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IMDRF: Background & Overview
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“IMDREF is a voluntary group of \

medical device regulators from

around the world who have come

together to build on the strong

foundational work of the Global

O & s o e St et o o s e e o Harmonization Task Force on Medical

anagement Comittee irmatonslmedicldevice regulton harmrization and comvergence, Devices (GHTF) and aims to

e RIS EASGTIT, | accelerate international medical
device regulatory harmonization and

Affiliate Members available from the Meetings page.
n
convergence.

Working Groups .
o \www.lmdrf.org /

 United to pursue regulatory convergence for medical devices.
« Started in 2011
- Rooted in work laid by Global Harmonization Task Force (GHTF) on medical devices
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About IMDRF

About us

Further information about the work and operations of IMDRF is available in its Terms of Reference and Strategic Plan 2021-
2025,
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IMDRF Organizational Structure

IM DRF International Medical Device
Regulators Forum

Final Document

IMDRF Standard Operating
Procedures
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IMDRF Management Committee

24 June 2024

14. Annex A - IMDRF
Organisational Structure
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Affiliates

(Affiliate Members + Regional Harmonzation Initiatives)

Management Committee: Health Authorities

from various regions overseeing the Forum’s

strategies, policies and directions.

Official Observers: Contributes to oversight

activities, including participation in closed

sessions of the management committee.

Affiliates

= Affiliate Members: Regulatory
Authorities who join and engage in
IMDREF activities, opening doors to
convergence activities and IMDRF
working groups
= Regional Harmonization Initiatives: play

an important role supporting additional
collaboration between regulators and
the exchange or knowledge and
information to promote convergence.

Technical Working Groups: groups are

established by the IMDRF MC to undertake

defined work tasks (e.g. development of

technical documents, training material), as

identified in the work plan.
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Working groups

Adverse Event Terminology

Harmonize terminology for reporting adverse
events related to medical devices, and further
harmonize adverse event reporting datasets to
improve signal detection.
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Clinical Evidence for In Vitro
Diagnostic Medical Devices

Artificial Intelligence/Machine
Learning-enabled

Seeking to harmonize internationally, principles to
help promote the development of safe and
effective AI/ML enabled medical devices

A working group on Clinical evidence for in vitro
diagnostic {IVD) medical devices

Good Regulatory Review Practices

Develop good review practices for pre-market
reviews and evaluations.

Regulated Product Submission

Harmonize the format and content of regulatory
submissions.

Personalized Medical Devices (PMD) Quality Management Systems

Ensure alignment of IMDRF QMS and risk
management documents with current
international standards

Harmonize the requlatory requirements for
medical devices that are intended for a particular
individual, considering unique characteristics and
risks associated with each type of device.
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Software as a Medical Device

Promote consistency in regulatory assessment for
Software as a Medical Device to reach patients
more efficiently.

www.imdrf.org/working-groups
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IMDRF Documents, Meeting Materials, Consultations

IM DR International Medical Device
Regulators Forum
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Documents

IMDRF documents support regulatory harmonization and convergence of IMDRF.

Please note that Working Group Chairs and Members requiring access to the current IMDRF documentation templates should

email requests to the Secretariat at IMDRF2024@fda.hhs.gov

Technical documents
Final documents produced by a working group

GHTF final documents

Final documents created by the Global Harmonization Task force (GHTF) that are still current.

