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Historical overview

Health Care Systems Research Collaboratory

» Phase 1: 2012-2016 - Fully supported by Common Fund
» Phase 2: 2017-2019 - Supported by Common Fund and NIH Institutes/Centers

» Phase 3: 2019-2021 - Additional projects funded by HEAL Initiative (PRISM)

Pragmatic Trials Collaboratory (Post Common Fund)

» Phase 4: 2022 onward - Fully supported by NIH Institutes/Centers and HEAL Initiative

National Center for Complementary and Integrative Health ‘!:m:?x(:’(((()) ::“’ZQE:}



NIH Health Care Systems(HCS)
Research Collaboratory

» Launched in 2012
» Co-lead by NCCIH and NIA
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Embedded Pragmatic Clinical Trials
Bridge Research Into Clinical Care

Study
designed with
input from
health system
stakeholder

Data collected Outcomes

through EHR important to

in healthcare decision-
settings makers

Intervention Diverse,

incorporated representative
into routine study

clinical populations
workflow
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DEMONSTRATION PROJECTS

NIH PROJECT OFFICE / STEERING COMMITIEE
I T 1 COLLABORATORY 1
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KNOWLEDGE REPOSITORY

LEARNINE HEALTH SYSTEM
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NIH INSTITUTES AND CENTERS

!

COLLABORATORY CORES/WORKING GROLPS
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COLLABORATORY CORES/WORKING GROLPS

Biostatistics and study design Electronic Health Records Healtlr:]tggstgzztems Patient-Centered Outcomes Ethics and Regulatory
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Collaboratory Coordinating
Center

Biostatistics and study design

Electronic Health Records

* Provides Working Group expertise across trials
Health Care Systems Interactions « Research resources for the community
« Administrative framework for the Program

Patient-Centered Outcomes

Ethics and Regulatory

www.rethinkingclinicaltrials.orq
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http://www.rethinkingclinicaltrials.org/

Pragmatic Clinical Trial
Demonstration Projects

» 5 RFAs for Milestone-Driven awards

« 1-year Planning Phase (UG3)

» 4-year Implementation Phase (UH3)
At least 3 partnering health care systems

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

Achievements
« 21 Pragmatic Clinical Trials
* |nvolved 15 NIH Institutes, Centers and Offices
« Diverse clinical settings
. >1100 clinical sites
>90% of the U.S.
>20 Heath Care Systems
> 926,000 participants
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ABATE FM TIPS NOHARM TSOS EMBED NUDGE PPACT ACP PEACE

PROVEN GRACE ICD PIECES HiLo I]EMI]NS‘I’RAT"]N FR['JE[:TS PRIM-ER
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AC P P EAC E Advance Care Planning: Promoting Effective and Aligned Communication in the Elderly

* Cluster trial testing whether clinician communication skills training and

patient video decision aids will increase advance care plan completion in
patients >65 with advanced cancer

* 36 oncology clinics across 3 health systems D \)
* 4,500 expected patients A C

ACP PEACE
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P ROVE N Pragmatic Trial of Video Education in Nursing Homes

PROVEN

PRagmatic Trial of Video Education in Nursing Homes

* Evaluating the effectiveness of advance
care planning video shown in nursing
homes of 2 large health care systems

* 359 nursing homes
* 211,469 patients Resarch

JAMA Internal Medicine | Original Investigation

Advance Care Planning Video Intervention
Among Long-Stay Nursing Home Residents
A Pragmatic Cluster Randomized Clinical Trial

Susan L. Mitchell, MD, MPH:; Angelo E. Volandes, MD, MPH: Roee Gutman, PhD; Pedro L. Gozalo, MSc, PhD:; Jessica A. Ogarek, MS; Lacey Loomer, MSPH;
Ellen M. McCreedy, PhD; Ruoshui Zhai, MS; Vincent Mor, PhD

National Center for Complementary and Integrative Health ‘!:KQ:)::(:’(((()) 0:::;;:}’



BeatPain Utah Nonpharmacologic Pain Management in Federally Qualified Health
Centers Primary Care Clinics

* Testing the feasibility of a telehealth strategy that
provides a brief pain teleconsult along with
phone-based physical therapy

* FQHCs in Utah

BeatPainUtah
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FM TI PS Fibromyalgia TENS in Physical Therapy Study

