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Get To Know PCORI®

| PCORI

A Nonprofit that funds patient -
centered comparative clinical
effectiveness research (CER)

A Widely acknowledged as a leader in
driving U.S. clinical research to
become more patient -centered

A Provides funding for CER,
engagement in research,
dissemination and implementation
and research infrastructure projects




Our Mission

T " | our Mission

Help people make better -informed
healthcare decisions, and improve
healthcare delivery and outcomes,
by producing and promoting high -
Integrity, evidence -based
Information that comes from
research guided by patients,
caregivers, and the broader
healthcare community




PCORNet®

National -scale resource to conduct
patient -centered CER

Research ecosystem also well suited
to conduct: v
ARealwor | d evi dence StUdFﬁ-
APragmatic clinical tr &
APopul ation health resf
AHeal th systems resear&ﬂ

A Studies on how best to engage patients
In research




Multiple Funding Opportunities

| Types of PCORI -Funded Projects

CER Awards
A Fund studies comparing two or more
treatments, services or health practices

Dissemination and Implementation

Awards

A Fund projects to deliver the evidence to
those who can use it

Engagement Awards

A Fund projects to bring more patients,
caregivers, clinicians and communities

Into the health research process




The Research Project Agenda Guides the Development

of Near -Term Focused Funding Opportunities
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Research Funding Opportunities

Phased Large Awards

for Comparative
Effectiveness
Research

Large, meritorious and
innovative studies with
some risks

Up to $22M
(for feasibility and
full -scale study phases)

Broad Pragmatic

. Topic -Focused
Studies P

Studies aligned with at
| east one of
three funding
categories, including
PCORnNet® studies

Stakeholder -driven
topics, issues and
guestions of national

significance

1. Up to $5M
2. $51t0 12M
3. Up to $12M

Variable

Science of
Engagement

Development and
validation of measures;
development and
testing of engagement
techniques

1. Up to $1M
2. Up to $1.5M

Improve use of Al
and ML, improve study
design, support data
research networks,
ethical and human
subject protections

in CER

Up to $750K

2026 Funding Cycle LOI Deadlines
Cycle 1: Jan. 6 | Cycle 2: Apr. 28 | Cycle 3: Sept. 8

*All funds and timeline noted above are subject to change




Category 3 for PCORnNet® Studies

Broad Pragmatic Studies PFA

A Category 3 to support PCORnet ® Studies

A Studies must:

A Conduct PCORnet® Studies comparing at least two alternative approaches in alignment with one or
more of PCORUAs stated topic themes

A Include two or more clinical research networks

A Share study progress, performance metrics (e.g., days to IRB; number of days to first patient
enrolled) monthly

A Share best practices at least annually with the Network (e.g., PCORnet @ Steering Committee), as
outlined in additional PCORnet ® Study milestones

A Use the PCORnNet resources to improve the efficiency of the patient  -centered research conducted
(e.g., PCORneP Common Data Model, single IRB, engagement resources)

A Note: Category 1 and 2 applicants can still use PCORnet if they do not meet the requirements for
Category 3



PCORnNet® Workshops

A Overview of PCORnet® and PCORI
Requirements for Broad Pragmatic
Studies Category 3: PCORnet® Studies
Applicant Workshop

View recording on our website

A Taking the Next Step With  PCORnet®: A
Deep Dive Into the PCORnNetNetwork,
Common Data Model and Engagement
Resources

View recording on our website



https://www.pcori.org/events/2023/cycle-3-2023-overview-pcornetr-and-pcori-requirements-broad-pragmatic-studies-category-3-pcornet-studies-applicant-workshop
https://www.pcori.org/events/2023/taking-next-step-pcornetr-deep-dive-pcornet-network-common-data-model-and-engagement-resources

Stay Connected

Looking To Stay Current on | Join the Conversation
All Things PCORI?

Sign up to receive our weekly email
newsletter and alerts about:

A Funding opportunities

A Results from our funded research

A Webinars, meetings and events

A Our new strategic initiatives and more!

(6') @PCORI_ORG

PCORI.org/Subscribe

O @PCORINews




PCORNet®:
An Overview

pcornet

The National Patient-Centered Clinical Research Network

t/ hwySit A& AYGSYRSR (2 AYLINROS i kéterddhbakrresc@ith, gattidubriddoggive G 2 ST TFA OA S

clinical effectiveness research (CER), by providing a large, highly representative network of health data, researcraedpatieat Updated

insights. PCORnNet has been developed with funding from the P@teatered Outcomes Research Institute® (PCORI®). February 2026




The Landscape

hY

Top four areas account for 71% of all trials.
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Top issues impacting academic, health system, and community hospital research sites

Top issues impacting ability to conduct research Reported startup timelines

Study Start-up - Coverage Analysis, Budgets, & Contracts
43%
Complexity of Clinical Trials
39%
Site Staffing
37%
Recruitment & Retention

34%

Long Study Initiation Timelines
25%

Trial Financial Management & Payments

| I | I
s 21 0% 40%

7

| [ | | B |ndependent Sites Site Mebworks, and Physician Practices
0% 20% 40% 60% 80% 100% S AMCs, Community Hospitals, and Health Systems

From: WCG Clinical 2024 Clinical Research Site Challenges Survey Report

50%




Accelerating research in academic settings

Contracting timelines

Parallel processing suprior to sequential, minimal
viable language and acceptance

Prioritization

Availability of Principle Investigators
and incentivization

Intellectual property

Signfiicant divergence with nescademic
sites

Cost and efficiency
Appropriate value for expense

IRB staffing and responsiveness
Sufficiency of expertise, availability, and focus

«&2» peornet

2025 May NIH Pragmatic Clinical Trials Collaboratory (J. Spaeder)



What Gaps Can PCORnet Fill?