Procedural documents
Operational planning and guidance

Information documents
Reference material for IMDRF members

Meeting outcome statements
Official meeting summaries including MC decisions

GHTF archives

Historical information and archived documents produced by the Global Harmonization Task

Force (GHTF)
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Management committee meetings

Filter by year )
Seattle, Washington USA (hosted by USA)
D 2024 Meeting no: 26 Date: 16 Seprember 2024 - 20 September 2024 Location: Seattle, Washington, USA
D 2023
[ 2022 Washington DC, USA (hosted by USA)
D 2021 Meeting no: 25 Date: 11 March 2024 - 15 March 2024  Lecation: Washington DC
[ 2020
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Berlin, Germany (hosted by European Commission on behalf of the EU)
2018
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Current consultations

Considerations for the Selection of IMDRF Adverse Event Terminology

‘The objective of this document i to provide further guidance on the comect application and consistent use of the
Lerminalogy. The Socument preovides guidance for all sakeholders:

~ praviding general coding principles on regorting incidents using TMDRF codes:
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IMDREF Strategic Plan 2021-2025
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Over the next five years IMDRF will continue to
build on its achievements from the 2020 Strategic
Plan, with an emphasis on the two key objectives
below:

1. Managing regulatory challenges for medical
devices and innovative technologies by providing
timely and appropriate guidance
2. Strengthening post-market surveillance for
medical devices and implement regulatory life cycle
processes

IMDRF Key Objectives 2021-2025

O the mest five years IMORF will contirue to bulid on s achievements from the 2000

Strategic Plan, with an emphasis on the twao kry objecties below:

1. Mmnoging reguirtory chollenges for medicol dewices ond innowotive technoiogies by
providing thmely and gporopricte guidonoe

2. Strenglivening post-market surveiliance for medicoi devices ond implement requilatory Kfe

cyche processes

1. Manoging regulatary challenges for medicol devices ond ianovative technologies by
prowviding timely and opgrogriate guidance

Treatment delayed could be treatment denied espedally for critically (N patients. Therefore,
in addition ta ersuring the quality, safety and effectivensss of medical devices, regulators
should also be faclitators enturing patients have timely acoess to essential medical dewices.
Fostering a transparent, well-gefined regulatory process to demonstrate safety and
effectiveness could significantly speed up the total time taken for sfe and priarity medical
device Innowations to reach patients. IMDRF will continue to proacthely dentify usefil
nnovative areas and set up working groups to develop dear guidance ta support prospective

regulatary comvergence in these areas.

IMDREF will continue to work collaboratively within the MC and also with varicus extennal
stakeholders? and pariners to share information and knowledge on an an-going basis. This
ncludes working with standards setting bodies fo play an active role In ensuring that
international standards condinwe to be effective tools in confarming to essential principles for
safety and performance for meedical devices.

! sl drein rdubnin, sther g birtors, intbernaticnal erpanuaSon, sbndan developmant crpanuaton,
patant and profevional ncodabons, and acedam, in IMORF sorcong roups, il pproprite.

113

IMORF aiso seeks to promote further development of weful and relevant internaticnal
standards for innovative fechnologies In medical desices to enhance their safety and
effectivenpss.

in addition, IMDRF has also embarked on a challenging joumney towards achieving a single pre-
market review process for medical devices. Whe ane currently developing the building blocks
and working towards all MC miembers recelving the same set of information in the pre-market

submisicans.



IMDRF Key Priorities 2021'2025 Priority 1: Pre-Market Priority 2: Post-Market &

Develop a risk calibrated I h for ions and p
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harmonized pre-market review requirements for medical devices.

Leverage post-market monitoring and surveillance to ensure accessibility to
safe and effective innovations for patients.

I M DRF Key Pri orities 202 1_2025 The innovation landscape is rapidly evolving and this calls for more tailored and fit for purpose o ot )

g y req '3 pre-market review requirements will g y controls pre-market req for medical devices.
improve transparency and predictability to stakeholders enabling timely access to safe and While pre-market requirements can address known and foreseeable risks, an effective post-
effective medical devices for patients. market surveillance is necessary to manage Iving and new risks effectively. In ing the

