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e Patient Centered Outcomes Research Institute (PCORI)
created PCORnet with:
— 13 sites as Clinical Data Research Networks (CDRN)
— 20 sites as Patient Powered Research Networks (PPRN)

e Goals

— Each CDRN engages 1 million or more patients across 2 or
more health systems

— Build infrastructure to share data, build novel informatics
tools, engage key stakeholders

— Perform comparative effectiveness research and pragmatic
clinical trials.
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PCORnet Reaches Across the Nation

This map depicts the number of PCORI-funded Patient-Powered or Clinical
10 14 17 Data Research Networks that have coverage in each state.
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1. De-identified data/HIPAA Limited data for prep to research or
observational research

Fully-identified data for observational research
Contact patients for observational (survey or cohort) research

Pragmatic intervention studies at patient, clinic, or system level
to answer practical clinical questions and improve patient care

5. Health system innovation and population health efforts
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nesedug) clinical data research network

NETWORK OF HOSPITALS AND CLINICAL PRACTICES
THROUGHOUT THE SOUTHEAST AND THE NATION

Principal Investigators:
Russell Rothman MD MPP, Vanderbilt University Medical Center

Trent Rosenbloom MD MPH, Vanderbilt University Medical Center
Paul Harris PhD, Vanderbilt University Medical Center

Tim Carey MD MPH, University of North Carolina at Chapel Hill
Les Lenert MD, Health Sciences of South Carolina
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Mid-South CDRN Clinical Reach

Over 9 million patients in the Mid-South Region.

The Mid-South Clinical Data Research Network includes clinical records
of patients SINCe 2004 andis updated on a quarterly basis.

Our partnership with Greenway Health adds over 1 6 million patients nationwide.

Mid-South Sites
Vanderbilt University
v Medical Center

Vanderbilt Health
Affiliated Network

]
Meharry Medical College

wll Duke University

School of Medicine
|ﬁ University of North Carolina
Uil Health Care

M Health Sciences
l‘ South Carolina

aalle=te8iia) clinical data research network
NETWORK OF HOSPITALS & CLINICAL PRACTICES
THROUGHOUT THE SOUTHEAST & THE NATION

© Greenway Health Sites
Q

~=Greenway
Health?



Data Aggregation Across CDRN

VHAN

i

3 + 4§
| com cov J cov N cov W cov
Mid-South CDRN /

2. CDRN returns | T PCORNet

1. Queries and
Analytic Software Counts and | |
Packages from Aggregate resulting . = " .

> 110 million patlentsI

>
PopMedNet ' TN

PCORI data
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PCORI Common Data Model V 3.0

CONDITION &

A condition represents a patient’s diagnosed and sealf-
reported health conditions and diseases, The patient’s
medical history and current state may both be
represented.,

DEATH @D

Reported mortality information for patients,

DEATH_CAUSE €D

The individual causes associated with a reported death,

DEMOGRAPHIC €

Demographics record the direct attributes of individual
patients,

pIAGNOsIs @

Diagnosis codes indicate the results of diagnostic
processes and madical coding within healthcare delivery.

DISPENSING @

Outpatient pharmacy dispensing, such as prescriptions
filled through a neighborhood pharmacy with a claim
paid by an insurer. Outpatient dispensing is not
commaonly captured within healthcare systems.

VANDERBILT §/ UNIVERSITY
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ENROLLMENT &

Enrollment is a concept that defines a period of timea
during which all medically-attended events are expected
to be observed. This concept is often insurance-based,
but other methods of defining enrallment are possible,

ENCOUNTER @

Encounters are interactions between patients and
providers within the context of healthcare delivery.

HARVEST ()

Attributes associated with the specific PCORneat datamart
implementation

LAB_RESULT ctM @

Laboratory result Common Measures (CM) use specific
types of guantitative and qualitative measurements from
blood and other body specimens, These standardized
measures are defined in the same way across all PCORneat
networks,

PCORNET_TRIAL ¢

Patients who are enrolled in PCORnet clinical trials.

PRESCRIBING &

Provider orders for medication dispensing and/or
administration.

PRO.cM &

Patient-Reported Outcome (PRO) Common Measures
[CM]) are standardized measures that are defined in the
same way across all PCORnet networks. Each measure is
recorded at the individual item leveal: an individual
guestion/statement, paired with its standardized
response options.

