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EE: O1 epapuoyec Wnopiakng IaTpikng ival

OIAPOPETIKEC AMO TIC EPAPHUOYEC WNPIAKNC UYEIAC

mHealth ¥ ‘Exel ekTiun®ei 611 T0 2019,
utrpxav 318,000 e@apuoyEg
KIVNTWV YNPIOKWYV JETWV
% D, @ (mobile health applications)

OTOV TOMEQ TNC uyEiag, ota
olagpopa app stores dieBVWG,

With these devices it is possible

o collect big amounts of data such Kal OTI 'ITEZpI"ITOU 200 Véﬁg
TTpoCTiBevTal KAOE PEPQ.
% / Y Méxpl To 2025, n aia Tng
i q- ayopAg AUTHC, AVAUEVETAI VA
it S @1aoel Ta 111,1 dio. dSoAAApIa.
{ \ O1 EpapuOYEC AUTEC aPOpPOUV
i _ KUPIWG TOUG TOMEIC TPOTTOU
oman e " o (O 5 (wnc-lifestyle, kai Ox1 1ATPIKN
wm"*“““"‘“‘ e ) Xpron.

https://www.imaginovation.net/blog/infographic-mobile-apps-transforming-the-healthcare-industry/



WYnoepilakn AlayvmwoTIKN Kal OEpan&uTiki

(Digital therapeutics-Dtx)

Dtx o1n d1eBvn BiIBAIoypa@ia, gival Eva UTTOOUVOAO TNG
WNPIOKNAG UYEIAG, TTOU APOPA TEKMNPIWHPEVEC BEPATTEUTIKEC
TTapepBacclg TTou Bacifovral o€ uPnAng TToidTNTAC,
TTIOTOTTOINMEVA TTPOYPAMMATA AOYIOUIKOU VIO TNV TTPOANWN,
TN dlaxeipion ) Tn Bepartreia piag acBEvelac.

O1 KAIVOTOUEC AUTEC EQAPMPOYEC VEWV TEXVOAOYIWV OTNV
UYEIQ, EXOUV TTPOOTITIKEC OAAQ Kal TTPOKANCEIC Kal Xprlouv
eioaywync evoc PYOMIZTIKOY KAI NOMIKOY TMAAIZIOY
VYHOIAKHZ YTEIAZ.
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DIGITAL

’/ THERAPEUTICS

ALLIANCE

Understanding DTx

What is a DTx?

Digital therapeutics (DTx) are health softwares 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.
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DHT Categorization

DIGITAL

THERAPEUTICS

ALLIANCE

Digital Health Technology categories include:

Non-Health
System
Software/DH
Solutions

Health
Information
Technology (HIT)
and digital health
(DH) solutions
for non-hospital/
health system
stakeholders
(i.e., pharma,
medtech, payors,
employers,
pharmacy, etc.)

B,

Q s

Health System
Operational
Software

Enterprise HIT
intended to
provide non-
clinical system
benefits and
support (i.e.,
operational,
financial)

Industry and Admin-Facing

Health System

Clinical
Software

Enterprise HIT
and digital
health solutions
intended to
provide clinicians
with support
managing
their patient
populations

HCP-Facing

Health &
Wellness

Disease-agnostic
solutions that
capture, store,
and sometimes
transmit health

data and
promote general
well-being and
healthy living

IN PARTNERSHIP WITH

DIGITAL HEALTH TECHNOLOGIES

Patient
Monitoring

Solutions
intended to
monitor specific
patient heaith
dato that moy be
used to inform
management
of a specific
disease,
condition, or
health outcome

Health
Advances

Solutions intended
to support patient
self-management
of a specific
diagnosed medical
condition through
education,
recommendations,
and reminders

Patient-Facing

Digital
Diagnostics

Validated
digital tools for
detecting ond
characterizing
disease,
measuring
disease status,
response
progression, or
recurrence

Digital
Therapeutics

Health software
intended to
treat or alleviote
a disease by
generating
and delivering
a medical
intervention
that has a
demonstrable
positive
therapeutic
impact



;‘) Ol eQpapuoOYEC WNPIAKNC BEpANEUTIKNG unayovTal

ota IaTpoTexvoAoyika npoiovTa

Ooec epappoyEg TTpoopidovTal yia IaTPIKN XPrion, 8a TTpETTEl va
TTAnpouv, o€ 6,11 agopd TNV EE, 11 diataceic Tou Medical
Devices Directive, Tou avTikao1d0nke amo 26/5/2021 atrd
Tov Medical Devices Regulation.

