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What is MDSAP?

Assess and Recognize

Third-Party Certification Bodies
(MDSAP Auditing Organizations)

Audit and Certify

Medical Device
Manufacturers

29" IMDRF 2026

. 1. The regulatory authorities (RAs) jointly
assess third-party certification bodies,
known as MDSAP Auditing Organizations.
Through this work-sharing arrangement,

' RAs can effectively utilize regulatory

' rTeSoOuUrces.

' 2. MDSAP Auditing Organizations conduct
' audits on manufacturers instead of RAs.
The outcome of these audits are then

i shared with RAs, which utilize them for

5 regulatory purposes.

' 3. Manufacturers can circumvent frequent
i audits by RAs, thus alleviating their
. operational burden.
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MDSAP RAC Members

Australia, Brazil, Canada, Japan, US

Official Observers
EU, Singapore, UK, WHO

Affiliate Members New!

Argentine, Israel, Kenya, Mexico, South Korea, South Africa, Chinese Taipei, Malaysia
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MDSAP Participating Facilities

Total Sites by Quarter
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MDSAP Today

31,426 15

Number of MDSAP Audits Number of Auditing
Conducted Organizations able to
(January 2018-May 2025) conduct MDSAP audits
32 7,357

Number of Countries where Number of Active Facilities
MDSAP Audits occurred Participating with MDSAP
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FY2025* Use of MDSAP in Japan

FY2025*: April 2025 to January 2026

59%

® Number of Applications utilizing MDSAP

y Number of Applications Not utilizing MDSAP
“r HSA @ IMDRF nnnnnnnn ional Medical Devi ice
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Characteristics of MDSAP from a RA Perspective

A

Inspection

MDSAP 2 R

Certificate
& Report

Ajgoley

1SO13485

Certificate

Cost for NRA



MDSAP Survey Results in Japan (2024)

Did the organization see a cost benefit Has the organization been able to reduce
from the MDSAP audite on-site audits through MDSAP audits?

15.00%

85.00%

= \We were able to reduce. ®We haven't been able to reduce it.

m | feel. m|don'tfeel it.
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MDSAP Sites by Continent
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Japan’s Outreach Initiatives on MDSAP

£2 s

BN (fficial Observer

2 i’;g‘ Affiliate
iw -\ £ j
Represented MDSAP at the SEARN Workshop A

[February 2025, Sri Lanka] Co-hosted “MDSAP Training”

with the US FDA
[March 2026, Singapore]

»
Presented on MDSAP at the Japan-hosted ASEAN Seminar
[May 2025, Indonesia]

Since 2025, Japan has been conducting outreach activities on MDSAP in the Asian region.



2026 MDSAP Forum I
Kyoto, Japan
June 15-19, 2026

International Conference Center Kyoto (ICC Kyoto)

Register: https://2026mdsapforum.omcst.org/registration/

Contact: mdsapforum2026_secretariat@pmada.go.jp




Thank You!

Contact: ishibashi-kenichi@pmda.go.jp
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What makes an MDSAP audit output

suitable for regulatory reliance?

Thiago Rezende Pereira Cunha

International Affairs / MDSAP Vice-Chair
ANVISA - Brazil



What makes an MDSAP audit output Z3" IMDRF 2026

suitable for regulatory reliance?

Development Process

MDSAP

MDSAP Audit Criteria @
Assessment Prog ram Medical Device Single Audit Program

Reliable Outputs

B =



Regulatory Auditing Medical Devices

Organizations Manufacturers

Authorities

Assessment
Program

Audit

S = = =

Audit Reports



1. Development Process 29" INIDRF 2026

Pre-Pilot Pilot ))— Expansion @

\
|

{ \

‘ \
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” e D e

Statement M Japan Affiliate
of Joins .
Membershi
Cooperation MDSAP MDSAP RN .
4 Becomes :,,"
4 Operational ’
4



2. MDSAP Audit Criteria 29" IMDRF 2026

Marketing
Authorization /

Facility
Registration

ISO 13485 : . .
e Ana and mmd Advisory Notice
+ MDSAP AUDIT : e Reporing
Specific APPROACH 2 Marketing
Reqmrements 2 Design anc Authorization /
2 Developme Facility

