
• 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.

IVDR Conformity  
Assessment Routes  
Guide

IVDR Conformity  
Assessment Routes 
Notified Body Assessments

Inspiring trust for a more resilient world.
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Class A sterile devices� 8

Class B devices (excluding self-testing and near-patient testing (NPT) devices)� 10                                       

Class B self-testing and NPT devices� 12
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Class C self-testing and NPT devices	�  16

Class C companion diagnostic (CDx) devices	�  18

Class D (excluding CDx), with Common Specification	�  20

Class D (excluding CDx), with no Common Specification	� 22

Class D CDx devices	�  24

Disclaimers:

•	 The information presented in this brochure is based on our current understanding of the 
IVDR requirements at the time of publishing and is subject to change  

•	 The tables do not cover assessments under the conformity route of Annex XI (Production 
Quality Assurance). BSI is not designated to Annex X (Type Examination) 

•	 The Competent Authority may ask for verification testing by the EU Reference Laboratory  
for devices other than Class D
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Infectious 
disease

Cancer 
testing

Companion 
diagnostics

Genetic 
testing

Congenital 
screening

Blood or  
tissue 
compatibility

Transmissible 
Disease

Blood  
screening

High risk  
disease

Rule 1 Rule 2 Rule 3

D CC

D

High risk 
blood 

groups

Illustration of the Classification rules as per Annex VIII of the IVDR

N N

Y Y

Y

Y

Note: When classifying your  
device, always consult the IVDR  

and, in particular, Annex VIII.

Implementing 
rules
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Self-testing

Specific IVD 
reagents

Instruments

Specimen 
receptacles

None of the 
other rules

Controls with 
no assigned 
values

Rule 4 Rule 5 Rule 6 Rule 7

A B BC

B

Self-test: 
Exempted  

(see below-right)

Illustration of the Classification rules as per Annex VIII of the IVDR

N N N

Y

Y Y Y Y

All near patient tests are  
classified in their own right, they  
can be D, C, or B, depending on  

intended purpose.

Class B self-tests
• Pregnancy tests 
• Fertility tests 
• Cholesterol tests

• �Detection of glucose, 
erythrocytes, leucocytes 
and bacteria in urine



6

Useful definitions

CE 2797

Throughout this guide, our Notified Body is 
referenced using its assigned Notified Body 
number: BSI The Netherlands (2797).

Common Specifications

The European Commission provides Common 
Specifications to the IVDR as a means of 
complying with the legal obligations applicable 
to a device, process or system, such as the 
General Safety and Performance Requirements 
(GSPRs), the requirements for performance 
studies and performance evaluation, and/or 
post-market surveillance.

CA and EMA

In the case of companion diagnostics, the 
Competent Authority (CA) or the European 
Medicines Agency (EMA) will be consulted 
regarding the associated medicinal product.

EU Reference Laboratory

These have been introduced under the 
IVDR and are laboratories designated by 
the European Commission to support with 
the assessment of Class D IVD devices. An 
EU Reference Laboratory is responsible 
for verifying the performance of Class D 
IVD devices and the ongoing verification of 
manufactured devices.

The Competent Authority may ask for 
verification testing by the EU Reference 
Laboratory for devices other than Class D.

Notified Body (NB)

The role of BSI as a Notified Body is to conduct 
a conformity assessment under the IVDR. This 
usually requires an audit of the manufacturer’s 
quality management system and, depending 
on the particular classification of the device, a 
review of the relevant Technical Documentation 
in support of the safety and performance claims 
for the device. The Technical Documentation 
is assessed against the General Safety and 
Performance Requirements (GSPR) within  
the IVDR.
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Class A devices

Note: No Notified Body involvement

Class A 
(excluding sterile  

devices)

Annex II and III 
Technical 

Documentation

CE Marking 
(Annex V) 

CE

Declaration of conformity 
(Annex IV)

Self declaration
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Class A sterile devices

Class A 
sterile

Annex II and III 
Technical 

Documentation

Annex XI* 
Production Quality 

Assurance

Annex IX* QMS 
Chapters I, III

Declaration of conformity 
(Annex IV)

CE Marking 
(Annex V) 
CE 2797

* Limited to sterility aspects
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*  �QMS certificates are valid for three years, whilst CE certificates remain valid for a maximum of five years. The Y3 
Recertification indicated in the table relates to the EN ISO 13485:2016 certificate cycle. Certification cycles vary 
and re-certification may not always occur at Y3.

