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https://www.bsigroup.com/zh-TW/Medical-Devices/-MDRIVDR-/
https://www.bsigroup.com/zh-TW/Medical-Devices/whitepapers/
https://www.bsigroup.com/LocalFiles/zh-tw/e-news/MD/2020-05/2020-05-MD-enewsletter.html
https://www.bsigroup.com/LocalFiles/zh-tw/e-news/MD/2020-05/2020-05-MD-enewsletter.html
https://www.bsigroup.com/LocalFiles/zh-tw/e-news/MD/2020-05/2020-05-MD-enewsletter.html
https://www.bsigroup.com/LocalFiles/zh-tw/e-news/MD/2020-05/BSI-MD-Newsletter-202005.pdf
https://www.bsigroup.com/LocalFiles/zh-tw/e-news/MD/2020-05/BSI-MD-Newsletter-202005.pdf
https://www.bsigroup.com/localfiles/zh-tw/testing/essential-information-eu2020403-tw.pdf?utm_source=FACEBOOK&utm_medium=social&utm_term=2020%2F403&utm_content=communication+statement&utm_campaign=TW-PC-LG-PPE-2020
https://www.youtube.com/watch?v=9vyButzGaiU&list=PLrXx5UOwprvBMstudxiKjf_teEldK6bUl&index=3
https://www.youtube.com/watch?v=9vyButzGaiU&list=PLrXx5UOwprvBMstudxiKjf_teEldK6bUl&index=3
https://www.youtube.com/watch?v=47ihhzNhMIg&list=PLrXx5UOwprvBMstudxiKjf_teEldK6bUl&index=4
https://www.youtube.com/watch?v=dI1q8IWhUao&list=PLrXx5UOwprvBMstudxiKjf_teEldK6bUl&index=5
https://www.bsigroup.com/localfiles/zh-tw/e-news/md/2020-05/20200702-iso13485-ia-course.pdf
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» Guidance on safety reporting in clinical investigations / Appendix:
Clinical investigation summary safety report form

» Guidance on PMCF evaluation report template

» Guidance on PMCF plan template

« Guidance on sufficient clinical evidence for legacy devices

« Guidance on clinical evaluation — Equivalence

« Summary of safety and clinical performance

BETMBEEEEER (EX) >

VDRI RS TR 2 B 2 38 9Nl ss M B E
=Rt R

BRER RS SN2 R R AR (IVDR ) KBRS R RRIN2ER =R (IVD ) &
RHIAR(RERR) B&R CHRNMDK (ESER) - RARRREHN
A B ABEN S (Notified Body, NB) - tgi2E B~ C - D #haatt
VURSRER A R EEZE NB - BRI OBAFNWEEREEZH IVD BUS
CE ERFFELSHBHSHE - RITE VDD ARBELASHBREZN VD F
RRIRR - THREZ (%) | IVDR BREE>

SO o'} 6d .
3 ' * ¥ - & -
; i' * x Ty - ; r
FEFHEFEDEAISO 450018 ®mE{PERZL
(]

HAEMESE (COVID-19 ) BIEHHRZESANEE AR 2003 F
SARS MATHRRE - AR 2008 FERUEMMTE - EEEBSEED - K1
bk - £ EEENZM T EEURARIBENEEMTER ? E1THE
EERETEEES - TR TENERREET - #RHEEKEER
BYE ELEXEBFEERN - (BEZ>

ER2EB2SMNZER 28 #5%8 (IVDR ) E3K
PRIE

RS - #h2h | 2020/07/20 - #17
BZHE>

ISO 13485 BERMmEEIE T EE
#%ER1E (CQI&IRCA)

RS - %4 | 2020/09/14-18 - &4k
FZHAE>

2020 BS| E&EzE M iR >

RUTEBSIFNARER5E

2 ERE Webinar

2020/06/17 In Vitro Diagnostic
Regulation (IVDR) Application
Process

AR 2>

2020/07/01 BSI" s perspectives on
Article 117 and drug-device

combinations
BIEHRZ >

EZWebinar

@ BERBHMERNIFRS -
SN {UERRAEIE ?

J AEMISMORE®EANE
#RFHIE ?

@ BRBEEME - Bt
HRERFEMHRTER ?

Compliance --
Navigato

for Medical Devices

= SR EM AR
BSOL #.cm

Standards Online ﬁ}lﬁlﬁ



https://www.bsigroup.com/zh-TW/ISO-13485-Medical-Devices/ISO-13485-training-courses/
https://www.bsigroup.com/en-GB/medical-devices/resources/webinars/
https://ec.europa.eu/docsroom/documents?tags=mdcg-2020-10
https://ec.europa.eu/docsroom/documents?tags=mdcg-2020-10
https://ec.europa.eu/docsroom/documents/40906
https://ec.europa.eu/docsroom/documents/40905
https://ec.europa.eu/docsroom/documents/40904
https://ec.europa.eu/docsroom/documents/40903
https://ec.europa.eu/docsroom/documents/37323
https://ec.europa.eu/growth/sectors/medical-devices/new-regulations/guidance_en
https://compliancenavigator.bsigroup.com/en/medicaldeviceblog/notified-body-capacity-for-in-vitro-diagnostics/?utm_source=pardot&utm_medium=email&utm_campaign=SM-SUB-LG-CN-meddev_blog-2001-2012
https://www.bsigroup.com/globalassets/localfiles/zh-tw/medical_device/document/ivdr-faq-tw.pdf
https://www.bsigroup.com/localfiles/zh-tw/e-news/no194/covid-19-and-iso-45001-stanley-kuo.pdf
https://www.bsigroup.com/localfiles/zh-tw/e-news/md/2020-05/20200720-ivdr-requirement-course.pdf
https://www.bsigroup.com/zh-TW/Medical-Devices/ISO-13485-training-courses/ISO-13485-IRCA-LA/
https://www.bsigroup.com/LocalFiles/zh-tw/Training/course_guide/MD.pdf
https://register.gotowebinar.com/register/5966334226937849612
https://register.gotowebinar.com/register/7206629524323611663
https://www.bsigroup.com/zh-TW/Medical-Devices/Our-services/compliance-navigator/
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https://www.bsigroup.com/zh-TW/about-bsi/media-centre/press-release/2020-/20203/employee-mental-and-physical-illness-now-biggest-disruption-to-global-businesses/
https://www.bsigroup.com/zh-TW/
https://zh-tw.facebook.com/bsigroup.tw
https://itunes.apple.com/us/app/bsi/id1097059484?l=zh&ls=1&mt=8
https://play.google.com/store/apps/details?id=com.sdt.bsitaiwan&hl=zh_TW
https://www.bsigroup.com/zh-TW/standards/british-standards-online-database/
https://www.bsigroup.com/zh-TW/e-nwsletter/newsletter-preferences/
mailto:infotaiwan@bsigroup.com?subject=%E5%8F%96%E6%B6%88%E9%86%AB%E7%99%82%E5%99%A8%E6%9D%90%E9%9B%BB%E5%AD%90%E5%A0%B1%E8%A8%82%E9%96%B1
https://www.bsigroup.com/zh-TW/e-nwsletter/
https://www.bsigroup.com/en-GB/medical-devices/
https://www.bsigroup.com/zh-TW/about-bsi/legal/privacy-notice/
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