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Team-NB

% Aims:
= Represent Notified Bodies

= Communication with

® European Commission

® European Medicines Agency
® Competent Authorities

® Industry

® Others stakeholders

= Promote technical and ethical standards

= Participate in improving the legal framework

= Contribute to harmonization (e.g. training ‘for notified bodies by notified bodies’)
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Members TEAM

*** Members over the years from foundation in 2001

CoC update
................................... Version 5 .
‘m...-----......- ......--..-........ --.....4.4 _:",.‘
Code of Conduct a5 " 42
mandatory :
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2001 02 03 04 05 06 07 08 09 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 2025

42 members representing 19 different countries
including new category of NBs: 2 in the designation process
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Code of Conduct -

** Version 5.0 approved on September 2024 and

signed by all Members

Removal of references to Directives and general
update of references and terminology

Compliant with MDCG Guidance and TeamNB &
NBCG-Med Papers

Estimation of time needed for Technical
Documentation review included

Clarified requirements for unannounced audit
Detailed explanation of re-certification requirements
Estimation of time needed for CAPA

Included examples for Structured Dialogue

Enforcement changed to complaint / appeal process

** Mandatory to sign for TEAM-NB members

+* Available on website : www.team-nb.org

Copyright © Team-NB

Version 5
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Code of Conduct
for
Notified Bodies

under Regulations
(EU) 2017/745 and (EU) 2017/746

"Improving implementation of the European CE certification
of medical devices
through the harmonisation of Notified Bodies"
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Interpretation of the new regulations {EA'Mg

** Team-NB established working groups from 2016
= Aims
= Help members to be designated
= Allow harmonization

Nando Designation

Non-Members
11

Team-NB
Members
39 Non-Members
3
Team-NB
10
MDR designation IVDR designation
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Implementation of new regulations

s MDCG mirror WGs
= Aims

= to allow notified bodies members to speak of 1 voice
= to prepare and participate in the MDCG meetings

= to write reports
e distributed to all members
* to share information

= to comment on MDCG proposals

= to write Position Papers (published on Team-NB web site)
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Implementation of new regulations

+s* Task Forces

= Aims

= to address specific topics of NBs interest
* Class D specific requirements
* Medical Gas Systems
* Artificial Intelligence
* [VDR Harmonisation
* Code of Conduct
* Orphan Devices
* Cybersecurity
* PSUR / CEAR
* Lifetime

= to write Position Papers (published on Team-NB web site)
= to harmonise

* views
* practises
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Implementation of

*** Trainings
= Aims

" to help NBs to deal with new MDR / IVDR
requirements in their assessment.

" to achieve a better harmonisation
among NBs thanks to the exchanges

*** Trainings Topics
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MDR PMS

Basic UDI-DI

Hybrid Audits

MDR Software

MDR Annex XVI

MDR Clinical Data

Risk Management

Subtance Based Devices

IVDR Technical Documentaion
MDR Technical Documentation
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new regulations

RISK
MANAGEMENT

training by

This training is aimed to help notified
bodies deal with new risk management
requirements in their assessments when
conducting conformity assessment and t

AIM

MDR
CLINICAL DATA
training by

Hybrid Audit
Training

by

‘NB

Pt £
AIM
This training aims to help notified

bodies to implement best practices in

their remote assessments, in the fra-

WHEN ?

Session 2023:
Wednesday, June 7th
09.00—17.00 CET

HOW / WHERE ?,

Remotely

LANGUAGE
English

The training
organized f Ay
maximury

ensure 7
level of

o ey

WHEN ?
Tuesday
30 January 2024
09.00—17.30 CET

WHERE ?

Remotely

LANGUA Ay

WHEN ?
Session:
Wednesday November

27th, 2024 86 .
09.00—12.45 CET Sie

HOW / WHY

Remotely

mework of hybrid audits according to 7
the new regulations.
This will be supported in workshops g
where case studies will be discusse Whe,
from a practical point of view foc/ Trop, :
on the different practices put in " the PF
and the difficulties encounter/ ,Z,”"u,ﬁ :"’
order to harmonize the way/ ng, "w/,u,m Uy
proceeding and further iny , ,%”_ By

N mm
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Implementation of new regulations :fEfM

“* Experts sessions s
fzuﬁgﬁ

= Aims Clinical Evaluation

Experts session

® to support NBs

for harmonisation

" To allow for a harmonised approach across all notified = mszi: Ter
bodies interpretation “NB:

Performance

" for senior experts to share their Experts session

experience on burning topics wemesiemiis | for harmonisation

AIM 2024 dates

This forum for notified bodies is aimed to help,

|npl:rp ratmn ofAIr:cIe 56, Al d :::;zly
: M e Annex XIV.
organisation to reach all reviewers e | AOORGE
introduces many new challenges for
also fo involv

1) Wednesday, Septe!

