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Digital Health Technologies

1.Utente finale

2.Funzioni maggiori

3.Dichiarazioni (Claims)

4.Prove (Clinical Evidence)

5.Livello di controllo regolatorio
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Digital Therapeutics - Definizione

3. Terms and definitions
TECHNICAL ISO/TR || 35

digital therapeutic DTx
RE P O RT 1 1 14'7 health software intended to treat or alleviate a disease, disorder, condition, or

injury by generating and delivering a medical intervention that has a
demonstrable positive therapeutic impact on a patient’s health
Note 1 to entry: Many jurisdictions consider DTx a medical device.
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dimostrabile sulla salute del paziente
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2. INDICAZIONI TERAPEUTICHE

Germania — 2022/3 3. Terms and definitions

3.5

digital therapeutic DTx

health software intended to treat or alleviate a disease, disorder, condition, or
injury by generating and delivering a medical intervention that has a
demonstrable positive therapeutic impact on a patient’s health

Note 1 to entry: Many jurisdictions consider DTx a medical device.

1. software per la salute

destinati a trattare o alleviare una malattia,

un disturbo, una condizione o una lesione,

generando e erogando un intervento medico

che ha un impatto terapeutico positivo

dimostrabile sulla salute del paziente




3. INTERVENTO MEDICO

3. Terms and definitions

3.5
digital therapeutic DTx

health software intended to treat or alleviate a disease, disorder, condition, or
injury by generating and delivering a medical intervention that has a
demonstrable positive therapeutic impact on a patient’s health

Note 1 to entry: Many jurisdictions consider DTx a medical device.

1. software per la salute

destinati a trattare o alleviare una malattia,

un disturbo, una condizione o una lesione,

generando e erogando un intervento medico

che ha un impatto terapeutico positivo

EMOCIONI dimostrabile sulla salute del paziente
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4. ESITO CLINICO

3. Terms and definitions
3.5

digital therapeutic DTx

health software intended to treat or alleviate a disease, disorder, condition, or
injury by generating and delivering a medical intervention that has a
demonstrable positive therapeutic impact on a patient’s health

Note 1 to entry: Many jurisdictions consider DTx a medical device.

1. software per la salute

2. destinati a trattare o alleviare una malattia,

un disturbo, una condizione o una lesione,

generando e erogando un intervento medico

che ha un impatto terapeutico positivo

dimostrabile sulla salute del paziente




Digital Therapeutics - DTx
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DTx e Deterioramento Cognitivo
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/Single-blinded multicenter randomized controlled trial \
Six study centers in Germany and Luxembourg.

Adults with MCI (existing F06.7 ICD-10-GM diagnosis and TICS>21 and
<32)

Intervention: multi-domain cCT (“NeuroNation MED”) for 12 weeks
Control: wait list control standard medical care or no care.

286 participants

Primary outcome: change of cognitive performance measured by the
index score of the screening module of the Neuropsychological
Assessment Battery.

Secondary outcomes: changes in the Cognitive Failures Questionnaire,

Hospital Anxiety and Depression Scale, Health-49, Health Literacy
\Questionnaire /
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 Based on the above results, digital technology interventions for MCI and
dementia can help maintain cognitive function or delay the transition to

dementia and can be used as a DTx for dementia in the future.

 However, our results on the effect of digital technology interventions on the
cognitive domain suggest it is necessary to seek ways to improve frontal
executive function.

* Thus, not only the improvement of global cognitive function but also that of

cognitive function by detailed functional area needs to be prioritized.



Dispositivo
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Tecnologia user-friendly 1.
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RCT

Dati su engagement e aderenza
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Valutazioni neurobiologiche oggettive
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DTx e Deterioramento Cognitivo — Conclusioni

s Startup e Accademia = avvicinarsi e collaborare

¢ Evoluzione tecnologica = veloce, progetti di 3 anni fa sono oggi obsoleti
> Al =» Chatbot abilitati da GenAl

»» Multitarget = Farmaci + Digital Therapeutics, farmaci + Care Supports
> ltalia = «digitalmente immatura»

» |talia = nessuna RCT nelle metanalisi / revisioni sistematiche

g

» Progetto nazionale colaborativo DTx nel contesto sociale e sanitario italiano,

L)

1)

allineato alla evoluzione tecnologica e farmacologica
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