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Digital Health

The expanding digital
health landscape Digital Therapeutics

includes products Digital therapeutics deliver Personalized
such as: evidence-based therapeutic Healthcare
: mt [§= Wohs 1o patients to Examples include:
: prevent, manage, or treat a !
. medical disorder or disease. Patient reported outcomes

Mobile Health h - Predictive analytics
' Examples provided . )
(et ~ onpageé. Devices, Sensors, Clinical decision

Examples include: : and Wearables support

Weliness, fitness trackers, " Examples include:
and nutrition apps

Wearable and wireless devices
Consumer health

: : Health Biometric sensors
information

Information Diagnostic products Telehealth

Medication Technology (HIT)

Examples include:
adherence apps

Examples include: Telemedicine virtual visits
Flectronic medical record systems Remote patient monitoring

Electronic prescribing Remote care
and order entry programs

Consumer health
IT applications

Sources provided on page 14



#DTx — Software e il «Principio Attivo»

* Interventi Terapeutici Digital
Therapeutics
* Software come Principio Attivo Alliance

e Sviluppati attraverso RCTs

* Autorizzati da enti regolatori

e Sottoposti a valutazione HTA

e Rimborsati da SSN / assicurazioni

e Prescritti dal medico




#DTx — mApps, Games, Sensori....
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#DTx — Come funzionano?

Combinazione con il farmaco Alternativa al farmaco
* Monitoraggio della aderenza alla terapia * Interventi cognitivo — comportamental
« Raccomandazioni sul dosaggio del farmaco - Dipendenze (Novartis)

* Raccomandazioni su gestione eventi avversi - Insonnia

* Proposta di intervento medico - Depressione

- Diabete (Roche, Sanofi) - ADHD

- Oncologia (AZ, Roche) - Schizofrenia (Novartis)

- Malattie Respiratorie (GSK, AZ, Novartis, Teva)
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#DTx — Quali Indicazioni Terapeutiche?
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DTx - Software (e qualche volta Hardware)

Registra se / quando /come il
paziente usa l'inalatore, avvisa

guando usare l'inalatore

Riceve infirmazini dal sensore,
fornisce supporto

personalizzato

Mostra le tendenze individuali
e di gruppo nel tempo,
consente il monitoraggio da
remoto, consente 'interazione

con il paziente




DTx - Software (e qualche volta Hardware)

Data uploaded Sensor measures and Data can be
via bluetooth = records when and where % uploaded by
\ inhaled dose is actuated a person's
2P AGRORINITADREDEIESSE =y SATABEORAIDRTRRRINDE, hqmehl.!h
o . . with their
Sensor is attached - consent

Smart to or embedded in
inhaler asthma inhaler, linked
via bluetooth

2

i
Clinician IT
systems

With person's consent,
data can be uploaded

Cloud
to secure cloud storage
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Quale Ricerca & Sviluppo?

INDICATION PRODUCT

Substance Use
Disorder (SUD)

Opioid Use
Disorder (OUD)

Schizophrenia

Caornbat-PTSD

Multiple Sclerosis

Insomnia

Major Depressive
Disorder

Cncology

Inflammatory
Conditions

Respiratory

Parkinson's
Disease
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™

reCALL
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PARTNER

DEVELOPMENT STATUS .
Malattia Salute
FDA Pivotal FDA Clearance / cial Devel tal
Discovery POC PreSub Studies Submission Approval Partnerships Partnerships
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#DTx — Prove di Efficacia e Sicurezza?
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#DTx — Prove di Efficacia e Sicurezza?
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DTx — RCTs e Outcomes
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#DTx — Prove di Efficacia e Sicurezza?

DI u.s. National Library of Medicine

ClinicalTrials.gov

Study Design

Goto -

Study Type €:
Estimated Enroliment ©;

Allocation:
Intervention Model:
Masking:

Primary Purpose:
Official Title:

Estimated Study Start Date @@:
Estimated Primary Completion Date €:
Estimated Study Completion Date €:

Interventional (Clinical Trial)

195 participants

Randomized

Parallel Assignment

Double (Participant, Investigator)
Treatment

Clinical Trial of an Innovative Digital Therapeutic for Smoking
Cessation With Biochemical Verification
October 2018

May 31, 2019

June 30, 2019
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#DTx Respiratory — Clinical Trials

U.S. National Library of Medicine

ClinicalTrials.gov

Find Studies
About Studies =
Submit Studies
Resources
About Site =

Trial record 1 of 2 for: ellipta connected | Asthma

Previous Study | Returnto List | Next Study

A Clinical Study to Evaluate the Effect of the Connected Inhaler System
(CIS) on Adherence to Maintenance Therapy in Poorly Controlled
Asthmatic Subjects

e 432 patients randomized 1:1:1:1:1
* Maintenance therapy and rescue therapy
v’ Feedback to patients
v’ Feedback to patients / physician
* 432 patients

v No Feedback e 6 months treatment
e 4.2019

Primary Outcome Measure

1. % of doses taken between months 4 and 6

Secondary Outcome Measure

1. % of doses taken between months 1 and 3
2. % of doses taken between months 1 and 6
3. % of rescue free days

