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BSI at a glance 
Full Scope NB under 

MDR & IVDR
A Certification Body for 
schemes including ISO 

13485, ISO 14001 and ISO 
27001, ISO 9001

A global training 
provider

The UK National 
Standards Body

AI – Assessment Cybersecurity Services
Testing service

An Auditing 
Organisation for 

MDSAP

Local market access 
schemes

A UK and EU Notified 
Body for CE marking 
under 15 European 

Directives/Regulations
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Poll Question 
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About BSI Regulatory Services (Medical Devices)

96% of the world’s top 25 
medical device manufacturers work with BSI

Over 1000
colleagues worldwide

Largest Notified Body
globally; BSI is a market leader 

Designated with full scope 
IVDR and MDR

Designated by MHRA (0086) and IGJ (2797)
Accredited by UKAS and RvA
Recognized by MHLW/PMDA, TFDA, MDB, INMETRO, MDSAP RAs 

96%

1000+

Market leader

Full scope 
Notified Body

Designated and 
Accredited
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BSI Medical Devices – Technical expertise

We have over 380+ Technical 
Specialists

We work with external experts 
including clinicians, 
biostatisticians, toxicologists 
and software experts

Our team has over 4.000 years 
combines regulatory, industry 
and academic experience

We have a team of in-house clinicians 
and have in-house specialists with 
expertise in biological substances, 
medicinal substances and 
microbiology

Our team are based across the 
globe and speak 25 different 
languages
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BSI Medical Devices – QMS expertise

The BSI QMS team includes 245 auditors worldwide

100
95

50
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Application Process Overview

First Contact

Digital Pre-Application Portal

Contract issued incl. 
Application Checklist

Contract Review and System 
Set-up

Certification Process Start

Required Data new Client: 
• Certificate holder name + address
• Full Time Employee Number
• Main contact incl. phone number and 

email address
• Which service is requested?
• Portfolio overview
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Digital Pre-Applications (DPA) for MDR & IVDR
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DPA
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Please make sure your 
intended purpose matches 

the requirements of Annex I 
20.4.1 c
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Do you have any additional sites? 
Do you work with critical 

subcontractors or crucial supplies? 
If yes, please add them
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If applicable add your existing 
certificates and latest audit report 
including information on NCs and 

CAPs
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IVDR Contract Available – 
Next Steps
• For contract Review, the signed contract and 

all documents listed in the CE application 
Checklist are needed

• Draft version will be accepted, however IVDR 
compliance is key

• Following a positive outcome of contract 
review, the certification process can start
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BSI MDR/IVDR process

Plus IVDR QMS visit
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BSI Technical Documentation Review Process

Completeness 
Check

Maximum 2 
rounds of 

checks until 
complete file is 

provided

Review Round 1

Longest period 
of NB review. 

Questions 
issued covering 

all identified 
deficiencies

Review Round 2

NB reviews 
responses to R1 

deficiencies. 
May have more 

questions

Review 
stage

Specifics

Review Round 3

NB reviews 
responses and 
issues final set 
of questions

Review Closure

NB reviews final 
responses. 

Large gaps lead 
to Refusal

Review will not 
start unless all 

studies are 
complete

Take calls 
offered by 

your technical 
expert!

Listen to 
Webinars on 

PE 
expectations
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Technical Documentation 
- Requirements

A complete and well-
organized file decreases NB 
review time and your costs.

Searchable, book-marked 
PDF

NB experts cannot draw 
conclusions from 

ambiguous documentation

Use justifications for non-
applicability

IVDR Terminology
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BSI IVD – Available Resources

Compliance Navigator Training

https://www.bsigroup.com/en-GB/our-services/training-courses/training-course-topics/medical-device-training-courses/
https://www.bsigroup.com/en-GB/medical-devices/our-services/Compliance-Navigator/
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BSI IVD – Available Resources

In Vitro Diagnostics Regulation | BSI Medical Devices  

Brochures Webinars Resources

If you’d like to know more about one of our products or services, please click on the 
link below to fill out the form and a member of our team will be in touch.
https://www.bsigroup.com/en-GB/forms/request-a-quote-medical-devices/

https://www.bsigroup.com/en-GB/capabilities/medical-devices/ivdr/
https://www.bsigroup.com/globalassets/meddev/localfiles/en-gb/services/bsi-md-mdr-ivdr-app-and-cert-process-uk-en.pdf
https://www.bsigroup.com/en-GB/medical-devices/resources/whitepapers/
https://www.bsigroup.com/globalassets/meddev/localfiles/de-de/documents/bsi-md-ivdr-best-practice-documentation-submissions-en-gb.pdf
https://www.bsigroup.com/globalassets/meddev/localfiles/en-gb/documents/bsi-md-ivdr-conformity-assessment-routes-booklet-uk-en.pdf
https://www.bsigroup.com/en-GB/medical-devices/resources/webinars/
https://www.bsigroup.com/en-GB/forms/request-a-quote-medical-devices/
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Questions
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BSI Group

389 Chiswick High Road

London, W4 4AL

+44 345 080 9000

bsigroup.com
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