Registration

yHSA @D IMDREF jicismiyedc oevie Bt



3 - Assessment Program

ISO 17021:2015

-+

Assessment
IMDRF/MDSAP/N3 Activities
IMDRF/MDSAP/N4

29" IMDRF 2026

Management

Use of external resources

Measurement, Analysis
& Improvement

Competence Management

Audit and certification
decision

Information Management




Assessment Program

nitial Surveillance D

RCCOL]] 0ln

e | - .
Review R

Stage 1 _ Stage 2
Documentation Review On-Site Assessment
1 Witnessed Audit

Stage 2
On-Site Assessment

:O AUTHORIZATION

3 Witnessed Audits

On-Site
Critical Location
Assessment (as needed)

1 Witnessed Audit
Per Critical Location

0 Re-Recognize Q

Omn-z000om
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MDSAP Witnessed Audits




4 — Reliable Outputs

MDSAP Certificates

= Must allow authenticity check ~

MDSAP Reports RAHZ
= Download direct from REPs m

29" IMDRF 2026



Use of MDSAP by Anvisa — Pre Market 23" IMDRF 2026

Brazilian GMP Certificate __gm
= Compulsory for market authorization of e

mummm’:‘mnmum

devices Risk Class Ill and IV

Considermnc 0 pos na Ll 1 ¥ 3782, de 25 de jawio de 1995, 0 Deoreto n* 3. mau
do 2t de 1559 @ a pubdcacio no Didvio Ofcle da Unilio pov meso da Resoiuglo RE

Empresa Labiest Dlagndstics A CNPJ: 16.516.296.0001-08

MDSAP Reports S et oS e Y

= Used for granting Anvisa GMP
certifications

Certicado de Boas Praficas de Fatvicagio de Produios pars Sadde:

\/
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Use of MDSAP by Anvisa — Postmarket

MDSAP 5-Day Notices
= Open investigation / Risk Evaluation
» Product suspension
» Anvisa Onsite inspection

29" IMDRF 2026
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Using MDSAP in reliance

Graeme Tunbridge
SVP, Global Regulatory and Quality
BSI



The role of an Auditing Organisation

<)

1

Regulatory Authorities (RA)

* Manage the program
+ Assess and recognise AOs

» Utilise outputs within their
marketing authorisation or
apply other regulatory
easement

\
"HSA D IMDRF ks o

Auditing Organisations (AQ)

Conduct QMS audit of MF

Share audit reports with
RAs

Issue MDSAP certification

Act upon instructions from
RAs

29" IMDRF 2026

Manufacturers (MF)

» Receive a single QMS audit
from AO instead of multiple
inspections from various
RAs

= Apply for marketing
authorisation and/or
regulatory easement to RAs



Being an Auditing Organisation 29"' IMDRF 2026

IMDRF/MDSAP WG/N3 FINAL:2016
(Edition 2)

IMDRF/MDSAP WG/N4FINAL:2021 (Edition 2)

‘% IMDH wﬁ:gﬁiliﬁfﬁémm International Medical
IMDRF Device Regulators Forum

BSI Standards Publication

Conformity assessment - Final Document
ReqUirementS for bOd ies International Medical Device Regulators Forum
providing audit and
certification of management _ _ S o
Requirements for Medical Device Auditing Organizations for

SySte ms Regulatory Authority Recognition
Part 1: Requirements

Final Document

Competence and Training Requirements for Auditing
Organizations

g Group: IMDRF MDSAP Working Group 1g Group: IMDRF MDSAP Working Group

24 March 2016 16 September 2021

Fabio Pereira Quintino, IMDRF Chair

This document was produced by the International Medical Device Regulators Forum. There are (V) oL
no restrictions on the reproduction or use of this document; however, 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 Intemational Medical

Device Regulators Forum. Oh-Sang Kwon, IMDRF Chair|

Copyright © 2016 by the International Medical Device Regulators Forum

nent was produced by the International Medical Device Regulators Forum. There are|
no restrictions on the reproduction or use of this document; however, 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 Regul Forum.
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The audit approach 29“‘ IMDRF 2026

B Primary process
I Supporting process

@ Process (chapter) number
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The audit approach 29“' IMDRF 2026

Document No:

MDSAP] Policy Title: MDSAP AUDIT MDSAP AU P0002.009
e APPROACH Revision Date

oreonmn * A manual for conducting MDSAP audits —

publicly available
.

