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O projekcie EDIHTA FIRTA

EDIHTA to 4-letni projekt w zakresie badan i innowacji w ramach programu ,,Horyzont
Europa” finansowany w ramach konkursu HORIZON-HLTH-2023-IND-06-07
CEL

e Stworzenie pierwszych, europejskich ram dla oceny cyfrowych technologii medycznych
* (ang. Digital Health Technologies DHT),

* 0 poziomie gotowosci technologicznej 6-7 (ang. Technology Rediness Level TRL),

e umozliwiajgcych ocene réznych DHTs (DHTs: telemedycyna z ang. telemediciene, aplikacje
zdrowotne z ang. Health Apps, Sztuczna Inteligencja z ang. Artificial Intelligence Al)

* na roznych poziomach technologicznych i terytorialnych,
e oraz z roznych perspektyw (ptatnik, pacjent, szpital).

Ramy zostang zweryfikowane w pilotazach w pieciu duzych europejskich szpitalach oraz w
ramach otwartego programu pilotazowego z udziatem europejskich deweloperéw DHT.



EDIHTA w liczbach

16 partnerow —
koordynator: Universita
Cattolica del Sacro Cuore,
Wrtochy

10 krajow, w tym 1 partner
z Polski (Instytut Polityki
Zdrowotnej NGO) i'ﬂnstytm
4 lata: 2024-2028 Zirowar
Budzet 8 milionéw EUR

5 pilotazy
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Innowacyjnos¢ EDIHTA

EDIHTA obejmuje peten tancuch innowacji: od analizy po walidacje
stworzonych ram Oceny (Cyfrowych) Technologii Medycznych. Ramy te
zostang zdefiniowane dla wszystkich aspektow Oceny Technologii
Medycznych (z ang. Health Technology Assessment HTA) oraz
udostepnione do wykorzystywania za posrednictwem iteracyjnej
platformy cyfrowej, ktora bedzie zgodna z potrzebami
zainteresowanych stron, zapewniajgc wskazowki i wsparcie
metodologiczne.
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Plan pracy 2024-2028 oiHTAT

8 scisle powigzanych ze soba pakietow roboczych (WPs):
* WP1 - Zarzadzanie i koordynacja projektu

* WP2 - Ocena i analiza aspektow etycznych, prawnych i spoteczno-
ekonomicznych

 WP3 - Prace koncepcyjne, projektowanie ram EDIHTA
* WP4 - Stworzenie ram dla EDIHTA

 WP5 - Digitalizacja

* WP6 - Pilotaze

« WP7 i WP8 — Rozpowszechnianie i wykorzystanie rezultatow projektu



Step 1 EDi HTA.L

Indentifying target
health programmes

HEALTH
PROGRAMME
PROCESSES

1.1 Planning & Implementation charter
1.2 Health system organogram
1.3 User personas

GV

Step4 Step 5
Defining Linking to
capabilities national

DiGiTaL and enterprise
CONTEXT functionalities | architecture

4.1 Functional 5.1 Interoperability
requirements to standards,
summarize end-user applications and data
needs sources

QUiCI( A
T
deployment Step 6 Step7

. Monitoring and Costing for
gu| de e cvaluation of implementation,
SN implementation maintenance and

CONSIDER-
ATIONS

scale

6.1 Adaptive management checklist
6.2 Logic model

6.3 Key metrics for monitoring and
evaluation (M&E) 7.1 Costdrivers across phases
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EDIHTA

Fig. £.3.3.1. Bottleneck and future-state workflow diagrams.
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WHO compendium of innovative heatth technologes for low-resource sethings - 2022

Fetal monitor - wireless, mobile
Courtry of origin | Japan
Primary function | Monitoring
Category | Medical device

WHO compendium of
innovative health technologies
for low-resource settings

EDIHTA

Cormmercial information

Lizt price (USD): 8000

Year of commerclalization: 2019

Number of units distributed: 101-1,000
Currently marketed In: South East Asia Region
Brand: Melody International Ltd.

% World Health
Organization

Product description
The fetal monitor ICTG ensures proper care of pregnant women and their fetuses. ICTG graphically
displays the fetal heart rate and uterine contractions in 20 minutes to several hours. The ICTG is
comparable in performance to conventional CTGs but is ultra-compact, completely wireless, and
mobile. The widespread use of this device will enable the early transfer of pregnant women to
secondary or tertiary hospitals in areas where there is a shortage of doctors or poor access to
madical care.

