BSI Regulatory Services (Medical Devices)
EU Notified Body / UK Approved Body Management Impartiality Declarations

The BSI Regulatory Services Business Streams of BSI Group, The Netherlands B.V. and BSI
Assurance UK Ltd are committed to delivering impartial, independent and confidential
certification services to clients of its Medical Devices EU Notified Body (2797) and Medical
Devices UK Approved Body (0086).

Our Certification Business Policy is implemented for all staff of the Notified Body and
Approved Body within our internal Quality Management System and is publicly available on
our web site.

In support of their commitment to the Certification Business Policy the Notified Body and
Approved Body top-level management declare the following:

e That they are committed to the implementation of the Certification Business Policy
within the Notified Body and Approved Body.

e That they are committed to act impartially in all related activities they undertake.
e That they understand their obligations for impartiality, including defining policies related
to impartiality and are committed to mitigating any risk to impartiality for the services

the Notified Body and Approved Body provide.

e That they personally have no financial or other business interests that would conflict
with the Certification Business Policy.

BSI Regulatory Services (Medical Devices) top-level management team
April 2025
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Michael Weissig Graeme Tunbridge

Managing Director SVP Global Regulatory and Quality
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Suzanne Halliday Jayanth Katta

VP Regulatory Head of Medical Devices Notified Body

Alex Laan Vishal Thakker

Head of IVD Notified Body Head of UK Approved Body