« Tasks linked to ISO 13485 clauses and
country-specific requirements

Comprises a set of tasks for each process

« Facilitates consistency, predictability and
transparency

\A
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Full task
coverage

The audit process

ISO 13485 Additional
clause country-

requirements specific
requirements

Task 6 — Personnel Competency and Training
Confirm the medical device organisation has determined the necessary competencies for personnel
performing work affecting product quality, provided appropriate training, and made personnel aware of

the relevance and importance of their activities on product quality and achievement of the quality
objectives.

Ensure records of training and competencies are maintained.

Clause and Regulation
1SO: 1SO 13485:2016: 4.2.1, 6.2

ANVISA: RDC ANVISA 665/2022: Art. 8°, Art. 13, Art. 14, Art. 15
MHLW/PMDA: MO169: 6, 22, 23
FDA: 21 CFR 820.20(b)(2), 820.25

Additional country-specific requirements

Brazil (ANVISA):

Confirm that the manufacturer ensures that any consultant who gives advice regarding design, purchasing,
manufacturing, packaging, labeling, storage, installation, or servicing of medical devices has proper qualification to
perform such tasks. Those consultants shall be contracted as a formal service supplier, according to purchasing controls
defined by the manufacturer [RDC ANVISA 665/2022: Art. 16, Art. 17].

Int tional Medical Devi
yHSA @& IMDRF e o




Audit outputs

bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - 1SO 13485:2016

tify that NIHON KOHDEN CORPORATION
1-31-4 Nishiochia

ku

Facility ID Number: FO00334

Halds Certificate No:

t of Conformity: The company n thi has been audited to and found to conform with the
following criteria: 1S0 13485:2016 and Australia - Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule
3 Part 1 (excluding Part 1.6) - Full Quali e; Brasil » RDC ANVISA . 16/2013, RDC ANVISA n.
2012, RO

Medical e dations = Pt 1 - SOR 98/282; Japan - MHLW
to Article 68, PMD Act; USA - 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807

Please see scope page. 1

., ¢

Groeme Tunbridge, Senior Vice President Medical Devices

For and on behalf of 8512

legistration Date: 2018-10:15  Effective Date: 2022-04-01 Expiry Date: 2024-04-05

MDSAPY

P e——— making excellence a habit”

Page: 1of 5

\ o
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Audit outputs gth IMDRF 2026

@ MDSAP Medical Device Regulatory Audit Report

Madica Device Sngle Auct Program

null [Unapproved] / null

2[5 ]

45] 6 [710[na[n2[na[na|ns|ns| 117 [1s] 12 [13-15] 16 [17-18] | From In

; Section 11. Audit Findings
Lecﬁon 1. Audit Information Schemes covered by this report MDSA|

Section 11.1 - Process: Management [ ] Not audited
Did the audit cover any other schemes that are docum
MDSAP Auditing Completed Audit Tasks (check all that apply) Salect all tasks
Organization [] 1. Quality Management System Planning [ 5. Extent of Outsourcing [] 9. Management Reviews
Audit Starting Date Audit Ending Date Durd |_] 2. Management Representative r| 6. Personnel Competency & Training 10. Distribution of Devices with

. L . Appropriate Marketing Authorization
|—] 3. Quality Policy and Quality Objectives r| 7. Risk Management Planning and Review

AO Audit Report Ref Languages used during the ay 11. Top Management Commitment to
|—‘ 4. Organizational Structure, D 8. Document Controls ': Quality
Auditing Modality (" On-sitt (" Remote (" Hybrid Responsibility, Authority, Resources
[ split audit Description of the audited process or activity, and area (physical or organizational) Major changes observed? ("Yes (" Neo
Audit Team
|— Team Member
- . . X L . Key documents reviewed related to this specific process or task
[ | Role [] Lead Auditor [ ] Auditor [ ] Technical Expert [_] Auditor in training
|| Affiliation (" AO Employee (' External Resource: Organization

Names and Titles of persons interviewed

Nonconformity? (" Ne " Yes Reference (as listed in Section 12)