Providersand EHRsclaims,and

OnePCORne&dt Many Possibilities researchers patient-reported data

PCORnN@s a national resource, funded by PCORI, that enables
insights from higkquality health data, patient partnership, and
research expertise to deliver fast, trustworthy answers that
advance health outcomes.

Research Powered dyCORNn&d -
A Realworld evidencestudies
A Comparativeclinicaleffectivenessesearch

A Populationhealthresearch

A Pragmatigesearch With built-in

A Healthsystemsesearch national collaboration,

A Implementation science research PCORnetunctions as a

A Andmore learning health system to
help researchers generate

More Thana DataNetwork answers to advance

Accesso patient partnersandthousandsof clinicianswith Patients caregivers health outcomes.
expertknowledgeof PCORnetnableddata=meaningful ’ ’

researchtargetsandfasteranswers. andadvocates @ pcor_net




PCORNeéD Clinical Research Network Locations

What are Clinical

(s I ResearciNetworks?
(s )
o A Healthcare institutions
9 € o from large academic health
o o centers to local community
. o @ o () clinics across the U.S.
0 — ocations .
o o ® 0 QP et A Committed to speed
0 o0 @ g patient-centered research
cGo o (°n) :
(7n}5) © ADVANCE viaPCORnet
o 0o e’ 0 GPC
o o O INSIGHT
(o] o % o o © O OneFlorida+
© PaTH
¥ % Bop S
(o]
o o O STAR
c2o

@ pcornet’



PCORNe&D Clinical Research Network Locations

ADVANCE

1. Fenway Health

2. Health Choice Network

3. OCHIN

4. Oregon Health & Science
University Hospital System

5. The University of Washington

GPC
6. Allina Health
7. Intermountain Healthcare
8. Marshfield Clinic Research Institute
9. Medical College of Wisconsin
10.University of California, Davis
11.University of California, Los Angeles
12.University of lowa Healthcare
13.University of Kansas Hospital
14.University of Missouri
15.University of Nebraska

Medical Center
16.University of Texas Health

Science Center at Houston
17.University of Utah Health
18.UT Southwestern Medical Center
19.Washington University in St. Louis

INSIGHT

20.Columbia University Irving
Medical Center
21.Houston Methodist
22.Montefiore Einstein
23.Mount Sinai Health System
24.New York University Langone Health
25.New YorkPresbyterian
26.Stony Brook Medicine
27.Weill Cornell Medicine

OneFlorida+

28.AdventHealth Orlando

29.Bond Community Health Center, Inc.
30.Emory University

31.Florida Medicaid

32.Jackson Health System

33bAO1f I dza / KAt RNBY Q&

34.0rlando Health

35.Tallahassee Memorial Healthcare and Capital Health Plan 58.Stanford Children's Health
36.University of Alabama at Birmingham
37.University of Arkansas for Medical Sciences

38.University of California, Irvine

39.University of Florida and University of Florida Health

40.University of Miami and UHealth
41.University of Minnesota

42.University of South Florida and Tampa General Hospital

PaTH REACHNnNet

43.Boston Medical Center 61.Baylor Scott & White Health (BSWH)
44.Geisinger 62.DHR Health Institute for Research and Development
45.Johns Hopkins University 63. Louisiana Public Health Institute
46.0hio State University 64.0chsner Health
47 .Rush University Medical Center 65.0chsner LSU Health Shreveport
48.Temple University 66. Sutter Health
49.University of Michigan 67.Tulane Medical Center
50.University of Pittsburgh 68.LCMC Health
69. University of California, San Francisco
PEDSnet

51/ KAt RNByQa bliarz2 AR 2a1mdrt
52/ AYOAY Y GA KA RNSDuReUnivessty (TC) | €
53/ 2f 2N} R2 / KAf RNXB yQEssehtia Healh (i | ¢
54 d2NAS / KAf RNBY Qa 72 Bayd Minict
5501 GA2Y6ARS / KA RNBMedisal UnigefisitgiotiSbitth Carolina
56.b SY 2 dz2NE / KA f RNB Y G4 Mehdry Meiiieal College
& LI G IBT{ DT Gt0S / KAt RNBy 0% Stan®rd Snivar&KSchool of Medicine

Institute 76. University of North Carolina at Chapel Hill
77.Vanderbilt University Medical Center (CC)
59.¢ SEI & / KAf RNByYy Qa 78. WakeForedt Pniversity School of Medicine
606 KS / KAt RNByQa | 2aLlRAdalrt 27

Philadelphia (CC)

«g» peornet




Scope oPCORNeAAccessible Data

PCORnatepresentsdatafrom everydayhealth careencounterswith more than 47 million people
annuallyacrosghe U.S., enabling largecale, innovative, patieatentered health research.

N
[

*The data density map illustratesingle
addresseshat are associatedwith individual
PCORNn& NetworkPartnerencounters.

«g» peornet
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The PCORnet® Common Data Model

To be useful, data have be standardizedicrosssystemsFrequentdatacurationandasingle
language=nabledbythe PCORn@&CommorDataModel (CDMyeliverfastinsights.

Readyfor Research Available,But Still Evolving
Demographics Diagnoses  Procedures Immunizations TumorRegistry Biosamples
: o Social , :
Vital Clinical : PatientGenerated Genomic
: Labs : Determinants
Signs Observations of Hoalll Data Results
MedicationOrders Patient-Reported Natural Language
& Administrations Outcomes ProcessindperivedConcepts
Data fromPCORN& Clinical Data available at som@CORnNé& Clinical
Research Networks available in Research Networks that may not be in the
the PCORn& CDM and ready for PCORNn& CDM and require additional work
use in research for use in research

.@.} pcornet’



Work with
PCORNet®

Newsroom Contact the Front Door Q

®
@ pCO r n et ABOUT  PARTNERS RESEARCH DATA ENGAGEMENT RESOURCES
T

he National Patient-Centered Clinical Research Network

PCORnet® Front Door

How do you access PCORnet?
—)E PCORnet is a national resource available to everyone.