PROCEDURES @

Procedure codes indicate the discreet medical
interventions and diagnostic testing, such as surgical
proceduras, administered within healthcare delivery.

vitaL @

Wital signs (such as height, weight, and blood pressure)
directly measure an individual’s current state of
attributes.
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Z PCORI Common Data Model V 3.0

Production CDM Refresh

Sites in CDM

Patients in

DM

Encounters in

DM

CDM Dates

Rate*

Vanderbilt

VHAN

Greenway
Health
UNC at
Chapel Hill
Duke
University

HSSC

Meharry
Medical
College

Vanderbilt University
Health System
Williamson Medical
Center, Maury
Regional Medical
Center, West TN
Health

952 sites

UNC Health Care
System

Duke University

Greenville Health
System (GHS), MUSC
Health (MUSC),
Palmetto Health (PH),
and Spartanburg
Regional Healthcare
System (SRHS)

Meharry Medical
College and Nashville
General Hospital

1,683,921

386,015

16,754,670

2,138,696

2,254,461

3,105,315

137,147

27,164,268

1,305,116

103,984,550

20,817,024

39,788,694

31,837,251

751,870

1/09 - 03/17

12/13 - 03/16

1/10 - 12/15
6/04 - 4/17

1/05 - 3/17

SRHS: 1/11-12/16
PH: 1/11-12/16
MUSC: 1/07 — 12/16

1/04 — 04/17

Quarterly update

Quarterly update

Quarterly Update
Quarterly update

Quarterly update

Quarterly update

Quarterly update

] * Production tables are updated after data characterizations have been approved by the Coordinating Center
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Y
Additional Linkage for “Complete” Data

* Includes statewide hospital discharge data and vital statistics(death) data. Approved for

TN State 1998-2015 data
L=l = * Agreements in place; Will purchase 2015 once ready

e Currently have 2011-2014 data, Linkage in process!

¢ Includes health claims data derived from approx. 1,480,430 individuals covered under the states
Tenncare Medicate coverage
Data * Agreements in place, linkage/pipeline in process of being built

* Received Data, Linkage in process!

CMS Data (RESDAC, [N Reuse application in process — waiting on IRB approval and original DUA extension from CMS
y
CMMI data) * CDRN-wide linkage plan in development

Vanderbilt Health ¢ Includes health claims data derived from approx. 19,600 employees and dependents covered.
Plan (Aetna) Years 2011-2016 available

* Agreements in place, data linkages in process

Fhlernenecidiiiy o Data Use Agreements complete;

Data and NC * Linkage approved on a case by case basis
Medicaid Data

Linkage 7)[ah ° Data Use Agreement Complete
Claims Data e Linkages available on a per project basis

clinical data research network




* Tools for quickly running queries and analyzing electronic health data
* Tools for identifying and contacting patients

— Email, Text, Phone (> 400K emails at VUMC)
— My Research at Vanderbilt (~30K)
— Epic MyChart (MUSC)

* New electronic consent process

REDCap

 Expanded survey tools for collection of patient reported outcomes (via
web/mobile platforms, automated phone, embedded video/audio, etc.)

* |[ntegration of PROMIS measures into REDCAP

* Electronic payment processes for study participation

* Potential integration of patient survey data into the EHR for clinical use
* Expansion of clinical decision support tools
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Weight Col1|ort Example

nlexSeiig) clinical data research network

NETWORK OF HOSPITALS AND CLINICAL PRACTICES
THROUGHOUT THE SOUTHEAST AND THE NATION

PCORI Pre-screening

Patient Centered Outcomes Research

Vanderbilt University Medical Center is conducting research to help understand what factors influence decisions you
make about your health. We invite you to take part in this suvey because you have received care at Vanderbilt or
What is your first name? other affiliated medical centers.

This survey includes questions about:

What is your last name? « Your background

« Your health habits
« Your willingness to participate in certain types of research studies in the future

What is your date of birth? v v v
Your participation in this survey is totally voluntary. If you choose not to participate. it will not affect your health care
or opportunity to participate in future research. Your responses will be kept private. With your permission, we may
In the past & years, have you v contact you about future studies you may be interested in. If you participate, we would like to collect some
received treatment at a Vanderbilt information from your medical chart, such as your height, weight, blood pressure, lab test results, and other health
health clinic er hospital? information now and in the future.