Class A  
sterile devices

Initial  
Conformity  
Assessment

Surveillance

Y1 Y2 Y3 Y4 Y5

QMS Audits Yes Yes Yes Recertification* Yes Yes

Microbiology Audits Yes N/A Yes N/A Yes N/A

Technical Documentation  
Assessment N/A N/A N/A N/A N/A N/A

Competent Authority or EMA  
consultation (Annex IX, Section 5.2) N/A N/A N/A N/A N/A N/A

Experts consultations  
(article 48(6)) N/A N/A N/A N/A N/A N/A

Verification by EU reference  
laboratory (Annex IX, section 4.9) N/A N/A N/A N/A N/A N/A

Summary of Safety and  
Performance (Article 29)

N/A N/A N/A N/A N/A N/A

Performance Evaluation Report updates  
(Annex XIII - Part A, Section 1.3.2 and Article 56)

Not required for NB assessment

Post Market Performance Follow-up (PMPF) updates 
Evaluation Report (Article 56  and Annex XIII, Part B)

Not required for NB assessment

Post Market Surveillance (PMS) Report (Article 80)
Updated when necessary and made available  

to the NB upon request.

Periodic Safety Update Report (PSUR) (Article 81) N/A N/A N/A N/A N/A

Unannounced Audits At least once every 5 years

Class A sterile devices
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Class B devices 
(excluding self-testing and near-patient testing (NPT) devices)

Class B
(excluding class B  
self-testing and  

near-patient  
testing)

Annex IX QMS 
Chapters I, III

Annex IX Chapter II 
Technical Documentation  

assessed per device category  
(Section 4)

Declaration of conformity 
(Annex IV)

CE Marking 
(Annex V) 
CE 2797
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Class B devices  
(excluding self-testing  

and NPT devices)

Initial  
Conformity  
Assessment

Surveillance

Y1 Y2 Y3 Y4 Y5

QMS Audits Yes Yes Yes Recertification* Yes Yes

Microbiology Audits Yes  
(if sterile)

N/A
Yes 

(if sterile)
N/A

Yes 
(if sterile)

N/A

Technical Documentation  
Assessment

Sample per  
device category

As per the Technical Documentation Sampling Plan.  
A Technical Documentation surveillance audit is required 
every year whilst there are still devices left to be reviewed 
under the certificate scope.

Competent Authority or EMA  
consultation (Annex IX, Section 5.2) N/A N/A N/A N/A N/A N/A

Experts consultations (article 48(6)) N/A N/A N/A N/A N/A N/A

Verification by EU reference  
laboratory (Annex IX, section 4.9) N/A N/A N/A N/A N/A N/A

Summary of Safety and  
Performance (Article 29)

N/A N/A N/A N/A N/A N/A

Performance Evaluation Report updates  
(Annex XIII - Part A, Section 1.3.2 and Article 56)

Updated as per Manufacturer’s Performance Evaluation 
Plan; NB to review as per Technical Documentation  
Sampling Plan

Post Market Performance Follow-up (PMPF) updates 
Evaluation Report (Article 56  and Annex XIII, Part B)

Updated as per Manufacturer’s PMS, PMPF plans; NB to 
review as per Technical Documentation Sampling Plan. 
Implementation of the PMPF plan will be verified during 
annual surveillance visits

Post Market Surveillance (PMS) Report (Article 80)
Updated when necessary and provided to the CA and/or NB 
upon request

Periodic Safety Update Report (PSUR) (Article 81) N/A N/A N/A N/A N/A

Unannounced Audits At least once every 5 years

Class B devices (excluding self-testing and NPT devices)

