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WYnoepiakn AiayvewoTIKR Kal OEpan&uTiKi
(Digital Therapeutics-DTx)

Kal Wnopilakoi BIOOEIKTE

DTx o1n 01€Bvn BiBAIoypagia, gival E€va UTTOOUVOAO TNG
WNQIOKNAG UYEIAG, TTOU aPOPA TEKMNPIWHPEVEC BEPATTEUTIKEC
TTapepBaocclg TTou Bacifovral o€ uPnAng TToIdTNTAC,
TTIOTOTTOINMEVA TTPOYPAMMATA AOYIOUIKOU VIO TNV TTPOANWN,
TN dlaxeipion r Tn Bepartreia piag acBEvelac.

O1 KAIVOTOUEG AUTEC EQAPMPOYEC VEWV TEXVOAOYIWV OTNV
UYEIQ, EXOUV TTPOOTITIKEC OAAQ Kal TTPOKANCEIC Kal Xprlouv
eioaywync evoc PYOMIZTIKOY KAI NOMIKOY TMAAIZIOY
WHOIAKHZ YTEIAZ.
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', ’ » THERAPEUTICS IN PARTNERSHIP WITH

DHT Categorization

ALLIANCE

Digital Health Technology categories include:

DIGITAL HEALTH TECHNOLOGIES
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Non-Health Health System Health System Health & Patient Care Digital Digital
System Operational Clinical Wellness Monitoring Support Diagnostics Therapeutics
Software/DH Software Software
Solutions
Health Enterprise HIT Enterprise HIT Disease-agnostic Solutions Solutions intended Validated Health software
Information intended to and digital solutions that intended to to support patient digital tools for intended to
Technology (HIT) provide non- health solutions capture, store, monitor specific  self-management detecting and treat or alleviate
and digital health clinical system intended to and sometimes patient health of a specific characterizing a disease by
(DH) solutions benefits and provide clinicians transmit health data that may be  diagnosed medical disease, generating
for non-hospital/ support (i.e., with support data and used to inform condition through measuring and delivering
health system operational, managing promote general management education, disease status, a medical
stakeholders financial) their patient well-being and of a specific recommendations, response intervention
(i.e., pharma, populations healthy living disease, and reminders progression, or that has a
medtech, payors, condition, or recurrence demonstrable
employers, health outcome positive
pharmacy, etc.) therapeutic
impact
. Industry and Admin-Facing HCP-Facing Patient-Facing



JlloTe pia epappoyn eivar Iatpotexvoloyiko lNpoiov;

Medical Device Software (MDSW)

AoyIouIKO Wn@iaKknS OepaTTEUTIKAC
#El »° B \ of #£F BN [

Decision steps to assist qualification of Medical Device Software (MDSW)

NAoyIopIKO WNPIakKAC OepaTTEUTIKAC YIa

EUPUTEUCIUA IATPOTEXVOAOYIKA TTPOIOVTA



‘)Classification of Medical Device Software (MDSW)

Classification & Conformity Assessment — MDR

Class I1I Implants
55 [Ib active — administer

medicine

Commission Assessment
- Class IIT

ey KOTNYOPIOTTOINON
Competent Authority Assessment Class IIb ,
Risk Sq)apuo,vwv ,
Notified Body Conformity Assessment . e Gt o l.IJ n (p I a K r] g I GT p I K r] g
Self-Certification Class I KGI egpa-ITgUTl Kr’] g:
bsi. T o Class |, lla, llb, Il

KANONIZMOZ (EE) 2017/745 KE®AAAIO IlI- KANONEZ TAZINOMHZHZ:- 6.3. Kavovag 11
To AOYLOUIKO TIou TtpoopileTal yla tnv moapoxn mAnpodoplwv mou xpnolgomolovvtal yla tn Angn
anopAcewV UE SLOYyVWOTLKO 1} BeparmeuTtikd okomo Taflvopeital otnv Katnyopia lla, ektOg €dv oL gv
Aoyw amnodAoeLg £XOUV AVTIKTUTIO TTOU UIMOPEL va TIPOKAAECEL:

Class Im /Is

Tov Bdvato i un avaotpEPLUn embelvwon TG KATAOTOONG TNG UYELAC €vVOGC TIPOCWTIOU, OTIOTE
Tavopeital otnv katnyopia lll, i

oofopn emdeivwon tnNC Katdotaong TnNG UYElaC €vOC MPOOWTIOU N XELPOUPYLKA TtapEuPaon, omote
taflvopeital otnv katnyopia lip.