The PCORnet® Front Door is an access point for Knock on the PCORnet® Front Door to access PCORnet

potential investigators, patient groups, healthcare —

organizations, clinicians and clinician groups, pcorn e
government, industry scientists, sponsors, and all A e

stakeholders seeking to leverage PCORnet
infrastructure and collaborate on patient-centered
research.

CONTACT THE PCORNET® FRONT DOOR L D) Ea % C3




ThePCORNe&® Front Door

Theaccess point foPCORnetesources and services

I a1y 2 OIPEORAGFraintkD8or can support:

STUDY DESIGN g : DATA NETWORK REQUEST Learn More
@ Preliminary data for proposals, | Eﬂ?o A Get data insights frorRCORN& I%m[)tggr
effect sizes, and potential 011010 Clinical Research Networks —
study power A Obtain aggregated results for

informing research project
development

COLLABORATORS
A Partners to cedesign research

Deeper partnership witPCORnNet
provides access to best practice sharing,
patient engagement, and transparent
guality improvement initiatives

CONNECTIONS TO NETWORK l@ PCORN&d STUDY SUPPORT
i

A People with specific expertise



https://pcornet.org/front-door/
https://pcornet.org/front-door/
https://pcornet.org/front-door/
https://pcornet.org/front-door/
https://pcornet.org/front-door/

ResearciUsingPCORnNet®

AVettedNationalResourcé¢o DeliverFast, Trustworthy
AnswerslhatAdvanceHealthOutcomes

et &.7.2 <= Ny
:E:I[II]E: 0/ 2\ =|= L
[ ! o O L
$1B+ 325 1074 1805
Research FundedStudies  Publicationsabout = PCORnNet®ront
Funding ResearclhiPowered Door Requests
by PCORNet®

62

Numbersreflect 20152026, exceptfor
PCORnNet®ront Door requestswhich are

: rnet
from November2018- February2026. PCORnNet®tudies .@.’}.pco ................




What isa PCORNet®tudy?

PCORnet®tudiegepresenta deeplevelof partnershipto advance
patient-centeredcomparativeclinicaleffectivenessesearchand other
nationalscaleresearch.

PCORN&DStudiesare committed to:

1. Collaboratingvith two or more PCORnNet®linicalResearch
Networks(CRNS)

2. Ensuringparticipantsandpatientsareengagedhroughoutthe
projectlifecycle

3. Broadlydisseminatindindingsandreturningstudyresultsto
participants

4. Sharingstudyprogressperformancemetrics,andbestpracticeswith
the networkregularly

5. Leveraginghe PCORnet®ommonDataModelasappropriate

6. Researcipoweredby PCORnet®cludesPCORNet®tudiesand
other researchconductedusingPCORnNedataresources

o

o} 1 o
oL0 .0

O

& &
2 0~
PCORnet®tudies m
$703M
<|=
= PCORnNet®tudy

196+ Funding

PCORnNet®tudy
Publications




ThePCORnNanfrastructuresupportsresearchfrom avariety of
fundersincluding,but not limited, to PCORI.

$600 - Funding Source
e Federal
'E e |ndustry
=
oo 5400 ] e PCORI
g g e Academic Partner
- é — Fo-undation
Q E em=s Private Donor
-g ~— SZOO -
=
L
SO ;

2015 2016 2017 2018 2019 2020 2021 2022 2023 2024 2025

ResearchstudiesusingPCORnefunded amount=$1,177,860,685\=325
Datais selfreported from PCORnet®etwork Partners.

Dataasof Februaryl0, 2026

Multi-SectorFundingfor ResearciJsingPCORnNet®

FederalN=164$595,289,535
PCORN=65,$497,828,023

IndustryN=40,$67,541,406
AcademidPartnerN=39%$13,146,464
FoundationN=16,$3,875,257
PrivateDonorN=1,$180,000



Therapeutic Areas Researched in PCORSatdies

pulmonoloyy engagement methods

mental and hehavioral health

hepatology
gastroenterology

rare diseases nenh rﬂlﬂ!w :;t;"i::';lngv




Research in PCORnet® VYCOMPARE <% Adﬁg\fﬁnlgtﬁ

Clinical Qutcomes of Medications Post Anti-TNF:
Researching Effectiveness in Pediatric IBD

PCORnNet is a national resource [G3]8] Certers forDissase Control and Prevertion
Where hi h' Ua“t health data, Morbidity and Mortality Weekly Report (MMWR)
ViD-19
patient partnership, and research Cardiac Complications After SARS-CoV-2 Infection and mRNA IABETES
. . COVID-19 Vaccination — PCORnet, United States, January ASSESSM ENT
expertise delivers fast, 2021-January 2022
trUStworthy answers that Completed; PCORI Public and Professional ™ Has Results

Research
Abstracts, and Final Research Report Posted

advance health outcomes.
Comparing Three Types of Weight Loss

Surgery -- The PCORNnet® Bariatric Study

PRECIDENTD “£¥. PREVENTABLE

Prevention of Cardiovascular and
Dlabetlc Kidney Disease in Type 2 Diabetes PRagmatic EValuation of evENTs And Benefits of Lipid-lowering in oldEr adults

ACTIV-6}

Healthcare Worker Exposure 1ixr
Response & Outcomes f..t R E O v E R
B " C
% Racow

searching COVID to Enhane




PCORNet Resources

AMaterialsdevelopedusingPCORnNetre sharedto promote lessondearnedand best practices in the
Knowledge Repository located in the Resources secti®CaiRnet.org

AResourcesaresorted by ResearchData,andEngagemenandsearchabldy keyword.Theyinclude
engagementasestudies lay audienceglossariesthe PCORné@CommonDataModel, andmore.