*  �QMS certificates are valid for three years, whilst CE certificates remain valid for a maximum of five years. The Y3 
Recertification indicated in the table relates to the EN ISO 13485:2016 certificate cycle. Certification cycles vary 
and re-certification may not always occur at Y3.
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Class B self-testing and NPT devices

Class B 

self-testing and  
near-patient  

testing

Annex IX QMS 
Chapters I, III

Annex IX Chapter II 
Technical Documentation  
assessed for every device  

(Sections 4 and 5.1)

Declaration of conformity 
(Annex IV)

CE Marking 
(Annex V) 
CE 2797
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Class B devices  
self-testing and  

NPT devices

Initial  
Conformity  
Assessment

Surveillance

Y1 Y2 Y3 Y4 Y5

QMS Audits Yes Yes Yes Recertification* Yes Yes

Microbiology Audits Yes  
(if sterile)

N/A
Yes  

(if sterile)
N/A

Yes  
(if sterile)

N/A

Technical Documentation  
Assessment

Review for every 
device

N/A N/A N/A N/A Recertification

Competent Authority or EMA  
consultation (Annex IX, Section 5.2) N/A N/A N/A N/A N/A N/A

Experts consultations (article 48(6)) N/A N/A N/A N/A N/A N/A

Verification by EU reference  
laboratory (Annex IX, section 4.9) N/A N/A N/A N/A N/A N/A

Summary of Safety and  
Performance (Article 29)

N/A N/A N/A N/A N/A N/A

Performance Evaluation Report updates  
(Annex XIII - Part A, Section 1.3.2 and Article 56)

Updated as per Manufacturer’s Performance Evalua-
tion Plan; NB to review at the time of substantial change 
reviews

Post Market Performance Follow-up (PMPF) updates 
Evaluation Report (Article 56  and Annex XIII, Part B)

Updated as per Manufacturer’s PMS, PMPF plans; NB to 
review at the time of substantial change reviews

Post Market Surveillance (PMS) Report (Article 80)
Updated when necessary and provided to the CA upon 
request. NB to review at time of substantial change reviews

Periodic Safety Update Report (PSUR) (Article 81) N/A N/A N/A N/A N/A

Unannounced Audits At least once every 5 years

Class B devices self-testing and NPT devices

*  �QMS certificates are valid for three years, whilst CE certificates remain valid for a maximum of five years. The Y3 
Recertification indicated in the table relates to the EN ISO 13485:2016 certificate cycle. Certification cycles vary 
and re-certification may not always occur at Y3.
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Class C devices 
(excluding self-testing, NPT and companion diagnostics (CDx))

Class C
(excluding self-testing, 
near-patient testing 

and companion 
diagnostics)

Annex IX QMS 
Chapters I, III

Annex IX Chapter II 
Technical Documentation  

assessed per generic device  
group (Section 4)

Declaration of conformity 
(Annex IV)

CE Marking 
(Annex V) 
CE 2797
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Class C devices  
(excluding self-testing, NPT 

and CDx devices)

Initial  
Conformity  
Assessment

Surveillance

Y1 Y2 Y3 Y4 Y5

QMS Audits Yes Yes Yes Recertification* Yes Yes

Microbiology Audits Yes  
(if sterile)

N/A
Yes  

(if sterile)
N/A

Yes  
(if sterile)

N/A

Technical Documentation  
Assessment

Sample per generic 
device group

As per the Technical Documentation Sampling Plan. 
A Technical Documentation surveillance audit is required 
every year whilst there are still devices left to be reviewed 
under the certificate scope

Competent Authority or EMA  
consultation (Annex IX, Section 5.2) N/A N/A N/A N/A N/A N/A

Experts consultations (article 48(6)) N/A N/A N/A N/A N/A N/A

Verification by EU reference  
laboratory (Annex IX, section 4.9) N/A N/A N/A N/A N/A N/A

Summary of Safety and  
Performance (Article 29)

Yes Updated as soon as possible, where necessary

Performance Evaluation Report updates 
(Annex XIII - Part A, Section 1.3.2 and Article 56)

Updated at least annually; NB to review as per Technical 
Documentation Sampling Plan

Post Market Performance Follow-up (PMPF) updates 
Evaluation Report (Article 56  and Annex XIII, Part B)

Updated as per Manufacturer’s PMS, PMPF plans; NB to 
review as per Technical Documentation Sampling Plan. 
NB QMS audits to verify implementation of the plan by 
sampling complaints, vigilance information etc.