There is very little risk involved in this survey. The main risk is that some questions may make you feel
SCREENER: Which study are you v uncomfortable. You may choose not to answer any of the guestions.

i 2
sereening for? The survey will take about 15-20 minutes and you will receive $10 for your time and participation. If you have any

guestions or comments regarding the survey, feel free to contact:
Determine E“glbl"ty David Crenshaw, Study Coordinator
HealthyWeightStudy@Vanderbilt.edu
[615) 343-1765

Thank you!

Date of Birth month v day v year v

[ By checking this box and entering my birthdate, | agree

_——
Emall blast to >10’OOO Vanderbllt patlents to participate in this survey and | give permission to have
with over 30% response rate!

the research team link my answers to my health
information that is stored electronically by my doctor

[0 By checking this box, | am refusing to participate in this
survey.

Surveyed > 10,000 patients across multiple




Mobile Data Collection

[ Map | Satelte |

@ b\

Nashville

Bridgestone Arena & gl

o SOBRO
\s‘d\ é
o™
A
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MUSIC ROW
bilt University = 4
g
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~ k4 ®
~ <
$ WEDGEWO0D-HOUS

o Map Data | Terms of Use : Reporta map error

1O

Click start to begin session

ID: ] €7256527-c0a) ‘Meals ‘ 0

What kind of foods did you eat?

(Select all that apply)
(fruits/fruit juices
(Uvegetables
(Obread/cereals/rice
@meats
(Jeggs/beans/nuts
(Omilk/cheeselyougurt
(Salty snacks
@dessert/sweets
(Jsugared beverage
(Udressing/butter/spreads

Check all that apply

ID:[ Weest ]Meals[ 6

)

Rate your stress

Stressed Calm/relaxed

Slide or click to make rating

ID:[ Wiest ]Mea[s[ 6 ]

Meal Location

Other
Car 6.0%

Social 54%
Event2.4%

Restaurant




Adjusted 8 95% ClI P-value

Healthy Ref Ref Ref
Healthy Emotional 1.9 1.5, 2.3 <0.001
Unhealthy 2.4 2.0, 2.8 <0.001
Rt 5.1 4.7,5.6 <0.001
Emotional

Adjusted for age, gender, race/ethnicity, income, and physical activity.

Heerman, B. J Nutr Educ Behav. 2017
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e (Case 1: 2 outpatient visits billed for M| or CHD
— N=27,194

 Case 2:1 or more revascularization procedure codes

— N=3,637 additional
e 26,343 of 30,831 pts (85.4%) had encounter in last 2 yrs

VANDERBILT &7 UNIVERSITY
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Available in Phenotype Knowledge Base:

CHD Disease | CHD Disease | TOTALS Positive
. . o 192/195 98.5%
Positive Negative Predictive Value
CHD algorithm Negative
192 3 195 . 264/275 96.0%
detected Predictive Value
CHD algorithm Sensitivity
11 264 275 o 192/203 94.6%
NOT detected (true positives)
TOTALS Specificit
203 267 470 . v 264/267 | 98.9%
(true negatives)

Roumie CL, Shirey-Rice J, Kripalani S. MidSouth CDRN — Coronary Heart Disease algorithm. PhekB
(a knowledgebase for discovering phenotypes from electronic health records). Available at:
https://phekb.org/phenotype/midsouth-cdrn-coronary-heart-disease-algorithm



https://phekb.org/phenotype/midsouth-cdrn-coronary-heart-disease-algorithm

CHD “Personome”

o .
Emotional Support 70% married

» 12% divorced
30 12% widowed
o I 21% live alone
10 I
m B B N )
All of Most of Some of A little No
the timethe timethe time of the thef
time
Self-rated health |
40 3
30 i :
20 e
10 I
G, : : W

26% missed their
meds at least once
in the last week

9% not high
school graduate

35% make < S35k

Difficult to Pay Bills

Excellent Very Good Fair
Good

VANDERBILT §/ UNIVERSITY

17% disabled

i,

Not at all Notvery Somewhat Very
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Response Rates for Different
Recruitment Approaches

Letter Mailed

Face-to- |Phone call with URL [survey Email Email Research |Two-step

face from from screening
physician |researcher

Eligible 2,443 874 1,430 1276 23,572 33,733 447 12,468
Consented 2,305 331 520 370 1,451 5,008 340 3,845
Completed 2,248 320 504 369 1,356 4,383 335 3,682
f:;”"se 943%  37.8%  36.3%  289%  6.1% 148%  76.0%  30.8%

VANDERBILT §7 UNIVERSITY

MEDICAL CENTER Heerman, Contemporary Clinical Trials, 2017



AR-POWER Collaboration

e ~21K emailed (MRAV and Clinics
joined AR-POWER

and 256 patients

Tue 6/27/2017 1:26 PM
myresearch@vanderbilt.edu

MyResearch: Join other patients in the search for a cure

ﬂlf there are problemns with how this message is displayed, click here to view it in a web browser.

