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Disclaimer
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e Information presented Is
based on our current
understanding of the VDR

Timmy, dear,
it doesn’t need
a disclaimer.
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eSubject to change!




Requirements of the Quality Management System

Regulatory Compliance strategy
GSPRs

Management responsibility
Resource management

Risk Management

Performance evaluation

Product realisation

UDI

Post-market surveillance system
Communication with competent authorities
Incident reporting & FSCA
CAPA management

Monitoring & measurement
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QMS Assurance conformity assessment process

Quality Management System Assurance under the VDR

What will be needed...
« Application to a NB
 QMS certification with a scope to cover the processes /

") technologies / devices
é’l‘f »  QMS assessment by a NB for the purposes of CE
- marking

e |ISO 13485 + On-site 'upgrade’ to 1VDR
requirements

e Submission of technical documentation for review
* Dependent on the device risk and scope

« Additional processes for Class D devices, Companion
diagnostics



QMS Audit

e An on-site audit will be required to certify
to IVDR requirements See BSI

« The audit scope must cover all devices/device groups webinar!
that you wish to certify

»Consider if you are doing your device
portfolio ‘in stages’

»1VDR audit may be done at the time of a routine audit (with
additional audit time) or a special audit If not an existing
customer




QMS Audit

IVDR initial
audits, not
gap analysis

to existing
directive

MDCG 2019 — 6: Requirements relating to NBs

IV. PROCESS REQUIREMENTS

V1. Do devices certified under the Directives need to be subject
to a full conformity assessment under the new Regulations if the
manufacturer applies for certification under the MDR / IVDR?

The conformity assessment activities described under Article 52 / Article 48 apply to
any certificate issued under the new regulations. As no exceptions were established
under the regulations for the migration or transfer of MDD/AIMDD/IVDD certificates to
the MDR / IVDR the general provisions should apply. Therefore, all devices to be
certified under the MDR / IVDR should be subject to an initial certification according
to the applicable annex. The notified body should ensure that all requirements under
the MDR / IVDR are fulfilled. It may not restrict its procedures to gap audits or gap file
reviews.
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QMS Audits — You can help us by

PRRC in place — principles in
MDCG 2019-7

Provisions for UDI in place

Procedures /plans/templates in
place even if EU Provisions
(EUDAMED etc) are not ready

Vigilance/PMS provisions in
place

Plans as required by IVDR in
place

Provisions in place for
monitoring the publication of
guidance documents and plans
in place for implementing them
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OMS Audits & COVID-19




Strategy for Regulatory Compliance

* The quality management system shall address at least the following:

* (a) a strategy for regulatory compliance, including compliance with
conformity assessment procedures and procedures for management of
modifications to the devices covered by the system

e The strategy for regulatory compliance to include processes for:
 ldentification of relevant legal requirements

Quialification

Classification

Handling of equivalence

Choice of and compliance with conformity assessment procedures
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General Safety and Performance Requirements

e GSPRs are outlined under Annex | of IVDR

« ALL IVDs need to meet the requirements of the GSPRs
* Devices that are within the scope of the IVDR
e Including IVDs that have an EU In-house exemption

» For devices that are under performance evaluation, certain requirements of Annex | will still
apply

General Safety

JAYR I AVADS and Performance
Requirements
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General Safety and Performance Requirements

IVDR General Safety &
Performance
Requirements

IVDD Essential
Requirements

conform and apply the CE mark under the IVDR.
- For devices under performance evaluation certain requirements will still be applicable
- Includes devices that are used in EU Institutions under exemption

. /

Requirements are dependent on the device, therefore, audits will be needed of all existing
devices to transition to the IVDR

ese requirements ny

May 2022 (end of the transition period)
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v'We will assess against all points under Annex | (GSPRS)
**Note specific labelling requirements (chapter I11)
**Note specific information for the Instructions For Use (IFU, 20.4)
» 20.4.1 The instructions for use shall contain all of the following particulars...