Concluding statement regarding whether the audited activities/processes are in conformity with the audit criteria

HSA @D IMDRF jisiaion el pevee




Managing multiple audit schemes 29"' IMDRF 2026

/LR
ISO
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13485:2016




Bringing MDSAP audits to life 29" IMDRF 2026

Professional Background
+ 30+ years in manufacturing, design engineering, and operations

» Worked with Zuellig Pharma, Siemens Medical Instruments,
Volume Interactions, Western Digital, EPI, Reka

» Collaborations with A*STAR, ITE West, Nanyang Polytechnic

» Former VP Operations managing 250+ staff across functions

Audit Experience
+ Role: Lead Auditor & Tutor - Medical Devices | QMS
« Standards: ISO 13485, MDSAP, GDPMDS/SS 620, MDR, MDD
+ BSITenure:
* 9years and 1 month
* Over 1,125 medical device audit days
« 120 MDSAP audit days (holding MDSAP codes since 2018)

« Torelax, enjoys streaming dramas such as The Night Manager and

\Y . . Steal
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MDSAP Postmarket Utilization at U.S. Food and Drug

Administration

Kimberly Lewandowski-Walker
Regulatory Officer

U.S. Food and Drug Administration
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Overview

- MDSAP provides regulatory intelligence

MDSAP

for FDA for participating medical device ot

Conducted

manufacturers

MDSAP
Report
Submitted to
FDA

- Benefits of participating in MDSAP
o For FDA
o For regulated industry

FDA
Regulatory
Decision

%\'
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How does FDA Utilize MDSAP?

Participating MDSAP organizations can be removed from the routine
surveillance workplan for FDA inspections

Provides regulatory intelligence for further FDA evaluation and
review of the MDSAP Audit Report

Follow-up on allegations of regulatory misconduct (complaints)
Resolve import alerts for certain types of issues

Follow-up on advisory actions (Warning Letters) in limited instances
Preparation for marketing in the United States

<V R
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Manufacturer Site Participation

. 7,646 active MDSAP sites
. 4,033 (53%) are registered with FDA
. 6,409 unique FEls

. 2,155 domestic

. 4,264 foreign

29" IMDRF 2026
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Regulatory Intelligence

MDSAP provides information to FDA as to the potential
regulatory conformity of the audited organization

Review of the MDSAP audit report by FDA can lead to
regulatory meetings, directed inspections by FDA
iInvestigators, or advisory actions
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MDSAP + FDA Inspections/Audits by FY
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Location of Inspections/Audits by FY m Domestic m Foreign
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Utilization of MDSAP Audits in Regulatory Decision Making

- Advisory Actions
- Allegation Follow-up
- Compliance meetings
- Preparation to enter US market
- PMA approval considerations
- Ensuring Quality System in place prior to marketing

\/
"" H52 75D IMDREF [gsioneacs oevcs
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Advisory Actions

For some Warning Letters for general good manufacturing
practice deficiencies (ex — no procedure for complaint
handling), FDA can utilize an MDSAP audit report to
close-out the Warning Letter if the MDSAP audit shows
that the deficiencies that are the subject of the Warning
Letter have been corrected.



Device Ll Il
Device % MDSAP
Class .
Lines
1 13,027,216 3,635,289 28%
2 12,673,462 5,750,988 45%
3 385,558 229,130 59%
Total 26,086,236 9,615,407 37%

nternational Medical Device
egulators Foru

29" IMDRF 2026

9.6 million device lines
were imported from 3,654
MDSAP-certified firms in
2025

37% of all imported
device lines come from
from MDSAP participants
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Import Alerts

FDA has the option to use MDSAP audit reports:

o to support a decision to place a manufacturer on import
alert for general good manufacturing practice
violations.

o remove a manufacturer from import alert if the import
alert was imposed based on general good manufacturing
practice violations and the MDSAP audit report shows
the violations have been corrected
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Follow-up to Allegations

In the case of allegations of regulatory misconduct (ex —
whistleblower complaint) against a manufacturer
participating in MDSAP, FDA can request that the MDSAP
auditing organization follow-up on specific items that were
communicated to FDA in the complaint
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Preparation for Marketing