4. Total rescue medication use

5. Change from Baseline in ACT total score

6. % of subjects with an increase from Baseline >=3 in

ACT total score




Analisi

Disegno

Studio
clinico
pilota

La sperimentazione clinica nella specifica
indicazione e la dimostrazione del beneficio

terapeutico qualifica il Digital Therapeutic

A

y

* Convalida SW medicale

Sperimentazione clinica
allargata (RCT)

Introduzione nella
Pratica Medica

* Marcatura CE e Aggiornamento Marcatura * Sorveglianza AP\
* FDA Certification « Digital Therapeutic post market (=N7Z=

|




Quali Prove di Efficacia e Sicurezza?

NATIONAL INSTITUTE FOR HEALTH
AND CARE EXCELLENCE

EVIDENCE STANDARDS
FRAMEWORK FOR DIGITAL
HEALTH TECHNOLOGIES

December 2018

o

Public Heath
Ergland

INHS

England

NICE <Y menciTy

Evidence tier 3a

Preventative
behaviour
change

Self-manage
Allows people to
self-manage a
specified
condition. May
include
behaviour
change
technigues

Address public

health ssues:
smoking, eating,
alcohol. sexual
health, sleeping
and exercise

Evidence tier 3b

Active monitoring

Tracking patient
location, using
wearables to

measure, record

and/or transmit
data about a
specified
condition.

Calculate

A calculator that
impacts on
treatment,

diagnosis or

Guides diagnoses
care -

[ Ogitalfealth.

Evidence tier 2

Inform

Provides
information,
TEsources or

activities to the
public, patients or
dinicians. Incudes
information about
2 condition or
general health and
lifestyle.

Simple monitoring
Indudes general
health monitoring
using fitness
wearables and
simple symptom
diaries

Communicate
Allows 2-way
communication
between citizens,
patients or
healthcare
professionals.

Evidence tier 1

System services
DHTs with no
measurable
patient outcomes
but which provide
services to the
heaith and sodal
care system
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Digital Therapeutics

in the NHS:

The rise of digital therapies
& the evidence that proves
they work

Tuesday, 24 April 2018
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#DigitalHealthLondon
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#DTx — Chi le prescrive?

Global Initiative for Asthma (GINA)

What's new in GINA 20177

ks LN
4 ke Ll

GINA Global Strategy for Asthma
Management and Prevention

This slide set is restricted for academic and educational purposes
only. Use of the slide set, or of individual slides, for commercial or

promotional purposes requires approval from GINA. Slides must not
be changed without permission from GINA.

© Global Initlative for Asthma www.glnasthma.org

Come entrano nella pratica medica?



#DTx — A che punto siamo?

Three of the most prominent DTx companies have shown great
progress in validating across all four dimensions

Discovery in Science & HECR

areas of evidenced FDA medical cost

important based design Randomized clearance to savings and Payer Pharma Physician Patient Patient
unmet and controlled manage or improved contract for sales support activation activation sustained

clinical need development  clinical trials treat disorder  QALYs payment and detailing and adoption  and adoption engagement

Regulatory Engagement
SE] eSET, In process, Sandoz

& none started

w announced

o

- Mone

= Pre-sub

5 Completed

MNone

E Pre-sub

= completed

(&

I Demonstrated In process B et to be developed



Italia - DTXITA

§ @?mnmm Oc} ><|><
: @IQ CONGRESSO
SOCIETA ITALIANA DI NAZIONALE DEl—l—/\\

PNEUMOLOGIA B}é%';?b?e'%@

VENEZIA LIDO

Siamo preparati al decollo?

Digital Therapeutics In Medicina Respiratoria

Roberta Bodini’, Martijn Grinovero?, Claudio Micheletto®, Franco Del Zotti*, Angelo Corsico?,

Giuseppe Recchia’, Salvatore D’Antonio®, Fulvio Braido’

IFondazione SmithKline, Verona; 2Amiko Digital Health,Londra; 3UOC Pneumologia Ospedale di Legnago; *Medicina
Generale,Azienda ULSS 9,Verona; 5Pneumologia,Fondazione IRCCS Policlinico San Matteo Pavia; ®Associazione Italiana Pazienti
BPCO Onlus Roma; “Clinica Malattie Respiratorie e Allergologia,Azienda Policlinico IRCCS San Martino di Genova
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@ Chiarire Aree Incertezza

1. Clinical development
2. Regulatory approval
3. eimbursement coverage

4. Integration into healthcare

® Creare Condizioni Abilitanti

Informazione e Formazione degli

Operatori Sanitari

Consapevolezza nei pazienti / cittadini
Scientific Advice esperto

Qualita della valutazione

Accesso al paziente / Rimborso

Network di sperimentazione clinica




Per sapere come andra...

@GGRecchia

@fsk_it

grazie !