Product details

Conzumables: Ultraslound gel, 2 x CTG belts

Warranty duratlen: 5 year

Lifetime: 2-5 years

Ensrgy requirements: Rechargeable battery, AC, 10V, 220V 1-hour battery recharge cycle, 6-hour
battery life

Facllity requirements: Access to a cellular phone network, Storage temperature -10 to 45°C, relative
humidity 10-90%, atmospheric pressure 700-1060hPA
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2022‘ COMMERCIALLY AVAILABLE

Cortact: Emi Sogo | Email: sogoifimelodyinternational | Prone: +81 87 813 7362 |'\Web: www.melodyinet
NOTE: Information reported by manufacturer before 17 December 2021

WHO ASSESSMENT

Clinical assessment

In 2017, arcund 295,000 women died during and after pregnancy and delivery, with the vast majority of
deaths (94%) occurring in low-resource settings. In 2019, an estimated 1.9 million babies were stillborn
at 28 weeks or later, with three-guarters of all cases occurring in Sub-Saharan Africa and South Asia.
With better monitoring and availability of emergency obstetric care, a large proportion of these deaths
could be avoided.

Cardictocography enables the evaluation of fetal health during pregnancy by examining fetal heart
rate patterns. The primary goal of antepartum and intrapartum fetal monitoring is to identify fetuses at
risk of hypoxia and allow for a timely intervention to lower the risk of hypoxic injury or death while also
avoiding unneeded interventions in well-oxygenated fetuses.

The manufacturer’s iCTG offers a paperless, wireless, portable solution for both antepartum and
intraparturn monitoring, which should only be used by a trained healthcare provider. It is intended
to enable real-time visualization of relevant clinical data and facilitate remote diagnosis. The device
does not support fetal heart rate measurement in multiple pregnancies, despite of the possibility of
monitoring more than one foetus, caution must be exercised in the use of this device in low-resource
settings, as it is not clear how it behaves in unidentified multiple pregnancies.

ampendiun. WHO disclaims

any and all liability whatsoever far any damage of any kind that may arise in connection with the procurement, distribution

andor use of any such technology or product.

WHO specification comparison

The Melody Internaticnal CTGI - Cardiotocegraph MITOOTA device is claimed to be a “Foetal
heart detector” and not a “Monitor”. Consequently, at the time of report creation, WHO technical
specifications are not available to perform a compliance evaluation with this type of technology.

Indusion in the Compendium does not constitute a wasmanty by WHO of the fitmess of any technology o product for a
particular purpose, as no rigorous review for safety, efficacy, quality. applicability or cost acceptability was conducted by WHO.

WHO will not be held to endorse nor 1o recomm end any technology of product included in the
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H Local production 8 .
IE Orrganizational
A Lega

- -
WHO related guidance material »
»® Social o
o , o fan Summary
+ Maternal mortality: evidence brief - https:/fappswho.int/iris/handle/10665/3 20886
Ly
- Trends in maternal mortality 2000 to 2017: estimates by WHGO, UNICEF, UNFPA, World Bank Group and Ethical innovation €)% T*‘;';?:E"IE: Mot recommended
the United Mations Population Division - https:/apps who.int/iris/handle/10665/327595 <. assessment

= Managing complications in pregnancy and childbirth: a guide for midwives and doctors - 2nd ed. -
https:/appswho.int/iris/handle/10665,/255760

+ WHO recommendations on antenatal care for a positive pregnancy experience - https://apps who.int/iris/
handle/10665,250796

* WHO recommendations on maternal health: guidelines approved by the WWHO Guidelines Review
Committee - https:/fapps who.int/iris/handle/10665,/259268

* Recurrence of adverse perinatal outcomes in developing countries - https://dx doi.org/10.2471/ 9
BLTAZ1M021
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THE PRODUCT MEETS THE ASSESSMENT CRITERIA

There is strong evidence of the effectiveness of production. Safety, data security
and protection, and usability and accessibility of the product are at an adequate
level. The cost of using the product is reasonable.

THE PRODUCT MEETS THE ASSESSMENT CRITERIA MAINLY

An organization considering the deployment of the product should note that in
one key area there are things to consider. Information about the effectiveness
of the product could be promising, but the information is scarce. Product safety
could be at a sufficient level but not known well enough. Product costs may be
high. There could be minor shortcomings in the product’s data security and
protection or in usability and accessibility.

7-8

THE PRODUCT MEETS THE ASSESSMENT CRITERIA PARTIALLY

An organization considering the deployment of the product should note that in
two or three key areas there are things to consider. Information about the
effectiveness of the product could be promising, but the information is scarce.
Product safety could be at a sufficient level but not known well enough. Product
costs may be high. There could be minor shortcomings in the product’s data
security and protection or in usability and accessibility.
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THE PRODUCT MEETS THE ASSESSMENT CRITERIA ADEQUATELY

An organization considering the deployment of the product should note that in
four or five key areas there are things to consider. Information about the
effectiveness of the product could be promising, but the information is scarce.
Product safety could be at a sufficient level but not known well enough. Product
costs may be high. There could be minor shortcomings in the product’s data
security and protection or in usability and accessibility.

