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What Are the Goals of the
Coordinating Center?



llions Patients walk through the doors
- of hospitals and clinics each year

= & with questions about their
@‘.[w health and their care.

How do we study their

? _experiences to find answers and
create solutions that change

care and improve outcomes?
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Increasing System-ness

By the end of 2016, there were 626 health systems® in the United States.

U.S. hospitals and physicians in health systems

Hospitals and physicians
in US health systems

Percentage of U.S. hospital beds in systems

69.7% of U.S. hospitals
are in health systems

2000: 5810 hospitals :
o
2016: 626 health systems 88.2% ;EE P 3‘:}:?,;5

2020: ?

Percentage of U.S. physicians in health systems

42.7% of US.

44.6% O prmrycae
physicians are in
health systems

Note: The hospital figures represent all non-Federal general acute care hospitals in the United States.
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Data Everywhere
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The NIH Collaboratory Story

m) Initiated through the NIH Common Fund in 2012

National Institutes
of Health

Goal: Strengthen the national capacity to implement
cost-effective large-scale research studies that engage
healthcare delivery organizations as research partners

Vision: Support the design and execution of innovative
pragmatic clinical trial Demonstration Projects to
establish best practices and proof of concept
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Embedded PCTs Bridge Research Into
Clinical Care

Study
designed with
input from
health system
stakeholders

Data collected Outcomes

through EHR important to

in health care decision
settings makers

Intervention
incorporated
into routine
clinical
workflow

Diverse,
representative
study
populations
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Collaboratory Structure

NIH Centers
- and Institutes -

Demonstration Projects

NIH Project

Officers

( )

Steering Committee

\ J
7 1

Core Workgroups

\ S
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Panel

Coordinating
Center




Core Working Groups

_ Biostatistics and Study Design
* Guide and support

Demonstration Projects

Electronic Health Records
* Disseminate knowledge

Health Care Systems
Interactions

* Chair from
Coordinating Center

and representatives _
Demonstration Projects
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Demonstration Projects

* Pragmatic trials embedded
in healthcare systems to
address questions of major
public health importance

Projects span multiple
NIH Institutes, Centers,
and Offices

One-year planning
phase followed by
implementation phase
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- Completed Demonstration Projects

! ezt etz oz fCrmmnm
|

ABATE  Non-ICU patients Decolonization MRSA and VRE clinical
strategies cultures
PPACT  Nonmalignant chronic  Multidisciplinary Brief Pain Inventory
pain behavioral care
management
STOP Adults aged 50-75 Direct mail CRC CRC screening rates
CRC years screening program (FIT
kit)
TiIME Patients initiating Dialysis session of at All-cause mortality,
dialysis least 4.25 hours hospitalization
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. Ongoing Projects
E! Profect | Popuiation [ ntervention____JOvioome___

ACP PEACE Older adults with advanced Advance care planning Completed advance care
cancer program plans, resuscitation
preference orders, palliative
care consults, hospice

enrollment
EMBED Opioid use disorders Computerized clinical decision  Rates of ED-initiated BUP
support for ED-initiated BUP,
referral for ongoing treatment
GGC4H Parents of early Universal evidence-based Drug use, depression,
adolescents anticipatory guidance delinquent behavior
curriculum
HiLo Patients with ESRD Higher vs lower serum Hospitalization, mortality
receiving maintenance phosphate target
hemodialysis
ICD-Pieces Comorbid diabetes, CKD, Collaborative primary care Hospitalization for 3
hypertension program conditions
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Ongoing Projects (continued)

H

LIRE Low back pain Insertion of epidemiologic RVU for spine-related
benchmarks in lumbar spine interventions
imaging reports
Nudge Chronic cardiovascular Text message reminders and Medication adherence
conditions Al-based interactive chat
PRIM-ER Older adults in EDs with Primary palliative care ICU and hospital admissions;
serious, life-limiting illness  program in EDs inpatient days; discharge to
home and palliative care
service; use of home health
and hospice; survival
[ | PROVEN Nursing home patients Advance care planning video Hospitalization, presence of
(behavioral program) advance directive
SPOT Suicidal ideation or Collaborative care behavioral  Suicide attempts
depression program (care management
and skills training)
N TSOS Traumatic injury Collaborative care PTSD checklist, PHQ-9, alcohol
management program use disorders, SF-12/-36
=
=
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AcuOA Older adults with low back
pain

NOHARM Postoperative pain

OPTIMUM Chronic low back pain

TIPS Fibromyalgia

Health Care Systems Research Collaboratory
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Standard and enhanced 12-
week courses of
acupuncture