Message  'TLArthritisPower_flyer.pdf (9 MB)

Please disregard if you have already joined the Arthritis Power network
Hello,

In a survey sent to My Health ot Vanderbalt users vou agreed to be contacted directly to recerve information shout research studies. Below 12 a deseription of 2
possibly match vour health profile.

We are excited to introduce vou to ArthritisPower, 2 new online resource and smeart phone app for patients with arthritis and other bone, joint and autoimmune
This resource 13 free and allows vou to help keep track of vour svmptoms and take control of vour condition with your computer or smart phone.

In zddition, vou can volunteer to participate m this patient research network and join m studies to learn sbout the safety and effectiveness of various medication
exercise and meditstion. If vou decide to jom ArthnitisPower, you can elect to share your Vanderbilt electronic health records with the registry for scientific stu

By jomung ArthritisPower vou will be jommg thousands of others and give patients a much needed volce In comparmg treatments to each other as well 2= 1denf
cure.

ArthritisPower 15 the first ever petient centered research registry for arthritis and related conditons and iz completely vohmtary. If you decide not to participate,
We hope vou'll consider downloading this app or using it online. Visit www. ArthritisPower.org or see the attached flver to learn more.

Flease let vour theumztologist kmow if you have any questions.
Best wishes,
Leshe J. Crofford, MD

Professor of Medicine
Director, Division of Eheumatology & Immunology

THE POWER IS YOURS!

ARTHRITISPOWER

Rescarch by patients, lor patients.

. A Craskyloines® itistive
<~

Join the First Ever Patient-Led, Patient-Centered Research

Database for Arthritis Patients

What lsAlmmllMIﬂ ARTHRITISPOWER is the first ever patient-led,

d, patient- d research registry for arthritis. Using the
web based and mobile application ("app”), patients from around the world
are tracking symptoms to support future research to compare troatments,
identify new treatments and, perhaps, find elusive cures.

Who's it for? ARTHRITISPOWER is open to patients living with arthritis and other
related conditions of the joints, bones or skin, such as:

Ankylosing Spondylitis Osteoarthritis

Fibromyalgia Osteoporosis/Osteapenia/Low Bone
Gout Mineral Density

Crohn's-related (Enteropathic) Arthritis  Psoriasis

Juvenile Idiopathic Arthritis Psoriatic Arthritis

Lupus Rheumatoid Arthritis

Myeositis (Inflammation Scleroderma (Systemic Sclerosis)

of the Muscles)

How Do | Get Started? 1. Visit the ARTHRITISPOWER org website or download the mobile app. 2. Read and sign
the consent. 3. Fill out the registration questionnaire. 4, Start tracking!

What does patient-centered mean? Patient-centered research means investigating topics
that are important to patients and helping them make informed health care decisions.
ARTHRITISPOWER is led by a committee of Patient Governors who help identify research needs
for study development and prioritize research requests from the CreakyJoints patient com-
munity around the world. Different studies will be listed in the ARTHRITISPOWER app and each
patient can decide when and how to participate.

How will collected data be used? Registered patients will enter their personal data into the
ArTHRITISPOWER mobile application or web-based equivalent. The information you share will
be securely stored and used by university-based researchers and the ARTHRITISPOWER patient
community. Research results will be shared on the ARTHRITISPOWER app.

Who created Arthritis Power? CreakyJoints, the online, non-profit, patient support community for arthritis
patients with over 80,000 members created ARTHRIMSPOWER. Technical support and human subjects protection
oversight are provided by the University of Alabama at Birmingham.

CJ’ TRACK, SHARE, SEND & DISCUSS: ARTHRITISPOWER participants can easily share -‘&l
o and send their personal health information to their doctors via the *“My Reports”

function in the app. An emailed report lists current medications and selected symp- Q
@ toms data. Empower yourself to lead conversations with your healthcare team! 4

JOIN ARTHRITISPOWER TODAY: www.ARTHRITISPOWER.Org

To learn more about CreakyJoints, an online arthritis community supporting more than 80,000 members by providing support,
blogs, research updates and education, innovative advocacy and global research projects, visit www.CreakyJoints.org.




