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Overview

A recorded version will be available after the webinar

* Interaction
» Poll questions throughout

« Use the Q/A option to direct questions to the panelists

» Goal: To provide attendees with some best practices related
to the deployment and management and of
Digital Health Technologies (DHTSs) in clinical trials.

* Increase your knowledge of typical operational challenges encountered by top
sponsors and CROs

« Equip you with the right questions to ask when preparing for a clinical trial with DHTs

* Inspire you - DHTs are changing clinical trials — the challenges you think are daunting
have mostly been encountered and addressed

* Minutes will be taken during today's session and shared with attendees (pdf)
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Poll Question:

Which role in industry do you
represent?



DHT Operational
Success & Failures

Scope

ActiGraph.

In Scope
Operational challenges related to the deployment of DHTs

Not in Scope

« Selection and validation of DHT and corresponding
algorithms

« Statistical analysis
» Precision/accuracy considerations of the DHT

» Interpretation and statistical plan related to the
measurement derived from the DHT

« Safety monitoring
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Poll Question:

Why are you attending this
webinar?



DHTs are here to stay!

DHTs Defined - A digital health technology (DHT)
IS a system that uses computing platforms,
connectivity, software, and/or sensors, for
healthcare and related uses.

FDA Draft Guidance on DHTs references the
Importance of operational considerations as they
relate to clinical investigations

ActiGraph.

Digital Health Technologies
for Remote Data Acquisition
in Clinical Investigations

Guidance for Industry, Investigators,
and Other Stakeholders

DRAFT GUIDANCE
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FDA

Operational
Factors for

Consideration*

*Digital Health Technologies for Remote Data Acquisition in Clinical Investigations - Guidance for Industry,
CtiGraph_ Investigators, and Other Stakeholders, https://www.fda.gov,

documents/digital-health-technologies-remote-data-ac

Data Loss

- Having backup/replacements
DHTs
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Technical assistance
- Regional support

- Costs
Data transmission

- From DHT->
.
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- To the platform->

- To the sponsor
or CRO->

regulatory-information/search-fda-guidance-
uisition-clinical-investigations; Accessed 9/19/2022

Design
- Material/size/weight/portability

Participant/site training
- Timing

- Translations

- Simplicity

Environmental factors

- Performance impacting
- Temperature

- Humidity mlll

Power needs
- Battery/charging

Data storage capacity

-On the DHT
- In the platform

Privacy & Security
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations

DHT Benefits in Clinical Research

* The use of DHTSs to remotely collect data from trial participants may allow for
continuous or more frequent data collection [which can be used to] provide a VALENGELL
broader picture of how participants feel or function in their daily lives. =~

* Data aggregation from wearables also provides a multitude of opportunities for Clinical Pharmacology
more observational studies that have not been possible before. This can lead to & Therapeutics  =As*

new hypotheses for future interventional studies that can be used to improve
patient care by providing new treatments and protocols. 2
* Collecting dense data from trial participants using wearables in natural settings —

often not collectible otherwise = —may fundamentally change how clinical trials
are designed and conducted.? ImiVAE
r

* Leveraging such data —typically called real -world data (RWD) -to improve
regulatory decisions is a key strategic priority for the FDA.*

1- EDA DHT Draft Guidance - Jan 2022, Accessed 9/20/2022
. 2 - Valencell: Wearables in Clinical Trials: Opportunities and Challenges, Accessed 9/20/2022
Cthraph- 3 - Wearable Devices in Clinical Trials: Hype and Hypothesis - Izmailova, E.S., Wagner, J.A,, Perakslis, E.D., Accessed 9/20/2022 PAGCE 10

4 - Statement from FDA Commissioner Scott Gottlieb, M.D.,on FDA's new strategic framework to advance use of real-world evidence to support development of drugs and biologics, Accessed 9/20/2022



https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://valencell.com/blog/wearables-in-clinical-trials-opportunities-and-challenges/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6032822/
https://www.fda.gov/news-events/press-announcements/statement-fda-commissioner-scott-gottlieb-md-fdas-new-strategic-framework-advance-use-real-world

” If you cannot
measure it, you
cannot im prove it.