Post Market Surveillance (PMS) Report (Article 80)
Post-market surveillance will be captured in the Periodic 
Safety Update Report

Periodic Safety Update Report (PSUR) (Article 81)
PSUR update required at least annually. The PSUR should 
be available to the NB upon request

Unannounced Audits At least once every 5 years

Class C devices (excluding self-testing, NPT and companion diagnostics (CDx))

*  �QMS certificates are valid for three years, whilst CE certificates remain valid for a maximum of five years. The Y3 
Recertification indicated in the table relates to the EN ISO 13485:2016 certificate cycle. Certification cycles vary 
and re-certification may not always occur at Y3.
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Class C self-testing and NPT devices

Class C 

self-testing and  
near-patient  

testing

Annex IX QMS 
Chapters I, III

Annex IX Chapter II 
Technical Documentation  
assessed for every device  

(Sections 4 and 5.1)

Declaration of conformity 
(Annex IV)

CE Marking 
(Annex V) 
CE 2797
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Class C self-testing 
and NPT devices

Initial  
Conformity  
Assessment

Surveillance

Y1 Y2 Y3 Y4 Y5

QMS Audits Yes Yes Yes Recertification* Yes Yes

Microbiology Audits Yes (if sterile) N/A
Yes  

(if sterile)
N/A

Yes  
(if sterile)

N/A

Technical Documentation  
Assessment

Review for every 
device

N/A N/A N/A N/A Recertification

Competent Authority or EMA  
consultation (Annex IX, Section 5.2) N/A N/A N/A N/A N/A N/A

Experts consultations (article 48(6)) N/A N/A N/A N/A N/A N/A

Verification by EU reference  
laboratory (Annex IX, section 4.9) N/A N/A N/A N/A N/A N/A

Summary of Safety and  
Performance (Article 29)

Yes Updated as soon as possible, where necessary

Performance Evaluation Report updates  
(Annex XIII - Part A, Section 1.3.2 and Article 56)

Updated at least annually; NB to review at the time of PSUR 
reviews or substantial change reviews

Post Market Performance Follow-up (PMPF) updates 
Evaluation Report (Article 56  and Annex XIII, Part B)

Updated as per Manufacturer’s PMS, PMPF plans; NB to 
review at the time of PSUR reviews or substantial change 
reviews

Post Market Surveillance (PMS) Report (Article 80)
Post-market surveillance will be captured in the Periodic 
Safety Update Report

Periodic Safety Update Report (PSUR) (Article 81)
PSUR update required at least annually. The PSUR should be 
available to the NB upon request

Unannounced Audits At least once every 5 years

Class C devices self-testing and NPT devices

*  �QMS certificates are valid for three years, whilst CE certificates remain valid for a maximum of five years. The Y3 
Recertification indicated in the table relates to the EN ISO 13485:2016 certificate cycle. Certification cycles vary 
and re-certification may not always occur at Y3.
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Class C companion diagnostic (CDx)  
devices

Class C 

companion  
diagnostic

Annex IX QMS 
Chapters I, III

Annex IX Chapter II 
Technical Documentation  
assessed for every device  

(Sections 4 and 5.2)

CA or EMA consultation 
as per Annex IX – Section 5.2

Declaration of conformity 
(Annex IV)

CE Marking 
(Annex V) 
CE 2797
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Class C companion  
diagnostic (CDx)  

devices 

Initial  
Conformity  
Assessment

Surveillance

Y1 Y2 Y3 Y4 Y5

QMS Audits Yes Yes Yes Recertification* Yes Yes

Microbiology Audits Yes  
(if sterile)

N/A
Yes  

(if sterile)
N/A

Yes  
(if sterile)

N/A

Technical Documentation  
Assessment

Review for every 
device

N/A N/A N/A N/A Recertification

Competent Authority or EMA  
consultation (Annex IX, Section 5.2) Yes 

Modifications to the devices may need supplementary 
consultations (determined on a case-by-case basis taking into 
account the nature of the changes proposed)