* Governance:

*Co-Investigator — 1 member

*Stakeholders at Oversight Committee — 2 members
*Stakeholder Advisory Council- 4 members (3 VU, 1 Carolinas)

e Stakeholder input:
*Surveys

— 480 Providers - (30% racial/ethnic minorities, 16%
Community Health Centers)

— >5,000 consumers — completed
*Provider Interviews
— 59 (44.1% Physician)
*Community Engagement studios — 58 stakeholders

THE TENNESSEAN

HOME NEWS COUNTIES SPORTS BUSINESS 12TH & BROAD DINING music OPINION OBITUARIES ARCHIVES e‘sldel @ usATODA)

Why patients need a louder voice in medical research
* Proposal Review: e

f
o . . . —
.Sta ke hO | d er E ngaseme nt ReVi ew P rocess If we are from a community that is underrepresented in the clinical
g g L4 research process, we are expected to simply make do.

i:: Our country’s clinical research system is F R A N K L I
inadequate. and here’s why: It's not loud enough

o Voices are missing. Fewer than 10 percent of T H EAT R E
Americans participate in clinical trials, which drive

=) the vast majority of decision-making for clinicians.

health systems, and payers — decisions like what
treatment to recommend. which procedures to
cover, and the process and duration for follow-up

Your input is VITAL

What's more, the strict inclusion criteria of most
clinical trials make the majority of that 10 percent an
alarmingly homogeneous, one-note group. So

(Photo: Submitted
where does that leave the rest of us, the 90
© Greenway
®
VANDERRBILY UNIVERSITY earch natwe
MEBICAL CUNTER °\©

Help researchers do researgh that is
more relevant to your patients




e SMART IRB (Central IRB)
— 100% of Mid-South sites have signed on

 Data Sharing Agreements: DSA 2.0

— Includes Indemnification/Liability options, network
participation institutional/state requirements

— All sites have signed the DSA
* Contract Share
— Shared templating for contracts

VANDERBILT ©/ UNIVERSITY
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Process for accessing resources

https://midsouthcdrn.mc.vanderbilt.edu/

iegely) clinical data research network ABOUT  TOOLS COLLABORATE  PARTICIPATE  RESULTS

K QSPITA N
THROUGHOUT THE ‘,()'Jh[ D ( A Uh

Welcome to the
Mid-South Clinical
Data Research
Network

ABOUT COLLABORATE

The Southern US has the highest rates of obesity, diabetes, cardiovascular disease, and significant rates of health
disparities. The Mid-South Clinical Data Research Network (CDRN) centered at Vanderbilt University (VU) focuses on

health systems in the Southern United States, but will include the capacity to reach a national population.



* Preliminary data from national weight cohort
 ADAPTABLE pragmatic clinical trial
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All DataMarts

Adult| 2010-2014 10,174,030
2014 5,043,643
2013 4,365,744
2012 3,480,730
2011 2,271,557
2010 1,755,450
Child| 2010-2014 4,366,777
2014 1,665,083
2013 1,483,721
2012 1,242,143
2011 884,348
2010 705,056

VANDERBILT §/ UNIVERSITY
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NHANES 2011-2012:
5,211

NHANES 2011-2012:
3,999



All DataMarts

PCORnet Adults NHANES Adults [PCORnet Children |NHANES Children
Underweight 1.8% 1.7%
Normal weight 29.2% 29.0% 67.2% 68.0%
Overweight 31.9% 34.0% 15.1% 15.0%
Obesity 29.6% 35.0% 17.7% 17.0%
Severe Obesity 7.6% 6.0%

VANDERBILT §7 UNIVERSITY
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03/2016

B"  ADAPTABLE Study Design

Patients with known ASCVD + 2 1 “enrichment factor”*

Identified through EHR (computable phenotype) by CDRNs
(PPRN patients that are already a part of a CDRN are eligible to participate.)

!

