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I. 실무그룹개요

IMDRF AE WG(이상사례용어 실무그룹) 주요 업무

 (업무1) IMDRF 의료기기 이상사례보고 용어 및 코드 연례 현행화

- 용어·코드 변경 요청 받아(∼매년 9.1) 분석(9∼11월) 후, MedDRA 맵핑을 거쳐(∼11월)

IMDRF 웹사이트에 업데이트 게시(익년 3.1∼7)

* 의장: Liling Liew(싱가포르)

 (업무2) 규제당국 간 이상사례보고 정보 교환을 위한 공통 항목 마련

- 국가별 이상사례 보고 양식 등을 기반으로 공통 항목 및 요구사항 마련 중

* 의장: Nancy Pressly(미국) & Robin Seidel(독일)
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I. 실무그룹개요

Meetings
• Apr 23 & May 28, 2015 

1st & 2nd Teleconferences

• June 4 and 5, 2015 

1st Face to Face meeting, 

Silver Spring, US

• Jun 18, Jul 9, Aug 6, Oct 8, & 

Dec 9, 2015, and Mar 1, 2016

3rd to 8th Teleconferences

• April 12-15, 2016

2nd Face to Face meeting, 

Tokyo, Japan 

• May 24, Jun 17, Jul 14, Aug 26 

and Nov 4, 2016, 

9th - 13th Teleconferences

• Dec 13-16, 2016

3rd Face to Face meeting, 

Tokyo, Japan

• Feb 2, Feb 8, Apr 5, 2017 

14th - 16th Teleconferences

• June 13 – 16, 2017  

4th Face to Face meeting,

Ispra, Italy

• Jul 6, Oct  11, 2017

17th, 18thTeleconferences

• Nov 28-Dec 1 2017 

5th Face to Face meeting, 

Moscow, Russia

• Feb 19, 2018

19th Teleconference

• April 16-20, 2018 

6th Face to Face meeting, 

Canberra, Australia

• Oct 25 & Nov 21, 2019

20th & 21st Teleconferences

• Nov 26-30, 2019

7th Face to Face meeting, 

Singapore 

• Feb 22, 2019

22nd Teleconference

• March 26-29 2019

8th Face to Face meeting, 

Brasilia, Brazil

• Apr 24, May 22, Jun 18, Oct 23, 2019

23rd - 26th Teleconferences 

• November 4-7, 2019

9th Face to Face Meeting, Geneva, Sw

itzerland

• Dec 17, 2019, Apr 7, May 13, 

Jun 9, 2020 

27th- 30th Teleconferences

• Oct 29 & Nov 10, 2020

31st & 32nd Teleconferences

Maintenance 

• Feb 16, Apr 27, May 11, May 25, 

Jun 8, Jun 22, Jul 6, Jul 20, 2021

33rd – 40th Teleconferences

• Sept 28, Oct 5, 12, 19, 26, 28, 

Nov 2, 9, 16, 2021

41st – 49th Teleconferences

Maintenance

• Feb 16, Mar 29, Apr 26, May 17, June 

7, June 28, Aug 30 2022

50th – 56th Teleconferences

*NWIE was discussed in red meetings
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II. 실무그룹주요논의사항

“규제당국 간 이상사례보고 정보 교환을 위한 공통항목 마련”을 위한 논의

• 국가별 보고받는 이상사례 관련 정보 항목을 기반으로, 해당 항목

정보를 요구하는 의미 및 운용 사례 등에 대한 규제당국 별 경험 및

의견 공유

• 실무그룹 업무의 궁극적인 목표인 규제당국 간 정보 교환을 위하여

기반마련필요(정보활용 동의 등)
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III. 실무그룹주요추진사항
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Thank you