Make it as easy

: : : : as possible for
v'We will assess against all points under Annex Il (Technical o

documentation)

v'We will assess against all points under Annex X111 (Performance
Evaluation & Clinical Evidence)

Yyour Assessor!
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Management Responsibility



Resource Management

Human Resources

- Competence of personnel

- Training

- Effectiveness evaluation

- Awareness and Contribution to
quality objectives

- Records of education, training,
skills and experience maintained

Infrastructure

- buildings, workspace and
associated utilities

- Process equipment

- Supporting services

Work Environment &
Contamination Control

» Health, cleanliness and clothing of
personnel

e Competence of staff working
temporarily under special
environment

15
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Control of Suppliers




Critical Subcontractors and Crucial Suppliers

Regulatory considerations



Risk management

Expectations under the
IVDR




Required throughout product realization, must
be maintained

Specifically required in
7.1 Planning of product realization

7.2 Customer related processes

7.3 Design and development

7.4 Purchasing

7.5 Production and service provision

7.6 Control of monitoring and measuring
devices

Risk Management Documentation

Risk management P!an

Risk ana!ysis

Risk evaluation (as defined in the
stanclarcD

Risk control decision and Proposed
control measures

Verification of risk control measures
(effectiveness and implementation>
Assessment of residual risk
Benefit/Risk analgsis and report
Risk management report

Resu!ts of an nonconformities,
investigations, or CAFA activities
in manmcacturing and/or post
marketing that impact Procluct
sencetg and any changes resulting
from these activities *

* This section is often missing.
Must be part of the system.
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Risk Management

Think of risk
management as the
pipes connecting
different parts of the
product lifecycle.

Risk management

tools are the taps
which adjust how
much effort you
need to run through
the system to
address an issue.
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Risk Management Report

« Summary of all risk management activities
» Benefit Risk statement is included
» Life cycle activities in place and implemented




Important Aspects of Annex XIIl — Performance Evaluation

» Performance evaluation is a continual process

» The stated Intended use/purpose statement is critical for setting the clinical evidence
required

» Driven by a Performance Evaluation Plan
» See Annex X111!

Including: .

» Target population = intended purpose

» Description of state of the art

» Acceptability of risk:benefit

Article 56 —
Performance
evaluation
and clinical
evidence

Annex XIII —
Performance
evaluation,
performance
studies and post-
market
performance
follow-up

\. J
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Important Aspects of Annex XIIl — Performance Evaluation

e Performance evaluation — thorough and objective, considering both
favourable and unfavourable data.

* Depth and extent shall be proportionate and appropriate to the
characteristics of the device including the risks, risk class, performance and
Its intended purpose.

» Output will lead to Plan for Post-Market Performance Follow-up
(PMPF)

v Justify if PMPF is NOT required!
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Looking back to Clinical Evidence

Performance evaluation

* Sum total = Clinical evidence

Clinical +
* Process of performance performance
evaluation Scientific N

validity  emm

* Done according to a
performance evaluation plan

* Collated as a performance
evaluation report Analytical

performance

e Continuous during life-time
of the device

L ]
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Clinical Evidence

 The Performance Evaluation will
be a critical part of the technical
documentation

o ...we will look for:
(reviewed against Annex 11, 111 & XI11)

sPerformance Evaluation Plan

s Performance Evaluation
Report

- Scientific Validity Report
- Analytical Performance Report

- Clinical Performance Report
- & Conclusion (see An X111, 1.3.2)

+»Post Market Performance
Follow-up Plan
- Annex XIII part B
- Linked to conclusion of PER

- PMPF evaluation report shall update
the PER

- If deemed not appropriate, then
justifica;tion to be given in the PER (An
X111, 8.

s*Summary of Safety and
Performance

-ClassC & D

Copyright © 2020 BSI. All rights rese
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Unique Device ldentifier (UDI)

év Barcoding

i for every medical device

DI 1 PI

Device Information |l Production information
- Company I -Life
- Product ID I _Serial or Lot Information

Basic UDI DI
Database
/ For DI part Only N

. S

DI

-Company name
-Address
-Product name

- GMDN
- code
- term

A

Manufacturer specific;
your NB will expect

that you will have this
planned for your
devices!

