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A Stands for «<onformité européenne

A Issued by the manufacturer
or its legal representative

A Indicates that the manufacturer declares
the product is in conformity with the
harmonized applicablaealth, safety and
environmentalprotection legislation

A Must be affixed to a device before it can
be placed on the Union market



#2 Name or Trade Name of

the Software X About My Medical App

My Medical App

#9 Lot number (i.e. version) 6.5.0.002
(01)05414704218525(10)6.5.0

#10 UDI
Copyright © 2023 John Doe. All Rights Reserved.

#5 Manufacturer name, registered John Doe Terms of Service
tradelnamelonicaistercditrade John Doe Corp., Far W Street 3, Punta Gorda, Belize
mark + address AL A A N BN T

#19 Date of Manufacture ﬁl 2023-01-10

: Olla Iholla, Rue de Finlande 42, 1080 Brussels, Belgium
#6 Name and address of authorised @ Platforma ladowania sp. z.0.0., Dluga 15, 62-262 Gdansk, Poland

representative
@ @ ( Update Now )

#20 Name and address of importer

#15 Exclusion of self-testing or near-patient testing of rapid

#7 Indication of
assays not intended for self-testing

#8 product being
|MD] or [IvD]

typographic convention
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~ EUlegislatiorapplies jointl

1 Alenabled, blugooth-controlled CT machine is subject thibFstylelegislations

European Health Data Space (EU) 2025/327

Artificial Intelligence Act (EU) 2024/1689

Machinery Regulation (EU) 2023-1230

Medical Device Regulation (EU) 2019/745

Radio Equipment Directive (EU) 2014/53

CE mark signals compliance wathapplicable
health, safety, and environmental protection
legislation for products sold within the
9dzNR LISFY 902y2YAO ! NBSI-® al ydzF I O d
technical file demonstrates compliance with

all applicable legislation.

p >
*CRA applies indirectly as it provides a presumption /
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requirements, specifically AIA Art. 42(2) s
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Most AtbasedPACSpplications

are subject to 3 NL$tyle legislations
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Accessibility Directive (EU) 2019/882

:;:/\
European Health Data Space (EU) 2025/327

Artificial Intelligence Act (EU) 2024/1689
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devices intended custommade devices manufactured by
for clinical devices health institution solely
investigation or for inhouse use

See EU MDR Art. 2(3)

performance study

See EU MDR/IVDR 2(36/29) and Art. 5(5)
See EU MDR Art 2(45/42)

EU MDR/IVDR

development obligations,
but which do not lead to the CE -mark

devices
placed on the market

C€
s




high-risk Al systems e
placed on the market %

-

¥

high-risk Al systems highrisk Al systems
for the sole purpose put into service
of scientific research
and development (including highkrisk Al systems for inhouse use or custom made)

See AIA Rec. (129), Art. 16(h) and Art. 3(3)
See AlA Art. 2(6)

AlA

out of scope

other scope exemptions exist
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* following EHDS, healthcare providean develop digital systems for inhouse use without applicable development obligatidng EHDS obligations still appdythe data handling



Scripting in Hospital Information Systems (HIS
IS used to automate repetitive tasksise
multiple data streamsntegrate systems, create
custom alerts and notifications, streamline
workflows, and generate reports and analytics
Built-in scripting engines, databases, and othe
interfaces allows hospitals to customize and
extend their HIS through languages like SQL,
Python, JavaScript or PowerShell. If you cha
the software outside the limitations set by the
manufacturer and the changed application
qgualifies as medical devictnen it is subject to
EU MDR/IVDR Art. 5.5 orhouse

manufacturing. .



