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EU Medical Device Regulations

Medical Device Regultioﬁ

Regulatior(EU) 2017/745

In Vitro Diagnostic Medical Device

Regulation (EU) 2017/746

Relateddocumentsimplementingand delegatedacts commonspecificationsdevicespecificguidance

National Provisions
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FEDERAAL ACENTSCHAP VOORE

ROYAUME DE BELGIQUE

ACENCE FEDERALE DESMEDICAMENTS ET

GENEESMIDDELEN EN DES FRODUITS DE SANTE
GEZONDHEIDSPRODUCTEN
VOORONTWERFP VAN WET AVANT-PROJET DELOIRELATIVE AUX
BETREFFENDE MEDISCHE DISPOSITIFS MEDICAUX
HULPMIDDELEN
FILIF, EONTNG DER BELGEN, PHILIPPE RO1DES BELGES,

Azn allen die nu Zn en hiema wezen mllen,

A tous, prézents et 3 venir,

ONZE GROET.

SALUT.

Op de voordracht van Onze Minister van Sociale
Zaken en Volksgezondheid,

Sur Iz proposition de Motre Ministre des Affaires
sociales et d la Santd publique,

HEBBEN WIT BESLOTEN EN BESLUITEN

NOUS AVONS ARRETE ET ARRETONS :

Wi
Onze Minizter van Sociale Zaken en Notre Miniztre dec Affaives sociales et de n
Volksgezondheid is armee belast het Santé publique est chargée de présenter an notre

voorentwerp van wet, waarvan de telst
volgt, in Onze naam aan de Wetgevends

nom aux chambres législatives et de déposer i la
Chambre des reprézentants, Pavant-projet de loi

Kamers voor te lezzen en bij de Kamer van dout s teneur suit :
volksvertegenwoordigers in te dienen
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Whatsoftwaredoesthe regulationaffect?

Radiology Radiotherapy

Computeraided detectionfor mammography {2F06I NB GKIFG dzaSa | LI GASYGQ
Stopping Power Ratio (SPRedict dose distributionand plan

Tumor segmentatiorfor diagnostic or treatmenpurposes 0KS LI GASYGdQa GNBIFIOYSYld gAGK
control probability while minimizing the normal tissue

Software intended for daily quality assuranda complication probability.

mammography if it is intended to calibrate or specifically

enable or directly assist diagnostic equipment (e.g. Modeling and treatment planningsoftware (e.g. 3D Gldased

monitors, xNJ & SljdzA LIYSYy i X0 (2 0SS dayeivdeind an&thegtmeitipl@ngingl vy R

effective operating conditions. X

X

Nuclearmedicine

Softwarethat processes data obtained from images to
obtain other data (e.gconverting count to activity for use
in diagnostic or therapeutic care.
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Authoritiesissuedcivilandcriminalpenaltiesto peoplethat do not comply

International edition
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Lumosity fined millions for making false
claims about brain health benefits

The Federal Trade Commission also issued a general warning thatitis
on the lookout for companies cashing in on the popularity of health-
related mobile apps

It seemed like a win-win for fans of the online “brain training” memory game
Lumosity - as fun as Candy Crush (almost) but actually good for you: a mind gym
to sharpen mental performance and, for older consumers, ward off senility.

BB o Sign in News Sport = Weather = Shop Earth Travel

NEWS

Home Video World UK Business Tech Science Stories Entertainment & Arts

World Africa Asia Australia ~ Europe  Latin America  Middle East ~ US & Canada

Breast implants: PIP's Jean-Claude Mas
gets jail sentence

©® 10 December 2013 f ¥ © [ <« share

The trial of Jean-Claude Mas, seen here arriving at court in Marseille, was one of the biggest trials in
French legal history



Penaltiesare definedthroughnationalprovisionsandare of aoften of acriminalnature

Draft Belgian law

A Criminalfine 26-600¢: non-compliance with EU MDR, not storing, making
available to patient the implant card

A Criminal fine 20650.00G and/or imprisonment of 1 month to 1 yeamot
creating and communicatingateriovigilancepoint-of-contact or (also applies to
healthcare professionals): not reporting serious incidents to competent authority
or using a medical device not in accordance to its instructions for use,

A Criminal fine 1.006L00.00& and/or imprisonment of 1 to 3 yearfailure to
allow competent authority inspectors on your premises, in rooms or give access
to documentation, purposely providing incomplete, false or incorrect information
or pieces to competent authorities or obstruct authorities to perform their
verification, failure to store UDI

A Criminal fine 2.00200.00@& and/or imprisonment of 25 year not complying
with corrective actions imposed by competent authority

Thepenalty increases one level in casefodud, a serious incident, criminal
organization, repeating the breach in next 5 years or if offering devices/services

through means ofmass deployment, e.g. via computer systems or the internet




IS It, or IS It not a medical device?