21NV EANGOQ, appodiog opeac (Notified Body) cival 10
EKANTY (EBvikd Kévrpo AgloAoynong Tng MNoidtntacg kai
TexvoAoyiac otnv Yyeia - E.K.ATLT.Y.

A.E.) TTou AcIToupyei we avecaptntoc Popéag
[TioToTTOoiNONG 2UuoTNUAaTwy loloTNTaC Kail INpoidvTwy,
ETTOTITEUOUEVOG OTTO TO YTTOUpyEio Yyeiag.

O1 epapuoyEc mobile health cival Eva povo tufuara Tou
YEVIKOTEPOU OUVOAOU gpyaAciwv TNG WNYIakNG OepATTEUTIKAG

(Digital therapeutics-Dtx).



http://www.ekapty.gr/

Pharmaceuticals

o Test a very small

Pilot

(subtherapeutic) /
0 dose of a new drug Early
Pilot to study its effects & &
/ 10-15 1 ow it works in the Feos;bmfy
Exploratory human body. -
First-in-
o Not all drugs will R
undergo this phase.
| » True first-in-human
safety & 10-100 study to test safety

& toxicity, usually in

NIty heaithy humans.

Traditional

7 Feasibility

Safety &
Efficacy

Assess efficacy &

A8 safety in patients.

Confirm clinical
efficacy, safety &
Il 100" adverse events.
Clinical ]005; « Compare the new
Effectiveness drug to standard
care or a commonly
used drug.

Pivoial

Y « Monitor long term

Post-Market 1000 effectiveness & Post-
/ safety in the general Market
Surveillance population.

10-30

20-30

100's

1000’s

EU MDD and MDR for approval of
Medical Devices including software

Medical Devices

» Small study to collect
preliminary safety &
device performance
data in humans.

o Guides device
modifications &/or
future study design.

o Assess safety &
efficacy of the near-
final or final device
design in patients.

» Guides the design of
the pivotal study.

o Large study to
confirm clinical
efficacy, safety &
risks.

» Statistically driven.

» Monitor long term
effectiveness, safety
& usage in the
general population.



‘j‘IOTa Hia epappoyn €ival IatpoTexvoAoyiko Mpoiov;

. ‘ Medical Device Software (MDSW)

AoyIouIKO Wn@iaknc OepaTTeEUTIKAC
& BE N\ m £[EF BEN

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

=
e e B B St MR 0 o e s e T T B S B e o st et s s s o B e P S S B A s s st e s e P S B e P
N
2 3. 4. 5
........................... B acauts ~ m @ 9 :::amomcz
Yes " E Mo Ay Yes - Yes Yes = CULATIONT
WOT CovERZO
THE MEDICAL DEVICES
Zo i BEGULATIONS™
WOT COvERED nkice 2.0 S 4\ 4\ *
v M e O 2 X X K Kt Rt A KA KA R KA A A K Ak R R A KA R A Rt A X R R :
1 = N
= s AV N i T a VY e T e it dans
v osw] Ye= -~ =7 e L
¥ No X Mo

NAoyIouiko WnelakAc OepaTtreuTiKnG Yia
EUPUTEUCIUA IATPOTEXVOAOYIKA TTPOIOVTA




‘)Classification of Medical Device Software (MDSW)

Classification & Conformity Assessment — MDR

Commission Assessment it

ey KOTNYOPIOTTOINON
Competent Authority Assessment Class Iib ,
— acpappoywv ’
WNQIAKNC 1aTPIKNAG
R KAl BEPATTEUTIKNG:
bt e Class |, lla, llb, Il

