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IMDRF: Background & Overview

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

“IMDRF 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 
Harmonization Task Force on Medical 
Devices (GHTF) and aims to 
accelerate international medical 
device regulatory harmonization and 
convergence.”
www.imdrf.org



IMDRF Organizational Structure
• 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 
IMDRF 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. 



Current
IMDRF 
Technical 
Working 
Groups

www.imdrf.org/working-groups 

https://www.imdrf.org/working-groups


IMDRF Documents, Meeting Materials, Consultations 



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 Strategic Plan 2021-2025



IMDRF Key Priorities 2021-2025



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.

http://www.imdrf.org/
https://urldefense.com/v3/__https:/www.imdrf.org/rss-feeds__;!!DOxrgLBm!FFyNXpxsKrKsEUYuViPz4zjh0v2VNF7GQ6S2qMKSZ0D84FtitVdRhh6ODZNC8VZK7awXFxVp-AOCbWyhI5EY40j6wPwXem6XejZ-HQ$
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