T N

oliolo
Research Data Engagement
Explore innovative tools and Improve the quantity and quality Search best practices for engaging
models that can be used of data used in your study with a variety of stakeholders
throughout every stage of your Innovative resources and tools. throughout the research process.
research project from Engagement means active
generation of a hypothesis to involvement of all stakeholders.

disseminating results.



https://pcornet.org/resources/

PCORNe&D Playbook

Your guide to usind®CORnetor patient-centered research PCORnNnet®
Through this resource, you will learn: PlaybOOk
MODULE 2: GETTING
i STARTED WITH PCORnet

How to usé?CORnNetesources to find fast, trustworthy

answers to patiententered health research questions.

How to design higlguality, largescale research projects cornet’
IEI'_'I usingPCORnNetervices, including engagement, data, and «g8» pcornet

outreach support.
@ What to expect when collaborating with
Il PCORnN&Network Partners.
Get started at pcornet.orgpcornet-playbook «&2» peornet



PCORNnNet Efficiencies

APCORnNet Common Data Model

APCORnNet Common Engagement Model

AResearch Readiness Coordinators

AData Flow Templates

APCORnet Master Clinical Research Collaboration Agreement
APCORnet Master Data Sharing Agreement

AReliance on Single IRB and Commercial IRB

AGOAL: Startip in 90 Days!

@ pcornet’



Common Misperceptions
Does PCORnNet = PCORI?

No! PCORI provides funding to supportitifeastructureof PCORnNet but does not dictate the operations of PCORnet.
The sites and staff that support PCORnet do not represent PCORI.

Can only PCORnet Members conduct research using PCORnet?

No! PCORNnNet is a national resource available to anyone.

Is PCORnNet research funded only by PCORI?

No! Research leveraging PCORI can be funded by PCORI, NIH, Industry, Foundations, etc.

Does a PCORnNnet® Study have to leverage electronic health data?

No! A study may be a PCORnet® Study if it utilizes at leaBIG®&N@& CRNs and embraces elements of patient
engagement. Utilization of electronic health record data is not a requirement.




Connect with s
PCORRNet £ CEARN MORE ABOUT

SUBSCRIBE
to the PCORnNet newsletter

FOLLOW
PCORNetworkn LinkedIn

@PCORRNetwomn X

® The National Patient-Centered
. pco r n e Clinical Research Network


https://pcornet.org/newsletter/
https://www.linkedin.com/company/pcornetwork
https://twitter.com/pcornetwork?lang=en
https://pcornet.org/front-door/

STAR CRN Clinical Reach

Over 25 million patients across the country.

The STAR Clinical Research Network includes clinical records
of patients since 2004 and is updated on a quarterly basis.

STAR CRN Sites

IV‘ Vanderbilt University
Medical Center

)
L[ﬂ Meharry Medical College

W2 Essentia Health
Qm] Duke University

School of Medicine

University of North Carolina
Health Care

Wake Forest University
School of Medicine

Medical University
of South Carolina

Tl MavoSinte $2» pcornet

STA R Science, Technology, K
And Research partnership N 3 ﬁp Stanford University == @@ jonl Paient Centared 1 il Researeh Ntwork

School of Medicine

~
»




Vanderhbilt

Mayo Clinic

UNC at Chapel Hill
Duke University

MUSC

Meharry MedicalCollege

Wake Forest Baptist Heal

Essentia

Stanford

Sites in CDM

VanderbiltUniversity Health System

Mayo Clinic Rochester/Florida/Arizona,
Mayo Clinic Health System

UNC Health Care System
DukeUniversity

MUSC Health

Meharry Medical Colleg&
Nashville General Hospital
WakeForest Health Systems

Essentia Health

Stanford Health Care

Patients in CDM

3,069,955

3,497,878

5,057,689
3,537,891

2,121,842

446,656

6,581,929

1,445,603

2,596,473

Encounters in
CDM

64,006,045

106,414,068

240,042,991
105,990,063

26,079,960

2,446,475

277,608,978

72,705,386

136,142,844

CDM Dates

01/01/2009¢ 10/31/2024

01/01/2010¢ 08/31/2024

06/01/2004¢ 04/05/2024
01/01/2005¢03/31/2025

07/01/2014; 03/31/2025

01/01/2004¢ 02/28/2025

01/01/2007-02/28/2025

01/01/2012¢ 04/01/2025

01/01/2012- 09/09/2024

Production CDM
Refresh Rate*

Quarterlyupdate

Quarterlyupdate

Quarterlyupdate
Quarterly update

Quarterly update

Quarterlyupdate

Quarterly update

Quarterly update

Quarterly update




A(3) Attended 9/11/25PaTHRoadshow

A(2) Patient Partners will attend 2025 PCORI Annual
Meeting in D.C.

Aln the process of completing the PCORnet 2025
annual engagement survey for patient partners

AProvided feedback on PCORI grant proposals and
study materials




STAR
N
N\

STAR Engagement Team (SET) Onboarded (1) new Essentia SET membel
(2) attending the 2025 PCORI Annual Mee

Developed a STAR Intake Engagement Pz
Checklist

Completed the 2025 PCORnet Annual
Engagement Evaluations for CRNs

AContinue to collaborative across CRNs anc

PCORnNet.
.@.} pcor_net‘
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Includes funding from NIH, PCORI, Industry, CDC, etc.

