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#Pharma2020… Paziente e Tecnologia
10.000 malattie

• 7.000 rare

• 500 trattamenti adeguati

• 9.500 malattie in attesa di 

trattamento adeguato

in questa generazione…

#CuresNow

#FasterCures

Patients Can’tWait



21^ Century Cures Act



Limiti Terapie Attuali

• Efficacia

• Tollerabilità

• Aderenza

• Costi

Perché Digital Therapeutics? 

Nuove Terapie

• Farmaci

• Advanced Therapies

• Electroceuticals

• Digital Therapeutics

• Altre

Patient Support Programs / Digital



Digital 

Therapeutics 

Alliance

• Che cosa sono?

• Come funzionano?

• Quali indicazioni terapeutiche?

• Come si scoprono e sviluppano? 

• Come si valutano?

• Come si prescrivono? 

• Come entrano nella pratica medica?

• Chi le paga?

Digital Therapeutics #DTx



• Interventi Terapeutici*

• Software come Principio Attivo

• Sviluppati attraverso RCTs

• Autorizzati da enti regolatori

• Sottoposti a valutazione HTA

• Rimborsati da SSN / assicurazioni

• Prescritti dal medico

Che Cosa Sono?
Digital 

Therapeutics 

Alliance

*recupero da condizioni patologiche



Software Principio Attivo

«Eccipiente» Tecnologico

mApp



Software Principio Attivo

«Eccipiente» Tecnologico

Serious Game



Software Principio Attivo

«Eccipiente» Tecnologico

Device



Come Funzionano? MoA

Intervento 

cognitivo 

comportamentale



Quali Indicazioni Terapeutiche?

1
1

Combinazione con il farmaco

• Monitoraggio della aderenza alla terapia

• Raccomandazioni sul dosaggio del farmaco

• Raccomandazioni su gestione eventi avversi

• Proposta di intervento medico

- Diabete (Roche, Sanofi)

- Oncologia (AZ, Roche)

- Malattie Respiratorie (GSK, AZ, Novartis, Teva)

Alternativa al farmaco

• Interventi cognitivo –
comportamentali

- Dipendenze (Novartis)

- Insonnia

- Depressione

- ADHD

- Schizofrenia (Novartis)

Terapia di Combinazione Monoterapia



Quali Indicazioni Terapeutiche?



Quale Ricerca & Sviluppo?
Malattia Salute

Farmaco Integratore

Digital Therapy Wellness App

RCT + RCT -



Quali Prove di Efficacia e Sicurezza?

DE NOVO CLASSIFICATION REQUEST FOR RESET

REGULATORY INFORMATION 

FDA identifies this generic type of device as: 

Computerized behavioral therapy device for psychiatric disorders. 

A computerized behavioral therapy device for psychiatric disorders is a prescription device 

intended to provide a computerized version of condition-specific behavioral therapy as an 

adjunct to clinician supervised outpatient treatment to patients with psychiatric conditions. 

The digital therapy is intended to provide patients access to therapy tools used during 

treatment sessions to improve recognized treatment outcomes. 



Quali Prove di Efficacia e Sicurezza?
INDICATIONS FOR USE 

reSET is intended to provide cognitive behavioral therapy, as an adjunct to a contingency

management system, for patients 18 years of age and older who are currently enrolled in 

outpatient treatment under the supervision of a clinician. reSET is indicated as a 12 week (90 

days) prescription-only treatment for patients with substance use disorder (SUD), who are not

currently on opioid replacement therapy, who do not abuse alcohol solely, or who do not

abuse opioids as their primary substance of abuse. It is intended to:

• increase abstinence from a patient’s substances of abuse during treatment, and

• increase retention in the outpatient treatment program

LIMITATIONS

• For prescription use only. 

• The reSET device is not intended to be used as a stand-alone treatment device or to be used as a substitute for medication

• The benefit of treatment with reSET on abstinence was not evaluated beyond 12 weeks of treatment. 



Quali Prove di Efficacia e Sicurezza?

Akili Interactive plans to seek FDA approval for its ‘digital medicine’ after its tablet-based video game passed a pivotal trial in attention-

deficit/hyperactivity disorder (ADHD).

The US firm’s AKL-T01 game has just completed a randomised, controlled trial of 348 children and adolescents with ADHD in which it 

improved attention scores.

sindrome da deficit di attenzione e iperattività



Quali Prove di Efficacia e Sicurezza?



Quali Prove di Efficacia e Sicurezza?



Quali Prove di Efficacia e Sicurezza?

Analisi

Disegno

Studio 
clinico 
pilota

Sperimentazione clinica 
allargata

Marcatura CE 

FDA Certification

Introduzione nella 
Pratica Medica

Convalida SW medicale

Aggiornamento  

della Marcatura

Sorveglianza 

post market
Alice Ravizza e Giuseppe Recchia 2019



Chi le prescrive? 

Come entrano nella pratica medica?



Chi le paga?



#DTx Oncologia
Theraxium Oncology helps empower patients to self-

manage their symptoms. 

Our technology combines a prescription app for 

patients with a web app for health care teams.

• Patients report symptom data in the smartphone app 

to receive immediate actionable recommendations 

that are personalized to their profile and current

condition.

• Care teams can follow the progress of their entire 

patient population from their desks thanks to their 

web app, no download needed.



#DTx Oncologia
Background
Cediranib inhibits VEGFR1-3 with significant but treatable side effects of hypertension 

and diarrhea. High frequency of these events occurred in a trial of cediranib with 

olaparib (C+O). Effective control of these side effects is therefore important for C+O 

therapy. 

eCO, a cloud-based mobile medical device, was developed to provide secure capture, 

storage, and transmission of accurate BP and diarrhea data to aid in remote monitoring. 

Pts receive automated reminders and instructions for self-management based on 

severity. HCPs monitor pt status via a secure web portal and email alerts.

Methods
Pts enrolled in a Ph 2 study of C+O (NCT02345265) could opt to participate in this pilot 

study. Pts received eCO-based prompts, used eCO to record BP via a Bluetooth-linked 

BP cuff and to enter diarrheal events, and received eCO-based reminders and 

recommendations. Pts completed a 17-item usability and satisfaction questionnaire 

after 4 weeks of eCO use. The primary objective was to evaluate the feasibility, usability, 

and satisfaction of eCO use. Data were analyzed by Wilcoxon Rank Sum Analysis.

Conclusions
In this initial pilot, eCO captured accurate BP and diarrhea events from pts for remote 

monitoring. Pts reported overall usability and satisfaction with eCO, especially feeling 

closely monitored, more connected, involved in self-care and ease-of-use. Use of eCO in 

other studies is planned

eCediranib / Olaparib



#DTx Oncologia
A Study to Assess the Feasibility of an E-Health System (ZEMY) Designed to Manage 

Symptoms in Participants With Breast Cancer Under Anti-Cancer Treatment (ZEMY)



Che cosa fare in Italia?



Che cosa fare in Italia?

 Chiarire Aree Incertezza

• Entità e natura delle prove di efficacia

✓ Sperimentazione Clinica 

Randomizzata e Controllata (RCT)

✓ Contesto naturale (Real World)

• Valutazione Tecnologica e modelli di 

rimborso

• Introduzione nella pratica medica e 

sanitaria

 Creare Condizioni Abilitanti

• Informazione e Formazione degli 

Operatori Sanitari

• Consapevolezza nei pazienti / cittadini

• Scientific Advice esperto

• Qualità della valutazione

• Accesso al paziente / Rimborso

• Network di sperimentazione clinica



Grazie@GGRecchia

@fsk_it

Digital Therapeutics Italia #DTxITA


