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+» Outcomes of High level meeting

+» Measures to improve the implementation of new regulations
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® European Commission
® Competent Authorities

® Industry

Promote technical and ethical standards

Participate in improving the legal framework

Contribute to harmonization

= Represent Notified Bodies
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Code of Conduct
for

Notitied Bodies
< Version 3.4 approved under Directives
90/385/EEC, 93/42/EEC and 98/79/EC
< Available on website e e e A

WWW_tea m-n b 0 rg quality and competence of Noti..l_ied Bodies"

Version: 3.4

Date: December 2015
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Conformit Clinical Vigilance

+* Aim: analyse the new regulations and propose to the members
® Procedures to be putin place

® To-do lists
[ |

to be done to submit application for designation and/or wait for
implementing acts

> Help members to be designated

- Allow harmonisation
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http://www.team-nb.org/
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+¢» Aim: harmonise NBs views and speak as much as possible with one
voice
® arrange internal meetings
® comment on the documents
® set up guidances to harmonise NBs practices, ...
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|Designation process steps|

Designated on Nando

Final Designating Authorities report

Corrective Action Plans submitted to DA
On-site Joint Audit 1
Review application by Joint Audit Team -
Preliminary Assessment Report by DA 1
Notified Bodies' application
No application yet
Not transposed
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Status of NBs application process|

Joint Assessment performed
Application submitted
Application to be submitted in 2019

Application to be submitted later -

Will not apply for IVDR 9

=>» 8 members in the designation process
=>» 3 members intending to apply
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mFull Time Employee

Full Time Externalised
contractors
+29%

B Desired staffing

oot g 20 39 40 20 15
Total Mean Median
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=>» sent on January 8th

¢ Future exchanges to be organised
+»* Feedback to be received
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example decisions on divergent opinions

= Allow secondary working contracts for application &
contract reviewers, those that allocate resources and final
reviewers

+» Have guidances (classification, software, significant
changes, article 117,...)
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Yo
Measures to improve the implementation TEIA@
. Y gﬁ
new regulations ¥
+» Allow adequate allocation of staff capacity
® Broader sampling of technical files during the initial audit
® For MDD certified products, allow no PSUR, SSCP reviewing
during grace period (as NB role not clearly defined yet)
® For Product that should be certified by May 2020, allow a
technical review with focus on the specific aspects, for ex.
reusable aspects for class Ir products
® For upclassified class | devices allow to place products on
the market until May 2024 based on the existing
Declaration of Conformity.
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Measures to improve the implementation '{El‘g!
. )¥g
new regulations %
+*» Accelerate designation process
" allow designation for scope with one expert for code during a
transitional period
® allow designation as soon as major deficiencies resolved
® allow that one diploma give automatic competencies on
certain scope (especially for IVD codes)
B Allow other clinical expert than physicians (ex: pharmacist, ...)
to assess IVD clinical performance
® allow gap audit for NBs already audited for one regulation
(MDR/IVDR)
® Create a documentary process for the extension of
designation to new codes
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Members :
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making excellence a habit”
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