Email not displaying correctly?
View it in your browser

Contact us
+49 69 2222 8 9200
marketing.de@bsigroup.com

0000

Regulatory review

Your monthly medical device update
April 2021

Featured in this Newsletter

e Resources and new webinar for IVD medical device manufacturers
e Medical Device Digital Week 2021

e  Webinar Series on MDR in German

e MDR Lessons Learnt webinar & New Extended Webinar

e New Compliance Navigator PRRC brochure

e Events for your calendar

Resources for IVD medical device manufacturers

Our IVD team has extensive industry and regulatory experience,

and is able to provide conformity assessments under the EU IVDR

and the UK MDR 2002. We have updated our IVD Medical

d expertise from an EU
Body and UK Approved Body

Devices brochure, providing you with all the information you need

about our dedicated IVD team and our services.

IVD Medical Devices brochure
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To support you through the certification process, we have also

Your EU IVDR

developed an EU IVDR Transition Toolkit, which provides you with

information about all of our IVDR guidance documents, training
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courses, webinars and whitepapers. intilidisl il
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Medical Device Digital Week 2021

Join us at the Software as a Medical Device m

Digital Week 2021 to hear Dr Fiona Dunn DEORLAL e
g Software & Al )
and Dr. Aris Tzavaras present on Medical for Medical Devices

26-29 April 2021

Device software, Regulatory Requirements
and the MDR.
The session will cover the MDCG guidance on software, software classification, state of the Art and Al

and much more.

Register and find out more

Register for Webinar Series on MDR in German Language:
Virtuelles MDR Expertenfriihstiick

\ 41 " a
Join us for a virtual coffee with our technical experts Anna Mirabelli, Thomas A} —

p—
[ -

Dérge and Hans-Gerd Evering, and learn about relevant topics of the Medical

Device Regulation (MDR). The webinar series will be held in German language. |

View full agenda
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Register for our upcoming sessions:

Bedeutung der klinischen Priifung fiir die MDR:
Tuesday 11 May 10:00 - 11:00 CET - Register now

Post Market Surveillance gemas MDCG 2019-9 und MDCG 2020-7 und -8:
Tuesday 8 June 10:00 - 11:00 CET - Register now

Book now - MDR Lessons Learnt Webinar

Join BSI's Kevin Madden, Team Training Lead and Technical Team
Manager in the Orthopaedic and Dental technical team, to hear the critical

lessons we have learnt and how you can use these to improve your
submissions to BSI. We will share notified body experience and common AN

pitfalls and learnings. Kevin will be joined for the Q&A section by Chris

Wylie, Associate Global Head, Orthopaedic & Dental Devices, BSI.

Choose from one of the two sessions:

Wednesday 5 May 10:00 — 11:00 CET - Register now_

Wednesday 5 May 17:00 — 18:00 CET - Register now

New extended webinar, 12th May - IVDR — Lessons Learnt Webinar

Join this insightful extended webinar to hear from Dr Erica Conway, BSI's
Global Head of IVD Medical Devices, talk about IVDR lessons learnt so far, as
well as tips on making applications and the Performance Evaluation

requirements under the In Vitro Diagnostic Regulation (IVDR).

This is a special extended webinar and Dr Conway will also be joined by

subject matter experts, Dr Heike M6hlig-Zuttermeister, Judith Prevoo, and Dr Liz Harrison.

Wednesday 12 May 15:00 — 18:00 CET - Register now
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With the IVDR and MDR European regulators aim to ensure bsi
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companies have a regulatory expert — a Person Responsible

Person responsible for
requlatory compliance (PRRC)
- MDR/IVOR Article 15

equirements

for Regulatory Compliance (PRRC) — at their disposal, to

ensure that the company is meeting certain specific EU

requirements.

Download this free medical devices whitepaper today for an

overview of the requirements of MDR/IVDR Article 15
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Events for your calendar

Find out the latest information about BSI Medical Devices Events and Conferences.

bSi. Events

00000

bsi.

