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To MAatoto HTA yua thv latpoteyxvoAoyia
otnv Evpwmnn

Kavoviopog EE yua HTA (2021/2282) H Evkatpia

Mua evkatpia yia BeAtiwon, aAAd kat YpnAng mototntag, Eykatpeg afloAoynoeLg mov
aBepatdTnTa OXETLKA PE TNV EQAPHOYI TOU 0dnyouv o€ KaAUTEPES anoPaceLg Kat

VEOU KAVOVIOHOU. TpooBacn o€ KalvoTOPEG TEXVOAOYIEC.

H ABeBaidotnta I6wattepoTnTeg TG latpotexvoloyiag

Mwe ot Kowég KAvikée Aftohoyroete (JCAs)  Xapaktnpidetat amo peydAn moikihia

Ba evowpatwBoulV Kat Ba aftomotnolv TPOLOVTWY, ATOKEVIPWHEVA KavaALa
anoTEAEOATIKA O €BVLKO eMimedo. MPOOBAONG KAl GUXVEG TEXVOAOYLKEG

avaBafuiosic.
Avaykn yua Npocappootiki Mpocgyyton

Anapaitntn o€ 0Ao TOV KOKAO {WNC¢ TWV TPOIOVTIWY, YLa va avIanokploel otig
duvapikeg mpokAnoelg tne afloAoynonc.

EYMNAEIMOE ENiX CEIPHIESIMN 1LATRPIK ]
& BIOTEXMOAOMKRMN MAPOIOMNTERN
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EYMNAEIMOE EMNIXEIPHIEGRMN IATPIKEMN

[pocappootikn M oasvvlon
(Adaptive Approach)

H mpooappooTiki npooeyylon otnv Aglohoynon Tsxvo)\oylwv Yyeiag (HTA) elvat (WTIKNC onpaociag
yla TNV anoTeAEoHATIKN svowpatwon NG Latpotexvoloyiag, AapBavovtag umoyn Tig
1O1aLTEPOTNTES KABE MEPIMTWONC.

&7 Ytoxevpévn Mpocappoyn tov HTA

H a§loAoynon mpooappodetal oTny TMOAUTAOKOTNTA TG VOOOU KAl TIG AVEKTANPWTEG AVAYKEC,
0T @HON TNG EKAOTOTE TEXVOAOYIAG KAl TOV QVTIKTUTO TNG 0TN YPovVTida, KaBwg Kat 0To 0TddLo
TOU KOKAOUL {WAC TOUL TPOTOVTOC.

S A&onoinon MoAhamAwv Acdopévwy

EVT(]TlKI] xpnon dedopEvwy amnod tnv npaypaukn KALVIKN T[p(]KTlKr] (RWE) kal
AAAWV Ttywv dedoPEVWY, yia Tito OAOKANPWHEVES Kal PEAALOTIKEG AELOAOYNOELC.

s Tayotepn MpocBacn pe Mowotnta

ZTOXELEL 0TNV EMITELEN TAXVTEPNG TPOOBAONG TWY ACBEVWY OE KALVOTOWES Bepaneies Kat
OUOKEVEC, XWpIC va BualdZeTal n moLoTNTa Kat n acpaAeLa.

D Xuvepyaocia OAwv Twv EpmAekopevwv

Anatteital OTEVH ouvepyaoia petagy o)\wv TWv svélacpepopsvwv HEPWV:
popeig HTA, Brounyavia, KAVIKoi Latpoi, acBeveic kat popeic MANpwWHWY.
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H texvoAoyia tpExeL mio ypinyopa amo toug Beauoue

A long-term timeline of technology e 285
From the distant past, to our lifetime, and into the distant future. };3’ ;%é
bl =

Today's young children might 2150

live well into the 22nd century.

Humanity expanding into space
and settling on other planets ?

Human-level Artificial Intelligence ? -~

<
&
>

Smartphones —_/
First multinational space station (ISS) ==

The Internet: the first web browser and —_ 7
first website were released in 1991

1980: First eradication of a human disease (Smallpox) »,\\
1969: Moon landing —

~

Discovery of DNA — =0

The first computers —_
Nuclear bomb —__ % 1950
Antibiotics (Penicillin) —_ =
Television —

Synthetic fertilizer —__
1903: The Wright Brothers fly the first plane —__ ™%
Automobile — _ >
Electric light —__ p
Telephone —_ o
The global life expectancy was lower— B
than 30 years until about 1870
- Telﬁgraph =

Photogra; =

grapny =

1825 _— Microscope

1500 _— Printing press
- — .— Glasses

1850

Steam locomotive =%

1800-

The first vaccine, — - Steam engine “— e 1 o .
the smallpox vaccine 3 Scientific Revolution =

* — Gunpowder

The year O ~e=——
Paper—"

Beginning of the lron Age ———

2,000 years BCE -
4,000 years BCE+ =
6,000 years BCE
8,000 years BCE

The Agricultural *
Revolution happened
around 10,000 BCE

X

300,000 years ago:

the origin of our

species, Homo sapiens
N

60,000 years ago:
bow and arrow —

From OurWorldinData.org

—-1000

From 1800 to now:

To show the many inventions in this period
of rapid technological change | stretched
out the timeline.

