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EU Regulation MDR 2017 / 745 -

5.5.2017 =] Official Journal of the Furopean Union L1171

KEY DATES ="

Eurapean Union

MDR Publication - 05 May 2017 (egslatve ac)
Entry into force > 26 May 2017
Date of Appl. 2> 26 May 2020 REGULATIONS
Transition Period - 26 May 2024

REGULATION (EU) 2017745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 5 April 2017

on medical devices, amending Directive 2001/83[EC, Regulation (EC) No 178/2002 and
Regulation (EC) No 12232009 and repealing Council Directives 90/385/EEC and 93[42/EEC

C hapte {Text with EEA relevance)
r
THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

I Scope / Definitions

Il Making available +putting into service, obligations economic operators, reprocessing, CE marking, ... 10 Chapters - 123 articles - 17 annexes

] Identification, traceability, registration of economic operators + devices, EUDAMED, ... 1 75 pag es - replaces the M DD 93/42/EC
\Y Notified Bodies

\ Classification / conformity assessment m_

VI Clinical evaluation / investigation I General safety + performance requirements S C O P E

VI Post-market surveillance, vigilance, market surveillance Il Technical documentation a" Medical Dev'ces
VIl Cooperation between MS, Med Dev Coord. Group, expert panels, ... - . . Except :

IX Confidentiality, data protection, funding, penalties i RagBiEin <+ Ul CU stom-m ad e d Y,

X Final provisions il Perform.study/investig. dev
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Classification Technlcal_ Scrutiny
Documentation
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MDR Building Block 1 ot B

Technical Scrutiny

Classification Documentation

UDI

Recertification of all approved devices

Clinical
Evidence

Market
Surveillan

&

Reclassification / new classification rules
Stricter pre-market control (high risk dev)

Structure of RMF changes / more content

~

J
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MDR Building Block 2 ot B

New rules/more clinical investigat.\

Technical More rigorous clinical evidence

Classification

Publ. of safety + performance data
NB'’s increased authority (PMS)

Vigilance

Unannounced auditsS (vb sample checks)

Clinical

Strengthening PMS requirem. MFR
Periodic Safety Reports (4 types) /

Evidence

Market
Surveillance
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MDR BU|Id|ng BIOCk 3 SHARING EXPERTISE
Ferson responsible for :
* product conformity checked before Scrutiny
batch release uDI
* Tech. doc up-to date Person
responsible for

* Vigilance reports, FSCA, ... Regulatory

Compliance

NB :

* re-accreditation

Notified Bodies EUDAMED
» Strengthened designation criteria

wumber will be reduced
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MDR Building Block 4 ot B

Classification Technlcal. Scrutiny
Documentation

o -
Clinical
Evidence
Market
Surveillance
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UDI Requirements in a Nutshell & L

In accordance with the new rules, any manufacturer before placing a device on market
shall assign to the device and to all higher levels of packaging a UDI.

The UDI carrier shall be placed on the label of the device, on all higher levels of packaging
and in some cases on the device itself.

Before a device is placed on the market the manufacturer shall ensure that the information
— related to the device in question - referred to in Part B of Annex VI of the two Regulations (MDR / [VDR)
is correctly submitted and transferred to the UDI database.

The manufacturer is the entity responsible for complying with all UDI related requirements.

4 Issuing Entities

GS1 - HIBCC — ICCBBA - IFA
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UDI Labeling + Direct marking

B/BRAUN

SHARING EXPERTISE

UDI placed on Device Labels

AIDC + HRI

« all package levels (excl. shipper)
« UDI containing DI + PI

Space constraints
* on Base Pack - UDI on next Higher Package Level
* to print both AIDC + HRI = AIDC has the higher priority

Single-use devices of EU risk-class | or lla
 no UDI on Base Pack require

Special rules for certain device categories

« Software, Kits, Proc. Packs, Complex Systems, OTC, ...

AIDC technology neutral SafeSect B33
AIDC Quality acc. IE rules - @
(ISO quality grade) T e

\\:" 2l CRAN\OF\X LAMMERN RESORB STER MM '}S
ZK § CLIPS CRANIOFIX RESO) Y - FF016 o]
RAPA JOFIX REAESOR RIL HMM QTY 6
6 PUNTI CRANIOFIX ASSORBIM.S’ 1 =

- 52449454

iry Date / 45
61488
8 %’El’ieﬁuﬁﬂ)ﬁ 8 2023 08- 31
ooz H# 2018090

|||||I i II|||
104038653348308(17)230831(10)50440458 L O] [Freigegeben U &
Do nct Ster\'\ized by ee st jons AESCULAP e
5
©

jay PA18034 S Teingen
® STERILE Eﬂ EE ul

&Q‘Eﬁ
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UDI placed on the Device itself

Reusable devices subject of DM

AIDC + HRI
« UDI containing DI + PI

Permanent readable throughout the intended lifetime
Exceptions:

* DM interferes with the safety/performance

» Technologically not feasible

» Space constraints (AIDC has the higher priority)

AIDC technology neutral
AIDC Quality according to the IE rules (ISO quality grade)

SCULAP (€

S512R

B. Braun Melsungen AG
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Remark : UDI Carrier means AIDC + HRI (human-readable Information), in case of

UDI Labeling Requirements
significant space constraints on the label = AIDC has the higher priority.

