TR ELAiTaA 52 Be

Industrial Technology
Research Institute

2021 BIFRE RSV AR S

Conference on International Medical Device Regulations

FEFE e B RV BREERNLE - LM EEEAZESERE - WaEREIER
AP EREERMAREEFE ZERAET] - EMRERBERSIERITE - RIEFAFKE
BRGSMARETEZERER S - BHit - EmEYERERT IERMMRRER RN EE
DL BEREERE - Ui Z2ESNREARBREREZFRERNZEEH - LIRS KRR
BRER ; 5 BERRZED  BESVRECEZEAEAMNEES - ZIUE - K H#
PREBESMARERNZEHABEREBEREY LHPHEER - DERAMNZHEE
NEZHERBESMAREEN 7 ## - EREERSMEREABRTSEERRECE
B RAGEBEFEBRMSZHRFE] ; MMNSHELMEE - REMBEUBRR L8

B BEUISREBERRREZ -

EHEN  BEENBERENERE

ECHREE A ¢ T AR IE B 2RIk i 88 R P

i 2021 F 10 B7H (280) £2021F 11 878 (£8H)

SIMAL : BUTHE - JEA - A8 - XESUSBERVERZEESBMAL
HEREHE 2021 F10 B4 H( 28— )ZREE 2021 F 10 B 18 HERHE WAL -
B %8

2 &R : 400 1



TREMaRFER

Industrial Technology
Research Institute

2021 EIREBEZRMIERANE

Conference on International Medical Device Regulations

eI E#EE Agenda

Session 1 : International Medical Device Regulations

Dr. Elaine Mayhall
Scientific Reviewer,
Office of Product Evaluation and
Quality, Center for Devices and
Radiological Health, Food and
Drug Administration, United
States
Dr. Nadav Sheffer
Director,
2 10 minutes Medical Device Regulation in Israel ~ Medical Devices Division,
Ministry of Health,
Israel
Dr. Wilma Hartung
Business Field Manager,
Medical,
TUV Rheinland LGA Products
GmbH
Ms. Hailey Chu

IVDR Technical Documentation IVD Technical Specialist &
Review by Notified Body Perspective  Scheme Manager,

BSI

Regulation on Reprocessed Single Use

! 1 TS Medical Devices (RSUD) in US

Updates on MDR and Review

3 30 minutes :
Experience

4 20 minutes

Session 2: Digital Health
Ms. Eun Hee Cho
5 20 minutes Cybersecurity Case Sharing of Korea  RA Director, Abbott,
Korea
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