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Results Achieved _E.‘L"L'L'!K

EHR conceptually rounded up and developed in compliance with the
existing regulations (along with suggestions for improvement), work
processes and systems for coding and classification

- Applied and
In the field of eHealth

and
D ped fra
digital documents
- HL7 CDA Summary and Report
+ HL7 CDA and patient

- Support to National Cancer Screening Office in defining the informational
content of the screening documents in HL7 CDA forms

. HIS-EHR integration tested in 12 hospitals
. Possibility to integrate the EHR with HIS introduced In other hospitals
. Possibility to integrate the EHR with other systems (primary care...)
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Results Achieved jﬂ!‘l‘!&

EHR conceptually rounded up and developed in compliance with the
existing regulations (along with suggestions for Improvement), work
Processes and systems for coding and classification

Applied ded and
In the field of eHealth
Developed fi for int y ge and storing
digital documents

- HL7 CDA Encounter Summary and Hospitalisation Report

“ HL7 CDA eReferral and patient eConsent specification

- Support to National Cancer Screening Office in defining the informational
content of the screening documents in HL7 CDA forms

¢l and

HIS-EHR integration tested in 12 hospitals
~ Possibility to integrate the EHR with HIS introduced in other hospitals.
- Possibility to integrate the EHR with other systems (primary care...)
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38 Advances in Digital Heany

MedTech Digital Transformation

Connectivity

Data Management

Digital Twins

Software as Medical Device (SaMD)




1l

----——-----‘ﬂi T




Al IN MEDICAL IMAGING

Xl SPRING SCHOOL

70 June 2023

Dr. Teresa Pace




Al IN MEDICAL IMAGING

XI SPRING SCHOOL

7 June 2023

Dr. Teresa Pace




Al IN MEDICAL IMAGING

Xl SPRING SCHOOL

7% June 2023
Dr. Teresa Pace




Al IN MEDICAL IMAGING

X1 SPRING SCHOOL.

7% June 2023
Dr. Teresa Pace




— L a8
Al IN MEDICAL IMAGING

XI SPRING SCHOOL

7t June 2023
Dr. Teresa Pace




i *x, @
o *
@ E";m'm“" gmmng!lmz BioingTS
New European Regulations, MDR and
IVDR
e [Viearech [RSaS

stefano.bergamasco@medtechprojects.com

120 | @ [P <&,§>|FMBE N |
i B




**'*** @
' “CEl % Bioingts

" ) ria

1a Chrehiotra  gorL e TATNE
New European Regulations,
IVDR

Ing. Stefano Bergamasco )
MedTech Projects Sil [YSlel=leal Projects

stefano.bergamasco@medtechprojects.com

MDR and

i‘% I@%f:‘ﬁ'é' [ O Al_
\ <a_§> wwmee AR




%@

*
* BioingTS

New European Regulations, MDR and

IVDR

Ing. Stefano Bergamasco )
MedTech Projects il Projects

stefano.bergamasco@medtechprojects.com

o0 (@ b




.2
Ingegneria BioingTS

Ia e Architettura SENTRALEUROPEAN INITIATIVE

New European Regulations; MDR and

IVDR

Ing Stefano Bergamasco

MedTech Projects S1l Projects

stefano bergamasco@medtechprojecis.com

AN % 1
B ‘(@ gl @ s ,&;') |FMBE A|
i §5 =

ESTE




%@

e+ GEI plaingie
la e Architettura ;mmmwrmllil'ﬂ“"
New European Regulations, MDR and

IVDR

ng. Stefano Bergamasco y
MedTech Projects Sl Me g Projects

<tefano bergamasco@mediechprojects.com

AN | 785 UNIvERSITA A
2 |@gEn P mees ﬁj} ruse AT
=




Ila) ?:;;::v:. 2 CEI k BioingTS §
e Architettura CENTRAL EUROPEAN INTITIVE
ulations, MDR and

New European Reg
IVDR

Ing. Stefano Bergamasco

MedTech Projects Sil
stefano bergamasco@medtechprojects.com

ElaYa) % UNIVERSITA {
00 @ ¥ msee QDrwee Wi |
-
=










y:

. 2\ Ui
oo Tccl SN C Y

DITRIESTE

The evolution of Regulation (EU) 20171745

Regulation 2017/745 published in EU
Official Journal 5th May 2017

Corrigendum of 3rd May 2019 (formal
€errors, various corrections)

Corrigendum of 27th December 2019
(IMPORTANT: inclusion of Class | MD in
the transition rules of Art. 120)

Regulation 2020/561 published in EU
Official Journal 24th April 2020
(application date moved to May 2021)
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