Some medical device manufacturers have chosen to include
the United States in their scope of certification prior to
obtaining marketing authorization in the United States

Can be helpful for the manufacturer in achieving compliance
with FDA regulations in advance of marketing

International Medical Device
] @ I M D R F Regulators Forum



29" IMDRF 2026

New Device Registrations and MDSAP

New FDA Device Registrations New Registrations from MDSAP
2500 Participants
120

2000
100

1500 80
1000 60
50 40

20

2019 2020 2021 2022 2023 2024 2025

o

o

®MDSAP = Not MDSAP 2019 2020 2021 2022 2023 2024 @ 2025

i oalth Siences Authes]
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Using MDSAP and ISO 13485 to Strengthen

Reliance in the Post-Market Phase of the TPLC

Kang-hyun KIM
Deputy Director of Medical Device Management Division

Ministry of Food and Drug Safety(MFDS), Republic of Korea
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Overview

1. Medical Device Regulatory Framework in Korea
2. Use of MDSAP in QMS Audit

3. KGMP-MDSAP Combined Audit Program

4. Use of MDSAP and ISO 13485 in Post-Market

5. Future Challenges

<V R
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Safety Management System for Medical Devices (MFDS)

a

o

Quality Management System (QMS)

29" IMDRF 2026

@

Re-examination
a N

4 D ( )
Non-clinical Clinical Review/ LT Y Distribution H Post-market |
investigations| |investigations Approval Importing
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f AY4 AY4 AY4 N
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R h & Devel t/ " Effectiveness * Importer * Rental Service * Individual
esearcl evelopmen . . . .
Testing & inspection QMS . Repair Service Consumer
* Labeling
\ J\_ VAN J\\ J
[ [ 3 ) A 2 4
Moaodification Manufacturing/ . Adverse Event
- . . Removal/ Disposal -
Review Importing Suspension Reporting

\ Research & Development, Testing &

inspection, Clinical investigation, Approval

I\

Manufacturing, Importing,
Distribution J \

Post-market
Management

Regulators Forum

International Medical Device
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Quality Management System Regulation in Korea

* Must obtain a Good Manufacturing Practices (GMP) certificate prior to product approval and market entry
o Exemptions apply to Class | and export-only medical devices
* Manufacturing sites are subject to an initial audit of QMS implementation, followed by periodic audits every three
years to ensure ongoing compliance
o Document review and on-site inspections are conducted by product group

* The audit criteria are based on the Standards of Medical Device Good Manufacturing Practices (MFDS Notification)

[Annex 2], which are equivalent to ISO 13485:2016
* Audit authorities vary by medical device classification
o (Class IV) Joint audits by Regional MFDS Offices and QMS Certification Bodies

v o (Class Il & 1ll) Independent audits conducted solely by QMS Certification Bodies
\ R
‘,r HSA @D IMDREF rigaisuiisace oevee
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Use of MDSAP Results for QMS Audit

* When an MDSAP audit report is submitted, the on-site QMS audit may be waived and replaced by a
document review
o  Applicable to manufacturing sites certified through MDSAP on-site audits
o  Submission: MDSAP Audit Report (Form F0019.1) and QMS audit application form
o Audit Method: document review only
o  Expiry Date: aligned with the expiry date of the MDSAP certificate
* Requirements under Korean medical device regulations are assessed separately
* However, an on-site inspection is conducted if one Grade 5 nonconformity, or two or more Grade 4

nonconformities are identified in the MDSAP audit results

4V
Y HSA & IMDRF i
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2025 Use of MDSAP Statistics

* A total of 54 MDSAP audit reports or certificates were submitted
o 40 cases: exemption from on-site inspection for
initial audits
m GMP on-site inspections were waived based on
MDSAP audit reports (document review only)
o 14 cases: confirmation of audit history during
periodic audits
m MDSAP and EN ISO 13485 certificates are
mandatory submission documents for GMP audit

applications

\
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MDSAP Use Cases by

United States
China

Germany
United Kingdom
Republic of Korea
Switzerland
France

Canada

Italy

Austria
Vietnam
Mexico
Malaysia

Country
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hed 3

hed 2
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Introduction of the Combined Audit Program

