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Countdown to 5
the MDR

1. MDR Implementation
2. MDR Audits

Wednesday 17 February 2021
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Regulations, 508 Directives, 132 Guidance - MedDev, NBOG, 714 Guidance - MDCG, CAMD, 656
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IAF ID3 2011, I1D4 2018, ID12 2015
UKAS TPS 62 2016 Audits postponed in North America

Mar 2020

|
Audits postponed in Europe
Feb 2020

|
Audits postponed in China

Jan 2020

MDCG 2020-4 MDCG 2020-17
UKASTPS 73 Commission Notice
SCC 202012 2021/C 8/01
RvA TO51




Oi\f\ed Boyg,

/‘@\9 *

L E

Remote Audits —n=37 —Nov 2020 g

How many audit days has your Notified Body completed remotely
(AIMDD/MDD/IVDD)?

0%

0%
m Legal Manufacturers:Initial
\ ® Legal Manufacturers:Surveillance
19% m Legal Manufacturers:Extension to Scope
Legal Manufacturers:Re-assessment

m Suppliers / Subcontractors:Initial
m Suppliers / Subcontractors:Surveillance

m Suppliers / Subcontractors:Extension to Scope

m Suppliers / Subcontractors:Re-assessment




9000

8000

7000

6000

5000

4000

3000

2000

1000

Remote Audits — n=37 — Nov 2020

Total Number of Days of Remote Audits vs Experience
of Remote Auditing

20,00

Generally
Unsuccessful

341,50

Moderately
Successful

4.554,50

Generally
Successful

8.334,75

Very Successful

>13,000

days

# OF NCS — ON SITE COMPARED TO REMOTE

Equal

W Fewer

W Greater
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Remote Audits

Jan

Feb Mar

Global

Apr May Jun Jul Aug Sep Oct

H Onsite %

B Remote %

Nov Dec

Frequency of NC/Day %

24-359 36-479 48-599 6-7.19
GROUPED FREQNC/DAY

Figure 2 Grouped frequency data Remote (Blue) and
Onsite (Orange)

Clause Distribution Americas

n=100 remote
& on site —

Stage 2, CAV,
re-assessment
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CLAUSE NO

Figure 6 Average NC/Day per clause for remote cohort (Blue) and onsite
(Orange) 7



MDR Audits — QMS

PMS + PMCF + Vigilance + PSUR

Document Control + Change Management

MDR - QMS

Technical Documentation, Labelling, DOC

Economic Operators, Suppliers,
Subcontractors + EU AR

Internal Audits

Clinical Evaluation +
Clinical Investigation +
SSCP

Resources +
Competence

UDI - Registration,
verification, change control

Outsourced Process -
Control

Strategy for
Regulatory
Compliance

Manageme...
Responsibil...

State of the
Scope of MDR Art
+ Device Data Analysis
Classification
(e.g. ClassIr, | Human &
Class Il Animal Risk
Custom Made) | Tissues Management




MDR Audits — Technical Documentation

NUMBER OF QUESTIONS

Risk Management Manufacturing PMS & PMCF
Instructions for Use

Declaration
of
Conformity
Device
Clinical evaluation Design V&V Description
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Expiring Certificates — n=34 — Sept 2020 %, e

How many certificates will expire in the future?

7.064 7.272
2.694 2.727
1.848
Ak 1554 1.789
583 594 MDR
208 .
] 59 33 Audits —

MDD AIMD Total MD AIMD Total MDD AIMD Total AIMD Total AIMD Total Don’t

2020 expiring certificates 2021 expiring certificates 2022 expiring certificates 2023 expiring certificates 2024 expiring certificates wait ...

10
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Countdown to
the MDR

.

Questions & Answers ‘