To Aoyloulkd Tou mpoopiletal yla TNV mapakoAouBnon ducloloylkwyv Slepyactwyv Talvoueitol otnv
katnyopia lla, €ktog €dv mpoopilletal yla TNV mapakoAoudnon {WTkwv GUCLOAOYIKWY TIOPAUETPWY,
ornou n dvon TV HETABOAWY TWV €V AOYW TAPAUETPWYV Elval TETOLA TTOU Ba pmopouoe va 0dnynoeL o€

KaBe aAAo Aoylopiko taévopeital otnv katnyopia l.



Al HealthCare Regulatory Framework (EU)

The new frontiers
of European Al
regulation:

HOW WE ARE MOVING TOWARD
TRUSTWORTHINESS

A risk-based approach

Unaccieptable — Prohibited
risk
e.g. social scoring
Permitted subject to
High risk ~ compliance with Al
____________ e.g. recruitment, requirements and ex-ante
I *Not mutually ! medical devices conformity assessment
___exclusive___\‘Transparency’ risk Permitted but subject to
————————  ‘Impersonation’ (bots) —— information/transparency
obligations

Permitted with no restrictions

m European |
Commission






O1 epapuoyeC YnNPIakng BepaneuTiknG unayovTadal

ota IaTpoTexvoAoylka npoiovTta

Ooec edbapuoyeg mpoopilovral yla Latplkn xpron, 6o mpemneL va mAnpouv, o€ OTL
adopa tnv EE, tic dtataéelc tov Medical Devices Directive, mou avtikataotadnke
ano 26/5/2021 amno tov Medical Devices Regulation.

Ytnv EANGda, appodioc dopcac (Notified Body) eival to EKANTY (EBviko Kévtpo
A&loAoynonc tng Nowotntag kat TexvoAoyiag otnv Yyeia -E.K.A.MN.TY. A.E.)

nou Asttoupyei wg aveéaptntog Popéag MNiotomoinong ZuoTnUATWY
Moltotntac Kat MNpoidviwy, EMonMTeVOUEVOC amo To Yroupyeio Yyeiac.

Ot edappoyeEc mobile health, sival €va povo TuApATA TOU YEVIKOTEPOU GUVOAOU, TNG
epyoleiwv g Wnouakn Oepamnevtikng (Digital therapeutics-DTx).



http://www.ekapty.gr/
http://www.ekapty.gr/
http://www.ekapty.gr/

J >€ aAAa EXZY unapyouv ndn portals niotonoinuevwyv

epApUOYWV WNPIAKNC UYEIAcC yia 1aTpIkn Xpnon

mHealthrus

European

Health apps repositories in Europe

UK

NHS Apps Library
by National Health Service (NHS)
EN

EMIS App Library
by EMIS App Library
EN

Your health app finder
by Organisation for Review of
Care and Health Apps (ORCHA)
EN /NL/ET

My health apps
by Patient View
EN

Our Mobile Health
App Curated Library
by Our Mobile Health

EN

SCOTLAND

The Right Decision - Apps Library
by NHS Scotland
EN

Portugal

MySNS Seleccao
by Shared Services of the Ministry of Health
PT

Belgium

mHealth Belgium - All apps
by mHealth Belgium
FR/EN/NL

This is a non-exhaustive list of
health apps repositories
developed in Europe. If you know
of anyone else, please
contact to
mhealthhub.acsa@juntadeandalucia.es