A Living with HIV (Bloomfield)

A RELIANCE (Krishnan)

A PREVENTABLE (Alexander)

A ODYSSEY (George)

A Safety of Rheum Drugs (Curtis)
A SISTER Study (MiHdughes)

A Med Weight (Block)

A HERO (Hernandez)

A PKIDS (Forrest)

A NETPRO (O'Rorké&hrischille}s
A PANDA (Merkel/Chen)

A PRESERVE (Forrest)

A LennoxGastaut(Rosenman, Berg, Lam)
A TEAMSBP (Bushnell)

A PRECIDENTD (Wexler)

A Advanced HF (Dunlay)
A RECOVER (Kaushal, Forrest)

A Deimplementation of inappropriate thyroig

ultrasound (Brito)
A RESTORE (Saag)
A cvMobius2 (Shah)
A Gene ILD (Swaminathan)
A OBERON (Snyder/Mosher)
A USDHulgHsi)
A AVW vs GRACE (Ritchie)
A CarvTodCD Aktag
A CODA (Rothman)
A Hypertension Guidelines (Tedla)
A CISTEM2 (Dharnidharka)
A Breathe Trial (Casey)
A CNS Meds (Pavon)
A Thriving Hearts (Stuebe)
A DOMINO (Maciejewski)
A Hodgkins Lymphoma (Mailhot)

A Dart (Flory/Ancker)

A COMPARE (Kappelman)

A RADMCV (Aparicio, Lai, Fleurence)
A TRUST (Brown/Schnarrs)

A RSI Trial (Semler/Han)

A MASLDRoynard

A T2T (Pagidipati)

A The Dose Trial (Heerman)

A Measurement Matters (Cohen)

A THINK TTP (Onwuemene)

A APT Comparison (Schwedt/VanderPluym)

A Improve identification of patients with rare ¢
underdiagnosed diseases (Hermann)

A Adv PH use of electronic health records
(Block)

A UrogynCRE®Amundsen/Jelovsek)
A ED Visits (Schroeder/White)

A CDM Enhancement (Kripalani)

A Tech Enhancement (Lenert)




SEFT%?F@SEH(]ademen’[ i M&@hgoimngfgd CHiinl :
ement in F eSS i o e ©

PREVENTABLE NIH Alexander [Duke]
ARIPIEE PERIR SO L] NETPRO PCORI O'RorkeChrischille$GPCUlowd
HF Outcomes PCORI ~ Bachmann [VUMC] PRECIDENTD NIH Wexler/Everett [Brigham]
TEAMS BP PCORI Bushnell [Wake] COVIBL9 OpiodOD crisis NIDA Cerda [NYU]
COMPARE PCORI Kappelman [UNC] RECOVER NIH Kaushal/Forrest [Cornell/CHOP]
GREENLIGHT PLUS PCORI Heerman [VUMC] LGS PCORI Rosenman/Lam [Lurie Children's]
BACKOFFISpA PCORI Weiss [CHOP]
THINKTTP PCORI Onwuemene [Duke] -
TEST 2 TREAT AMGEN Pagidipati [Duke/DCRI]
USDHub NIH Hsi [VUMC] RESTORE PCORI Saag [UAB]
CODA NIH Rothman [VUMC] IRISCKD BAYER Pagidipati [Duke/DCRI]
BREATHE Trial PCORI Casey [VUMC] Achieving Equity: CHD/NDDs PCORI John [CHOP]
APT Comparison Study PCORI  Schwedt [Mayo] CDVESBY [RET REIZERT FGeoige][PERI]
cvMOBIUS2 AMGEN  Shah [DCRI]
Greenlight Extension PCORI Heerman [VUMC] Measurement Matters PCORI Cohen [UMass Boston]
Study ACTIV6 NIH Hernandez/Self/Lindsell/Collins/Rothman
Dose Study PCORI  Heerman [VUMC] BASICS NIH/NCI  Courcoulas/McTigue [UCSF]
PANDA NIH Yeng, Merkel [UPenn]

CISTEM NIH Axelrod [lowa]




|| RESEARCH SUMMARY

Comparative Effectiveness of Aspirin Dosing

in Cardiovascular Disease
Jones WS et al. DOI: 10.1056/NEJM0a2102137

CLINICAL PROBLEM

Aspirin is recommended in patients with established
atherosclerotic cardiovascular disease to lower risk of se-
rious adverse health outcomes. However, the appropriate
dose is a subject of controversy.

CLINICAL TRIAL

Design: An open-label, pragmatic, randomized, con-
trolled trial comparing the effectiveness of 81-mg and
325-mg doses of daily aspirin as secondary prevention
in patients with established atherosclerotic cardiovascu-
lar disease.

Intervention: 15,076 patients were assigned to daily as-
pirin at a dose of 81 mg or 325 mg and were followed
for a median duration of 26 months.

RESULTS

Effectiveness: The incidence of death from any cause,
hospitalization for myocardial infarction, or hospitaliza-
tion for stroke was similar in the 81-mg and 325-mg
groups.

Safety and Adherence: The incidence of hospitalization
for major bleeding with an associated blood-product
transfusion was similar in the two groups. The 325-mg
group had higher incidences of dose switching (41.6%
vs. 7.1%) and aspirin discontinuation (11.1% vs. 7.0%)
and fewer days of aspirin exposure.

LIMITATIONS AND REMAINING QUESTIONS
Further study is required to understand the following:

® Whether a high incidence of dose switching in the
group assigned to the 325-mg dose affected trial
results

= How results might differ with longer-term follow-up
and a more diverse trial population

s What the incidences of nonserious adverse events and
minor bleeding are and whether these affect adherence

Links: Full article | NEJM Quick Take | Editorial

N=15,076

81-mg Group (N=7540) 325-mg Group (N=7536)
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CONCLUSIONS

Effectiveness and safety outcomes did not differ significantly

with daily use of 81 mg as compared with 325 mg of aspirin
in patients with established atherosclerotic cardiovascular
disease, and adherence was better with the 81-mg dose.

Annals of intemal Medicine
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SUMMARIES FOR PATIENTS
Effectiveness and Safety of Bariatric Procedures for Weight Loss

What is the and what is known about it so far?

Wiight koss {bariatric) surgery can help people with severe obaesity lase weight.