UDI Carrier : AIDC & HRI

B/BRAUN
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Category Unpackaged Item | Base Bulk Package o @
DM (direct marking) Package (higher package config.) Rlsk
S

, Clg
Single-use MedDev a . S
“Labgyj, rer P8Nding
« Risk-class 1 + 2a ; i DI + P Impy, CQuir,
| 200, SMentgs - SMengg
* Risk-class 2b - DI + P DI + Pl : 7\2023\‘35'0’7 timelin
S — ) e
* Risk-class 3 - DI + PI DI + PI S Om + 2y) s Unique Device Identitier
Reusable MedDev need sterilization/disinfect. prior to use
[ ]
« all risk-classes DI+ Pl Dl + PI DI + PI DM not required if : P Device Identifier ﬁ’roduction Identifier
s it interferes with safety or performance of (UDI-DI) (UDI-P1)
the device static vagiable
* not technologically feasible Dl Pl
Implants cie. GTIN  Lot/Batch
* active / non-active _ DI + PI _ * active : Pl must incl. Serial No & * Exp. Date
* non-active : Pl may incl. Serial No » Serial No
Others * Manuf. Date
* Systems / Proc. Packs - DI + PI DI +PI Implantable Class lla and
Device as per : Class |
* MedDev Soft DI+ PI DI + PI -
edbev >ottware Regulation (EU) 2017/745 (MDR) _ JeVices and class lib devices
Class Il devices devices
* Configurable Devices DI+ Pl - . .
Placing UDI-carriers 26 May 26 May 26 May
« OTC exclusively i ) DI on the labels of devices 2021 2023 2025
MDR Artide 123(3)(f), Artice 27(4)
* OTC + other channels - - DI + Pl ) -
(non-concatenated) Direct marklng of the 26 Mﬂ"}" 26 Ma"f 26 Mﬂ’l_f
reusable devices 2023 2025 2027
B. Braun Melsungen AG MDR Article 123(3)(qg), Article 27(4) 1
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Manufacturer, Authorized Rep,
Syst/Proc-Pack Producer,
Importer, Notified Body

Complex DB-System ' i Device - Registration
with different modules aationanicniie

& functionalities — | FAMILY of devices

6 Modules :
UDI « REG — Registration
Data for SINGLE devices _ P > ACT —Actor (SRN)

& package levels » DEV - Device (Basic UDI)

(highest data granularity) | - UDI

« CERT — Certificates

« VIG - Vigilance

* PMS — Market Surveillance
« Cl — Clinical Investigation

B. Braun Melsungen AG 12
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Device Family : Characteristics + |dentification

Consists of one or many family members (single devices)

All family members:
» share the same documentation
> Certificate (incl. CERT for free-sale)
> Declaration of conformity (DoC)
» Technical documentation (Regulatory Master File)
» Summary of safety and clinical performance
* have the same
> intended purpose
» EU device risk-class
> essential design and manufacturing characteristics

Family to be identified by a ‘BASIC UDI-DI’

Independent from Does not appear on Referenced in tech. Main access key to
packaging labeling documents EUDAMED

B. Braun Melsungen AG 13
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Device Identifier Types

Basic UDI-DI (GS1 Standard = Global Model Number)
FIGURE 1. Structure of the GMN for regulated healthcare medical devices

Global Model Number (GMN) @

GS1 Company Prefix Model reference Check

R e — characters

Ni ... Ni Xi+1 ... variable Iength }‘:j (j<=23) }{j+1 Hj+z
UDI-DI
» Lowest package level (Base Pack) of the devices with a device label N ‘(
» Can also be the device itself (e.g. in case of reusable devices / direct marking) G'“ . rh
DM-DI L) '
DI of the unpackaged reusable device (in case the device is direct marked) G"\“ L ;
Package-DI — -
» Higher package configurations (e.g. Box of 10 Pieces, Carton of 100 Pieces) G‘(\\’\
« Shipper case is out of scope How does that

i ?

