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IMDRF GRRP Working Group Goals

* Develop documents focused on
harmonizing marketing review
requirements globally.

Strategic Plan

» Documents focus on: 2021 - 2025
— Technical requirements for | L ) " ‘!
conducting marketing reviews A f

— Competency requirements for
marketing reviewers

— Requirements for organizations Bl e B
performing marketing reviews
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GRRP Documents

WG/NA7 FINAL 2018

NAL:2017 IMDRE/GRRP WG/NS2 FINALI2019

IM DRF International Medical IMDREF [jternational Medical
Device Regulators Forum Device Regulators Forum International Medical
Device Regulators Forum

IMDRF

FINAL DOCUMENT Final Document

FINAL DOCUMENT

International Medical Device Regulntors Forum
Title Essential Principles of Safety and Performance of
Medical Devices and IVD Medical Devices

Title: Principles of Labelling fc e e
aniboriig Sovns 5 oo gty Hevkim Prsciser Ghonp ciples of Labelling for Medical Devices and 1VD Medical Devices

Authoring
Group:

Title: Competence, Tramung, and Conduct Requirements for

Regulatory Reviewers Date: 31 October 2018

3
IMDRF Good Regulatory Review Practices

Dater 21 March 2019

Authoring Group:  IMDRF Good Regulatory Review Practices

16 March 2017

Date:
Flena M. Astapenko, IMDRE Chair

Tt

/C-Lé,m's..h,

Kimby Barton, IMDRF Chair

This dooument 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 langunges other than
English, does not convey or represent un endorsement of any kind by the
International Medical Device Regulators Forum.

This document was produced by the Intemational Medical Device Regulators Forum. There are
5o 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 lan other
than English, does not convey or represent an endorsement of any kind by the lntemational
Medical Device Regulators Forum

This document was produced by the Intemational Medical Device Regulators Forum. There are
ncorporation of this

ion into languages other than
[English, does not convey or represent an endorsement of any kind by the Iaternational Medical
[Device Regulators Forum.

Copyright © 2019 by the International Medical Device Rogulators Forum,

Copyright © 2017 by the Medical Device Regulators Forum.

Copyright © 2018 by the Intermationsl Medical Device Regulators Forum

IMDRF GRRP WG/
N52 FINAL: 2019

Principles of Labelling

IMDRF GRRP WG/ N47
FINAL: 2018

IMDRF GRRP WG/
N40 FINAL:2017

Competence, Training,
and Conduct
Requirements for

latory Reviewers

Marketing Review Processes
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Safety and
Performance
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GRRP Documents

International Medical
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FINAL DOCUMENT

Assessment and Decision Process for the Recognition
of a Conformity Assessment Body Conducting
Medical Device Regulatory Reviews

|[Authoring Group: IMDRF Good Regulatory Review Practices Working
Group

IMDRF GRRP WG/N66
FINAL:2021
Assessment and
Decision Process for the
Recognition of CABs
Conducting Medical
Device Regulatory
Reviews

IMDRF GRRP WG/ IMDRF GRRP WG/ IMDRF GRRP WG/
N59 FINAL:2020 N61 FINAL:2020 N63 FINAL:2020

Requirements for Assessment Methods Competence and
Regulatory Authority for Recognition of Training
Recognition of CABs (OFA21S Requirements for

Assessors of CABs

Recognition of Conformity Assessment Bodies (CABs)
N
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Benefits of GRRP WG Documents

* Promote consistency, predictability and transparency in regulatory
marketing review programs through agreed-upon sets of criteria and
processes

* Provide confidence that marketing regulatory reviews conducted by CABs
are rigorous enough to meet the requirements of Regulatory Authorities

* Provide opportunities for convergence of marketing review requirements

* Benefit all regulators, even those just starting to develop a regulatory
medical device marketing review system
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Most Recent Work Item: N71 — Medical Device Requlatory Review
Report: Guidance Reqgarding Information to be Included

Published in final on Feb 3, 2023 @ IMDRF gy

Provides guidance regarding creation of a medical device
regulatory review report

.
A regulatory review report:

— is a written record of the CAB’s determination of the

Medical Device Regulatory

extent of fulfillment of specified requirements; Review Report: Guidance
: : . Regarding Information to be
— captures, in a consistent manner, the evidence of a Included

manufacturer’s conformity with the criteria for the
regulatory review; and

— will facilitate the exchange of information between RAs.

UUUUUUUUUUUUUU

Good Regulatory Review Practices

W orking group participation included CAB representatives
as observers
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What’s Next?

 The GRRP WG is currently considering future work and appreciates
any suggestions and reguests.
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Thank youl!
Questions?

Email erin.cutts@fda.hhs.gov

Disclaimer

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

Copy right 2021 by the International Medical Device Regulators Forum.
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