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FDA Digital Health Initiative

The FDA has
Digital Neaaies implemented the
Health .

Digital Health

Innovation Action Plan

Telehealth-care
(Remote
monitoring)

Promote the
development and use of
digital health technologies

Source: https://lwww.fda.gov/MedicalDevices/DigitalHealth/default.htm
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Digital Cognitive Blomarkers

Normal older adult Normal older adult AD patient
Low amyloid and tau High amyloid and tau High amyloid and tau
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Going Digital




Brain Health Monitoring Platform




Traditional Data Collection: Clinic
Maximize Digital Capture of Health Metrics
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Active Engagement Technology
Remote Monitoring
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Where to Start

Partners & Collaborators



SeQSTer

Seqster is a health application that automatically
aggregates personal health & weliness data
together in one place.

= Allscripts

Interoperability: By placing the consumer at the

Genomics center of data collection, Seqster connects and

gy standardizes all health data.
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entire caregiver continuum to track and share
data with each other.
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2/ My HealthTrust™ mill Lab Results: LDL

Feb 2, 2018 130 mg/dL Healthy range
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Today's Medications
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Your Results
Next Test; 6 months

Delayed Verbal Memory

High Average

Long-term learning and memory of language

Spatial Memory
Average

Impulse Control

High

es and self-maonitor

Know your brain with Assess your information
personalized results across 11 processing speed. How quickly
cognitive domains! can you connect the dots?

Audio, written instructions, and a
practice session before every task
ensure easy understanding.

Resuits

May 20, 2016 Test Instructions

High Average
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Sensor

Hardware

Software
Development
Tools

Enabling Software
& Advanced
Feature Software

Sensor
Firmware

End User
Applications

Sensor Platform

Sensor Platform
provides wireless
computing
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Sensor Modules

Sensor Modules
add specific Sensing
parameters
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Available
applications to
recaive, store, display
and process data

Facilitates
development of
host side applications

Programs hardware
for data capture
and transmission
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Available Stock
Firmware

Custom
Embedded
Programming

Complete software
applications
designed by

developers for
specific end usage
requirements
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SENSOPLEX
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COMPUTER

NOTEBOOK

TABLET

SMARTPHONE



Wkeyptowice

Accelerometer GPS

Gyroscope ;
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Magnetometer ™ @ “ Bluetooth
Barometer ‘ " GSM/CDMA Cell
Proximity _— _NFC: Near Field

Light sensor ™ " Camera (front)

_WiFi

Touch screen_ =~ . . . - _Camera (back)
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Putting It all together

ORCATECH Collaborative Aging (in Place) Research
Using Technology (CART)

OREGON

&) HEALTH&SCIENCE
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@ORCATECH
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Technology Agnostic R & D Platform: 150 Life Lab + | | 240 (300) Households | | 10,000
Life Laboratory Homes 360 (500) Participants Households
Studies/Cohorts Activity, Mobility, Physiology & Health
Sleep Device -
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Kaye et al. Journals of Gerontology, 2011; Lyons et al. Frontiers in Aging Neuroscience, 2015
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DIGITAL HEALTH
REMAINS FRAGMENTED

WITH PRODUCT VALUE LARGELY UNPROVEN

Fithess

Trackers
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Health
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A DIGITAL HEALTH COMPANY WITH THE ABILITY TO
CONNECT, VALIDATE AND OPTIMIZE

DIGITAL MEDICINE
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" Sage

A Digital Commons for Community-Based Analysis

— r Data Reposito
Pharmaceutical Co. Data P ry
e I . Curated Curated & Adjusted Network Models
= 1. .~
G;nﬁ_pe :'hﬂﬁe InTerec ﬁfa| Dataset .n
Investigator-driven Studies
) — Dataset 2
G;nctypv;- Phenotype Intermediateg workflow Dalaen . workflow
Disease Consortium Data — —_—
. — - versioning _ versioning
Genotype Phenotype Intermediatg E Expression B E Expression |||
e Matrix e Matrix
Patient Advocacy Efforis pepm—— 1l e o | |
o & || [D Z M
Genolype Phenoltype Intermediats - —
: Curation Qc Reformatting || Network Modeling
Govt. Sponsored Studies
P Tools Tools Tools Tools
gth -
G;r;uuz'%_fpe Dhﬂme In1e§ atd | fc )i Ci) C@D C Di
Generator Curator Curator Modeler Mﬂﬂar Biologist



HEROIC MISSION
HONORABLE PATRIOTIC
DEDICATED RESPECT
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Multiple Apply CDISC Cloud-Architecture Big Data Partners Control Data Visualization & Discovery
Sources of Data Data Standards Data Capacity Access to Their Data Security Analytics Built-In Accelerated




~/CereScan’

CereMetrix CereScan

CereMetrix’

THE MOST ADVANCED IMAGING AND ANALYTICS PLATFORM ON THE MARKET

Compare Distill Data
Similar Patient 2 into Actionable
Cohorts insights

ImagingData AnalyticsEngine
CereMetrix®  utilizes advanced image
processing including functional and structural
brain studies to automate the detection of

The CereMetrix® patented analytical engine
distills the valuable data physicians collect -
from imaging, clinical history, symptoms, lab

brain abnormalities down to the voxel level tests and more — into actionable insights so
and quantification of brain abnormalities, providers can make better, faster diagnostic
which increases the radiologists speed and decisions without compromising value-based
accuracy. care.

Cerebcan Corp. 2017 = Confidentiol and Proprietory * These statements hve not been evaluoted by the FOA.
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[raumatic Brain Injury detected

Alzheimer's Disease
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Where We Are Headed










Ambient Technology
Sustainable Remote Monitoring
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Eating Physical
Behavior Activity

Social

Activity Medication




Eating Physical
Behavior Activity

Inferred
Cognition

Social

Activity Medication
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Smart Brain Health Monitoring Ecosystem

InferentiaI_Data
Analysis

Smart
Ecosystem

Passive Data o
Collection

Activities of
Daily Living
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