Unit-of-Use DI ctW fit together:

* In case the lowest package level (Base Pack) contains more than 1 piece

B. Braun Melsungen AG 14



Hierarchy of a Device Family exampe)

*Basic UDI-DI
*UDI-DI
*DM-DI

« Unit-of-Use DI
*Package-DI

Basic
UDI-DI

B/BRAUN

SHARING EXPERTISE

=
,AT100A'

Label

» CE marked
* English
CRS

» Gauge 14

=

,AT100B

Label

* CE marked
* English
CRS

» Gauge 18

= REF
,AT100C ,AT100X

Label

* CE marked

* French/German
CRS

* Gauge 14

ey _m_ ! = m

T emm

Modell Declaration of Conformity (DoC) »Device Family*
. Techn. documentation 1 -1
,AT1 00 Certificates 1 -n J

»Family Members*

» CE marked *1-n
* Polish

CRS

* Gauge 10

Label 1 -1 j

,Package Levels*

L level of GTIN allocation

according GS1 Standards
(always linked to a pack.level)

GS1: DI=GTIN

RULE : an UDI-DI can only be linked to ONE Basic UDI-DI

B. Braun Melsungen AG
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EUDAMED Data Elements
Modules : DEV & UDI

MODULE

D
E
Vv

Device

Basic UDI-DI & UDI-DI attributes

Basic UDI-DI set of data in UDI database

Principle: Each UDI-DI inherits the attributes of its linked Basi

Basic UDI-DI

sApplicable legislation (MDR) (*)
2. Basic UDI-DI value (*)
«2b Basic UDI-DI Issuing entity (*);
«6. Manufacturer SRN (*)
5. Name and address of manufacturer
0\ 7. Name and address and SRN of AR
O\— +9. Risk class (*)
. \) «Implantable (Y/N) (*)
\G «For IIb implantable: Suture, staple,
636 dental filling, dental brace, tooth
crown, screw, wedge, plate, wire, pin,
clip, connecmr (Y/N) (*)
+*Measuring function (Y/N) (*)
?Ii)eusable surgical instrument (Y/N)

«Active device (Y/N) (*)

sIntended to administer/remove a
medicinal substance (Y/N) (*)

+11. A. Name and/or, if applicable,
device model that identifies the
device(s) with this BASIC UDI-DI in the
technical documentation and/or
certificate or declaration of conformity
(Name and/or model shall be provided)

Version July 2019

B. Braun Melsungen AG
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UDI-DIs

+0. UDI-DI value (*)

+0b. UDI-DI Issuing Entity (*)
«Secondary DI (value and issuing entity)

~11.B. Refemnce, Article or Calaln!me number (*)

marked (Y/N) (* if Y)

ct markmg UD[ DI value (* if mn null)

«Direct marking UDI-DI issuing entity (* if not null}

=1. Quantity of device(s) (*)

*3. Type of UDI-PI (*)

«4. Unit of use UDI-DI (*)

+12. Clinical size (*)

«14. Storage/handling conditions

+10-15. name(s)nrade name(s) (including
languag

-13. Mdmonal product description

22. URL for additional information

+16. Labelled as single use (Y/N) (*)

+17. Maximum number of reuse (*)

-18. s sterile (Y/N) (*)
ion (Y/N) (*)

19,
+20. Containing latex (Y/N) (*)
21 e disruptor
iti )5 or contra-indications
-B Medical device nomenclature (CND) code (1)
+24. Status
=25. (A.2.6) Reprocessed single-use (Y/N) (*)
=26. (A-2.12) Annex XVI (*)
27. (A.2.13) In the case of devices designed and
u another legal or natural person as
referred in Article 10(15), the name, address and
Contact details of that Natural/legal person

3 different data sets

UDI-DI and device;

UDI-DIs
(container
package DI)

*0. UDI-DI value
)
* Ob. Issuing entity
*

*1. Quantity per
package (*)
=24, Status

(1) Nomendclature
decision:

hiyy ‘ec.europa.eu/doc
sroom/documents /34264

(*) may not be changed

@ mandatory
@@ Mandatory if applicable

@ optional

B/BRAUN
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Other Device Data

Europear
Commiss

Other Device Data attributes

UDI-DIs .