Independent of risk

Although there generally is some
correlation, whether software is
considered a medical device doest
depend on whether it poses a risk or
not, but on whether it meets the
definition of a medical device.

risk

influencing wellness, wellbeing or general health diseases or medical conditions

meditation app

wellness diary
to record memories

claims related to

heart rate
for interva

calorie counter
to maintain good

drink water reminder

sleep monitor for
bedroom temperature
regulation

Wellness

significance of information/intended purpose
Wellbeing General Health Medical



MedicalDevicedefinition

medical device means any instrument, apparatus,
appliance, software, implant, reagent, material or
other article intended by the manufacturer to be used,
alone or in combination, for human beings for one or
more of the following specific medical purposes:

I diagnosis, prevention, monitoring, prediction,
prognosis, treatment or alleviation of disease;

i diagnosis, monitoring, treatment, alleviation of, or
compensation for, an injury or disability,

I investigation, replacement or modification of the
anatomy or of a physiological or pathological process
or state,

T providing information by means of in vitro
examination of specimens derived from the human
body, including organ, blood and tissue donations,

and which does not achieve its principal intended
action by pharmacological, immunological or
metabolic means, in or on the human body, but which
may be assisted in its function by such means.

The following products shall also be deemed to be

medical devices:

- Devices for the control or support of conception

- Products specifically intended for cleaning,
disinfection or sterilization of medical devices,
accessories of medical devices and products listed
in Annex XVI

medicalpurposes



Diagnosis

medical device means any instrument, apparatus,
appliance, software, implant, reagent, material or
other article intended by the manufacturer to be used,
alone or in combination, for human beings for one or
more of the following specific medical purposes:

T prevention, monitoring, prediction,
prognosis, treatment or alleviation of disease;

i diagnosis, monitoring, treatment, alleviation of, or
compensation for, an injury or disability,

I investigation, replacement or modification of the
anatomy or of a physiological or pathological process
or state,

T providing information by means of in vitro
examination of specimens derived from the human
body, including organ, blood and tissue donations,

and which does not achieve its principal intended
action by pharmacological, immunological or
metabolic means, in or on the human body, but which
may be assisted in its function by such means.

The following products shall also be deemed to be

medical devices:

- Devices for the control or support of conception

- Products specifically intended for cleaning,
disinfection or sterilization of medical devices,
accessories of medical devices and products listed
in Annex XVI

87 JOHN SMITH

Diagnosis is the process of investigatiohthe anatomy or
morphology, the condition or the functions of the human body
irrespective if these are physiological or pathologiaal
subsequent interpretationof this informationwith a view to
determining possible abnormalities

In this context investigationan includevisualisation
detection or measurement

Source: draft EC guidance



Excluded: electronic patieht5 O 2 N

medical device means any instrument, apparatus,
appliance, software, implant, reagent, material or
other article intended by the manufacturer to be used,
alone or in combination, for human beings for one or
more of the following specific medical purposes:

i diagnosis, prevention, monitoring, prediction,
prognosis, treatment or alleviation of disease;

i diagnosis, monitoring, treatment, alleviation of, or
compensation for, an injury or disability,

i investigation, replacement or modification of the
anatomy or of a physiological or pathological process
or state,

T providing information by means of in vitro
examination of specimens derived from the human
body, including organ, blood and tissue donations,

and which does not achieve its principal intended
action by pharmacological, immunological or
metabolic means, in or on the human body, but which
may be assisted in its function by such means.

The following products shall also be deemed to be

medical devices:

- Devices for the control or support of conception

- Products specifically intended for cleaning,
disinfection or sterilization of medical devices,
accessories of medical devices and products listed
in Annex XVI
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a software program: a set of instructions that processes input da
andcreates outputdata

MDC&01911 MDSW Guideline Guidance on the Qualification and Classification of Software in
2017/745 and IVDR 2017/74@ontains functional exemptions

Can be programsscrlpts macros, firmware, cloud serviges



Qualification does not depend on technical complexity

medical device means any instrument, apparatus,
appliance, software, implant, reagent, material or
other article intended by the manufacturer to be used,
alone or in combination, for human beings for one or
more of the following specific medical purposes:

i diagnosis, prevention, monitoring, prediction,
prognosis, treatment or alleviation of disease;

i diagnosis, monitoring, treatment, alleviation of, or
compensation for, an injury or disability,

i investigation, replacement or modification of the
anatomy or of a physiological or pathological process
or state,

T providing information by means of in vitro
examination of specimens derived from the human
body, including organ, blood and tissue donations,

and which does not achieve its principal intended
action by pharmacological, immunological or
metabolic means, in or on the human body, but which
may be assisted in its function by such means.

The following products shall also be deemed to be

medical devices:

- Devices for the control or support of conception

- Products specifically intended for cleaning,
disinfection or sterilization of medical devices,
accessories of medical devices and products listed
in Annex XVI
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Software may perform very basic calculations that could easily
repeated by the user on paper, but would still qualify as a medic
device.

| The qualification as a medical device generally* only depends or



Scripts that just parse data in a certain format are not medical devices