EHR-embedded tools to aid
shared decision making
about pain management

Group-based mindfulness in
outpatient clinical settings

Addition of transcutaneous
electrical nerve stimulation
to physical therapy

-.ﬂ- N I H ED I | d IJ 0 ratu I-‘YRethinking Clinical Trials®

PRISM Demonstration Projects
Project | Population [ Intervention__Jouteome _

Back-related function at 26
week, cost-effectiveness

Postoperative opioid use,
pain, function

Pain, physical and
psychological function,
opioid prescriptions for
chronic low back pain

Fibromyalgia symptoms,
adherence to therapy,
meeting therapeutic goals,
medication use
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Rl Rt R R S R S



Flow of Information

Living Textbook &
Knowledge
Repository

Core Working
Groups

Demonstration

. Teleconferences
Projects

Grand Rounds,
Presentations &

Steering Social Media

Committee
Meetings

Guidance
Partner Documents &

Organizations Journal
Publications
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[ssue Tracker

Raised Date Status Status at Last
Challenge by (PI) Category Reported Updated Check In
Culture: Beginning Huang Practice 9/12/14 2/25/15 Ongoing —
second set of site visits; norms & Investigators
culture change is workflow continuing follow up
needed around beliefs site visits for
about infection control. facilities struggling

with compliance
and overuse of CHG.

A radiologist unhappy Jarvik Engage- 4/24/15 4/24/15 New challenge:

with the intervention ment We're currently

and how it changes the doing what we can
format of radiology to work through this
reports. This might lead issue.

to a site withdrawing.
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Sharing Challenges & Solutions

Teleconferences, SC Meetings,
Collaboratory Videos & Interviews

a. Advice to New Pragmatic Trial Investlgators

NIH Research Collaboratory PrRO
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AN INTERVIEW WITH
DR. JERRY JARVIK

Principal Investigator,
Lumbar Imaging with Reporting
ulmﬂ-‘)l"ﬂ

Background

Over 15 years ago, Dr. Jarvk was
wvcived in a Veteran's Altairs (VA)
study in which they obtained fumbar
e magnetic rezonance image (MAY)
tepons of 148 pavents

{no back pain) and followed them

That was the spark of the URE rial, 8
pragmatc riad 1o answer this quesson:

Even the simplest

ideas are complex

to implement and

rigorously study.

2% NIiH Collaboratory  opperay s
+

cinic (chaster) raher Shan the prmary
care provider of the patient. They ace
randomizing 100 clinics in 4 health
systems (Kasser Pesmansnte Northern
Calorria, Henty Ford Health Syssems,
Group Health in Searie, and the
Mayo Clinic). For he stepped wedge

. design, they have fve waves (sieps) of

randomizaton: a §h of the 100 cinics
are exposed 1 e intervention during
each wave (see Figure 1). By the end of
the study, all 100 clinics wil have had

the intecvention — hence a “ciossover™
design: all cinics everitually crossover

froen the control
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How Do We Share
What We Learn?

Process for Dissemination
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Living Textbook &
Knowledge
Repository

Core Working
Groups

Demonstration
Projects

Teleconferences

Grand Rounds,
Presentations &
Steering Social Media

Committee
Meetings

Guidance
Documents &
Journal
Publications

Partner
Organizations
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Lessons re:

- Design &

Analysis

Simulation
Studies

2

(M) SR(g=5) (B) CR(g=5)
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Living Textbook &
Knowledge )
Repository

Core Working
Groups

Demonstration

) Teleconferences
Projects

Grand Rounds,
Lessons Presentations & )
Steering Social Media

Committee
Meetings

Guidance
Documents &
Journal

Publications
T

Partner
Organizations
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The LlVll’lg Textbook of Pragmatic Clinical Trials

T O
1N

o8

DESIGN CONDUCT DISSEMINATION

Experimental Designs and Randomization Consent, Disclosure, and Non-disclosure Designing With Implementation and

Schemes Using Electronic Health Record Data Dissemination in Mind
Endpoints and Outcomes Data and Safety Monitoring Assessing Feasibility

Analysis Plan

clinical trials are performed in real-world clinical settings with highly generalizable

populations to generate actionable clinical evidence at a fraction of the typical cost ENGAGING STAKEHOLDERS ®
and time needed to conduct a traditional clinical trial. They present an opportunity and building partnerships to ensure a
to efficiently address critical knowledge gaps and generate high-quality evidence to successful trial

inform medical decision-making. However, these trials pose different challenges
than are typically encountered with traditional clinical trials. The Living Textbook -
reflects a collection of expert consensus regarding special considerations, standard NIH COLLABORATORY? ®
approaches, and best practices in the design, conduct, and reporting of pragmatic

What is the

www.rethinkingclinicaltrials.org
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PCT Training Workshops

* What are Embedded PCTs? —
- Engaging All Stakeholders & Case E
Aligning With HCS Partners Studies o[ ]o

* Designing With Implementation
in Mind

* Design & Analytic Considerations

: Q
* Regulatory & Ethical Challenges Interactive (% g

)

Exercises |j |

.