Experts consultations (article 48(6)) N/A N/A N/A N/A N/A N/A

Verification by EU reference  
laboratory (Annex IX, section 4.9) N/A N/A N/A N/A N/A N/A

Summary of Safety and  
Performance (Article 29)

Yes Updated as soon as possible, where necessary

Performance Evaluation Report updates 
 (Annex XIII - Part A, Section 1.3.2 and Article 56)

Updated at least annually; NB to review at the time of PSUR 
reviews or substantial change reviews

Post Market Performance Follow-up (PMPF) updates 
Evaluation Report (Article 56  and Annex XIII, Part B)

Updated as per Manufacturer’s PMS, PMPF plans; NB to review 
at the time of PSUR reviews or substantial change reviews

Post Market Surveillance (PMS) Report (Article 80)
Post-market surveillance will be captured in the Periodic 
Safety Update Report

Periodic Safety Update Report (PSUR) (Article 81)
PSUR update required at least annually. The PSUR should be 
available to the NB upon request

Unannounced Audits At least once every 5 years

Class C companion diagnostic (CDx) devices

*  �QMS certificates are valid for three years, whilst CE certificates remain valid for a maximum of five years. The Y3 
Recertification indicated in the table relates to the EN ISO 13485:2016 certificate cycle. Certification cycles vary 
and re-certification may not always occur at Y3.
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Class D with Common Specification 
(excluding CDx)

Class D 

with Common 
Specification 
(excluding CDx)

Annex IX QMS 
Chapters I, III

Annex IX Chapter II  
excluding Section 5* 
Technical Documentation  
assessed for every device

Verification by EU  
Reference Laboratory 

Annex IX – Section 4.9§

Declaration of conformity 
(Annex IV)

CE Marking 
(Annex V)  
CE 2797

§ �Required for devices for which 
one or more EU Reference 
Laboratories have been 
designated in accordance with 
Article 100

* �For self-test and NPT Section 5.1 
is included
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Class D with Common 
Specification  
(excluding CDx)

Initial  
Conformity  
Assessment

Surveillance

Y1 Y2 Y3 Y4 Y5

QMS Audits Yes Yes Yes Recertification* Yes Yes

Microbiology Audits Yes  
(if sterile)

N/A
Yes  

(if sterile)
N/A

Yes  
(if sterile)

N/A

Technical Documentation  
Assessment

Review for  
every device

N/A N/A N/A N/A Recertification

Competent Authority or EMA  
consultation (Annex IX, Section 5.2) N/A N/A N/A N/A N/A N/A

Experts consultations (article 48(6)) N/A N/A N/A N/A N/A N/A

Verification by EU reference  
laboratory (Annex IX, section 4.9) Yes

Modifications to the devices may need supplementary 
verifications (determined on a case-by-case basis taking into 
account the nature of the changes proposed)

Summary of Safety and  
Performance (Article 29)

Yes Updated as soon as possible, where necessary

Performance Evaluation Report updates  
(Annex XIII - Part A, Section 1.3.2 and Article 56)

Updated at least annually. NB to review at the time of PSUR 
reviews or substantial change reviews

Post Market Performance Follow-up (PMPF) updates  
Evaluation Report (Article 56  and Annex XIII, Part B)

Updated as per Manufacturer’s PMS, PMPF plans; NB to 
review at the time of PSUR reviews or substantial change 
reviews

Post Market Surveillance (PMS) Report (Article 80)
Post-market surveillance will be captured in the Periodic 
Safety Update Report

Periodic Safety Update Report (PSUR) (Article 81)
PSUR update required at least annually; submitted to the NB 
via EUDAMED for NB review

Unannounced Audits At least once every 5 years

Class D with Common Specification (excluding CDx)

*  �QMS certificates are valid for three years, whilst CE certificates remain valid for a maximum of five years. The Y3 
Recertification indicated in the table relates to the EN ISO 13485:2016 certificate cycle. Certification cycles vary 
and re-certification may not always occur at Y3.
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Class D with no Common Specification 
(excluding CDx)