Spain
ANDALUSIA

AppSaludable Health
Apps Catalogue

by Andalusian Agency for
Healthcare Quality

EN/ES

CATALONIA

Catalogo de Aplicaciones
de la Salud

by iSYS Foundation

ES/CA

France

Kiosques de recommandation
by Medappcare
FR/EN

Kiosque de services digitaux
by AG2R LA MONDIALE-Medappcare
(partnership)

FR

Denmark

SOUTHERN DENMARK
MindApps. Apps for Mental Health
By Centre for Telepsychiatry in

the Region of Southern Denmark
DAJEN

A
WHO

.ll|l':'-$
Ty )
Andalusian Regional Ministry of Health IL&E)

initiative

mhealth-hub.org



About CEN-ISO/TS 82304-2

CEN-ISO/TS 82304-2 was an assignment by the European Commission to the European Committee
for Standardization (CEN). The initiative went global in its cooperation with the International
Organization for Standardization (ISO). CEN-ISO/TS 82304-2:2021 Health software — Part 2: Health
and wellness apps — Quality and reliability was published in July 2021.

The core content of this Technical Specification (TS) is a health app quality assessment framework.
The results are communicated in a score, a label inspired by the very effective EU Energy label and a
health app quality report. The label provides the results of the health app assessment in one glance.
The health app quality report aims to provide the level of detail health care professionals need to
recommend a health app and gives insurers a basis for decision-making on reimbursement.

Why CEN-ISO/TS 82304-2? >

How does CEN-ISO/TS 82304-2 assess health apps? v

The assessment framework consists of 81 questions. Sixty-seven of these questions are
score-impacting quality requirement questions. To obtain the label for a specific health app,
app manufacturers must provide supporting evidence for all the requirements they claim to
comply with. This evidence will be assessed by accredited app assessment organisations
using the 82304-2 EU certification scheme (‘handbook for app assessors’) that Label2Enable
will develop.



LABEL?2
ENABLE

<

ME-

WHO European Member States:
. most important barriers to mApp
: integration into clinical practice *

Recommendations for the reimbursement of health apps

Results of three 3-hour roundtables in 2023/2024 with 135 participants from 34 countries, focussing on 1) EU Member States’ challenges in reimbursement of health apps,
2) multi-stakeholder solutions to these challenges, and 3) Member State decision-makers’ perspectives.

1. Value

Acknowledge apps can do things that pills can’t (and vice versa). Approximate with key stakeholders the added value of apps for health, public health and care (e.g. for health
literacy, healthy behaviours, early diagnosis, personalized shared decision-making, self-management, remote consultations, symptom monitoring, multidisciplinary care delivery,
treatment adherence, recovery, efficiency, primary and secondary use of (big) data), suggest accepted endpoints for studies and revisit this effort periodically.

2. Focus

Identify which (packages of) types of apps or their functional components for which health issues and which patients, and if applicable integrated in which care pathways are likely
to add value. Prioritize these apps according to value added and explore existing policy goals, political support and day-to-day challenges. Start small, consider a pilot and assess
the need for changes in or additions to policies and legislation.

3. Govern

Establish who or more
specifically which
multidisciplinary
collaboration within or
beyond the health authority
is responsible for
policymaking, evidence
generation, innovation
promotion, assessment,
reimbursement,
transparency, education
and transformation (data
usage). Manage change.

Overall health app quality score

(72% of European Member
States (MS) lack regulatory
oversight entity for mApps)

9. Measure to scale

4. Create

Enable manufacturers,
clinicians and researchers
to achieve more
evidence-based, effective,
value-adding apps and care
pathways. Use adequate
outcome measures to
quantify the (potential)
value of individual health
apps and blended care
pathways, and study how to
create, capture and
measure it. Harmonise
accepted endpoints,
comparators etc. where
possible.

Healthy and safe

5. Assess

Determine quality
requirements, assessors
(internally and/or trusted
third parties), assessment
methods and what is
sufficient evidence.
Consider the trusted
EU-initiated global
CEN-ISO/TS 82304-2
framework as a basis,
adding country specific
requirements on top, to
increase health system and
manufacturer efficiency
and avoid a duplication of
efforts.

