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We would now |ike to inform you that we are accepting applications under the
MDR for our UK Notified Body (0086) from 3 June 2019. BSI| will begin to process
quote requests and look to schedule the work over the coming months, with
the delivery of work expected to commence in January 2020. BS| will now be
able to provide conformity assessments to the ful | scope of the MDR, for BSI
Directive clients under either our UK or Netherlands Notified Bodies. For
further details on BS|’ s scope, please visit the NANDO information system.
Applications which rely on external consultations, unpublished common
specifications or expertise which is not currently available within the
regulatory system will experience an additional delay to the application
process, unfortunately, this is out of BSI| control.



Please be aware that our current priority remains those all current
applications and work under the Directives; this includes changes, renewals,
extension to scope etc. This priority is to ensure that our clients maintain
market access and meet the transition timelines stated in the MDR.
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We are aware of concerns around Brexit and MDR applications intoa UK notified
body, we would |ike to share our current understanding. The situation in UK
politics denotes that a deal should be agreed, and the transition period
implemented. In this situation, BS| UK would remain an EU Notified Body unti |
the end of the transition, currently documented as the end of December 2020.
Therefore, we plan to initiate MDR work under the Notified Body 0086.

The EU Regulations allow for a voluntary change of Notified Body.

Applications lodged with NB 0086 will be able to change to Nether lands NB
2797 following Article 58 MDR/53 IVDR when the BS| NL notified body is
designated. Full details of the process will be published in due course of

time. The guidance document MDCG 2018-8 states that an incoming Notified Body
can take into account the conformity assessment activities conducted by the
outgoing Notified Body in the context of voluntary certificate transfers.
BSI| believes that these principles can also be applied if and when an
application is moved from NB 0086 to NB 2797.

BS| has a high level of confidence in our approach. However, there is a smal |
risk relating to timing that we cannot fully control.

NB 2797 may not be designated in time to complete an in—application move to
NB 2797 prior to May 2020. Our contingency plan in this scenario will be to
complete MDR applications in NB 0086 and move to NB 2797 later once we have
achieved designation.

Other unforeseen developments that may not allow the above process.

Please NOTE: it is your commercial decision for how you wish to proceed.
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