You are receiving this email because you signed up to receive our monthly newsletter at www.bsigroup.com. If you no longer

wish to receive these email you can unsubscribe here.

making excellence a habit


https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fstaging.bsi-global.com%2Fde-DE%2Fmedical-devices%2FMedia-Center%2FInformationsschriften-und-Artikel%2Fprrc-download%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dprrc-brochure-cta%26utm_campaign%3DDE-RegSrv-NEWS-MD-Resources-for-IVD-medical-device-manufacturers-2104&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C947378c91a254b2cd36908d904cc4b30%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637546097848460829%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=c1gur%2FMfe3yg71X5%2B8%2FNwmEDTC0TiZptVu8K9dXiCSw%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fde-DE%2Fmedical-devices%2FUnsere-Dienstleistungen%2FVeranstaltungen-und-Konferenzen%2FVortrage-von-BSI-auf-Veranstaltungen%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Devents-and-conferences-link%26utm_campaign%3DDE-RegSrv-NEWS-MD-Resources-for-IVD-medical-device-manufacturers-2104&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C947378c91a254b2cd36908d904cc4b30%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637546097848470822%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=db2JGO1aS3Yo6%2B1eUtOAWHTsI38eikbqWVW3dPmB%2BYA%3D&reserved=0
http://www.bsigroup.com/
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Funsubscribe%2Fu%2F73472&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C947378c91a254b2cd36908d904cc4b30%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637546097848500804%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=zhL5nCqS1yrLBWSZJVMKeg5JOanxnSg7gREFWo0Rk84%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fstaging.bsi-global.com%2Fde-DE%2Fmedical-devices%2FMedia-Center%2FInformationsschriften-und-Artikel%2Fprrc-download%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dprrc-brochure-image%26utm_campaign%3DDE-RegSrv-NEWS-MD-Resources-for-IVD-medical-device-manufacturers-2104&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C947378c91a254b2cd36908d904cc4b30%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637546097848460829%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=z19r1%2FufCuYWtDlsw2ehmYTDWVa3AXuIMz0qsF6DtO8%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fde-DE%2Fmedical-devices%2FUnsere-Dienstleistungen%2FVeranstaltungen-und-Konferenzen%2FVortrage-von-BSI-auf-Veranstaltungen%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Devents-and-conferences-image%26utm_campaign%3DDE-RegSrv-NEWS-MD-Resources-for-IVD-medical-device-manufacturers-2104&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C947378c91a254b2cd36908d904cc4b30%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637546097848470822%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=bOWF0GxuCOmYZBU33EfjPlqJ4qB6RIni3%2F8wnpoT4JE%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fde-de%2Fmedical-devices%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dbsi-logo-footer%26utm_campaign%3DDE-RegSrv-NEWS-MD-Resources-for-IVD-medical-device-manufacturers-2104&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C947378c91a254b2cd36908d904cc4b30%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637546097848480817%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=TTimkM%2B6S%2BZvST7UUiA5%2FXXffh%2FUGuC4RUemDexWLeQ%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.linkedin.com%2Fgroups%2F5100466%2F&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C947378c91a254b2cd36908d904cc4b30%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637546097848480817%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=JdoMbqkeSngmAvTRSjaMoJloPE644IJTzhlxOtsdEw0%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.facebook.com%2FBritishStandardsInstitution%2F&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C947378c91a254b2cd36908d904cc4b30%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637546097848490808%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=QiWVvMBMmHaQHp4hOBWrq7%2BgPskpJaMpQi9hdS0hWAs%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fshop.bsigroup.com%2FRSS-Feeds%2F&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C947378c91a254b2cd36908d904cc4b30%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637546097848500804%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=s5Q%2FP5vWUR2cNqJZvfvI4Jv%2BsS4OiJbr1tiew%2FIZR9A%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.youtube.com%2Fuser%2FBSIBritishStandards&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7C947378c91a254b2cd36908d904cc4b30%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637546097848490808%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=bQrb%2FFM2ZX314CTsoLn0%2BJwkgupPB5n12wtB2xgJXzo%3D&reserved=0
mailto:marketing.de@bsigroup.com?subject=Newsletter

	Regulatory review
	Your monthly medical device updateApril 2021 


