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Overview

Post-market surveillance is essential to ensure that medical
devices continueto be safe, performas intended, and
remedial actions and improvements are undertaken, as
necessary

Critical need to harmonize across regulatory jurisdictions

* |mplement IMDRF harmonized coding system for
adverse events

 Harmonized terminology and definitions for corrective
actions

* Propose updatesto outstanding GHTF Study Group 2
PMS documents and adoption as IMDRF documents
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Fig. 3.
Actions for manufacturers to undertake
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Feedback
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Variations challenge our ability to collate and
compare and track data across the world

Difficult to study global data and accurately
predict and prevent patient harm

Impair ability to clearly communicate information
and understand impact

Less likely to collaborate and rely on another
analysis

Lack of clarity on how to interpret data due to
unharmonized adverse event codes and field
corrective action terminology

Need for harmonized reporting/notification
template



Importance of Harmonized Approaches
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IS0 13485

4.1.1. The organization shall document the
role(s) undertaken by the organization
under the applicable regulatory
requirements,

5.4.2 Quality management system planning
5.6 Management review

8.2 Monitoring and measurement
8.4 Analysis of data

ISO TR 20416

8.5 Improvement 4 Purpose of post-market surveillance process

— monitoring medical device safety and performance
1S0 14971 — meeting regulatory requirements

4.1 Risk management process — contributing to life-cycle management

4.4 Risk management plan 5.5 Data collection

5.4 Identification of hazards and 5.6 Data analysis
hazardous situations

5.5 Risk estimation

10 Production and post production activities

10.2 Information collection

3 setting requirements
3 provide deliverables

10.3 Information review
10.4 Actions
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Harmonized Terminology for Reporting Adverse Events - IMDRF AE Codes

* |Improve signal detection by adverse event management systems
enabling a faster response by both industry and regulatory authorities

Proposed Solutions

« Improves accuracy of capturing and reporting device related adverse
events

« Reduces ambiguity which increases effectiveness of the evaluation
process

« Readily usable (vs. narrative text) by management systems.
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* Propose IMDRF to update/adopt outstanding GHTF Study Group 2 PMS
documents
* N79: Medical Devices Post Market Surveillance
 N57: Content of Field Safety Notices
« Harmonization of terminology across jurisdictions
« Harmonized template for safety reporting

Proposed Solutions

 Additional jurisdictions join IMDRF MDSAP as member or affiliate

« Support for new work item related to QMS — joint work group for IMDRF,
GHWP, and ISO
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Proposed Solutions

« Harmonized Unique Device Identifier (UDI) for post-market surveillance P
GUIDANCE FOR POST-MA;I;ET

« WHO Guidance for Post-Market Surveillance: SURVEILLANCE AND MARKET

SURVEILLANCE OF MEDICAL
DEVICES, INCLUDING IN VITRO

o Implementation of International Medical Device Regulators Forum (IMDRF) DIAGNOSTICS
guidance on unique device identification (UDI) systems for medical devices will
aid documenting user feedback, and onward reporting to NRAs by
manufacturers

o IMDRF’s UDI is intended to “facilitate unambiguous identification of the medical
device... used to link and integrate existing government, clinical, hospital, and
iIndustry databases”

o UDI allows more rapidly identify medical devices implicated by user feedback.

o UDI allows traceability of the medical device throughout distribution and use

@& IMDRF | EU: 23 ¢



-

Connected by our common goal... Patients

w3
<" -
> - -
A= - -
o AT PRI S
9 ’ N

W, 4 \ .

e

{

| -

'
Al il
NS

@D IMDRF |EU2:23




& IMDRF EU2: 23

International Medical Device ELUGOPEAN LIMICIMN. ol
Regulators Forum /;M

THANK YOU / QUESTIONS

Nicole Taylor Smith

nicole.smith@philips.com

Disclaimer

This document was produced by the International Medical Device Regulators Forum. There are no restrictions on the reproduction or use of this document;
howev er, incorporation of this document, in part or in whole, into another document, or its translation into languages other than English, does not convey or
represent an endorsement of any kind by the International Medical Device Regulators Forum.

Copyright 2021 by the International Medical Device Regulators Forum.
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