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ﬂlm About the Session

What you will learn:

« Why did the EU publish these new regulations?

 What are the UDI Requirements and what are they intended to
achieve?

« What is EUDAMED?

« What are the requirements for different stakeholders — manufacturers,
imports, authorized reps, distributors, healthcare facilities?

 What are the timelines for implementation?
* How this affects the UK and Switzerland?



K

alm Whereas: (41/38) The traceability of devices by means of a
Unique Device ldentification (UDI) system ... should
significantly enhance the effectiveness of the post-market
safety-related activities for devices, which is owing to improved
incident reporting, targeted field safety corrective actions and
better monitoring by competent authorities. It should also help
to reduce medical errors and to fight against falsified devices.
Use of the UDI system should also improve purchasing and
waste disposal policies and stock-management by health
Institutions and other economic operators and, where possible,
be compatible with other authentication systems already in
place in those settings.
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ﬂ“'" Panel Questions

. Why did the EU publish these new regulations?

. What are the UDI Requirements and what are they intended to
achieve?

. What is EUDAMED?

. What are the requirements for different stakeholders —
manufacturers, imports, authorized reps, distributors, healthcare

facilities?
. What are the timelines for implementation?

The views expressed/presented are that of the individual speaker and do not necessarily represent the views of the speakers’ respective company.



ﬂ|"| Whereas:

(1) [The MDD, AIMD, IVDD] constitute the Union regulatory
framework for medical devices... However, a fundamental
revision of those Directives is needed to establish a robust,
transparent, predictable and sustainable regulatory
framework ... which ensures a high level of safety and health
whilst supporting innovation.

(2) .... this Regulation sets high standards of quality and
safety for medical devices in order to meet common safety
concerns ... [and] harmonises the rules for the placing on the
market and putting into service of medical devices and their
accessories on the Union market thus allowing them to
benefit from the principle of free movement of goods...

The views expressed/presented are that of the individual speaker and do not necessarily represent the views of the speakers’ respective company.
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The new Medical Devices Regulation (EU) 2017/745 (MDR) and the In Vitro
Diagnostic Medical Devices Regulation (EU) 2017/746 (IVDR) bring EU
legislation into line with technical advances, changes in medical science and
progress in law-making.

The new regulations create a robust, transparent, and sustainable regulatory
framework, recognised internationally, improving clinical safety and creating fair
market access for manufacturers and healthcare professionals.

Unlike directives, regulations do not need to be transposed into national law. The

MDR and the IVDR will therefore limit interpretation discrepancies across the EU
market.
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dilll Benefits/Needs of the EU UDI Systems

The EU Unique Device ldentification (UDI) System will:
1.Provide for the traceability of devices
2.Enhance the effectiveness of post-market safety-related activities
3.Improve incident reporting
4.Provide for targeted field safety corrective actions
5.Provide for better monitoring by competent authorities
6.Reduce medical errors
7 .Fight against falsified devices

8.Improve purchasing, waste disposal policies and stock-management by
health institutions

The views expressed/presented are that of the individual speaker and do not necessarily represent the views of the speakers’ respective company.



e UDI General Rule -
ﬂlm Place a UDI on the LABEL

1. The *LABEL* of EVERY medical device (including all IVDs) must have a
UDI.

2. EVERY device package (contains a fixed quantity of a version or model)
must have a UDI.

Any other approach is an exception to, or alternative from, these
requirements.

US: Section 201(k) defines 'label' as a display of written, printed, or graphic
matter upon the immediate container of any article...

EU: ‘label’ means the written, printed or graphic information appearing either on
the device itself, or on the packaging of each unit or on the packaging of
multiple devices;

The views expressed/presented are that of the individual speaker and do not necessarily represent the views of the speakers’ respective company.



What is a Medical Device...?

A device is ... "an instrument,
apparatus, implement, machine,
contrivance, implant, in vitro reagent,
or other similar or related article,
including a component part, or
accessory which is... intended for use
in the diagnosis of disease or other
conditions, or in the cure, mitigation,
treatment, or prevention of disease, Iin
man or other animals....”

The views expressed/presented are that of the individual speaker and do not necessarily represent the views of the speakers’ respective company.



R R
dilfl Direct Marking (DM - not DPM - UDI)

In addition to the label requirement — a “permanent marking” UDI is
required on the device itself if:

Need to understand the difference between the UDI Label and the
Direct Marking requirement!