74

FM-TIPS

Fibromyalgia TENS In
Physical Therapy Study

Testing the feasibility and effectiveness of adding TENS to treatment of
patients with fibromyalgia in a real-world physical therapy practice setting
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Living Textbook &
Knowledge Repository

KNOWLEDGE REPOSITORY
LEARNING HEALTH SYSTEM

Grand Rounds,
Presentations & Social
Media

Guidance Documents

& Journal Publications
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PLEASE LEAVE

Living Texl_\t)t;ook.& Knowledge www.rethinkingclinicaltrials.o| THIS SPACE OPEN
FeEleny FOR ZOOM

»"gX, NIH COLLABORATORY

LIVING TEXTBOOK

CAMERA IMAGE
OF PRESENTER

April 1, 2020 — March 31, 2021
DESIGN DATA, TOOLS & CONDUCT DISSEMINATION

AVERAGE MONTHLY LIVING TEXTBOOK TRAFFIC

Pageviews

LAST YEAR 11,381

: 8429 9
Sessions XFE] +30%
6,466

Y - F F] +2 1%

Users

LIVING TEXTBOOK USERS BY CITY

THIS YEAR XY +22% 2 J
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Grand Rounds, Presentations &

Social Media

Rethinking Clinical Trials® Grand
Social Media Rounds

a Twitter Grand Rounds

followers since inception
1,931 411
Email newsletter Grand Rounds
subscribers > 250 average attendance

1,248
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Guidance Documents & Journal
Publications
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The path forward:
Transition from Common Fund

== x> === (0) 3B

National Center for Complementary and Integrative Health



NIH HCS Structure:
2012-2017

FUNDING OPERATIONS OVERSIGHT

Coordinating Center

Core Working Groups
NIH Common

Demonstration Projects

Advisory Panel

Steering Committee

OF OO

NIH Institutes

T T T 1L s Centers
oo0D
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NIH HCS Structure:
2017-2019

FUNDING OPERATIONS OVERSIGHT

NS ISSrrlrémon Coordinating Center Advisory Panel

Core Working Groups Steering Committee

© O O

& Centers

NIH Institutes

Demonstration Projects - - - . .

NIH Institutes
& Centers
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NIH HCS Structure:
2019-2021

FUNDING OPERATIONS OVERSIGHT

NIH Common Coordinating Center
Fund

NIH Institutes
& Centers

Advisory Panel

Core Working Groups

© O O

Steering Committee

© O O

NIH HEAL
Initiative

Demonstration Projects . . . . -

NIH Institutes
& Centers
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NIH PTC Structure:
2022 onward

FUNDING OPERATIONS OVERSIGHT

Coordinating Center

Core Working Groups

Advisory Panel

NIH Institutes

Steering Committee
& Centers

© O O

NIH HEAL
Initiative

Demonstration Projects - . . . -

NIH Institutes
& Centers
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Pragmatic Trials Collaboratory
Continuation Plan

Collaboratory Coordinating Center
.« Recompete via RFA FY22 (RFA-AT-22-002)

« U24 for 6 years duration to match RFA timing
« Large Participating ICs contribute $200K/year for up to 2 pragmatic or implementation trials

« Small Participating ICs contribute $100K/year for 1 pragmatic or implementation trial
« Offices Participating contribute $75-150K/year

« MOU with each of the participating ICOs
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Pragmatic Trials Collaboratory
Continuation Plan

* Pragmatic or Implementation Trials

 RFA-AT-22-001 issued October 2021 with receipt dates in December 2021 and June 2022
(FY22 and FY23)
« $500K direct cost UG3 planning one-year period
« $1M per year direct cost for UH3 years in trial conduct phase of up to four years
» |Cs can pursue co-funding from other ICOs
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= 5" NIH Collaboratory

Health Care Systems Research Collaboratory

®_ NIH PRAGMATIC TRIALS
a'm COLLABORATORY

Rethinking Clinical Trials®
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Pragmatic Trials Collaboratory-
Post Common Fund

Current participating Institutes,
Centers and Offices

New Areas of Focus

* Implementation Science trials study
strategies for implementing evidence-
based interventions into healthcare
delivery.

 Trials to address health disparities in
health care delivery
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=_ NIH PRAGMATIC TRIALS
= COLLABORATORY
[]

Rethinking Clinical Trials®

» Successful transition from Common Fund to IC support

» Over 90% of projects have transitioned from to UHS3 trials

» Unparalleled impact of Demonstration Projects on knowledge and
practice (Grand Rounds, Living Textbook etc.)
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