Bariatric surgery indudes many different procedunes, but they all make the stomach

smaller s that people eat less and feel full Throe comman procedures are

Roux-en-T gashic bypass {bypass), sleeve gastrectomy (sleeve), and adjustable

E:sl.ril: banding (lap band or bandl Mot much research has beon dane 1o keak at
o will these surgeries work i help people kse weight and keap it off over Bme.

Why did the researchers do this particular study?
Ihrmxd‘u:n'lmdhmﬁ:nl‘mmdﬁumglﬂpﬂtnnﬂlnnm1 3 and 5
years after 3 bypass, sleove, or band. They also wanted 1o compara shiort-team
complications expaerenced by patients in the 30 days afier each procedure.

Who was shsdied?

A total of £5.093 patients from the Uned States who had sovere obosity: were aged
20 to 79 yaars; were having their first bariatric surgery; and had a bypass, sleewa, or
band betwoen January 2005 and September 2005 inone of 41 health systems in tha
Matonal Patient-Centered Clinical Reseanch Network.

How was the stady done?

The researchers kroked at information from patients’ clectronic medical records to
identify their demographic characteristics (for example, age and racefethnicity) and
dinical characteristics (for example, health problemsk the type of bariatric proecedure
thery had: magar mphnl.-nm- within 30 days afier their procodure; and weight
bedoae surgery and 1, 3, and & years aftereard.

What did the researchers find?

The most comman procedurs was bypass, with 32,200 (49.5%) of the patients having
this procedure, followed by 29,593 (45 .4%) wha had a sleeve and 3192 [4.59%) who
had a band. Most patients (4%) had 2 weight measue 1 year after the procedurne;
G0% had one at 3 years, and £9% had one at 5 years. Patients who had a bypass lost
more weight at 1, 3, =n|:|5- ars than those wha had a deave. The leastweight lass
was soen for pationts who |:| a band. Howawer, thero waere more complications 30
days after a bypass {S.0%) than after a sleewve (2.5%) or a band [2.9%) procedure.

What were the limitations of the study?
Infomaton on weight was nat available for many patients at 1, 3, and 5 years. Also,
thee researchers knoked only at short-tesm complications.

Patients with sewers ohesity who had a bypass lost more weight than those wha had
a sheeve or a band. However, early complications were more commean in patients
whwr hiad 3 bypass than in thosa who had the cther precedures. People with severa
abesity who are considering bariatric surgery shouwlkd think about these radeofis in
the benefits and risks of the procedures and discuss them with their doctor so that
they can chuoase the procedure that best suils their personal preferonoes.

Ay [rarrs Ml 2018; 165437, dini: 10L7326P18-00 16




Prevention of Cardiovascular and
Diabetic Kidney Disease in Type 2 Diabetes

PCORI PLACER Award ($22M)
Leadership

A Enrollment Numbers (As of 8/5/2025
PIS' V\_/eXIer and Everett (MGB) Screened* Randomized Pending
ARecruitment and Data Support (PCORne
0 0

CC, S. Jones (Duke)) Total 2305 816 (18, 67) 1404 (4, 36) 85(23, 38)
AEngagement (Mayberry, Nelson, Columbia 83 16(0,2)  64(0,0) 3(1, 1) 0 11
Rothman (VUMC)) Johns Hopkin: 35 23(0,0)  11(0,0) 1(0, 0) 205 208
P_ragmatlc RCT of 6,000 patients MUSC 439 130(1, 4)  298(0,3)  11(4, 1) 1 5
vylth T2DM Qnd CAD/elevated CV e ol oo . A
risk randomized to GLP1ra vs |
Vanderbilt 474 31 (0, 2) 437(0, 7) 6(0, 1) 12 12

SGLT?2i for prevention of CV diseas
and renal disease

8 Vanguard Sites including Duke, |
VUMC, MUSC, Essentia Essentia 342 153(4,11)  179(2,9) 10(4, 9) 0 0

(#,#) Number changed since the past seven days, and since the past thirty days

Missouri 107 17(0, 0) 86(0, 0) 4(0,0) 274 250

MCW 188 64(1, 3) 119(1, 1) 5(3, 5) 0 4
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JAMA

QUESTION Can adding a health literacy-informed responsive text messaging and web-based dashboard intervention to health behavior
counseling delivered by pediatric primary care clinicians support healthy growth over the first 2 years of life?

CONCLUSION Adding a digital intervention to health behavior counseling improved growth trajectories over the first 24 months
among a racially and ethnically diverse population compared with health behavior counseling alone.

© AMA
POPULATION . INTERVENTION FINDINGS
A Obesity (body mass index
2;2 KlleaTeale 7 900 Parent-child pairs randomized O gk SRR e (T
‘ , Y = 896 Parent-child pairs analyzed Y —
Clinic + digital

Healthy children aged 0 to 21 days, G Q interventi%n 7 . 4%
born after 34 weeks' gestation, 449 451
with birth weight >1500 g - .. o

Clinic + digital Clinic only Clini l 12 70/
Median gestational age: intervention Health behavior Inic onty ./ /0
39.2 weeks Health behavior counseling counseling only

lus a digital health behavior

Fnterven?ion Between-group difference, -5.3%
LOCATION Adjusted risk ratio,
6 PRIMARY OUTCOME 0.56 (95% Cl, 0.36 t0 0.88)
Medical centers ] _ _ Estimated weight-for-length reduction,
in the United States Child weight-for-length trajectory over 24 months 0.33 kg/m (95% c1, 0.09 to 0.57)

Heerman WJ, Rothman RL, Sanders LM, et al; Greenlight Investigators. A digital health behavior intervention to prevent childhood obesity: the Greenlight Plus
randomized clinical trial. JAMA. Published November 3, 2024. doi:10.1001/jama.2024.22362
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Community Engagement
via PCORnNet®

‘%. t ®
The National Patient-Centered Clinical Research Network




Engaged Communities Drive
Better, Faster Research

2 K R2 ¢S YSIy o0¢@

A Patients and caregivers,
engaging as coequal collaborators with health
professionals