KANONIZMOZX (EE) 2017/745 KE®DAAAIO Ill- KANONEX TAZINOMHZHZ -

6.3. Kavévag 11

To AoyIopIKO TTOoU TTpoopideTal yia TNV TTAPOXH TTANPOPOPIWY TTOU XPNOIYOTToIoUVTal VI TN ANwn
ATTOPACEWV HE DIAYVWAOTIKO ] BEPATTEUTIKO OKOTTO TASIVOUEITAI OTNV KaThyopia lla, EKTOG £Av Ol
€V AOYW QTTOPACEIG £XOUV AVTIKTUTTO TTOU PTTOPEI va TTPOKAAETEL:

— Tov BdvaTto | PN avaoTpEWiun €mmMOLiVWON TNG KATAOTAONG TNG UYEIag €vOog TTPOCWTIOU,
OTTOTE TACIVOoUEiTal oTNV Katnyopia lll, n

— ooBapn €mdEivwON TNG KATAOTAONG TNG UYEIAG EVOG TTPOCWTTOU I XEIPOUPYIKNA TTapéupacn,
OTTOTE TALIVOUEITaI OTNV KaTtnyopia lIB.

To AoyIOMIKO TTOU TTPOoOPICETal yIa TNV TTapakoAoUuBbnon @uolioAoyikKwy dIEPYACIWY TASIVOUEITAI
oTnv Kartnyopia lla, ekTo¢ €dv TTpoopideTal yia TNV TTapakoAouBnon JWTIKWVY QUCIOAOYIKWY
TTOPAMETPWY, OTTOU N PUON TWV METAROAWV TWV &V AOYW TTapauETpwy gival TETola TTou Ba
MTTOpOUCE va odnyAoel o€ AUECO KivOuvo yia Tov acBevr), oTToTE TALIVOUEITAI OTAV KATnyopia
[B-
KdaBe GAANO AoyiopIkO TagivopeiTal oTnv Kartnyopia l.

Notified Body Conformity Assessment
Class 1la

Class Im /Is




J >€ aAAa EZY unapyouv nodn portals nictonoinuevwyv
epApUOYWV WNPIAKNC UYEIAcC yia 1aTpIkn Xpnon

Health apps repositories in Europe

UK
NHS Apps Library
EMIS App Library

.

Your health app finder

My health apps

Our Mobile Health

App Curated Library

N

SCOTLAND

The Right Decision - Apps Library

by NHS Scotiand

N

Portugal
MySNS Selecgio

eroces of t

Belgium
mHeaith Belgium - All apps
b Heset Befgeom

ENTNL

Spain
ANDALUSIA
AppSaludable Health
Apps Catalogue

Andabmian Ay

Catdlogo de Aplicaciones
de la Salud

by &YS Foondaton

£S /1

France
Kiosques de recommandation

Y

Kiosque de services digitaux

MONDIALE - Modappcs

Denmark

SOUTHERN DENMARK

MindApps. Apps for Mental Health
Dy Cevtire for Teepmntuatry ir

the Region of Southern Denmark
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KT1 - Health apps Assessment Frameworks

Yriootnpién o€ xywpes n aAAa tbpuuara otn dnutovpyia / viod<tnon /
BeAtiwon twv nAavwy aétoAoynon¢ yia mHealth epapuoyég

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

Andppnto

Awadavera
* 24 mAaiowa aflohoynong ggetdotnkav Kot evtomniotnkav 21 anobetipla S
epapuoywv Vyeiog Agwomiotia

Eykupotnta

*  OAokAnpwpevn mpooeyylon: 12 TOMElLG mMOLOTNTAG, XWPLOUEVOL OFE
ET[lllépOU (; Kp LTI!] p L AlaAeLtoupykotnTa

