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CIlJ prOJekta % EU4MEDTECH

e Su-kreirati i validirati EU4AMEDTECH okvir:

sveobuhvatan skup metodoloskih pristupa, standardiziranih modela i
visedomenskih kriterija za stvaranje i procjenu klinickih i izvedbenih
dokaza za visokorizicne, inovativne medicinske uredaje i in vitro
dijagnosticke medicinske uredaje u fazama prije i nakon stavljanja na
trziste



Koncept projekta
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Main Results

1. EU4MEDTECH framework

2. Standardised assessment
models and processes for high-
risk, innovative IVDs and MDs

3. Harmonisation of clinical
evidence generation/evaluation
in pre/post-market

4. Recommendation for new
common specifications

5. Digital platform

6. Empowerment of main
stakeholder groups:

* MDR/IVDR regulators

* HTA regulators

* HTDs

* Patients and EU citizens

7. Exploitation plan: sustainability

plan for EUAMEDTECH results
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EU4MEDTECH

Main impacts

1. Faster market and patient
access to MDs and IVDs faster
and reimbursement decisions

Lessen market withdrawal risks
Regulators are empowered with
extensive and sound resources
for evaluation guidance
4. Enhanced NBs capacity and
efficiency
MDCs are empowered by better
guidance and digital tools for
demonstrating life-cycle
regulatory compliance
Increased competitiveness and
sustainability of the EU MedTech
industry
Increased MedTech value chain
efficiency
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Metodologija projekta

Multilateral activities & stakeholders engagement

Phase 1: Pre-study Phase 2: Develop Phase 3: testing and evaluation
(" EU4MEDTECH )
Framework EUAMEDTECH framwork
* Techdomain TN s recommendc.l.tlon for
—» +  Clinical domain = e w= New common specifications
*  Datadomain o
. Societal domain UC1: Class "l!lmplﬂntable MDs
\ . Quq”ty domain ) UC2: Class CID IVDs
T o UC3: MDSW/IVDSW and other
Recommendations for new - highly innovative devices
common specifications N ﬁ
e ™ |
Digital platform
+ Regulatory communication channel N
+ Global regulatery screening tool o 1 DIgI;:‘I: ':::g:rm
+ EUDAMED user training module o
.+ Repository y
Strategy for testing and
evaluation




Struktura projekta prema radnim %jﬁ EU4MEDTECH
skupinama

WP1 Exploring the regulatory landscape: methods for generation
and evaluation clinical and performance evidence

WP2 Laying the Foundation for EUAMEDTECH Digital Platform

WP3 Methodology benchmarking: optimising methods for
generating and evaluating clinical and performance evidence

WP4 EUAMEDTECH framework and CS development

coordination

WPS5 Digital platform development

WP7 Project management and
WP8 Dissemination, communication, and
exploitation of project results

WP6 Testing and evaluation: EUAMEDTECH framework and
digital platform



Saneti — priprema prOjektne prija\/e % EU4MEDTECH

* PocCeti rano
* Cim se objavi poziv

 PocCeti skromno

* Mi smo prije ovog projekta, gdje smo koordinatori, “vjezbali” na 6 EU projekata
kao partneri

e Aktivno traziti
* Trazenje partnera na EU Funding & Tenders Portal moze biti uspjesno

* Okupiti dobar tim
* Medunarodni partneri — umrezavanje
e Strucna pomoc potrebna za velike projekte



Savjeti — nakon pocetka projekta % FoeMEDTECH

* Dobro organizirati kick-off
* Upoznavanje partnera je jako vazno

e Koordinator — drzati sve pod kontrolom
e Redoviti sastanci i komunikacija s partnerima

* Provjeriti imaju li partneri dobru komunikaciju prema nacionalnim tijelima za pitanja
vezana uz nacionalnu legislativu

» Sto prije potpisati konzorcijski ugovor
e Poceti raditi na njemu odman nakon prihvacanja projekta
* Dobar tim

 /Znanstveni
e Administrativni



Savjet za kraj % EUAMEDTECH

* Nije tesko
* | na neuspjelim pokusajima se nauci
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