* Allows manufacturers to apply for KGMP and MDSAP audits simultaneously, enabling assessment of all
applicable requirements within the same audit period

o Common requirements under ISO 13485 are audited together

o Korean requirements are audited separately using additional man-days

o Audit reports are prepared and submitted separately according to respective formats and procedures
* Audit conducted by: TOV SUD Korea, TUV Rheinland Korea

o MFDS-designated QMS certification bodies and MDSAP Auditing Organizations
* Reduced duplicate audit preparation and documentation burden for manufacturers

* More efficient allocation of audit resources (auditors, reports) for auditing organizations

<V R
Y HSA & IMDRF i



29" IMDRF 2026

Promoting the Combined Audit Program

« Alighing MDSAP and KGMP audit cycles
o (As-is) The validity periods of MDSAP recertification audits and KGMP periodic audits are not
aligned, which limits manufacturers to apply for combined audits.
o (To-be) KGMP periodic audits can now be combined with MDSAP surveillance audits (annual cycle)
to align validity periods and encourage participation.
m When combined with a surveillance audit, MFDS reviews the full scope audit reports from the
previous initial or recertification MDSAP audit.
* Improvement of audit report submission timelines
o (As-is) The KGMP audit report submission deadline (7 days) is shorter than that of MDSAP (45 days),
increasing auditor workload.
o (To-be) Nonconformities are first communicated to the applicant within 7 days for prompt corrective

action, while the full audit report submission deadline is aligned with MDSAP (45 days).

<V R
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Use of MDSAP and ISO 13485 in Scope of Post-Market

Assessment of QMS reliability when safety information arises
* When adverse event reports or overseas safety alerts are identified,
o MFDS conducts an integrated internal review of the manufacturer’s ISO 13485-based QMS
performance and MDSAP audit results.
* Rather than focusing on a single incident, MFDS considers the overall maturity of the QMS to:
o decide whether additional oversight measures, such as unannounced inspections, are needed, and

o determine the appropriate level of regulatory action.
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Future Challenges

* Demonstrate the importance and effectiveness of regulatory reliance by accumulating practical cases on how MDSAP
and ISO 13485 audit results can be linked to post-market regulatory decision-making
©  Reducing regulatory burden for manufacturers
©)

Establishing an efficient post-market oversight system that allows regulatory resources to focus on

high-risk areas

* Enhance understanding of MDSAP and confidence in its outcomes

o Improving clarity of MDSAP audit method and results to strengthen their credibility as regulatory evidence

o Promoting training and outreach to encourage broader use of MDSAP and reduce duplicate audits across

more jurisdictions



Thank You!

For any question, please contact:
herbkim@korea.kr

29" IMDRF 2026
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IMDRF Adverse Event

Terminology: A Reliance Enabler

Lailing LIEW
Deputy Director, Diagnostic Devices Branch

Health Sciences Authority, Singapore
Former IMDRF AETWG Maintenance Chair (2021-2022)
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The Path to Post-Market Reliance

Challeng
es - Key
Legislative changes require Differenc Enablers
time to implement across

jurisdictions

1ISO13485

Exclusion
v' Opportunity: Countries
developing new medical Timelines
device laws can draw -
reference from IMDRF gy

documents to facilitate NUTLAR
convergence Adverse

\
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Facilitates post-market
reliance
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The Complete AE Terminology Package

/—[ Adverse Event Reporting ]—\

DEVICE/ICOMPONENTS PATIENT/USER
Medical
device Component
problem
What was Which
problem at components
device level? were involved? Health
-~ -~ effect
What were the
probable
i causes ofthe
problems?

What was the

effectofthe
Cause adverse event
investigation on the patient,

user or any
other person?

- J
\/
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Seven annexes within four different sets of terminologies
and their associated alphanumeric codes.

Facilitates reporting of:

e observations at the level of the medical device;

e its components, including accessories;

e observations (typically adverse effects on health) at the
level of subjects (patients, users, other persons) -- mapped
to MedDRA;

e investigations into possible causes of the event, and causal
links between use of the device (independent of whether
malfunctioning or not) and adverse health effects.

