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EN ISO 13485:2016 - The harmonized standard is here
ISO 13485:2016, the Medical Device Quality Management System standard, has been harmonized to the
European Medical Devices Directives: MDD, AIMDD and IVDD. EN ISO 13485:2016 now replaces the
previous version of the standard, EN ISO 13485:2012, in the EU Official Journal, with the date of 'cessation
of presumption of conformity' of EN ISO 13485:2012 stated as 31 March 2019.

Standard harmonization allows manufacturers to use their compliance to the standard as evidence of

conformity to the requirements of relevant legislation. Manufacturers that hold CE certification with BSI to
allow them to place devices on the market in Europe (but do not hold separate ISO 13485 certification) will be
assessed to EN ISO 13485:2016 from 1 April 2019. Manufacturers holding only ISO 13485 certification with
th

BSI are required to transition to ISO 13485:2016/EN ISO 13485:2016 by 28 February, 2019.

The harmonization of EN ISO 13485:2016 is another step towards compliance to the recently published
Medical Devices and IVD Regulations, which will supersede the current Directives in three and five years,
respectively. You can find out more about the standard's harmonization in our recent blog post.

BSI can now offer UKAS-accredited ISO 13485 certification to ISO 13485:2016 and to EN ISO 13485:2016.
Talk to us to find out more.

BSI applies for MDR and IVDR Designation
BSI has submitted designation applications for the Medical
Devices Regulation (Regulation (EU) 2017/745) and the In Vitro
Diagnostic Regulation (Regulation (EU) 2017/746) to both the UK
and The Netherlands Competent Authorities. 26 November 2017
was the first day that Notified Bodies were allowed to apply for
designation under the MDR and IVDR, BSI were among the first
wave of Notified Bodies to submit for both Regulations. The next
step is for the respective Designating Authorities, MHRA in the UK and IGJ in The Netherlands, to
review our application and write a preliminary report to be sent to the Commission so that they can
schedule Joint Assessment audits of BSI.

BSI is proud to work towards designation for these critical Regulations and will continue to strive for
excellence in our Notified Body activities over the transition period. We will ensure that you are kept up
to date with the progression going forward.

Keep up to date with the latest developments by bookmarking our MDR and IVDR transition web pages:
bsigroup.com/mdr-revision
bsigroup.com/ivdr-revision

MDSAP, ISO 13485, MDR and IVDR: Are you ready for the changes?
This is a period of immense change for the Medical Device industry. Effective planning is essential for
uninterrupted market access, and understanding the changes is the first step to ensure you accurately
plan the time and resource required.
Use our timeline to review the upcoming changes and access resources to understand and plan for the
changes to MDSAP, ISO 13485, the MDR and IVDR.
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