The views expressed/presented are that of the individual speaker and do not necessarily represent the views of the speakers’ respective company.



Example
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ﬂlﬂl Barcode Verification

Verification: A technical measurement process to confirm that
a barcode conforms to the applicable ISO symbol
specifications.

Verifier: The tool used to make technical measurements.
* Measures the symbols vs. standards
« Calculates a Grade for the symbol

* Creates an Assessment Report

*  Minimum grade is usually ‘C’ or better

Figure 11 GS1 DataMatrix with poor Grid Non-uniformity
The views expressed/presented are that of the individual speaker and do not necessarily represent the views of the speakers’ respective company.



- Identification in the Supply Chain

Economic operators (the manufacturer, authorized representative,

importer, distributor, and system or procedure pack producers or sterilizers)
must keep (preferably by electronic means), the UDI of these devices that
they have BOTH supplied and been supplied with:

« Class lll implantable devices, and

« Other devices the EC adopts through delegated acts.

Health institutions must keep (preferably by electronic means) the UDI of:

« Class lll implantable devices, and
* Others devices added by member states.

The views expressed/presented are that of the individual speaker and do not necessarily represent the views of the speakers’ respective company.



Flow of
information

MDR EUDAMED
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- EU Regulations - MDR and IVDR

Start

. - Does the
Is the Device Is the Device Yes Do

continue to be

placed on the placed on the
market as market as

compliant to a compliant to a
Regulation? Directive?

placed on the
market after
DoA?

Yes
‘ Date of Application Yes ‘
Regulation - 26 May 2021 MDR :
Compliant Device 26 May 2022 IVDR Legacy Device
— .

L J

Placingon _J Ii ] Regulation Compliant Devices

the market i I

Directive Devices ! Legacy Devices
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» EUDAMED is Vital to MDR/IVDR

(44/41) One key aspect in fulfilling the objectives of this Regulation is
the creation of a European database on medical devices (EUDAMED)
that should integrate different electronic systems to collate and process
information regarding:

- devices on the market and

* the relevant economic operators,

» certain aspects of conformity assessment,

* notified bodies,

- certificates,

- clinical investigations,

» vigilance and

> Market SUrVEIIANCE. .. cmescpreserted sttt the it speskersn o ot necessry epresen heviews o ch speskers respectve compony.



From: Draft Functional Specifications for EUDAMED

Must be interoperable
with the future EU
database for Clinical
trials on medicinal
products for human
use set up in
accordance with
Article 81 of
Regulation (EU)

Mo 536,/2014

MDR EUDAMED Information System

[

MDR EUDAMED Public Site

Part of information
publicly available

MDR EUDAMED restricted site

Core Modules

2nd Module Set

Clinical
Investigations

Decentralised User
Administration system
allowing actors to
manage their own
users

Performance
Studies

1st Module Set

Device Registration J

Connectivity

1. Access to the
different modules
2.role-organisation-
based access: display
of information /
modules customised
by user-role and actor

type

1. Connectivity with
national and economic
operators systems to
allow export of data
from central DB to
lacal DB.

2. Bulk upload
functionality for
Economic Operators
and Notified Bodies
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MedTech Europe’s estimated timelines for EUDAMED completion and launch

EUDAMED Functionality Steps

I Independent Audit on Publication of a I 24 months after publication of
! EUDAMED MVP full Commission notice in I' the notice in the OJEU:
I functionality the Official Journal of l
I the European Union I All UDIs/Devices placed on
1 announcing that | the market and their
1 EUDAMED achieves I certificates must be
: full Functionality | registered in EUDAMED
|
I [
| |
I [

\ \N
A :

’

I End of EUDAMED | Audit report presented : The last 3 modules (VGL, CI/PS,
| MVP* development for | to the MDCG that ; MSU) of EUDAMED are deployed
1all 6 modules | satisfied conditions for , into Production € months after
| | EUDAMED full I publication of the notice in OJEU.
| | functionality I
| | I The use of EUDAMED
| I I becomes mandatory with an
| I I additional transitional period of 18
| [ I months for UDI/Device and
| I I certificate registrations
' EUDAMED Minimum Viable Product (MVP) means that the system developed implements the Medical - Ez‘;:fnﬁ:;m
Devices Regulations requirements and allows competent authorities and all stakeholders to comply with
their legal obligations.
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