocational functioning
Cost effectiveness of treatment

Implementation study to identify and surmount barriers to rapid adoption of early psychosis interventions
Referral and case finding strategies
Training and supervision of existing clinical staff
Financing models to support FEP treatment programs



Policy Makers’ Interests

U.S. Federal Stakeholders Dependent Variables

Substance Abuse and Mental Health Recoverv. functioning. auality of life
Services Administration (SAMHSA) Y. g, qualily
National Institute of Drug Abuse

(NIDA) Substance abuse, tobacco dependence

Centers for Medicare and Medicaid Psychiatric relapse, re-hospitalization,
Services (CMS) cost of medical and specialty care

School completion, early vocational

Social Security Administration (SSA) milestones, competitive employment

National Institute
of Mental Health



Brokering Agreement on Measures

SEASY Ltd

“The Social Security Administration figures
Its annual budget in terms of U.S. dollars,
not Quality Adjusted Life Years.”

National Institute
of Mental Health
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QALY = quality-adjusted life-year, a widely used measure of health improvement that is used to guide health-care resource allocation decisions. The QALY was originally developed as a measure of health effectiveness for cost-effectiveness analysis, a method intended to aid decision-makers charged with allocating scarce resources across competing health-care programs. [


Step 4

Conduct study




RAISE Clinical Trial

m Phase-specific specialty care for First Episode Psychosis vs. TAU
m Representative patients (N=404) and community clinics (N=34)
m Focus on clinical and functional recovery, cost of care, societal benefits

National Institute
of Mental Health




RAISE Implementation Study

NIH)

B State Officials as Research Partners

— NYS Office of Mental Health
— MD Mental Hygiene Administration

B “Turn Key” Solutions for State Administrators

= r . . .
"l ~ Y — Training and supervising existing staff
T W . .
'i:i- — Assertive outreach and client engagement
9y ' ."M.-:l\
< ‘r{,,_f/
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Step 5

Maintain stakeholder support,
promote accountability




Time I1s Relative

05-12:2012

National Institute
of Mental Health
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Early Data from Clinical Trial

Median duration of untreated psychosis is
74 weeks in community clinic settings

Addington et al., 2015, Psychiatric Services

Only 61% of FEP patients receive medications \

in line with PORT recommendations

Robinson et al., 2014, American Journal of Psychiatry

<5% of FEP patients with cardio-metabolic risk
factors receive appropriate medical care

Correll et al., 2014, JAMA Psychiatry

National Institute
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NIMH Engagement Activities
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NIMH Engagement Activities

SAMHSA
CMS/CMMI

SSA
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CMMI = Center for Medicare and Medicaid Innovation


NIMH Engagement Activities

SAMHSA
CMS/CMMI

SSA
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2011 - 2012
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NIMH Engagement Activities

SAMHSA
CMS/CMMI

SSA
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2013 - 2014
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NIMH Engagement Activities

SAMHSA
CMS/CMMI

SSA

2008 2009 2010 2011 2012 2013 2014
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Step 6

Use data to Inform
policy decisions




Early Actions from Implementation Study

B RAISE -2 OnTrackNY

— NYS Office of Mental Health
— 4 new clinics for FEP
— June 2013

B RAISE -2 Maryland Early Intervention Program

T 7 . . :
vl - I — MD Mental Hygiene Administration
iy T:L — 4 new clinics for FEP/CHR
Y — October 2013

5 _’J/

In both cases, state officials accepted feasibility
data before articles were accepted for publication!

National Institute
of Mental Health
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OnTrackNY: http://www.omh.ny.gov/omhweb/press/ontrackny.html
Center for Excellence: http://www.baltimoresun.com/health/bs-md-maryland-psychosis-center-20131020,0,6664092.story


RAISE Clinical Trial

m Phase-specific specialty care for First Episode Psychosis vs. TAU
m Representative patients (N=404) and community clinics (N=34)
m Focus on clinical and functional recovery, cost of care, societal benefits

National Institute
of Mental Health




Impact of Coordinated Specialty Care

® CSC participants remain in treatment longer

® CSC improves outcomes over 24 months

— overall quality of life

— measures of symptoms

— Interpersonal relations

— Involvement in work or school

® Participants with shorter duration of untreated
psychosis derive substantially more benefit
from CSC

National Institute Kane et al., in press, American Journal of Psychiatry
of Mental Health
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Do the right things,
at the right time.




Congressional Action

Consolidated Appropriations Act of 2014

\

2008 2009 2010 2011 2012 2013 2014
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OINQIe

2013 - 2014
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H.R. 3547, 113t Congress

January 17, 2014

= |ncreased Community Mental
Health Block Grant (CMHBG)
orogram by $24.8M

= Funds allocated for first episode
psychosis (FEP) programs

= NIMH and SAMHSA to develop
guidance for States regarding
effective programs for FEP

37




National Institute Transforming the understanding
of Mental Health and treatment of mental ilinesses.
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Mental Health Information | Publications | Educational Resources | Clinical Trials — Participants \ Statistics \ Help for Mental llinesses

RAISE

Recovery After an Initial

Schizophrenia Episode

Home > Health & Education > Mental Health Information > Schizophrenia

Coordinated Specialty Care for First Episode Psychosis -
Resources

* Evidence-based Treatments for First Episode Psychosis: ¢ RAISE Early Treatment Program Manuals

Components of Coordinated Specialty Care and Program Resources
« RAISE Coordinated Specialty Care for First Episode « OnTrackNY Manuals & Program Resources
Psychosis Manuals » Voices of Recovery Video Series

http://www.nimh.nih.gov/health/topics/schizophrenia/raise/coordinated-
specialty-care-for-first-episode-psychosis-resources.shtml
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Coordinated Specialty Care
for First Episode Psychosis

Manual I:
Outreach and Recruitment

muﬁ.m. etute RAISE
of Mental Health |

HEAIE

-

(ONAVIGATE

HAVIGATE: A comprehensive early
treatment program for people with
first epimcde paychosia,

39
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Manual II:
Implementation

National Institute
of Mental Howlth

State Mental Health Policy I
An Interactive Tool to Estimate Costs

and Resources for a First-Episode

Psychosis Initiative in New York State

Jennifer L. Humensky, Ph.D.
Lisa B. Dixon, M.D., M.P.H.
Susan M. Essock, Ph.D.