Secure data

[ e |

61% MS: lack of evidence
effectiveness of mApps in
clinical practice

75% MS: privacy, security
(15% MS reported
evaluating mHealth)

6. Inform

Ensure intended users and
prescribers are aware of
and able to easily access
positively assessed
value-adding apps (e.g.
quality label in app stores
and frequently used trusted
sources).

R Health apps
”  library

77% MS: lack of a
trustworthy source to
access effective mApps

7. Fund

Allocate funding for
value-adding apps and / or
related blended care
pathways. Consider
innovative payment
models, transparent
criteria, and incentivizing all
stakeholders involved
(manufacturers, users,
prescribers, providers) to
achieve equitable
sustainable use of
value-adding apps at scale.
Have pricing reflect the
added value and needed
investments.

elsbebetaty

WHO: evaluations should
inform investment and
implementation decisions

8. Transform

Create the environment in
which quality apps can
deliver value: integrate into
clinical guidelines,
pathways, prescription
practice, and care delivery.
Educate and support health
professionals and citizens
to increase digital literacy,
attain equitable sustained
app use and capture value
of data. Enable internet
access, interoperability and
safe data exchange with
EHR systems. Use
standards.

Easy touse

73% MS: lack of patient
digital literacy

Identify key value indicators and measure and present value transparently. Realise that the measurements will only reflect the attainable value when apps are quality-proven
effective, where applicable integrated into care pathways, if users are sufficiently enabled, if the resulting data is used, if appropriate outcome measures, scope, comparators are
utilised, etc. Explore, again in a multi-stakeholder effort, what are the promising next steps to capture the attainable value of health apps.
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KT1 - Health apps Assessment Frameworks

Yriootnpién o€ xwpec n aAAa ibpuuata otn dnuiovpyic/viodétnon/
BeAtiwon twv nAavwy aéloAoynong yia mHealth epapuoyég

* Atopolpaotnke He to Aiktuo HAektovikng Yyeiag tng Eupwmaikig
Eruitpomng, eHealth Stakeholders Group, other actors

Anodppnto

Awadaveia
* 24 mAaiowa aflohoynong ggetdotnkav Kot evtomiotnkav 21 anobetipla Aodaeia
epappoywv vyeiag Agomoria

Eykupotnta

*  OAokAnpwpevn mpooeyylon: 12 Touel moLOTNTAG, XWPLOUEVOL OE
ET[lllépOU(; Kpu?r']pla AlaAeLTtoupytkotnTa

Texvikn otaBepotnta

*  AMnAenidpaocn e TOUG LOLOKTATEG TwV MAALGiwV afloAdynaong

AnoteAeopatikoTnTa

NpocBacipdtnTa

*  ITOXEUUEVEC TPOTAOCELG 0ToUG 12 Topeig afloAoynaong/moldtntag

Enektaoipotnta

*  AvaAuon/mpoTAoELlg 08 CUYKEKPLUEVA BEpaTa OTIWG N ayopd tou mHealth,
OpYaVWOELC aoBevwv

Epnelpia xpriotn/Xpnouodtnta

AocddAsia

*  OmrtkomolnUEVO UALKO Slabéotpo

*  Eumloutiopocg pe kaBodnynon, pe Paocika Pripata, pe eAAelPelg, Ko .y
GAAa kavoTOpa oToLKEla )
mHealth-UB




KT1 - Sorted by each of the 12 assessment domains

Privacy

Data shanng for the patient benefit
Personal dats management
Definitions of privacy and securnty
Transparency

« Information gathered by the app
« Parties invoived
« Data processing algonthms

Safety

SCant attention pasd to user input
informationidata

Reliability

« Aspects 3pout refiabiiity
Specdific testing methods

Validity

» Accountabilty to the mformation

Referring 1o a physica

given by the solution & nat often

assessed erat

« Intercperabikty

« Directirvolvement of (SDOs)
reference to standands

« Interopersbilty between dpps

Technical Stability

Regular applcation morstonng and
tracsang the numbey of app crashes
and uptime

Effectiveness

* Measumng desired of intended result
o Few questions about ethacal concepts

Accessibility are explicitly included in the AFs

Accessbity Standards
Understanding of accessibaity

« Interconnection between apps and
services should be evaluated in

l s \ mHealth development
' | L} )
v User experence
« Misinterpretation of user experience
and usability
* Little partiopation of users Se(uri(y

