
• Class Is/Im/Ir devices 2

• Class IIa devices 4

• Class IIb Annex VIII rule 12 devices 8

• Class IIb implantable – Well-Established Technologies (WET) 10

• Class IIb non-implantable non rule 12 devices (non WET) 10

• Class IIb implantable devices (excluding WET) 14

• Class III non-implantable devices 16

• Class III implantable devices 18

• Custom-made Class III implantable devices 20

• Custom-made devices (excluding custom-made Class III implantable devices) 22

• Class I devices (excluding Class Is/Im/Ir devices) 23

DISCLAIMERS:
Information presented in the conformity assessment flow charts 
and tables below is based on our current understanding of the MDR 
requirements at the time of publishing this document; subject to change.

The tables do not cover assessments under the conformity routes  
Annex X (Type Examination) and Annex XI Part B (Product Verification) 
which may require additional tests or examinations of the devices.
The tables present a generalization of the requirements based on the 
classification of devices and some exceptions may apply.

The IVDR Date of Application 
is approaching
Are you ready for the May 2022 deadline?

The  entered into force in May 2017 with a five-

year transition period. Manufacturers have the duration of the transition period to update their 

Technical Documentation to meet the requirements and comply with the Regulation before the Date 

of Application of the IVDR in May 2022.

Inspiring trust for a more resilient world.

Your IVDR 
Transition 
Toolkit

Conformity Assessments from a full scope IVDR Notified Body
BSI has two Notified Bodies, one in the UK (0086) and one in the Netherlands (2797), 

both of which have full scope designations to the IVDR and MDR.

Supported by a dedicated IVD team of 19 technical specialists, who have an average of 20 years' 

experience, BSI is able to provide conformity assessments for CE marking of IVD medical devices 

whatever the outcome of Brexit.

More information is available on our website:

Use our resources to support your transition.

Inspiring trust for a more resilient world.

https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:32017R0746&from=EN


It is important that you start your application early

Your IVDR Transition Toolkit
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The transition to the IVDR requires you to plan and 

implement the new requirements, undergo a conformity 

assessment for your device, and make any necessary 

adjustments before May 2022.

It is important for you to have an understanding of the IVDR 

before applying for conformity assessment to CE mark your 

device and place it onto the EU market.

Use this toolkit to access the key resources you need to prepare for your transition.

Brochures and 
guidance documents

Whitepapers Webinars Training

Talk to BSI today
Call: +44 345 080 9000
Visit: bsigroup.com/medical
and start your journey

For more information on these and our full range of IVDR training courses, visit our website: 
www.bsigroup.com/ivdr

https://bsigroup.com/medical
https://www.bsigroup.com/ivdr
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