The last twelve millennia:
Each line represents 1000 years

—— The first windmills

—-1000 years BCE

————— Around 3,300 BCE the Stone Age - which lasted 3.3 million years - ends and the Bronze Age begir
Around the same time the wheel was invented.
——— <— Earliest evidence of writing

2.000 years BCE

The spiral shows the distant past:
Each turn represents 200,000 years

- 200,000 years ago: beds

' 7 —— 1 million years ago: First use of controlled fire and cooking

3.4 million years ago: First tool use, by ancestors of our species

‘\43.000 years ago: the oldest
musical instrument, a flute

Licensed under CC-BY by the author Max Ra
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EYNAEEIMOE EMIXEIPHIERN IATPIKRN
& BIOTEXNOADMKRN MPOIONTRN

H Nea Mpaypatikotnta

YnYLakog HETAoYXNHATIONOC BeAtiwpéva AnoteAEospata
‘Eykatpn dtdyvwaon,
e€atoptkevpevn Bepaneia,
BEATLOTEC EKPATELC

latpoTteXVOAOyiEC OTNV AL TNC
Kalvotopiac

Accountability

Tension

DMA e o
Competition ~ Gaps Liabilities

Everywhere
Compliance Business Behavior Marketing Practices pigital platforms GDPR

Society Company Deepfakes Rjsk Trust Data Security Data Analytics
P e v rI A A r Cont(sé(;Go‘.«e:ﬁnmem Prl\/acy Codes Of CONGUEE e oot Business Model
v plGTlK“ OAUTL OKOTnTu AMDBUTY  GEC  Arbitrage Hybrid
Oyt Technology

. Opportunities  Regylatory Shifts
Self-regulation ¢ orcement pubic actors proactive Natural Monopoly

consumerData Torts  NewRules  Jurisdiction Patchwork

“ “" Business  pistrust 1 Consumer Protection
Re UIator maze Innovation Scrutiny Re U|at|0n ) estication
CCPA  Requirement USA

FinTech Environment Challenges Big Tech private ctors

pply Chains

Guidelines  popylism U Transparency
Transformation ' Ser Disruption icati
Contracts p AppS Implications
Traditional Law Informal Rules

Antitrust

Made with GAMMNA
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EYNAEEMOEZ EMNIXEIPHIERN IATPIKRMN

Evpwnaiko MAaioto
Al Act Data Act

Napataon €wg 2029, capng poAog EBehovTikn d1aBeon dedopevwy pe
Notified Bodies yia npootaocia trade secrets

NIS2/Cybersecurity Act

LATPOTEXVOAOYLKEC OUOKEVER

EHDS

Oplopog EHR ovotnuatwy Bacet
primary intended purpose

MDR/IVDR
Focus & Simplify

Tayutepn mpoopacn aclevwy, evioxvon Katvotopiac, acpdisla &

avraywvieTikotnta ¢ Evpwnne
ade with G
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EAANVIKN TtpaypatikotTnTa

‘ENAewpn HTA Framew ork
Agv umtapyel mhaioto agloAoynonc yia Ynolakeg Epappoyeg Yyeiag

Ano{npiwon & Kwdikomoinon

Amnouvaia ocvotnpatog anodnuiwong Kat KwoLkomoinong

Ynodopég
EANG Stalettovpyikotnta EHRs, katakeppatiopog dedopevwy

AvOpwmnivo Avvapiko

EAAELYN €€ELOLKEVPEVOL TIPOCWTILKOV Kal dEELOTATWY

Made with GAMMNA
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KRN MPOONTRMN

Awebvnc Epmetpia

H arolnuiwon digital eivat epikty & amodotiki

99 €234M 8

DiGA Apps Aaravn NUoEeLg

Feppavia: >1 k. ZuvtayoypagnoeLg YUVOALKN emevduon otn Meppavia BeAyto: Ano{nuiwvovtat ano 2025
+ melpapatika povteAa yia XNA, XKA, XAT

OMavdia: ThAeoupBouAevTikn FaAAia: Remote monitoring + PECAN pathway (2023)
(Eajiatuon HEtenioKE) (25 brand-specific & 50 generic codes)
France HAS Guide (2017): 0dnyog HTA yia connected medical devices