Patients contacted with trial information and link to e-consent;t
Treatment assignment will be provided directly to patient

ASA 81 mg QD ASA 325 mg QD

Electronic follow-up: Every 3—-6 months
Supplemented with EHR/CDM/claims data

\ 4

Duration: Enrollment over 24 months;
maximum follow-up of 30 months

Primary endpoint:
Composite of all-cause mortality, hospitalization for Ml, or
hospitalization for stroke
Primary safety endpoint:

g Hospitalization for mmr bleeding

w Adaptable
PATIENT-CENTERED OUTCOMES RESEARCH INSTITUTE

1 Participants without internet
access will be consented and
followed via a parallel system.

ClinicalTrials.gov: NCT02697916



Disrupting the Norm
Traditional Trials vs. ADAPTABLE

Traditional ADAPTABLE
I/E Criteria Reviewed Sample via CRA Visit CDM
Representative Cohort Narrow Broad
Consent Facilitated Patient Directed
Comprehension Tested No Yes
Format Paper e-consent
Data Collection Patient Reported Patient Reported
Site Recorded CDM
Source Documents Only seen by Site Received via CDM
Endpoint Adjudication Yes CDM, EHR data
Patient Involvement Participants Only Protocol design, Committee, Analyses, Dissemination
Costs +++++ +

N v"‘ Adaptable 28
\ PATIENT-CENTERED OUTCOMES RESEARCH INSTITUTE
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@ Adaptable Presented in English

The Aspirin Study

o TEXT SIZE
Let’s get started!

Thank you for taking the time to find out more details about the ADAPTABLE aspirin study.
With your help, we hope to find out what is the right dose of aspirin for people with heart disease.

Got a code? No code? No problem!

Please enter in the special code that was You can still learn more about this study
included in your invitation: even if you have not been asked to participate.

AX3BN

CONTINUE

Already have a profile? Login ClinicalTrials.gov: NCT02697916
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@ Adaptable

Watch Read Answer Join Inform
the ADAPTABLE more details about a few questions the ADAPTABLE us about your
short video participating in about the study study current health

The Aspirin Study

There are 5 steps to join the study!

The time on each card is an estimate of
how long it will take you to complete each section.

There are no time limits, so please go at your own pace.

@.

p
Ll PRI e e A L L - "v‘
{ LET'SGETSTARTED )
W e e e Sk A D )
4

i

ClinicalTrials.gov: NCT02697916
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Web-Based, Electronic Informed Consent

C Text and video review of the consent is completed on the
web portal

< Simplified common consent form with selected local
adaptations

€ Focused questions to confirm patient comprehension for
Informed consent and eligibility for randomization after
consent is obtained

< Direct patient feedback and user testing for the
development of the consent form and process as well as
the comprehension questions

& Adaptable -
ClinicalTrials.gov: NCT02697916
D EOEEEREREEREREB
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€@ Adaptable o XX~

The Aspirin Study Join
15 MIN. 5 MIN. 3 MIN.

You can re-watch the video at any time
by clicking on the camera icon abowve.

ADAPTABLE Information

Aspirin Dosing: A Patient-Centric Trial Assessing Benefits and
Long-term Effectiveness (ADAPTABLE)

We are asking you to join a research study called ADAPTABLE. The information below explains the
study s0 you can decide if you want to take part or not. Please read it carefully and take all the
time you need to decide. Feel free to talk it over with your family, friends, and doctor. If there is
anything you do not understand, be sure to ask questions.

WHY IS THIS STUDY BEING DONE?

For more than 40 years, doctors have been telling patients with heart disease to take aspirin. For
these patients, taking aspirin every day can lower the risk of heart attacks and strokes.

Millions of Americans who have heart disease already take either regular (325 mg) or low-dose (81
mqg) aspirin. Many studies have shown that both doses work and both are generally safe. The most
common side effect of aspirin is an upset stomach. Aspirin can also make you bleed more easily.
In rare cases (about 5 in 1,000 people), it can cause dangerous bleeding in the stomach, brain, or
other places.

Even though both doses of aspirin are widely used, no one knows which is better. Regular aspirin
has a higher risk of bleeding than low-dose aspirin. But no one knows if low-dose aspirin is both
safer and works just as well as regular aspirin to prevent heart and blood vessel problems.