Article 24 —
Unique
Device

Identification

system

Article 25 —
uDlI
Database

Annex VI —
Part B and
Part C

Article 26 —
Registration
of devices
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Post Market Activities

PMS: Post Market Survelllance

PMPF: Post Market Performance Follow Up

PSUR: Periodic Safety Update Report




PMS




Post Market Plans —

- proactive and systematic process

« allow a correct characterisation of the performance of the devices

« allow a comparison to be made between the device and similar products available on the market
« effective and appropriate processes to assess the data, complaints, market-related experience

« suitable indicators and threshold to continuously reassess benefit-risk analysis / risk management

POSt Market » methods and protocols to manage trend reports, including the methods used to establish any
. statistically significant increase in the frequency or severity as well as the observation period
Survelllance Plan » methods and protocols to communicate effectively with CAs, NBs, EOs and users
Annex |11 - reference to procedures to fulfil the manufacturers obligations laid down in Articles 78 (PMS

System), 79 (PMS plan) and 81 (PSUR)
« systematic procedures to identify and initiate appropriate measures including corrective actions
« effective tools to trace and identify devices for which corrective actions might be necessary
« PMPF plan (Annex XllI Part B), or a justification as to why a PMPF is not applicable.

« (a) the general methods and procedures of the PMPF to be applied, such as gathering of clinical
experience gained, feedback from users, screening of scientific literature and of other sources of
clinical data

« (b) the specific methods and procedures of PMPF to be applied (e.g. evaluation of registers or
PMPF studies)

POSt Market « (c) a rationale for the appropriateness of the methods and procedures referred to in points (a)
and (b)
Performance « (d) a reference to the relevant parts of the performance evaluation report referred to in Section

1.3 of Annex X1V and to the risk management referred to in Section 3 of Annex |
FOHOW Up Plan « (e) the specific objectives to be addressed by the PMPF
Annex XIII part B « (f) an evaluation of the clinical data relating to equivalent or similar devices, and the current state
of the art

« (g) reference to any relevant CS, harmonised standards when used by MFR, relevant guidance on
PMPF

 (h) a detailed and adequately justified time schedule for PMPF activities (e.g. analysis of PMPF
data and reporting) to be undertaken by the manufacturer

L ]
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Communication with Competent Authorit

How will the NB/CA
iInteraction work? ™~

CA — competent authority; NB — Notif&Bg ) 202° BS!- All rights reserved



Incident Reporting

Manufacturers are required
to use MIR form version
7.2 - became mandatory

from 1st April 2020 for

incident reporting and
vigilance incident reports
must be submitted via the
eVigilance portal.

In May, the EU Commission
published an updated
version of the form MIR
7.2.1 which becomes
mandatory from

January 2021.

31
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New MIR form version 7.2.1

e Changes are minor and e BSI vigilance portal is in e In the interim, any reports
mostly address the process of being using version 7.2.1 of the
Inconsistencies/disparities updated to accept MIR form should be
between the actual reports using MIR 7.2.1 submitted to
validations built into the VigilanceReports@bsigroup
MIR form version 7.2 vs .com by the manufacturers
the guidance provided in (we will accept only MIR
the associated XSD files 7.2.1 forms into this

and Helptext. mailbox)

32
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mailto:VigilanceReports@bsigroup.com

CAPA management
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IVDR resources

Our website provides a wealth of resources
Including guidance documents, training
courses, webinars and whitepapers

To find out more, visit

bsigroup.com/medicaldevices/I1VD

Contact us

Email: eu.medicaldevices@bsigroup.com
Call: +44 345 080 9000

NEW
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mailto:eu.medicaldevices@bsigroup.com

Useful links:

35
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https://ec.europa.eu/growth/sectors/medical-devices/getting-ready-new-regulations/manufacturers-ivd_en
https://www.camd-europe.eu/wp-content/uploads/2018/05/FAQ_IVDR_180117_V1.0-1.pdf
https://ec.europa.eu/docsroom/documents/33662/attachments/1/translations/en/renditions/native
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