Made with GAMMNA



https://gamma.app/?utm_source=made-with-gamma

Avawopec

eHSG (2019)* YEIB

«  Ewdka kpttnptla anodnuiwong *  Mntpwo WEY
* Innovation funds « Anolnpiwon pe kpLInpLa
‘ - Eupwnaikég odnyieg evidence outcomes
Q generation (MAST framew ork)* «  Tpwepnc anodnuiwaon: XEIPLOTNG
- Tailored-made HTA peBodoloyiec & = KALVIKOG — TAPOX0G
CPD* yia alohoynteg

Epappoyn value-based procurement

*Proposed Guiding Principles for Reimbursement of Digital Health Products and Solutions Prepared for
> adoption by a SubGroup of the eHealth Stakeholder Group

/
y

* MAST: Model for Assessment of Telemedicine *CPD: (Cont. Prof. Dev.)
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To EDIHTA Project
Mpwto lMNavevpwnaiko MAaicto HTA yia DHTs

1 9 ETuiPOl “““““ one | ISR R e

_—
Agéncia de Qualitat Normegian Cantra for
— | Avaluacid Sanitaries de Cat - B ® ERsiihRecearch
-_—

10 xwpeg = e\ O pppisk

-'F teal | accelopment ':'!r!cth

[ STPITALE
Q 2* VESTREVIKEN @RS COMORSKIE Sp.7 00
imistors bl ot

www.edihta-project.eu

*  EUEALKTO, CUPTIEPIANTITLKO, ETILKUPWHEVO TAALCLO IOV EMLTPETEL AloAdynon avd:
*  Eninedo wpipdtnTac texvoloyiag

«  Tewypaiko emninedo (EE, eBvIkO, mepLpepeLako)

-« Omtikn (payer, society, hospital, user)

[ati €xeL onpaoia o EDIHTA

- OLvglotapevec pebodohoyieg HTA 6ev anoTumwvouy Tnv mpayuatikn afia Twy
PNPLAKWY TEXVOAOYLWV

- Tumomotnueveg & e€atopLkeVPEVES aloAoynoeLg

- Yuppetoxn oAwv Twv stakeholders: HTA agencies, requlators, industry, developers,
payers, aoBeveig, EMOTNPOVLKI KOLVOTNTA

- Evkatpia yta tnv EAAGda:- Zuppetoxn otn Stapop@wan Tou vEou TIAALGiov

- EuBuypappton pe TIc evpwraikeg e€elifelg-- NMpowOnon cuvepyaotwy Kat
HeTaPopa TeXVoyvwaoiag
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EYMNAEIMOE EMNXEIPHIESRZMN IATPIKEMN

OAwotikn Mpoagyyion

EnayyeApatieg Yyeiag

Ynodopéeg Ekmnaidevon & kivntpa
EHRs, VNA, HL7/FHIR ﬁ[ﬂ
AcOeveic
Meiwon aviooTHTwy, PnPLakog
YPAPUATLOPOG
AwakuBepvnon a

Task force: Drop naming

Q

OlKOVOHLKO ATtoTUTIWHA
Meiwon voonAelwy, kakutepn dlaxeipion
XPOVLWYV VOO HATWYV

Made with GAMMNA
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EYMNAEEMOE EMXEIPHEIERMN LATPIKEMN

HEALTHCARE MRITICARE e e

Digital Trancfarmation

EvoelkTiko xpovodidypappa Apdong

T 1 Apeoa (0-12 prveg)
i . MnTpwo VEY

« TIAOTIKEC amodNPLWOELC

2 MeoomnpoO@eopa (12-18 pnveg)
«  EuBuypappion Al Act, Data Act, EHDS/ MDR-IVDR
* Innovation Fund
«  Ekmaidbevon aflohoyntwv & EY
3 MakpomnpoBeopa (18+ pnvee)
«  KApakwon anodnulwoswy
Value-based mpopn0eteg
*  Evowpatwon RWE

«  WUnelakn eyypapatoolvn acBevwy

Made with GAMMNA
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2TpATNYLKOL ZTO)YOL

ﬂpooBum?
yla acBevelc

052 EpyaAeia
yla EnayyeApatieg

O Buwoipotnta
yia EXY

©  H anolnpiwon Ynplakwy & LaTpoTEXVOAOYIKWV £ivat MOAMTIKR Aoy
HE KOLVWVLKO Kl OLKOVOULKO ATOTUTIWHA
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To MeAAov ¢ Wnoakne Yyeiag

01 02 03
Mntpwo WEY Awpavic Anolnpiwon Evpwnaikn Evappovion

Kataypagn kat aftoAdynon gneLakwy epappuoywy zagen KkpLtnpla kat dltadikaocieg 2UUHOpYwWon pe dlebvr mpotuma

Evyaplotw yia tnv mpocoyn cag
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