The goal of ADAPTABLE is to try to find out which dose of aspirin is better for patients like you
who have heart disease. Patients who join this study will take either low-dose or regular aspirin
every day. That way, we can learn which is better in terms of reducing the risk of heart attacks,
strokes, bleeding,

I

s \We expect 20,000 Please scroll to see all content part in ADAPTABLE. s

Puga i o 50 = 4E Egrm B

. . H e, 34
ClinicalTrials.aov: NCT

o

2697916



@ Adaptable

The Aspirin Study = =
5 F 3 j

Question 1 of 6

ADAPTABLE is a research study. The main reason for doing this study is
because, for patients who have heart disease, no one knows: .
@
o

O whether taking aspirin has any side effects.

O which of two commonly-used doses of aspirin is better.

Q if 2 new, experimental alternative to aspirin is safe.

You must select one answer to continue.

ClinicalTrials.gov: NCT02697916



&) Adaptable

The Aspirin Study

Thanks for joining, Allison!
You're now a member of the Adaptable Community!

Thanks 10 you we are one step closer to finding out what is the right
dose of aspirin for people with heart disease.

What's next?

Start taking your aspiripdasage.
Starting tomorrow, please tak aspirin each day and stop
taking your previous aspirin dos ifferent

Early Check In

In about a week, we will be reaching out to you by email

Regular Follow-ups
Every 3 months from today, we will send you an email or text

reminder 1o come back here to complete your survey.

Look for your Welcome Packet
Please check your email for a Welcome Packet that includes your

3
signed informed consent. You may also print it here.

 an ) ~ '
$ Adar e
- ClinicalTrials.goy




ADAPTABLE Enrollment

20000

18000 14000
12000

16000 L0000
8000

14000 6000
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Site Approach & Enrollment Update (8/28

gliole ApPpproa ed olled ApPpproa ed ered

MidSouth [Vanderbilt 22,271 17,970 81% 1,896 11% 992 49 6% 52% 23
Mid-South |Duke 20,127, 2,138 11% 738 35% 561 111 26% 76% 13
PaTH UPMC 13,879 9,447 68% 1,172 12% 370 0 4% 32% 0
REACHnet |Ochsner 13,560 8,473 62% 756 9% 294 63 3% 39% 6
OneFlorida [U of Florida 29,738 4,948 17% 371 7% 279 50 6% 75% 10
NYC-CDRN [Montefiore 47,383 2,603 5% 261 10% 210 83 8% 80% 4
PaTH Penn St 5,246 5,237 100% 567 11% 195 0 4% 34% 6
GPC Marshfield Clinic 14,949 9,980 67% 395 4% 179 0 2% 45% 6
GPC lowa 11,391 6,696 59% 350 5% 175 28 3% 50% 3
PaTH Utah 6,054 5,954 98% 380 6% 174 17 3% 46% 2
Mid-South |UNC 5,204 2,107 40% 249 12% 131 28 6% 53% 13
GPC KUMC 4,269 4,024 94% 289 7% 128 0 3% 44% 0
CAPriCORN |U of Chicago 5,446 907 17% 131 14% 123 80 14% 94% 4
GPC MCW 12,220 6,108 50% 363 6% 123 0 2% 34% 3
CAPriCORN |[Northwestern 6,697 6,746 101% 226 3% 111 5 2% 49% 1
NYC-CDRN [WEeill Cornell 5,856 1,282 22% 251 20% 97 4 8% 39% 6
pScanner |UCLA 15,669 5,229 33% 160 3% 82 3 2% 51% 0
REACHnet [BSW 3,958 2,541 64% 165 6% 56 7 2% 34% 2
CAPriCORN |Rush 8,826 2,904 33% 90 3% 45 4 2% 50% 1
PaTH Temple 6,522 4,989 76% 157 3% 36 9 1% 23% 1
NYC-CDRN [NYU 31,795 1,126 4% 155 14% 34 1 3% 22% 1
GPC Nebraska 3,475 1,247 36% 59 5% 26 0 2% 44% 0
NYC-CDRN [Mt Sinai 15,832 643 4% 66 10% 22 7 3% 33% 0
GPC UTSW 2,459 522 21% 32 6% 19 0 4% 59% 1
GPC Missouri 1,204 617 51% 32 5% 11 0 2% 34% 0
REACHnet [Tulane 771 124 16% 5 4% 5 2 4% 100% 0
PaTH Johns Hopkins 23,935 5 0% 4 80% 1 0 20% 25% 0
TOTAL 338,736 114,567 34% 9,320 8% 4,479 551 4% 48% 106
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Site Enrollment Average (8/28)