Statewide and by Region
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Screen shots of CSC resources available at no cost at http://www.nimh.nih.gov/health/topics/schizophrenia/raise/coordinated-specialty-care-for-first-episode-psychosis-resources.shtml and outside links.


Potential Impact of H.R. 3547




Innovators and Early Adopters, 2013
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E. Rogers (2003) Diffusion of Innovations. The categories of adopters are described as innovators, early adopters, early majority, late majority, and laggards.


Early Majority, 2015

32 States
~120 Clinics
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From E. Rogers (2003) Diffusion of Innovations. The categories of adopters are described as innovators, early adopters, early majority, late majority, and laggards.

States’ status is based on: 
November 2014 review of states’ revised FY14 CMHBG program plans submitted in response to the 5% set-aside for FEP treatment programs.
2015 reports from GA, ME, and MN about new FEP initiatives related to the set-aside initiative. 


Early Services S-Curve

50 — S
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/
40 //
States // How do we sustain
with [ momentum?
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Plans
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2000 2003 2005 2008 2010 2013 2015 2018 2020 2023 2025 2030
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Beyond RAISE:

Creating an early psychosis learning
community in the United States




Early Psychosis Intervention
Network (EPINET)
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Strategic Objective 4 — Learning Healthcare Systems

FY2015

-

" Practice-based research model

BEST CARE AT LOWER COST
® Common data elements, data

sharing, big data analytics

N to Continuously Learning
Health Care in America

® Feedback loops for ongoing
system improvement

® Culture of continuous learning

INSTITUTE OF MEDICINE .
OF THE NATIONAL ACADEMIES

Clinical data drive scientific
discovery

-/: National Institute
w of Mental Health
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NIMH Strategic Plan for Research: http://www.nimh.nih.gov/about/strategic-planning-reports/index.shtml 

IOM (Institute of Medicine). 2013. Best care at lower cost: The path to continuously learning health care in America. Washington, DC: The National Academies Press.
 
Abernethy AP, Etheredge LM, Ganz PA, et al. 2010. Rapid-learning system for cancer care.  Journal of Clinical Oncology, 28:4268-4274.



EPINET Goals

Establish a national learning
healthcare network among early
psychosis clinics

¥ Standardize measures of clinical
characteristics, interventions,
and early psychosis outcomes

" Adopt a unified informatics approach to study variations in
treatment quality, clinical impact, and value

® Cultivate a culture of collaborative research participation
In academic and community early psychosis clinics

L+ SERYVICES o,
/: National Institute
= _7 of Mental Health
""m.n(\

a7
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This initiative (http://www.nimh.nih.gov/funding/grant-writing-and-application-process/concept-clearances/2015/early-psychosis-intervention-network-epinet-a-learning-healthcare-system-for-early-serious-mental-illness.shtml) aims to create a national Early Psychosis Intervention Network (EPINET) among treatment centers that offer evidence-based specialty care to persons with attenuated psychotic symptoms or first episode psychosis. EPINET will link academic and community-based early psychosis clinics in the United States in a learning healthcare system through common data elements, data sharing agreements, and a unified informatics approach for aggregating and analyzing pooled data. Systematic analysis of participant-level data collected in EPINET will inform the best methods for achieving quality, safety, and value in early psychosis care and will accelerate research into psychosis risk factors, biomarkers, and pre-emptive interventions.


How can EPINET improve treatment?

very very
Types of Care Weak Weak Average Strong Strong

e Fidelity to CSC model s IR
* Monitor key outcomes oo m— v

eeeeeee

 Continuous quality eme i
Improvement

e Evaluate rare events
with statistical power

e Rapid piloting or fielding
of new approaches

National Institute

m RS bRelh http://nhgrnet.ahrg.gov/snapsll/dashboard.jsp?menuld=4&level=0&state=FL




Who has a stake in EPINET?

 comciens
oo
-
v

National Institute
of Mental Health
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Projections assume 120 CSC nationwide,  after three years of operation. 





Early Psychosis
Research Clinics
2005



‘ Research-Informed EP
Community Clinics
2012-2014
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EPIC-CAL??

(Early Psychosis Intervention
Consortium of California)




Take Home Messages

e Scientists and policymakers often travel in “parallel
universes?!”

* Bridging this gap requires active engagement to find
common interests, shared goals, and meaningful
outcome measures

* Time matters — convey “productive urgency” to
scientists; help policy makers see beyond immediate
needs

* Recognize that stakeholders come and go, so talk to
everyone, all the time.

* Big data may help us to improve the quality of care
and drive scientific discoveries

ahahal ESIie 1 Brownson et al., 2006, American Journal of Preventive Medicine
of Mental Health
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Brownson RC; Royer C; Ewing R; McBride TD. Researchers and Policymakers : Travelers in Parallel Universes. American Journal of Preventive Medicine. 2006, 30(2):164 - 172



For more information

rheinsse@mail.nih.gov

Thank yout
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