Class D 

with no Common 
Specification 
(excluding CDx)

Annex IX QMS 
Chapters I, III

Annex IX Chapter II  
excluding Section 5* 
Technical Documentation  
assessed for every device

Verification by EU  
Reference Laboratory 

Annex IX – Section 4.9§

Expert consultation† 
(Article 48(6))

Declaration of conformity 
(Annex IV)

CE Marking 
(Annex V) 
CE 2797

§ �Required for devices for which 
one or more EU Reference 
Laboratories have been 
designated in accordance with 
Article 100

† �Where no Common Specification 
is available, the NB shall provide 
the performance evaluation 
report of the manufacturer to the 
Expert Panel within five days of 
receipt. Required in cases where 
the device is the first of its type

* �For self-test and NPT Section 5.1 
is included
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Class D with no  
Common Specification  

(excluding CDx)

Initial  
Conformity  
Assessment

Surveillance

Y1 Y2 Y3 Y4 Y5

QMS Audits Yes Yes Yes Recertification* Yes Yes

Microbiology Audits Yes  
(if sterile)

N/A
Yes  

(if sterile)
N/A

Yes  
(if sterile)

N/A

Technical Documentation  
Assessment

Review for  
every device

N/A N/A N/A N/A Recertification

Competent Authority or EMA  
consultation (Annex IX, Section 5.2) N/A N/A N/A N/A N/A N/A

Experts consultations (article 48(6))

Yes, if the 
device is the 

first of  
its type

N/A N/A N/A N/A N/A

Verification by EU reference  
laboratory (Annex IX, section 4.9) Yes

Modifications to the devices may need supplementary 
verifications (determined on a case-by-case basis taking into 
account the nature of the changes proposed)

Summary of Safety and  
Performance (Article 29)

Yes Updated as soon as possible, where necessary

Performance Evaluation Report updates 
(Annex XIII - Part A, Section 1.3.2 and Article 56)

Updated at least annually. NB to review at the time of PSUR 
reviews or substantial change reviews

Post Market Performance Follow-up (PMPF) updates 
Evaluation Report (Article 56  and Annex XIII, Part B

Updated as per Manufacturer’s PMS, PMPF plans; NB to 
review at the time of PSUR reviews or substantial change 
reviews

Post Market Surveillance (PMS) Report (Article 80)
Post-market surveillance will be captured in the Periodic 
Safety Update Report

Periodic Safety Update Report (PSUR) (Article 81)
PSUR update required at least annually; submitted to the NB 
via EUDAMED for NB review

Unannounced Audits At least once every 5 years

Class D with no Common Specification (excluding CDx)

*  �QMS certificates are valid for three years, whilst CE certificates remain valid for a maximum of five years. The Y3 
Recertification indicated in the table relates to the EN ISO 13485:2016 certificate cycle. Certification cycles vary 
and re-certification may not always occur at Y3.
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Class D CDx devices

Class D 

CDx devices
Annex IX QMS 

Chapters I, III

Annex IX Chapter II  
including Section 5.2 
Technical Documentation  
assessed for every device

CA or EMA consultation 
– Annex IX, Section 5.2

Verification by EU  
Reference Laboratory 

Annex IX – Section 4.9§

Expert consultation† 
(Article 48(6))

Declaration of conformity 
(Annex IV)

CE Marking 
(Annex V) 
CE 2797

§ �Required for devices for which 
one or more EU Reference 
Laboratories have been 
designated in accordance with 
Article 100

† �Where no Common Specification 
is available, the NB shall provide 
the performance evaluation report 
of the manufacturer to the Expert 
Panel within five days of receipt. 
Required in cases where the device 
is the first of its type
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Class D CDx devices 
Initial  

Conformity  
Assessment

Surveillance

Y1 Y2 Y3 Y4 Y5

QMS Audits Yes Yes Yes Recertification* Yes Yes

Microbiology Audits Yes  
(if sterile)

N/A
Yes  

(if sterile)
N/A

Yes  
(if sterile)