A Clinicians/Clinic Staff
Alnsurers

A Policymakers

A Others

& D 2 @udiesconsiderall relevantevidencet
and noevidencas morerelevantthan the
communityS E LISNA Sy OS d¢

T PCORn@SteeringCommitteeMember

G02Y

Feedback to

&/ lessen study
Advice for (\ burden on
meaningful participants
endpoints /g(

Best tactics to

Insights to disseminate
help reach research

populations findings
of interest




PCORnNet® Common Engagement Mode)|,

AND RESPECT
PARTNERS’ TIME

The PCORnet® Common Engagement Model JEANFOR . ot compensation
(PCORnNet® CEM) encompasses the minimal e \/_ ,\

expectations for patient and other partner engagement plans ’ .
engagement in PCORnet resear@hd ‘/ \ e DENE
governance. O/ ronnee o
This gives patients and other community partners  gyauar ’ Common ‘“"es forpartners
a seat at the table in every PCORnet® Stady e\ E"gaiz':le"t /

they can engage as coequal collaborators with  fees sesner ’ \.
Investigators and the study team. \l /

Studies that engage patient partners have . ~ -/\ PROCESSES T0
demonstrated the power of PCORnetitoprove DARTNER . Mt parnes
research questions, quality, and results IMPACT frovghoutthe stucy

Engage partners

to improve research .
.@. pcornet




Applying the PCORnet® CEM

VALUE
AND RESPECT
PARTNERS’ TIME

. PLAN FOR Promote partner fegdback
A set of components for meaningfully MEANINGFUL and compensation
engaging partners in research supported Co-create study and

engagement plans

by PCORnet

PCORnNet® Studies have an engagement plan
that addresses each element of the

s 1 @

DEFINE
PARTNERSHIP AND
PCORnet® POWER-SHARING

\ Provide leadership
roles for partners

Common

EVALUATE
PCORnNet® CEM. e Engagement /‘

s . . EXPERIENCES
Each research study is uniquapproaches Assess engagement Model .
WI” Vary process and satisfaction \

. L DEVELOP
Contact the PCORnet® Front Door to request PROCESSES T0
consultation about how to apply the CEM in DAATNER . Incute partners

thri t the st
your study. IMPACT s

Engage partners

to improve research
.@. pcornet’

The Rational Patient-Centered Clinkal Research Netwark



Components of the PCORnet® CEM .

AND RESPECT
PARTNERS’ TIME

Plan for Meaningful Engagement AN FOR Pm?ﬁﬁi‘é?%liﬁ?fﬁ o
Determine strategy for how patients, caregivers, ENGAGEMENT

. . o-create study and /- ~
and other partners will contribute regularly and engagement plans ’ .
substantively to the research. DEFINE

PARTNERSHIP AND

A ~ A~ A v o , ~ ‘ POWER-SHARING
£ £dz8 FyR wSaLlSod t+ NIy$ N. PCORnet® \ i adershp

Com mon roles for partners .

w8023yAl S LI NIYySNEQ ozypy#gggv Engagement @ Bt
payment process that compensate partners for EXPERIENCES Model / .

their time. pré*ééiiéﬁﬁiaa%%?‘ai?fon \ \

Define Partnership and Powesharing l\_‘ o JEVELOP_

Clearly described roles allow partners to DENTIFY ENGAGE PARTNERS
participate in leadership discussions and decision PARTNER . iroughout the study

mak| ng . Engage partners

to improve research .
.@. pcornet




Components of the PCORnet® CEM .

AND RESPECT
PARTNERS’ TIME

Develop Process to Engage Partners AN FOR . ot compensation
There are many ways to include partners and ENGAGEMENT
. e . o-create study and
activities may vary across studies and throughout engagement plans .
/ \ DEFINE

the course of a study. ‘ ’ aTNERS
POWER-SHARIN
Identify Partner Impact . / PCORnet® \  Provide eadersip

. ; Common roles for partners
Communicate to partners which elements of the ~ evaware v Engagement ‘
study the partners can help improve or change.  experiences \ Model / .
Assess engagement
OGI fdzZ 6S t I NIYSNBEQ 9 ELENRKSY \

DEVELOP
PROCESSES TO
ENGAGE PARTNERS

Listen to patient partners and collaborate to
Improve the engagement experience.

\
(YA

PARTNER . Include partners

PARTNER

IMPACT throughout the study
Engage partners

to improve research
.@. pcornet’

The Kational Patient-Centernd Clinikcal Research Netwark



STA R Science, Technology,
And Research partnership
T 7

Partnering with STAR CRN
Engagement in-Research

oct WORUWN tT ¢t AWAB6?2 491U~ Ac Wbl

STAR Engagement Operations Team
Office of Community Health & Engagement
Vanderbilt University Medical Center



STAR CRN Sites

Vanderbilt University
Medical Center

Meharry Medical College

) B <

A\

Essentia Health

P4

” Duke University
School of Medicine

(=

University of North Carolina
Health Care

Wake Forest University

=
[1Al}
' School of Medicine

Medical University
of South Carolina

MAYO
CLINIC

W Mayo Clinic
Science, Technology,

And Research partnership Stanford University

School of Medicine




We partner with investigators through three A

. ~N
core mechanisms A

Mechanism  What it does Examples
Review Improve engagement plans and materia STAR CRN Front Door intdgeeferred)
Connect Match investigators with patient partners For advisory, convestigation, feedback,

dissemination roles

Convene Create structured spaces for dialogue  Bimonthly SAC meetings where investigators
present and solicit input

Science, Technology,
And Research partnership

STAR
N 7
JZ2\\




g A R7 Collaborating with the STAR Engagement Team
k * Identify and prioritize topics based

on relevance, urgency, and real
world applicability

Communicate results effectively to

diverse audiences Research

Question

Ensure the conceptual framework is
logically sound by considering
potential confounders and confirming
the importance of identified variables

Dissemination

Engagement
can take place
at all levels of
research.