Assessment fields

Effectiveness: Sufficient

"
EDIHTA

Safety: Sufficient

Costs: Reasonable

Data security and data protection: Sufficient

Usability and accessibility: Sufficient

Other things to consider when using the product:
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THERE ARE CRITICAL THINGS TO CONSIDER WHEN USING THE PRODUCT

An organization considering the deployment of the product should note that
there are shortcomings in one or more key areas. Information about the
effectiveness of the product is untrustworthy or of low quality. There may be
shortcomings in the product's safety, or information related to it may be
unreliable or of low quality. Product costs may be prohibitively high. There could
be shortcomings in the product’s data security and protection or in usability and
accessibility.

IUT1ZTZ0ZF

References:
Assessment team:
Key Assessment Domains A
POINTS | EFFECTIVENESS | SAFETY CosT DATA SECURITY USABILITY AND
AND PROTECTION | ACCESSIBILITY
- Sufficient Sufficient Reasonable Sufficient Sufficient
Prabably.at a
Promisiqg but sufficient level but Minor Minor
1 more evidence High . .
. eded not known well shortcomings shortcomings
Rl enough
Weakior Weak or unknown U." reasonably Shortcomings Shortcomings
unknown high
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® c¢Health Tools !,-.
Assessment © S _ . .
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Assessment Instrument Health Technology
Assessment
Downloadable assessment sheet Framework:
and interactive dashboards Adaptation for Digital
- Download Beta Version Digital Health Health Technology

Assessment Toolkit Assessment

An interactive assessment Guide
instrument to help you assess
patient-facing eHealth Tools

Health Technology Assessment
Framework: Adaptation for Digital
Health Technology Assessment

equip decision makers with a tool

Medicine
Line of methodological developments of the Spanish

Network of Health Technology Assessment Agencies
and National Health System Services

REPORTS, STUDIES AND RESEARCH

Web-based assessment instrument
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Dimension 1: HB-HTA REPORT: SCOPE, HOSPITAL CONTEXT AND

THE INFORMATIOMAL NEEDS
ASSESSMENT

FRaee— HB-HTA REPORT: METHODS,

TOOLS AND TRANSFERABILITY

HB-HTA PROCESS: INDEPENDENT, UNBIASED AND
TRANSPARENT WITH STAKEHOLDER INVOLVEMENT
AND COMMUNICATION

Dimension 2:
LEADERSHIP, MISSION, VISION AMD VALUES AND GOVERNANCE
STRATEGY
AND

LEADERSHIP AND COMMUNICATION POLICY/STRATEGY

SELECTION AND PRIORITISATION CRITERIA

PROCESS OF DISINVESTMENT

IMPROVING THROUGH INNOWVATIOMN

KNOWLEDGE AND RESOURCE SHARING

COLLABORATION WITH HTA ORGANISATIONS

11 LINKS WITH ALLIES AND PARTNERS

Dimension 3:
12 SKILLED HUMAN RESOURCES AMD CAREER DEVELOPMENT

RESOURCES

12| SUFFICIENT RESOURCES

mr;:g:‘lon = | MEASURING SHORT- AND MEDIUM-TERM IMPACT
N

< | MEASURING LONG-TERM IMPACT
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THE AdHopHTA
HANDBOOK

A HANDBOOK OF
HOSPITAL-BASED
HEALTH TECHNOLOGY
ASSESSMENT

SCNOOgY at NAsSDILAY leve
e use of hospital-based Health
Technology Assessment
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WYNIKI PROJEKTU KONFERENCJA NAUKOWA

HOSPITAL-BASED HTA (HB-HTA)
PROJEKT WDROZENIA SYSTEMU

SZPITALNEJ OCENY INNOWACYINYCH '

TECHNOLOGII MEDYCZNYCH

Ocena technologii medycznych (Health Technology Assessment - HTA) stuzy
zwiekszeniu mozliwosci zarzadzania systemem opieki zdrowotnej w Polsce,

poprzez dostaiczanie systematycznej i przejrzystej oceny innowacyjnych,

nielekowyc ologii medycznych.

METODYKA szpitalnej oceny
technologii medycznych (HB-HTA)

Red.
dr. hab. n. med.
Michal M. Farkowski

AKTUALNOSCI O PROJEKCIE KONSORCJUM

HBHTA w Polsce juz jest!

' HARMONOGRAM PROJEKTU

WIECE)

rodowego Funduszu Zdroy
2 Narodowe Centrum

\naukowych | prac rozwojos

EDiHTA*
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EDIHTA

Kompleksowo, funkcjonalnie,
adekwatnie, szybko.
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Contact EDIHTA

dr Iga Lipska
Prezeska Zarzadu
Instytut Polityki Zdrowotnej

~ igalipska@healthpolicy.institute

il Instytut

Polityki
/drowotne]
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