" with attendees to cascade the info into their e

mber

¢
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Implementation of new regulations

*** Trainings for Manufacturers

= Aims

" to review the MDR requirements related to
technical documentation and share notified
bodies insights

" to review the Team-NB technical documentation
best practice document for MDR
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Technical
Documentation
Training for

Manufacturers

AIM

The MDCG Position Paper Transition to the MDR and

IVDR (MDCG 2022-14) encourages notified bodies to
the with s by

means of webinars, workshops, targeted feedback and
informative sessions

The aim of this training is to review the IVDR require-
ments related to Technical Documentation and share
notified bodies insights; it is also planned to review
the Team NB Technical Documentation Best Practice
document for IVDR (published on March 1% 2023).

The topics are presented by IVD experts of VDR desi-
gnated notified bodies

The content was elaborated by IVD experts of 7 noti-
fied bodies, namely BSI, Dekra BV., Dekra GmbH,
GMED, NSAI, TUV Rheinland LGA and TOV SUD.

WHEN ?
Wednesday,
July 3
9:00-17:00 CET

WHERE ?
Remotely

LANGUAGE
English

PARTICIPANTS

limited to

40 organisatic
to 2 connectic
member
Priority for
SMEs registral
places reserve
until June 3

In case we reach th
additional session {
grammed in the co

P

W

Technical
Documentation
Training for

Manufacturers

AIM

The MDCG Position Paper Transition to the MDR and
IVDR (MDCG 2022-14) encourages notified bodies to
strengthen the communication with manufacturers by
means of webinars, workshops, targeted feedback and
informative sessions

The aim of this training is to review the MDR require-
ments related to Technical Documentation and share
notified bodies insights; it is also planned to review
the Team-NB Technical Documentation Best Practice
document for MDR (version 2—published on April
24th, 2023).

The topics are presented by MDR experts of desi
gnated notified bodies.
The content was elaborated by MDR experts of 9 noti-

fied bodies, namely BSI, CeCertiso, Dekra, DNV, ECM,
GMED, TUV Rheinland, TOV sUD.

‘eaflet Technical- Documentation. Training for Manufacturers-2023
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WHEN ?
Wednesday

2025, February 12"
9:00-17:00 CET

WHERE ?

Remotely

LANGUAGE
English

PARTICIPANTS

limited to 50 organisa-
tions with up to 2 connec-
tions of staff member
Priority for

SMEs registration (25
places reserved) until
January 6"

In case we reach the limit, an addi

tional session will be programmed
in the coming months,




Contacts

** Administrative Commitee:

Vice-President
Sabina Hoekstra-
van den Bosch

Vice-President
Suzanne Halliday

President
Alexey Shiryaev

DNV BSI TUV SUD

* Management: )
“* Web site:

Director
Frangoise
Schlemmer
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Treasurer
Gero Viola

TUV Rheinland

TEAM
NB

HOME ABOUT US MEMBERS

& LATEST NEWS

TJ The CORE-project funded by EU
VA|| pericd addressing "
s i edi

in-deptn
CORE-MD_press_release_
13April 2021_FINAL

Team-NB annual sector survey is
available as a graphical
presentation through the link

hittps://www.team-nb.org/team-

http:ifattendes gotowsbinarcom

Members exclusive access

LINKS PRESENTATION

To contribute to harmonization

Team-NB Documents

Secretary
Béatrice Lys

QUESTION/CONTACT & PRIVATE PART => LOGOUT

NB-MED documents
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TEAM
Members NB:

@ Ce CeCert. CQOY (s D Dekra

= N0

E|'|K} <& eurofins GM=ZD

GROUPE LNE

afnor

CERTIFICATION

DNV

(HTCert) , \IMQ intertek kiwa¥ $mdc

Health Technology Certification

MED- RT® M D Services RI'

Quality | Medlical | Devices SE

b 4
s6s Si= swes [ 2. () &

UDEM

sely Right.
Note : some members of the same group are represented by only 1 logo
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