I product Substance(s);
inal product Substance(s) derived from
*A.2.2 Certificate IDs (NB, type .. Link); human blood or human plasma;
*A.2.14 SSCP; * A.2.3 Member State of the Placing on the EU Market
S P . of the Device (*);
*A.2.11 Clinical Investigations IDs (..link); « A.2.4 Member State(s) were the Device is made
*A.2.9 Presence of Human tissues/Cells available in the Country;
(Y/N) (*);
*A.2.10 Presence of Animal tissues/Cells
(Y/N) (*);
*A.2.7 Presence of medicinal product
substance (Y/N) (*);
*A.2.8 Presence of medicinal product
substance derived from human blood or
‘human plasma (Y/N) (*);
«Special device types: Software (Y/N),
contact lenses (Y/N) ... (max one choice)
*);

Basic UDI-DI

System which is a device in itself (Y/N)
*);
Procedure pack which is a device in itself

(Y/N) (*);

(*) may not be ¢

System or Procedure

Basic UDI-DI & UDI-DI attributes

Basic UDI-DI set of data in UDI database

Principle: Each UDI-D! the attributes of its il ic UDI-DI and device:
Basic UDI-DI UDI-DIs UDI-DIs
0. UDI-DI value (*) il
Applicable legisiation (MDR) (* A (;(::'I‘(taalgegl)
+2.Basic UDI-DI value (*) «Secondary DI (value and issuing entity) P g
+2b Basic UDI-DI issuing entity (*); e +Tssuing entity (*)
6. SPPP SRN (*) +3. Type of UDI-PT (*) o)
+5. Name and address of SPPP +14. Storage/handling conditions *1. Quantity per
+9. Risk class (highest risk class of +1015. Name(s)/Trade name(s) (including package ()
the device components ) (*) CLomo)) 24. Status
+11. A. Name and /or, if applicable, L AdaRIOnal poductdesarigtion)
system or procedure pack model o e s
that identifles the product with this 19: Need for sterlsation (Y/N) ()
drawn in accordance with Art 22.1

edical device nomenclature (CND) code(s)

*2.a. Indication of specific medical @)

purpose of the System or Procedure +24. Status

pack; (1) Nomenclature
+System or Procedure pack gﬁ:lcls!on: »
(S/P)(*); s/ feceuropa.cu/doc

+ Data for a device family - Basic UDI-DI
« Data for a single devices - UDI-DI (+ UoU-DI + DM-DI)
+ Data for a package level of a single device - Package-DI

* Limited data set for Systems or Procedure Packs

16
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EUDAMED - Data input options

Web based forms
« Manual input - time consuming
* Only for a low number of devices suitable

Bulk upload via web form
« XML data — validation against 100’s of rules
« Semi-automatic communication in one direction (failed uploads logged)

Machine-to-Machine (M2M)

« Mass data (high number of devices)

« XML data — validation against 100’s of rules

» Full-automatic communication in both directions

* Requires an access point for secure data transmissions (eDelivery)

B. Braun Melsungen AG 17



EUDAMED Development Roadmap

MDR DoA (26. May 2020)
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EUDAMED Go-Live (26. May 2022)

ﬁ -
Step-3

FUNC Step-1 Step-2
Mar 2020 Nov 2020

DEV
UDI
CERT
VIG
PMS
Cl
PUB

DTX I

Basics ——————p

B. Braun Melsungen AG

Enhancements
+ bug fixes

May 2021

Step-4
May 2022

EUDAMED
fully functional

2 years delay

Decision: 31. Oct 2019

How to bridge the gap?

apply corresponding MDD provisions

Consequences? (MFR, NB, CA)

BUDI/UDI-DI assignment?
Tech. Doc?

Incident reporting?

Transition period (May 2024)?

-> to be analyzed

18
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* Interdependencies between the EUDAMED modules - it’s not just data, it’s process management.
« MFR to implement new processes and to define new roles and responsibilities.

« Complexity of the IT project.

» Late publication of technical specs + data validation rules for M2M data input option.

- Digitalization of regulatory processes. (com, CA, NB, and EO’s)

B. Braun Melsungen AG 19
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Conclusion (1) : Main Obligations in relation to UDI

Manufacturers

« UDI assignment

« Placement of the UDI carrier

 Initial data submissions into EUDAMED

« Updates EUDAMED records within 30 days in case of data changes

Distributors and Importers
 Verify whether a UDI has been assigned by MFR

All Economic Operators and Health Institutions

For risk-class 3 implantable devices:

« Store and keep - preferably by electronic means - the UDI of the devices
which they have supplied or which they have been supplied

Remark: expansion of the scope possible through implementing acts!

B. Braun Melsungen AG 20
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Conclusion (2)

EUDAMED is the heart of the MDR
MDR is a complex regulation — UDI is just one part

Regulation describes the WHAT (available since May 2017)

Tech. Specs + Impl. Guidance to describe the HOW
—> Late publication / some are still pending !
- Growing list of guidance docs available

Concept of Basic UDI-Dl is a ‘Novum’
- Must be well defined & implemented by MFR !
a functioning DB-system is key!

MDR implementation is the biggest challenge for MFR since years!

- new processes + data handling, tech. doc. changes, new certification, multi-million budget -

B. Braun Melsungen AG 21
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|

THANK YOU VERY MUCH
FOR YOUR TIME

QUESTIONS ?
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