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Regulatory review

Your medical device update
Summer 2022

Featured in this summer Newsletter

We've combined this edition of your Regulatory review into a summer edition. Your monthly medical

device update will be back in September.

e Introduction and overview from Dr. Michael Weissig
e New AIMD brochure and website
e  Sustainability news

e Events for your calendar

Introduction and overview from Dr. Michael Weissig
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The past few years have been challenging for medical device manufacturers. Adopting new regulations
and the global effect of the COVID 19 pandemic, meant companies had to put projects on hold and

prioritise.

Watch our latest video to hear an overview from Dr Michael Weissig, Managing Director, Medical Devices
about his new role in BSI Regulatory Services, the challenges ahead and how to ensure BSI Regulatory

Services is future ready.

Watch the video

New AIMD brochure and website
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As an AIMD manufacturer, you must ensure that your product meets the relevant regulatory

requirements before being placed to the market.

It is critical to work with an EU Notified Body or UK Approved Body that understands the industry and

has the experience to review and confirm your product’s readiness for market.

Notified Body - BSI The Netherlands (2797) - reviews medical devices to ensure their conformity to the

European Directives and Regulations.
Approved Body - BSI UK (0086) - provides conformity assessments under the new UKCA Scheme.

We are pleased to announce that our AIMD Team has released a new brochure. The brochure will guide

you along the route for placing your AIMD on the market.

For more information, visit our Active Implantable Medical Devices webpage

Download the AIMD
brochure

Raising awareness for food poverty

In June, BSI's Regulatory Team took part in a 12 hour fast to
raise awareness for food poverty. This is just one of many

initiatives we have planned globally.

According to the most recent estimates by the UNSDG, in
2015, 10%0 of the world’s population, (or 734 million

people) lived on less than $1.90 a day.

As a team, we not only wanted to raise funds to help combat this shocking figure, but we also wanted
our team to experience the hardship of food poverty first hand, in order to help us all make more

sustainable choices going forward.

As well as many of our colleagues donating the food they saved to their local food banks, we also raised

just under £1,000 for The Trussell Trust, who support a UK nationwide network of food banks to help
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provide emergency food and support to people locked in poverty, as well as campaigning for change to

end the need for food banks in the UK.

To find out more about the work BSI does around sustainability, visit our website.

Events for your calendar

Find out more about our latest Events and Conferences.
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Inspiring trust for a more resilient world.
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