* Measuring Outcomes
* Pilot & Feasibility Testing

* Dissemination Living
* ePCT Team Composition
j POSTHS Textbook
* Developing a Compelling
Application Content
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PCT Grand Rounds Presentations

. a® a
N B DESIGN CONDUCT DISSEMINATION
 Weekly webinars on K ; "3
a wide range of Grand Rounds
H Join our weekly wehinars on Fridays from 1-2 pm ET.
re S e a rC h to p I CS Open to the public; no registration required.
i NIH Egllahnralnry

Upcoming Webinars Distributed Research Network:

° > 3 O O p re S e n t a t i O n S ® Grand Rounds March 16: Straight from the Source: Clinicians’ Views on A Status Report

Participating in CER/PCOR (Ellen Tambor, MA; Rachael Moloney, MHS;
Sean Tunis, MD, MSc)

S i n C e i n C e pt i O n = Grand Rounds March 23: Data Science in the Fra of Data Ubiquity March 2, 2018

(Robert M. Califf, MD)

Last Week's Grand Rounds

53:10
# Grand Rounds March 30: HHS-DoD-VA Pain Management Collaboratory > 3 i vimeo
(Robert Kerns, PhD)

Jeff Brown, Lesley Curtis, and Richard Platt give a status report on the

View Calendar of All Events
PO d C a St S Of eX p e rt Distributed Research Network
. . R Podcasts
I nte rVI eWS ava I | a b I e ® Podcast February 16, 2018: Considerations for the Return of Genomic Tweets oy gecTarandRounds o
Results al
on iTunes and

Soundcloud
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For More Information

e Comprehensive, searchable information on

. . design, conduct, and dissemination of
Living Textbook embedded PCTs

¢ rethinkingclinicaltrials.org

e Convenient monthly wrap-up of NIH

Monthly Collaporatory news, [?gmonstratlon Project
spotlights, and new Living Textbook content
Newsletter ¢ rethinkingclinicaltrials.org/newsletter-
subscribe
Twitter e @Collaboratoryl
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http://www.rethinkingclinicaltrials.org/
rethinkingclinicaltrials.org/newsletter-subscribe
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What's been contributed

Significant body of knowledge on ethical & regulatory issues in PCTs
Consulted with OHRP
Conducted research on clinician & participant attitudes
Published special journal issue on challenges & best practices

Biostatistical guidance in area of cluster randomized trials
Created functional distributed research network
Established policies and culture for data sharing

Developed resources and guidance to support re-use of EHR data,
integration of patient-reported outcomes, and partnerships with
healthcare systems

Shared case studies from our Demonstration Projects
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What's Next: Expanded Knowledge

Develop and disseminate guidelines and lessons learned from the
PRISM projects
Promote synergies with newer Collaboratory programs
NIA Imbedded Pragmatic AD/ADRD Clinical Trials (IMPACT) Collaboratory
NIH-DoD-VA Pain Management Collaboratory

Advance the quality and impact of patient-centered outcome
measures

Using patient engagement activities

By understanding and disseminating best practices for assessing pain
and related constructs in the context of ePCTs

Study innovative dissemination and implementation science
approaches
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What will you contribute...
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Conclusions

Take advantage of continued interest in real-
world evidence and learning health systems

Multiple lessons learned from rethinking
research integrated with practice

Cost-effective, large-scale research is possible,
and we have the charge to scale it...

By learning, sharing, and helping the ecosystem
evolve

..ﬂ. N | H ED | | a h D ratn rlYRethinking Clinical Trials®

Health Care Systems Research Collaboratory



Rl Rt R R S R S

-.a. N I H [:D I | a h D ratu I-'YRethinking Clinical Trials®

Health Care Systems Research Collaboratory



	NIH Collaboratory Coordinating Center Overview and Goals
	Today’s Presentation
	1What Are the Goals of theCoordinating Center?
	Millions

	Increasing System-ness
	Data Everywhere
	The NIH Collaboratory Story
	Embedded PCTs Bridge Research Into Clinical Care
	2How Are We Doing It?Structure of the Coordinating Center
	Collaboratory Structure

	Core Working Groups
	2How Are We Doing It?Demonstration Projects
	Demonstration Projects

	Completed Demonstration Projects
	Ongoing Projects
	PRISM Demonstration Projects
	2How Are We Doing It?Process for Identifying and Responding to Issues
	Flow of Information

	Issue Tracker
	Sharing Challenges & Solutions
	3How Do We Share What We Learn?Process for Dissemination
	Flow of Information
	Simulation Studies
	Lessons re: Design & Analysis
	Flow of Information

	The Living Textbookof Pragmatic Clinical Trials
	PCT Training Workshops
	PCT Grand Rounds Presentations

	For More Information
	4Conclusions
	What’s been contributed
	What’s Next: Expanded Knowledge
	What will you contribute…
	Conclusions