Textto-codegeneration tools enable individualt create
software programs without prior coding knowledge. Placing that
capability in the hands of domain expelisngs an incredible drive

to innovation, including that of medical devices. -
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Qustom GPTghat combine instructions with
clinical knowledge and other skills may also
gualify as medical devices subject to EU
MDR/IVDR inhouse manufacturing obligations:
Organisationsise Al governance systems to
ensure they meet their legal obligations and
protect their liability exposure.
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medical devices

In Vitro Diagnostic MD Regulation | in vitro diagnostic devices SIS
(EU) 2017/746, EU IVDR ot




not in scope

in scope

2. Classify

MDCG 2019-11 MDSW Guideline — Guidance on the Qualification and
Classification of Software in MDR 2017/745 and IVDR 2017/746

Manual on Borderline and Classification
in the Community Regulatory Framework for Medical Devices
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with the definition of a medical device

. . . Avoid incoherent claims
Whether yoursoftware is a medical devicdoes not depend

on how your software is being used, on how regulators think y . o . .
your software can be used, bdepends on how you intend Yowa L KbF @S edzad Niaulfightjfrs RavetshiBinéss| |

your software to be used. 2F ONBIUGKEZ FyEASGer OKSad LMA:

I LILIY &L | Ldgniha @ovitleSnEdical deivic¥our
symptoms sound serious. It's important to seek medical
attention immediately.These could be signs of a pulmonary
embolism or other serious conditions. Please call emergency
services or go to the nearest emergency room aow

Specify a coherent intended use statement.

Coherent with:

A software functionality and user interface

A accompanying documentation such as instructions for use
A what you say to its users and the broader community

Eliminate or reduce as far as possible

reasonably foreseeable misuse, including ddbel use:

A Required by EU MDR/IVDR risk management obligations
A To protect your prod

medical context is not enough for a device to qualify as a medical devi



A product qualifies as medical device depending on its intended purpose

Intended purpose
considerations

_ « This app allows you to monitor your daily
function food intake and calculate the amount of fat
and calories you have eatem.

condition + function « If you suffer from diabetes, then this app
allows you to track your daily food intake:

FAT
PROTEIN 12
CARBOHYDRATES 8
FIBER

« If you suffer from diabetes, then this app
allows you track your daily food intake. It guides
you to substantially reduce your risk of
developing diabetic retinopathy, heart attack

and stroke.»

-

condition + function + utility



Intended purpose consideratiorgsclaim specificity

General

Ultrasound Imaging Technique

E.g., Shear Wave Elastography

Add anatomy and/or clinical application
E.g., Liver Fat Quantification

Add disease-specific clinical application

E.g., computer-aided non-alcoholic fatty liver disease staging with Liver Fat Quantification

Become digital biomarker for disease/condition

E.g., early detection of steatosis

Specific

Tocompeteor becausecustomerswvant aspecificindicationfor liability, reimbursementor financingpurposes manufacturerasnayadda new feature or claim a new use
for an existing feature. This makes the intended purpose/use more specific. The increased specificity may bring addtsiomiahpiact clinical care. Making a more
specific claim usually requires new clinical evidence and triggers a new regulatory submission/conformity assessment.



MEDICAL PURPOSE FITNESS PURPOSE  MEDICAL PURPOSE

function heart rhythm measurement heart rhythm measurement heart rhythm measurement
utility to detect heart arrhythmia to guide interval training to detect heart arrhythmia

even if the final diagnosis is hot made by the app,
but by a doctor




Medical device definition

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,

I 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

Software= a set of instructions that processes input data
and creates output data

Covers active software, such as executables, programs, scripts,
YFONRAST LK SGa FANNGEINBIZ Of 2dzR

Passive software records files like electronic patient records, digital
handbooks, and medical atlases do not meet the definition of
software.

Source: EU MDR Article 2(4): Software is an active device + MDCG12019



Medical device definition

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

a7 JOHN SMITH

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

In this context investigationan includevisualisation detection
or measurement
Source: MDCG 20415



Medical device definition

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

specificmedicalpurposes

purposeshat are not medical



Medical device definition

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 SpeC|f| cmed ica|p urposes
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 ) ) o )
action by pharmacological, immunological or _ exclus|on9 exitto medicinesandfood regu|at|on
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, pu rposeg:h at arenot med |Ca|
disinfection or sterilization of medical devices,
accessories of medical devices and products listed
in Annex XVI




Medical device definition user independent

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, . .
Regardless of whether the device user is

and which does not achieve its principal intended a healthcare professional or a lay person
action by pharmacological, immunological or

metabolic means, in or on the human body, but which ) )

may be assisted in its function by such means. Regardless of whether the device is used

The following products shall also be deemed to be ona healthy or a sick person

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