Complete causal chain: Device Problem - Investigation >
Health Impact » Component

Hierarchical structure enables granular yet consistent
reporting

74
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IMDRF AE Terminology

Enables Global Regulatory Reliance
* Universal Understanding: A|01|01|01 means the same worldwide
 Automated Analysis: Standardised codes enable Al-powered safety detection

* Trusted Assessments: Harmonised definitions let regulators rely on each
other's findings

* Faster Response: Common language accelerates cross-border safety
communications

Common Terminology = Trusted Data = Faster Global Responses to Safety
Signals
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AET Maintenance and Continuous Improvement

Living Terminology
* Annual update cycle (by September 1)

» Stakeholder-driven changes through formal change request process (both
industry and regulators)

* Only national competent authorities or stakeholder organisations may submit
a change request. Proposals from individuals will not be accepted.

* Transparent maintenance with published change logs and response to
reviewed change requests

Continuous improvement ensures global relevance and trust
v’ 380 change requests reviewed, 128 implemented in 2025
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Accelerating Global Adoption 29" IMDRF 2026
Next Steps for Post-Market Reliance

Immediate Actions

* Adopt IMDRF AET into national reporting systems

* Leverage XLSX or JSON formats for system integration

* Ensure common understanding of the AET for consistency in code selection

* Use common data set for adverse event reporting

Wider adoption of a IMDRF AE Terminology — a common technical
language -facilitates reliance, trust, communication, clarity, and
transparencywhich are essential to successful implementation of
a reliance modelin the postmarket setting
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Thank You!

Current IMDRF AET Working Group Chair(s):
Andrea Hanson, Health Products Regulatory Authority (HPRA), Ireland European Union
Andrea.Hanson@hpra.ie

* Evan Jacobs, Food and Drug Administration (US FDA) United States of America
Evan.Jacobs@fda.hhs.gov

Katie Burns (Maintenance Chair)Therapeutic Goods Administration (TGA)Australia
Katie.Burns@health.gov.au

v
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Advancing Adverse Event Reliance

April Veoukas
Director Regulatory, Abbott
GMTA/DITTA
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Reliance Across the Total Product Lifecycle

“the principles discussed can be applied to any
phase of the product lifecycle (e.g., technical

documentation...post-market activities...”
Distribution
“identify the specific regulatory activities to be

included in your program (e.g., inspections,
audits...market surveillance, enforcement actions,
such as recalls)”

Premarket

“Consider your approach for managing lifecycles
in your reliance program”

Source: IMDRF Playbook for Medical Device Regulatory Reliance
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Adverse Event Global Convergence Models

Terminology

Terminology Terminology

Coding Coding Coding

Common Data Set Common Data Set § Common Data Set

Global Database

Definitions of Adverse Event, Reporting Threshold, Time Frames

I ional Medical Devi
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Opportunities for Adverse Event Reliance

Malfunction

Death
Incident Immediate

Abnormal use 2 days

Serious injury 5 days
Serious public health Exemption 10 days
threat rules 15 days
Unanticipated Periodic 30 days
Near Incident report

Use error Summary TIME FRAMES
Life-threatening report

DEFINITIONS REPORTING
yHSA @& IMDRF e o
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Applying Playbook Principles To AE Reliance

Identify specific regulatory activity: Adverse event reporting

Assess for legal restrictions

Identify reference Regulatory Authority

Compare Adverse Event definition, scope, and timeframes

Select type of reliance: (1) work sharing, (2) abridged pathway, or (3) recognition
Align within legal framework

Establish processes and procedures

Relying Regulatory Authority remains independent, responsible and accountable

", HSA €& IMDRF s>
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Reliance Drives Patient Safety

« IMDRF Terminology, Coding, :

Common Data Set Patient Safety

Convergence Earlier Signal Detection
« *Align Definitions, Reporting

Threshold, Time Frames Enhanced Information

Sharing

Reduced Background Noise
» Reference Regulatory 2

Authority Reliance Proactive Risk Management

Reliance

Improved Quality &

» Case Studies/Playbook
Performance

*GHTF SG2 Guidance for Adverse Event Reporting for Medical Devices

I ional Medical Devi
yHSA @& IMDRF e o



https://www.imdrf.org/sites/default/files/docs/ghtf/final/sg2/technical-docs/ghtf-sg2-n54r8-guidance-adverse-events-061130.pdf

Thank You!

29" IMDRF 2026
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