strategic priorities, IMDRF would seek to assure an appropriate balance between pre-market
and post-market requirements as part of a total product lifecycle regulatory approach to
To improve accessibility to safe medical devices, key areas of opportunity arise in achieving For each topic, the following steps will occur to deliver IMDRF outputs: medical devices.
greater global convergence of pre- and post-market requirements ond requlatory reviews. X\ with
¥ Drafting of a proposal for MC consideration
¥ MCagreement and publishing of IMDRF outputs For each topic, the following steps will occur to deliver IMDRF outputs:
v and by IMDRF
v o ith stakehold
Priority areas Plan of Action Measures of success v Deshting of » proposal for MC conskderation
PRIORITY AREA: Pre-market
= ¥ MC agreement and publishing of IMDRF outputs
Topic: Personalized Medical Devices
To deliver our kev In this section we d ibe For our Strategic Plan to be A tailored regulatory approoch that takes into consideration the unique characteristics v and by IMORF b
objectives, IMDRF will each of our priority areas successful the outcomes and risks of each of these types of devices, which is significantly different from other
stondard mass-produced medicol devices has been proposed.
prioritise work on: and the initiatives that will must also be measurable. Topic: Software as a Medical Device PRIORITY AREA: Post-Market
Develop International definitions, risk category framework, and guality management Topic: Cyber Security
P support their achievement. Th RF Il system. A life cycle approach to effectively manage cybersecurity risks in medical devices. Striking
1. Pre-market e IMDRF MC will monitor :
The initiatives provlde an Topic: Regulated Product Submissions the right balance between pre-market and post-market requirements.
2. Post-market and report on the progress ‘Early-stoge’ development of Regulotory Product Submissions including, ToC for non-IVD Topic: Adverse Event Terminology
3 Relatlonshlps with ambitious but achievable of its work and :'zf:””“”";:z” ”:;3:9 ’":’k:‘ "“I""’”’”m“ Harmonize adverse event terminology to expand terminology end systems being used to
: rogram of work. However G o st ol code information relating to medical device adverse events.
stakeholders i " implementation of IMDRF i ooty oy f st i Topic: Unique Device identifers
they are not intended as a OUtpUtS. Devel;)p Good Rtvlemocu:es - for pre-market reviews/evoluotions. Deve!lcpmem ofncn-bindﬂr:g Irul'es for creating, using, and maintaining unigue device
The priority areas are prescriptive roadmap and Topic: Artificial Intelligence Medical Devices (AIMDs) identifiers and related activities.
lnter depen dent. SUCCQSS are not an exhaustlv e "St Of :;;e:f 0 harmonised approach to the manogement of artificial intelligence (Al) medical
will require concerted everything we will do. We
action across all these know that constant change
areas. is part of our environment
and we will be ready to Priority 3: Relationships with Stakeholders ﬂ
adapt and respond to new
opportunities and
challenges that emerge IMDRF values transparency and inclusiveness. IMDRF will continue to promote close
over the next five years. communication about IMDRF activities and outputs with stakehalders, such as:

« medical devices industries,

= other regulators,

@ * international organizations,
. dards d

ﬂ = patient and professional associations, and
Pre-Market .

academia, in IMDRF working groups, as appropriate.

IMDRF will continue to encourage collaboration and outreach with Regional Harmonisation

P = L @ and other ¥ IMDRF will seek opportunities to

rI o rlty develop stronger relationships with organizations that help advance our mission, such as

Relaﬂonshlps dards di IMDRF will work towards promoting regulatory

with A re a S Post-Market by developing traning programs to gulatory
Stakeholders

approaches and consistent implementation among various jurisdictions. In addition, IMDRF

will consider new membership requests based on the established IMDRF ToR and Standard
Operating Procedures.



Summary, Observations, & Future

* Recent focus on reliance across regulatory systems globally (meeting
topics; reliance playbook, affiliate membership trainings, etc.)

* Encourage greater partnerships and learnings amongst regulators

* Importance of training; limit misinformation and misunderstanding
* Focus on partnerships for patients across all stakeholders

* Next IMDRF Strategic Plan in 2025

More information on IMDRF’s website: www.imdrf.org and can signup to
be notified of updates through IMDRF RSS Feeds.
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