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Events for your calendar

Time for your MDR application is now!
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According to Amending Regulation (EU) 2023/607, if you are transitioning your devices to the MDR, you
will be able to benefit from extended validity of your directive certificates (until the end of 2027/2028

based on the device classification) for legacy devices if some conditions are met.

Among these, by 26 May 2024 you have to put in place an MDR compliant QMS and lodge a formal
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Webinar - IVDR Regulatory Updates - where do we stand 18 months
after DoA?

Tuesday 28 November 2023
With the IVDR having entered into force on 26 May 2022, there are
still many questions and challenges for IVD manufacturers facing the

difficult task of implementing the regulation.

Join this informative webinar to hear subject matter expert, Alex Laan,

Head of IVD Notified Body at BSI, share his knowledge, hints, and tips
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Learn more

Blog series EN 60601 -
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{1  David Cuckow, Associate Director, moderated and Neil Musk, Group Director for Knowledge
Solutions, took part in a panel session on ‘Harmonizing Al's Global Impact - The Power of

International Standardization'

BSI Compliance Navigator

hai rnMNlinreEcs——— T

—m _

The digital revolution in regulatory document management

Compliance Navigator is an online tool developed by BSI that transforms how medical device and IVD
device manufacturers manage their EU, UK, MDSAP & FDA regulatory information and standards for

greater confidence in their compliance process.

Quick, easy and fully digital, Compliance Navigator enables users to organise product specific
compliance documents in one place; alerts them to upcoming changes; notifies them when changes

happen; and clearly highlights what's changed and what it means for their business.

Events for your calendar

Coming soon, our events for 2024, watch this space!

In the meantime, don’t miss the opportunity to interact with BSI experts or connect with our commercial

team to discuss your certification requirements. Find out more about our latest Events and Conferences.
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