Texvikn otaBepotnta

*  AMnAenidpaon pe Toug LOLOKTATEG TWV MAALoiwY afloAdynong

AnoteAeopatikotnta

Npoofacipudtnta

*  ITOXEUUEVEC TPOTACELG 0TOUG 12 Topeig afloAoynaong/moldtntag

EmeKTaoipuoTnTo

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

Euneipia xpriotn/Xpnopotnta

AocddAsia
*  OmTKomolnNUEVO UALKO SLabéoipo
*  Eumloutiopog pe kaBodnynon, pe PBaolkd Pruata, pe eAAelPelg, kol

AAAOL KOLVOTOO OTOLXEL )
mHealth:




KT1 - Sorted by each of the 12 assessment domains

Privacy

Data sharng for the patient benefit
Personal data management
Defnitiona of privacy and secunty

Safety

Scant attention pakt to user input
informationdata

Validity

Feferring to a physicia
Accountability to the information
given by the salition & not aften
P

Technical Stability

Fegular appication moodanng and
trackang the numnber of app crashey
and uptime

Accessibility

AMIessDMy standands
Urderstanding of accesubiity

* User expenence
o Misnterpretabion of user experience

and usabity

+ Lattle partiopation of users

Iransparency
« Information gathered by the app

« Partes involved
» Data processing algontnms

Reliability

« Aspects about reabality
« Speafic testing methods

« Interoperabity

+ Direct involvement of (SDO)
refesence to standads

« Interoperability between apps

Effectiveness

o Measunng desined or Intended fesult
o Few questions about ethwal contepts

are exphatly nduded in the AFs

« Interconnection between apps and
services should be evaluated in
miHealth development

Security

« Few AFs cover where the
information storage is done

Andppnto
Awadavera
AocddAsra
A§lomiotia
Eykupotnta
AlaAettoupykoTnTa
Texvikn otaBepotnta
AnoteAeopatikotnta
Npoofacipudtnta
EmeKTaoipuoTnTo
Euneipia xpriotn/Xpnopotnta

AcddAela

mHealths e




To EXY avapevetal Le TNV OAOKARPWON TWV : . : :
¢pywv WHOIAKOY METASXHMATIEMOY Tou 2 ©p UL BRIl Y EUGE T Ol Ghug by s

TAMEIOY ANAMTY=HS KAl ANOEKTIKOTHTAS EAMada, hndlakwy epappoywy duayvwong ko
#TAA) va ulorotroeL To Aeyopevo “leap Beparmeiag  (health apps «kat ta digital
rogging” kaw va petofet oe eva maioto therapeutics ) n xprion toug otnv EAAada eival
napoxng YndLakwv UTINPECLWY VYELAG, TiepLlopLlopevn/
OLVTLOTOLYXO TOU LECOU OPOU TWV Xwpwv tng EE.
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Teoxog 78 | 06/09/2023 4" BIOMHXANIKH ENANAZTAZH

i s L R e S s P
OIKONOMIA & | SPECIAL REPORT f.fdlé SEB
EMIXEIPHZEIZ | YHOAKOE METASXHMATIEMOE | 1upsomves emopnons. zopspoun et

Wnoeiakn Yyeia 2.0 ye eTikevrpo Tov avlpwiro

WYnelaka epyaleia & epappoyég

H xprion epyaAciwv 61rwg Ta health apps kai Ta digital therapeutics mpoo@épel 40% peyaAutepn akpifeia o
METpnon faxdpou kai e€oikovounon €50 di0. 10 XpOVOo OTA EUPWITAIKA CUCTANATA UYEIQS HEOW TTPWIKNG
dIGyvwong, EMTPETTOVTAGE Ot AOBEVEIC KAl TOUG PPOVTIOTES TOUG va Ta Xelpifovral ol idiol, BeATiwvovTag Tnv
ToIoTNTA WG TWV AOBEVWY TOUG, HEIWVOVTAS TIG EI0AQYWYES OTA VOOOKOUEIQ Kal OUVTOPEUOVTAS TN SIGPKEIQ
voonAeiag.

