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History

2001-2002

Name Renewal
'Korea Medical Devices
Association'

2011-2014
Join GMTA

2019

- The 20" Anniversary
- IMDRF Office of Korea

A overview of KMDIA

1999
Foundation

2009

- AdvaMed MoU
- Eucomed MoU

2017-2018

- Join APACMed
- JFMDA MoU

2020
Join DITTA

Members

Special members

Others 2 (0.2%)

183 (18.7%)

N

Manufactuers
245 (25%)

total

979

(2021.07.28)

/

Importers
377 (38.5%)

Manufactuers/Importers
172 (17.6%)
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IMDRF Office of Korea

How it works:

Ministry of Food and
Drug Safety

© Date of Foundation : May in 2019 Korea IMDRE WG

T~

y _@ IMDRF oooooo

© Roles:

- To assist MFDS with IMDRF related work
— To bridge between the regulatory authority

- === Office of Korea =Ll L
and Korea IMDRF Working Groups Academia Industry
— To bridge between Korean industry and global
industry
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Korea IMDRF Working Groups

Overview
— Organized by MFDS

- 12 WGs + 1 Advisory Group

* Industry, Association&QOrganization, Academia, Regulatory Authority
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Korea IMDRF Working Groups

Roles and Activities

1. To assist MFDS with IMDRF related work

- Suggesting agenda or opinion (IMDRF Guidelines)
- Involving the preparation of IMDRF-DITTA Joint Workshop

- Reviewing translated version of IMDRF guidelines

2. To share and exchange the industry’s view on IMDRF related work

- General Meeting (2/a year) : MFDS, Korea IMDRF WGs, KMDIA

3. To expand global network
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