CONTINUOUS MONITORING THROUGH PASSIVE
SENSORS

Investigational wrist-worn sensor
for continuous recording of
physiological and environmental
data

Commercially available, placed
under mattress to passively monitor
multiple physiologic data
parameters

Mobile interface for self-reported
and passive data acquisitions

Safely sends device data to secure,
encrypted Baseline database
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The process of digital
phenotyping

Digital phenotyping involves
collecting sensor, keyboard, and
voice and speech data from
smartphones to measure behavior,
cognition, and mood.

@ The JAMA Network
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Learning
health care

systems

Innovations jointly deployed by Google + Verily

verily

30
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Admission Risk Prediction Model

Expressed as absolute
6-month probability

and percentile risk

(e.g. 73% and 87th %e-ile)

31

FLAGGING ACUTE INPATIENT
ISSU ES Shorten time to treatment

and better patient outcomes

f#if [ Clinical Workflow |
!
!

k Reduce alarm fatigue
 User Interface |

T Improve detection
[ Deep Learning Model ]

[ EHR | ./[ Data Infrastructure |
3
2
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Generating Evidence to
Inform Decisions

Which Treatment is Best for Whom?
High-Quality Evidence is Scarce

< 15% of Guideline Recommendations Supported by
High Quality Evidence

36
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Across 26 current ACC/AHA guidelines... 8.5% [of
recommendations] were classified as LOE A

Across 25 ESC guidelines... 14.2% [of
recommendations] were classified as LOE A

This pattern does not appear to have meaningfully
improved from 2008 to 2018

U Duke Clinical Research Institute

Fanaroff, Lopes et al. J Am Med Assoc 2019;321:1069-1080

PCORnNet®: the National Patient-Centered
Clinical Research Network

An innovative initiative funded by the Patient-
Centered Outcomes Research Institute
(PCORI), PCORnet is a large, highly
representative, national patient-centered
clinical research network.

Our vision is to support a learning U.S.
healthcare system and to enable large-scale
clinical research conducted with enhanced
quality and efficiency.

Our mission is to enable people to make
informed healthcare decisions by efficiently
conducting clinical research relevant to their
needs.

38
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PCORnNet® embodies a “network of networks”
that harnesses the power of partnerships

9

Clinical Research Health Plan
Networks (CRNs) == Research Networks ==

2

(HPRNSs)

Patient Partners

1 A national
Coordinating infrastructure for
Center == people-centered
clinical research

39
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CRNs

ing D .
Community Health Center Network

Oregon Community Health Information
Network (OCHIN)

Chi A Patient C. 0
Research Network (CAPriICORN)

The Chicago Community Trust

University of Kansas Medical Center
Research Action for Health Network
(REACHnet)

Louisiana Public Health Institute (LPHI)

Mid-South CDRN
Vanderbilt University

. PEDSnet: A Pediatri )

Health System

The Children's Hospital of Philadelphia
‘ork City Clinical Data R

Network (NYC-CDRN)
Weill Medical College of Cornell University
University of Florida

University of Pittsburgh

40
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http://pcornet.org/clinical-data-research-networks/cdrn10-oregon-community-health-information-network-ochin/
http://pcornet.org/clinical-data-research-networks/cdrn9-the-chicago-community-trust/
http://pcornet.org/clinical-data-research-networks/cdrn4-university-of-kansas-medical-center-great-plains-collaborative/
http://wp.me/P4wpOn-4E
http://pcornet.org/clinical-data-research-networks/cdrn2-vanderbilt-university-mid-south-cdrn/
http://pcornet.org/clinical-data-research-networks/cdrn7-the-childrens-hospital-of-philadelphia/
http://pcornet.org/clinical-data-research-networks/cdrn8-weill-medical-college-of-cornell-university/
http://pcornet.org/clinical-data-research-networks/one-florida-clinical-data-research-network/
http://pcornet.org/clinical-data-research-networks/cdrn11-university-of-pittsburgh/

11/8/19

HPRNs

HealthCore (a subsidiary of Anthem)

_c ) )
(CHI; a subsidiary of Humana Pharmacy
Solutions)

41
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Resulting in a national evidence system
with unparalleled research readiness
Sex
Female Male
f PCORnet represents: \
Race
more than
n n = Missing
100 million patients
Age who have had a medical encounter i
in the past five years a
04 5-14  15-3 *some individuals may have visited more than one partner 65+
\ network Partner and would be counted more than once j
Pool of
patients
For clinical trials more than 60 million
For observational studies more than 100 million
42
42
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https://www.healthcore.com/
https://www.comprehensivehealthinsights.com/

ADAPTABLE Study Design

15,000 patients with known ASCVD + 2 1 “enrichment factor”

Patients identified by research networks through EHR searches
Computable phenotype identifies pts via inclusion/exclusion criteria
¥

Patients able to learn, provide e-consent, and self randomize on a web portal
Treatment assignment provided directly to patient

ASA81 mg QD RANDOMIZATION ASA 325 mg QD

Electronic patient follow-up: Every 3 or 6 months
Supplemented with EHR, health plans, Medicare

C To develop and refine the 1
infrastructure for i i
PCORnet to conduct Primary endpoint: . )
multiple comparative Composite of all-cause mortality, hospitalization ClinicalTrials.gov:
effectiveness trials in the for M, or hospitalization for stroke NCT02697916
future Primary safety endpoint:

Hospitalization for major bleeding
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Site Approach and Enroliment

Total Golden % Golden # Non- % Enrolled
el Total Number % of Eligible . Tickets Total . % Enrolled Per Per Golden
L! N € Approached Approached €tS  entered per Enrolled erne Approached Ticket
Eligible Entered Enrolled
Approached Entered
CAPriCORN 18,389 12,251 67% 821 7% 516 203 4% 63%
GPC 92,053 62,365 68% 3594 6% 1690 119 3% 47%
HPRN 160,914 160,914 100% 1,551 1% 358 2 0% 23%
LHSNet 128,981 35,342 27% 1493 4% 865 115 2% 58%
Mid-South 92,714 43,629 47% 7,283 17% 3942 491 9% 54%
NYC-CDRN 22,141 6,575 30% 1339 20% 710 253 11% 53%
OneFlorida 59,373 5,220 9% 749 14% 593 154 11% 79%
PaTH 47,594 41,187 87% 3682 9% 1279 58 3% 35%
pScanner 15,669 6,855 44% 253 4% 131 8 2% 52%
REACHnet 33,299 20,583 62% 1801 9% 773 240 4% 43%
TOTAL 671,133 394,921 59% 22,566 6% 10,857 1,643 3% 48%
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