Qot600, KaBWS n xprion Toug otnv EAAGda eival Trepiopiopévn, TTPOTEIVETAl N avamTuén véou puBuIoTIKOU
TTAQIoiou, TO OTToI0, METAEU GAAWYV, va KaBIEpWVEl HnXavioud agioAdynong Kai amodnuiwong Twv epyaAciwy
aQuTWYV, WOTE N ayopd va dieupuvBei TaxuTepa.




https://www.phssrgreece.gr/

Partnership for Health
System Sustainability
and Resilience

Greek Study

H 4E. Eméxtaon ATY mépav TwV Ppappuakwy

EMEKTAZIH Anpoupyla Sradikaciac aftoAdynone Texvohoytiv uyeiac (ATY) iépav Twv pappakwy (ry. frodeiktee, Ynprakés
ATY MNMEPAN '
EPAPUOYES KATL).
TON papuoyeg )
PAPMAKQN




THERE ARE DIFFERENT REIMBURSEMENT ROUTES FOR DIGITAL HEALTH APPS IN ‘LEADER’ COUNTRIES

|
H H H - . - - - | - .
®= DiGA reimbursement pathway in Germany B] mHealth Validation Pyramid in Belgium i NN Current DTx reimbursement route in France
I
i
|
MANUFACTURER CE CERTIFIED LEVEL 1 (M1} CE CERTIFIED i OPINION PHASE CE CERTIFIED
SUBMITS DiGA HEALTH APP REGISTRATION TO HEALTH APP ! HEALTH APP
APPLICATION i THE EAMHPY |
[ 1 |
— — - 1 A — | —
Lo GENERAL - POSITIVE CARE Do | CEMARKINGAND | i | MEDICO-TECHNIC | |  ACTUALMEDICAL |
! | REQUIREMENTS | | EFFECTS b |  GDPRCOMPLIANCE | ! ! ASSESSMENT Lo BENEFIT :
! ! Safety and user N Scientific evidence | : | CHECKED ! ! ! General HTA carried | |  ASSESSEMENT (SA} |
Lo friendliness i evaluation ro oo | ! | outby CNEDIMT*and | | Severity of diseases |
e Rttt e [ ! I HAS || and efficacy/adverse |
! | l | E P effects ratio i
| ! | | [ |
' — ! ! I B, <~ | | [ !
i E LEVEL 2 (M2) i RISK ASSESSMENT | | INTEROPERABILITY & ! ! . U bmmmmmmm oo I
BEARM :  General ¥ General : ASSESSMENT 1 C_deata sdecur:\_f, | : i CONNECTIVITY i : .
H requirsmesnts met requirements met | BY E- HEALTH : privacy and medica Pl ASSESSMENT | I | !
EXAMINATION | T ! PLATEORM U confidentiality b | | DECISION PHASE | CLINICALEVIDENCE |
i ¥ Scientific evidence X Scientific evidence | . . | 1 \ EVALUATION |
| met underway ! ! e Fm——
i ! l | £ v
N . , ! .y I L e
i | PRELIMIMARY ! ! i | i i 54 SUFFICIENT il SA INSUFFICIENT i
! ' | | e N
I i DIGALISTING i | CLINICALEVIDENCE | : - e A :
] I ] eimbursemen
! P - : LEVEL 3 (M3} : EVALUATION i | rate based on SA |
| ¥ Scientific evidence | | I ! !
! v met | APPROVAL BY THE o ! ! catagory ¥
! i NIHDI2 !
! PERMAMNENT DIGA H l ! IMPORTANT LOW S&: NO
' LISTING | ! SA: 65% 159 REIMBURSEMENT
: i i REIMBURSEMENT !
e A |
|
: }
REIMBURSEMENT & PRICE NEGOTIATIONS AND |
PRICE NEGOTIATION ARBITRATION WITH GKV-SV E 5';'{;;"”'0" PRICE NEGOTIATIONS AND
! PHASE FINAL DECISION BY CPAM?*
! & MIMISTRY OF HEALTH
1. Federal Agency for Medicines and Health Product |
2. Mational Institute for Health and Disability Insurance :
3. Medical device and health technology Evalustion Committee !
4. Social Security Fund Caisze Primazire d"Assurance Maladie




The Key to Scaling Innovation
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