= Few AFs cover where the
information storage is done

Anodppnto
Awadaveia
Aocddlela
A§lomotia
Eykupotnta
AlaAettovpykoTnTa
Texvikn ctaBepodTnTaL
AnoteAeopatikoTnTa
NpocBacipdtnTa
EneKktactpuotnTo
Euneipia xpriotn/Xpnopotnta

Acddeia

:Il,':-'\-\
mHealthsus

European
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Ynoiokn Yyeia 2.0 pe eTikevrpo Tov avlpwiro

Wnelakd epyaleia & eQappoyEg

H xprion epyaAciwv émmwg Ta health apps kai Ta digital therapeutics mpoo@épel 40% peyaAuTePn akpiBeia otn
METpnon {axdpou kai egoikovounaon €50 d10. To XPOVO OTA EUPWTTAIKA COUCTAMATA UYEIQG UECW TTPWIKNG
dlIdyvwong, EMTPETTOVTAG O€ ACBEVEIC Kal TOUG PPOVTIOTEG TOUG va Ta XeIpifovTal ol idiol, BeATiLwvovTag TNV
TOIOTNTA CWNG TWV ACBEVWV TOUG, MEIWVOVTAG TIG EI0QYWYEG OTA VOOOKOUEIQ KAl OUVTOPEUOVTAG TN OIGPKEIQ
voonAeiag.

Qoté00, KaBwg n Xprion Toug otnv EAAGDa eival Treplopiouévn, TTPOTEIVETAI N AvATITUEN VEOou PuBUICTIKOU
TTAQICiouU, TO OTToi0, METAEU AAAWY, va KaBIEpWVEI uNXaviouo agloAdynong Kal amolnuiwong Twv epyaAgiwv
AUTWYV, WOTE N ayopd va dieupuvOei TaxuTepa.




https://www.phssrgreece.gr/

Partnership for Health
System Sustainability
and Resilience

Greek Study

4E. Eméxtaon ATY mépav TwV PpappaKuwy

EMEKTAXH Anpoupyia Sadikaciag afloAdynone TexvohoyLwv vyeiag (ATY) tépav Twv Pappakwy (. PLodeiktee, PnipLakee
ATY MNEPAN :
EPApPHOYEG KATL).
TON \pappoyEg KAL)
PAPMAKQN




WORLD HEALTH ORGANIZATION
REGIONAL OFFICE FOR EUROPE

WELTGESUNDHEITSORGANISATION
REGIONALBURO FUR EUROPA

Strengthening of the National Health
Technology Assessment (HTA) Framework
in Greece: second stakeholder workshop

Athens, Greece
23 September 2025
09:30-17:30 EET




THERE ARE DIFFERENT REIMBURSEMENT ROUTES FOR DIGITAL HEALTH APPS IN ‘LEADER’ COUNTRIES
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The Key to Scaling Innovation




Guideline document to DTx reimbursement in
Switzerland

* Guidance to DTx reimbursement in Switzerland

 For startups, manufacturers and other

interested parties

**" GeN TN bR scHwerz « Outlines benefits and challenges of different

market access approaches

« Exemplary cases

» Created by different players from the Swiss
health system

Ein Leitfaden







1arforum oo Méroopo!

I"A TA OIKONOMIKA & TIZ TIOAITIKEZ YTEIAZ

Tnv avoi&n napadidsTal nANRPw¢g o€
KukAogopia o E65

O E65 éxel ynkog 182,1 xAu. Kai npoiUnoAoyicud 1,4 dic. eup® - YNO KATAOKEUN
Ta TeAeuTaia 46 XAY. TOU AUTOKIVNTOOPOHOU
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