International Medical
Device Regulators Forum

i?
‘&1‘6

IMDRF GOOD REGULATORY REVIEW
PRACTICES (GRRP) WORKING GROUP
UPDATE

Working Group Co-Chairs
Singapore and US



International Medical
Device Regulators Forum

IMDRF GRRP Working Group Goals

» Develop documents focused » Work products align with the

on harmonizing pre-market IMDREF strategic priority to
review requirements promote harmonized pre-
globally. Documents focus market review requirements
on: for medical devices.
» Technical requirements for P
conducting pre-market ~
reviews Strategic Plan
) 2021 - 2025
» Competency requirements FL _) . ‘Z
for pre-market reviewers 4 ol |
\ v ;
» Requirements for I~
organizations performing E& -

pre-marketreviews e 2




International Medical
Device Regulators Forum

WG/NAT FINAL:2018

IMDRF/GRRP WG/N40FINAL:2017]

IMDRF/GRRP WG/N52 FINAL:2019

& 4 IMDRF s %) IMDRF :2ize

Device Regulators Forum International Medical

Device Regulators Forum

FINAL DOCUMENT Final Document

FINAL DOCUMENT

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

Title:

Principles of L i i i
Authoring Group: IMDRE Good Regulatory Review Practices Group rinciples of Labelling for Medical Devices and TVD Medical Devices

Authoring

Group: IMDRF Good Regulatory Review Practices
Date: 21 March 2019 %

Elena M. Astapenko, IMDRF Chair

Title: Competence. Training. and Conduct Requirements for

Regulatory Reviewers Date: 31 October 2018

IMDRF Good Regulatory Review Practices

Authoring Group:

16 March 2017

Date:

s

“Yuan Lin, IMDRF Chair

@5,/14&.&,,

Kimby Barton, IMDRF Chair|

This document was produced by the Imternational Medical Device
Regulators Forum. There are no restrictions on the reproduction or use of
this document; hawever, incorporation of this document, in part or in
whele, 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.

This document was produced by the International Medical Device Regulators Forum. There are
0 sestrictions on the seproduction or use of this document; however, incorporation of this
dnmml.mpnmmwlmlzmmmmhadammn or its twanslation into languages other
than English, does not convey o fepresent an eadorsement of any kind by the Intemational
Medical Device Regulators Forum.

T Medical Device Regulators Forum There are

lmo restrictions on the reproduction or use of this document; however, incorporation of this

ocment, in partor i whole oto another document, o = transation oko anguages ober tha
Med

[English, doss ot convey or represent an of sag Find by the Copyright © 2019 by the Internationa! Mcdical Device Regulators Forum.

[Device Regulators Forum

ional Medical Device Regulators Forum.

|Copyright © 2017 by the Copyright © 2018 by the Internationsl 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
Regulatory Reviewers

Essential Principles of
Safety and
Performance

Pre-market Review Processes
BT T e




57 i

‘ =
| ) IMDRF s
\

FINAL DOCUMENT

documen was
o0 rosictions on fhe reprodaction or wse of (his ‘however, mcomoraton of this|
(document. I part o 1n whole, ko) secthes document, or s iansiacian 30 g ges odhes than

Medical

Einghsh, does not coavey ce repecsent an endorseenemt of sy kind by the Internscionsl

IMDRF GRRP
WG/ N59
FINAL:2020

Requirements for
Regulatory
Authority
Recognition of
CABs

&) IMDRF s
¥

FINAL DOCUMENT

IMDRF GRRP
WG/ N61
FINAL:2020

Assessment
Methods for
Recognition of
(@FAY 1S

International Medical
Device Regulators Forum

) IMDRF 5,
a—

FINAL DOCUMENT

IMDRF GRRP
WG/ N63
FINAL:2020

Competence and
Training
Requirements for
Assessors of
CABs

Recognition of Conformity Assessment Bodies (CABS)
T T T

[Titte:

[Date:

IThis document was prodhced by the Intemational Medical Device Regulators Forun. There
document, however, his

ldocyment, in whole, ino another document, of its translation into languages other
Jtan Engliah, does not convey or represent an endorsement of any kind by the nterational
dical ulators For

IMDRF GRRP
WG/NG66 Final: 2021
Assessment and
Decision Process for
the Recognition of
CABs Conducting
Medical Device
Regulatory Reviews




International Medical
Device Regulators Forum

BENEFITS OF GRRP WG DOCUMENTS

Promotes consistency, predictability and transparency in the
regulatory pre-market review programs through agreed upon sets
of criteria and processes.

Provides confidence that pre-market regulatory reviews conducted
by CABs are rigorous enough to meet the requirements of
Regulatory Authorities.

Provides opportunities for convergence of pre-market review
requirements.

Benefits all regulators, even those just starting to develop a
regulatory medical device premarket review system. c
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NEW WORK ITEM EXTENSION

The GRRP WG developed a NWIE to further harmonize pre-
market review processes

* Approved during the March 2021 MC meeting.

* Focuses on the development of a reporting model for medical
device regulatory reviews conducted by CABs.
- Involves the creation of a reporting template and work instruction
to guide CABs in consistently evaluating marketing submissions

and documenting their recommendations in marketing review
reports.

e Provides the opportunity for convergence across RAs with
respect to how medical devices are evaluated.
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CURRENT STATUS

e The IMDRF GRRP WG has begun working on the NWIE

- Membership expanded to include both Regulators and
representatives from CABs.

— Initial draft reporting template developed.
— Teleconferences held every 2 weeks.

e (Goal is to submit the first draft to the MC for the March 2022
meeting for a 2-month public consultation period.
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