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Is my Software a Medical
Device in the EVU?
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MDCG 2019-11: Qualification and classification of software - Regulation (EU) 2017/745 and Regulation (EU) 2017/746
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A Picture Archiving and Communication
System (PACS), which only displays and
stores images

An Electronic Patient Record (EPR) system, which solely
replaces paper files

MDCG 2019-11: Qualification and classification of software - Regulation (EU) 2017/745 and Regulation (EU) 2017/746
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PACS, which enables reporting of additional Smartwatch application, which is intended to send alarm
treatments such as radiotherapy, image notifications to the user and/or healthcare professional
manipulation, or includes a feature to compare when it recognises irregular heartbeats in order to detect

images to specify the progression of a disease cardiac arrhythmias

MDCG 2019-11: Qualification and classification of software - Regulation (EU) 2017/745 and Regulation (EU) 2017/746
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r--- T s === \ Low risk Medium risk Moderate risk (serious High risk (death or
I MDR (EU) 2017/745 l deterioration / irreversible
___________ J surgical intervention) deterioration)
Annex VIl - MDR: Rule 11 I lla Itb Il
A B o D
f——_——— e — ———— Low public health Low public health Moderate to low High public health
I ) risk, low personal risk, moderate to public health risk, risk, high personal
v IVDR (EU) 2017/746 I risk low personalrisk high personal risk risk
___________ J

Annex VIII - IVDR: Rules 1-6

MDCG 2019-11: Qualification and classification of software - Regulation (EU) 2017/745 and Regulation (EU) 2017/746
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Roadmap for Regulatory
Approval
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/ruis

ENISO 14971:2019
ISO/TR 24971:2020

Cybersecurim
IMDRF/CYBERWG/N60FINAL:2020

ISO/IEC 27000:2018

Plan

[EC 80001-1:2021

IEC/TR 80002 series
IMDRF/SaMDWG/N12FINAL:2014
IMDRF/AE WG/N43FINAL:2020

Maintenance

ISO/IEC 27033-6:2016
1SO 27799:2016

MDCG 2019-16

Regulation (EU) 2016/679

Requirements

\ |l
/Usability

engineering Deployment
IEC 62366-1:2015/Amd
1:2020

ISO 9241 series
ANSI/AAMI HE75:2009
AAMI TIR50:2014

(GSPR)
Directiva (UE) 2022/2555 (NIS)

/

Software Lifecycle
IEC 62304:2006/Amd 1:2015
ISO/IEC/IEEE 14764:2022

IEC 82304-1:2016 Clinical evaluatim
IMDRF/MC/N35 FINAL: 2015 . MDCG 2020-1
European Union's Al Act Design ISO 14155:2020
IMDRF/SaMD WG/N41
FINAL:2017

=

Testing Coding

/
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Key points
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* Itis crucial to review the intended purpose and the handling of
input data by our software to conclude whether we have a
medical device or not.

* The first step in the development of an MDSW is the identification
of the risk class and the applicable regulatory requirements.

* Identifying the regulatory state of the art applicable to our
product (guidelines and standards) will facilitate development
until CE marking is achieved.
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Thank you!

Are there any
questions?

Asphalion MedTech

C/ Tarragona, 151-157, 10th floor
08014 Barcelona | Spain

+34 93 238 5945
info@asphalion.com

www.asphalion.com
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