Measurement Challenges in Drug Development

Bl in I Visible: Conventional outcomes: Episodic data points in a clinic

I Invisible: Patients’' conditions in real life: Chronic and progressive with fluctuations
Inadequate measures

of the course of disease

’ 365 days a year
trajectory
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Long and big clinical
trials, and low confidence
in detecting clinical
benefits.

Patient Functioning




Four stages of operational considerations when
deploying remote monitoring

Go Live

Procure digital
measurement
products

Acquire access to the
needed technologies

ActiGraph.
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) P PR,
Patients start using
digital measurement

products

Prepare
product-level
ecosystem

Authenticate, configure,
and provision the tech

Integrate tech into
broader platform

Prepare User Acceptance
testing (UAT)

Train the staff

&

Post Go-Live

Monitor and serve the
population

Provide alerts, software
updates, maintenance

Tech support as
needed

DIGITAL

MEDICINE

SOCIETY

Close Out

‘Close out’ processes
look different across
research, care and
public health, though
exist across all contexts
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Stakeholders

Involved in
Operational
Success

ActiGraph

Technology
vendors

Study
Participants
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Study Participants



Operational Considerations: Clinical Trial Participants

Impact of
Ease of Use Ease of Wear Disease on
Usage

Protocol
Alignment

Lifestyle &
Preference

Stigma/lmage

ctiGraph



Pre-Go-Live
Procuring the digital
measurement
product

ActiGraph.

Lease/Buy

Contracting
contingencies

Country regulatory
requirements

Data flow
expectations :
Understanding cost
and useability

Ethics submission
timing
requirements

Regional-specific
information
(cellular, time
zones)

Wearable
configuration
options
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Procuring

the Digital
Health
Technology

ActiGraph.

Wearable Configuration

Watch configuration (sample
rate, sensors selection) must be
consistent across all
participants

Regional
Considerations

Time/date display must
align to site/study fictirapn
participant L~
(no GPS)

Regulatory
Records of

biocompatibility, CE
marking, UK safety mark,
data privacy, country
approval

Wearable Configuration

Watch band must align to
participant preference, be
comfortable for night wear,
and fit properly on different
body types, etc)

Lease/Buy

On-shelf battery
management is crucial
to ensure longevity
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DHT Data Flow (Ecosystem) Considerations

Raw data on |ymees Unprocessed data e Calculated oo Submission-
data/outcomes

Computation Transfer

wearable channel in platform ready data

ZIP
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Pre-Go-Live
Prepare Product
Level Ecosystem

ActiGraph.

Technology
iIntegration

(API)

Study setup
(tech vendor)

Tralining and
equipping sites
and study
participants




Post-Go-Live

ActiGraph.

Technical support

Compliance
aglelalive]gigle

Site support
expectations

Data transfers &
read outs

. Considerations around

real-time data
calculations
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Database Lock
Returning the (do tech vendors

technology understand?)
. Residual data coming

Close Out

Giving feedback
to study
participants

Data science
open access

Archiving the
data
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Poll Question:

What do you consider the most
important part of successful
deployment of DHTSs?



Reference Initiatives

TOUR OF DUTY: Driving adoption
The Playbook:

COA Digital Clinical

Measures
ELECT RD N l C CL1 N l CAL DUTCDME Introducing the essential industry guide for successful
ASSESSMENT CONSORTIUM remote monitoring across (NEERII. W, =nd
g, SHC
‘ TRANSFORMATION DIGITAL

VA AV

NS MEDICINE
SOCIETY
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Thank you!

www.theactigraph.com

ctiGraph.

sales@theactigraph.com

ActiGraph Digital
Data Summit 2022

Scan to learn more
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