< Adaptable

Site Started Total Enrollment
Activated Enrollment Enrolled Rate/Month
Mid-South |Duke 11/9/2016 | November 561 62.3
|Mid—South \Vanderbilt 4/18/2016 April 992 62.0
Mid-South |UNC 1/13/2017 April 131 32.8
OneFlorida |U of Florida 11/1/2016 | November 279 31.0
PaTH UPMC 7/18/2016 August 370 30.8
GPC Marshfield Clinic | 11/1/2016 | February 179 29.8
NYC-CDRN |Montefiore 11/9/2016 | November 210 23.3
CAPriCORN [U of Chicago 2/16/2017 | February 123 20.5
PaTH Penn State 9/23/2016 | October 195 19.5
NYC-CDRN |Weill Cornell 3/8/2017 March 97 19.4
REACHnet |Ochsner 4/18/2016 April 294 18.4
GPC MCW 11/9/2016 January 123 17.6
PaTH Utah 9/23/2016 October 174 17.4
GPC lowa 7/18/2016 August 175 14.6
GPC KUMC 11/1/2016 | November 128 14.2
CAPriCORN [Northwestern 8/30/2016 | September 111 10.1
pScanner  [UCLA 11/7/2016 | November 82 9.1
CAPriCORN |Rush 9/19/2016 | February 45 7.5
GPC Nebraska 12/21/2016 April 26 6.5
REACHnet |BSW 9/19/2016 October 56 5.6
NYC-CDRN [Mt Sinai 12/21/2016 March 22 4.4
NYC-CDRN |NYU 11/1/2016 | November 34 3.8
GPC UTSW 11/1/2016 March 19 3.8
PaTH Temple 9/23/2016 | October 36 3.6
GPC Missouri 12/21/2016 March 11 2.2
PaTH Johns Hopkins 8/31/2016 June 1 0.5
REACHnet [Tulane 8/30/2016 | October 5 0.5




Initial Approach Metrics

Contacts Metrics Contact Metrics
Approached Participants Randomized Participants

>3 Contacts
3.8%

>3 Contacts
5.6%

3 Contacts

41,315 Total Approached 1,313 Total Randomized
~
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Invitation Methods
Golden Tickets Entered vs Randomized

Electronic J 1347

Communication

Letter l 903

Conversion Rate
In-Clinic/Tablet J 585 Portal Entry & Enrolled
e-Communication 38%

Letter 44%
Telephone I 393 In-Clinic/Tablet  75%
SRS BT 53%

Telephone
Other E’ 63

0 200 400 600 800 1000 1200 1400

M Golden Tickets Entered (3296) B Randomized (1561)
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Phase 2: Recruitment Strategies (Mid-South)

Vanderbilt Duke UNC
18,440 19,902 5,204

* N
CP2 eligibility numbers as of Mar 1, 2017

Electronic Phone and
messaging via Email follow up Electronic

Phone follow up

approximately 2

weeks after 1%
contact

email in waves approximately 1 messaging via
to approximately week after 15t email
800/month contact

Approach i Approach  ff' Approach " Approach

Meet and present to
local providers to

In-clinic Phone follow-up Phone follow-up
approach along approximately 1 approximately 3
with 200 mail- week after 1t weeks after 15t
outs per week contact contact

generate support
and practice-level
buy-in

~ *Vanderbilt utilizes email as 15t contact
w Adaptable *Duke utilizes In-Clinic approach as 15t contact




As of May 22, 2017

Retention: Visit Status for Eligible Patients

90

~ (o0}
o o

(o2}
o

Percent of Expected

[EY
o

Early Check-In 3 Month 6 Month

c Adaptable mComplete mLate >90 days Late




Lessons Learned to Date

Significant variation by CDRN/Recruitment Site

(¢ I ¢

Needed to expand Computable Phenotype to expand eligible patient
pool

Percent enrolled vs percent approached is very low

A O

Recruitment and retention needs to be multimodal
= Email contact
= Phone Call
= Face-to-Face

Recruitment needs to engage clinicians/patients/stakeholders

Some patients need to be recruited with non-internet approaches

OO0 O

Keep an eye on retention!

< Adaptable
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* PCORnet is a powerful network for pragmatic
research

* |Informatics approaches can help to identify,
recruit, retain, and follow patients

 Informatics alone is insufficient to conduct
pragmatic trials.

VANDERBILT ©/ UNIVERSITY
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