Provide input on interpreting
findings, including suggesting
alternative explanations or

perspectives Provide input on data collection

methods and assist in selecting
appropriate data sources

Implementation




Engagement Plan Review: Our team aims to ensure strong

meaningful engagement in STAR studies

o= ======- B oo TTTTTmTs B
1 1 1 1
Complete STAR ! ! | !
intake form ! Revise ! : Finalize :
including : Engagement F———— - —1 : Engagement !
Study Team Engagement : Plan if needed ; : : Plan :
Plan (required) ] : | ] :
Cemeemm = J I Cemmeeee e J
A | A
| |
I
i I
! |
_____ Y - |
: 5 : R |
STAR Engagement FAMSN : Pr(?\{lde : |
Ops Team Engagemen.t : additional : :
Plan and provide I feedback 1 B
——— EE— I - — — — —
feedback ! and/or :
during intake ! solicit feedback !
_ call . fromSAC |
STA R Science, Technology, ' e J
And Research partnership
N d

JZ2\\



We invite patient partners to assess the
ersoncenteredness of studies

ST/\ R Elements of Person-Centeredness Strongly Somewhat Somewhat Strongly

T 7 STAR Ad . C .l SAC Disagree Disagree Neither Agree Agree
VI S O ry o u n c I ( ) 1. There is evidence that beliefs relevant to the
k * population of interest or to persons/community members

in general are included or addressed in the research.

2. There is evidence that attitudes relevant to the
population of interest or to persons/community members
in general are included or addressed in the research.

3. There is evidence that concerns relevant to the
population of interest or to persons/community members
in general are included or addressed in the research

4. Person/community-centered goals and/or outcomes
are included or addressed in the research.

Deb Burcombe Thomas Groves Cheslie Johnson Richard Scott
Wake Forest MMC Duke VUMC

5. Research priorities of interest to or identified by
persons/community are included or addressed in the
research.

6. The needs of persons/community are included or
addressed in the research.

7. Individuals representing person and/or communities
are engaged in the research as stakeholders, advisors,
consultants, or team members (beyond serving as
research participants or volunteers).

Constancita “Tita” Nieves Bob Stevens Mike Sylvester Russ Vanderboom Harry Wachob
UNC MUSC Essentia Mayo Stanford

Wilkins et al. Development and validation of the Persoh Sy SNBERy Sada 2F wSaSI NOK { Ol esSairh 3028dizNI/ doiforg P21 7/cBrYt Ldlamidy il A @S 9 FF SO



https://doi.org/10.2217/cer-­‐2018-­‐0046
https://doi.org/10.2217/cer-­‐2018-­‐0046
https://doi.org/10.2217/cer-­‐2018-­‐0046
https://doi.org/10.2217/cer-­‐2018-­‐0046
https://doi.org/10.2217/cer-­‐2018-­‐0046
https://doi.org/10.2217/cer-­‐2018-­‐0046
https://doi.org/10.2217/cer-­‐2018-­‐0046
https://doi.org/10.2217/cer-­‐2018-­‐0046

STAR Engagement

Resources

< 7
b\

Engagement

STAR CRN partners include a range of patients, clinicians, investigators, community partners,
caregivers, and advocates who conltribute a wealth of individual lived experience and expertise. Our
partners provide meaningful, comprehensive feedback to STAR CRN leadership, operations, and
investigators that helps shape the development and implementation of person-centered outcomes
research and intentional, right sized engagement leading to the goal of enhancing relevant research
for health decisions and increasing the desired health outcomes of the patients and communities we
serve.

https://starcrn.org/partners/

Engagement

Engagement
Leads

STAR Advisory
Council (SAC)

STAR
Engagement
Team (SET)

PARTNERS RESEARCH

pcornet  wan

The National Patient-Centered Clinical Research Network

Knowledge Repository

Explore resources for improving research through better practices

DATA ENGAGEMENT

https://pcornet.org/resources/

RESOURCES
-

Research Data

Engagement

Explore innovative tools and models
that can be used throughout every
stage of your research project - from
generation of a hypothesis to
disseminating results.

Improve the quantity and quality of
data used in your study with innovative
resources and tools.

SEARCH RESEARCH SEARCH DATA

Search best practices for engaging a

variety of stakeholders throughout the
h p: . Ei means

active invol of all stakehold

SEARCH ENGAGEMENT

ST A R Science, Technology,
And Research partnership

<
JZ2\\


https://pcornet.org/resources/
https://starcrn.org/partners/

Leveraging PCORnNet® for Trials and Cohort Studies

Adrian Hernandez MD MHS

Vice Dean and Executive Director, Duke Clinical Research Institute
Pl, Coordinating Center for PCORnet®

Russell Rothman MD MPP

Director, Vanderbilt Institute for Population and Public Health
Pl, STAR Clinical Research Network

.@.:). pcornet’




Pragmatic Clinical Research Benefits

A Increased efficiency
A Technological solutions for data capture
A Refined approach to adjudication

Streamline
Operations

A Incorporated into routine care
A Enhanced enroliment
A Optimized site visits

Reduce
Burden

A Realworld data sources
A Leveraging routine clinical data
A Integration of disparate data sources

Access
Quality Data

A Efficient supporting of quality by design
A Scientifically valid answers
A Regulatory acceptance (5.:) pcornet’

Arrive at Valid
Answers




A Changed World of Possibllities: P&OVID to PosCOVID

U

Pre-COVIDB19: FH Possibilities:
Site based visits & care : Home based visits & care
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https://ctti-clinicaltrials.org/our-work/digital-health-trials/running-a-decentralized-trial/




A Changed World of Possibllities: P&OVID to PosCOVID

PreCOVIBLO: === Possibilities:
Site based visits & care : Home based visits & care
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