N/A

Technical Documentation  
Assessment

Review for 
 every device

N/A N/A N/A N/A Recertification

Competent Authority or EMA  
consultation (Annex IX, Section 5.2) Yes 

Modifications to the devices may need supplementary con-
sultations (determined on a case-by-case basis taking into 
account the nature of the changes proposed)

Experts consultations (article 48(6))

Yes, if no CS 
and the device 
is the first of 

its type

N/A N/A N/A N/A N/A

Verification by EU reference  
laboratory (Annex IX, section 4.9) Yes

Modifications to the devices may need supplementary 
verifications (determined on a case-by-case basis taking into 
account the nature of the changes proposed)

Summary of Safety and  
Performance (Article 29)

Yes Updated as soon as possible, where necessary.

Performance Evaluation Report updates 
(Annex XIII - Part A, Section 1.3.2 and Article 56)

Updated at least annually; the NB will provide it to the expert 
panel as needed. NB to review at the time of PSUR reviews 
or substantial change reviews

Post Market Performance Follow-up (PMPF) updates  
Evaluation Report (Article 56  and Annex XIII, Part B

Updated as per Manufacturer’s PMS, PMPF plans; NB to 
review at the time of PSUR reviews or substantial change 
reviews

Post Market Surveillance (PMS) Report (Article 80)
Post-market surveillance will be captured in the Periodic 
Safety Update Report

Periodic Safety Update Report (PSUR) (Article 81)
PSUR update required at least annually; submitted to the NB 
via EUDAMED for NB review

Unannounced Audits At least once every 5 years

Class D CDx devices

*  �QMS certificates are valid for three years, whilst CE certificates remain valid for a maximum of five years. The Y3 
Recertification indicated in the table relates to the EN ISO 13485:2016 certificate cycle. Certification cycles vary 
and re-certification may not always occur at Y3.



26

Our website provides a wealth of resources 

including guidance documents, training 

courses, webinars and whitepapers.

To find out more, visit

bsigroup.com/IVD
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How ready are you for the IVD Regulation? 

The IVD industry is undergoing significant change. The IVDR, which 

replaces the IVD Directive (98/79/EC),  entered into force on May 

25th 2017. This starts the transition period of five years for 

manufacturers selling IVD devices into Europe. 

Manufacturers have the duration of the transition period to update 

their technical documentation and processes to meet the new 

requirements. BSI is committed to ensuring a smooth transition for 

all clients wishing to certify to the IVDR. 

This document allows you to detail how you intend to meet the 

additional requirements of the new Regulation, please use in 

conjunction with Regulation (EU) 2017/746. It is NOT an exhaustive 

checklist but contains summary statements of the significant changes. 

Completion of this form is not mandatory and does not need to form part of the transition process, but can help 

with your internal preparation and be a useful tool for planning your transition strategy. Use the boxes below to 

list procedures, records and examples that address the additional requirements. This can be used as a gap 

analysis tool or as an aide memoire during your transition assessments. 

Your BSI Team is here to support you on your journey, so please talk to us about your plans early on in your 

preparation. Further information can be found BSI IVDR revision page www.bsigroup.com/IVDRRevision.  

EU Directives lay down certain end results that 

must be achieved in every Member State. 

National authorities have to adapt their laws to 

meet these goals, but are free to decide how to 

do so.  

Regulations are the most direct form of EU 

law - as soon as they are passed, they have 

binding legal force throughout every Member 

State, on a par with national laws. National 

governments do not have to take action 

themselves to implement EU regulations. 

http://bsigroup.com/IVD


27

Notes



28

BSI Group America Inc.
12950 Worldgate Drive
Suite 800
Herndon, VA 20170 
USA 

T: +1 800 862 4977/703 437 9000
F: +1  703 437 9001
E: us.medicaldevices@bsigroup.com 

BSI UK Approved Body (0086)
Kitemark Court
Davy Avenue, Knowlhill
Milton Keynes  MK5 8PP
United Kingdom

T: +44 345 080 9000
T: +44 1908 814920
E: medicaldevices@bsigroup.com

BSI Group Asia Pac
BSI Group – Hong Kong
23rd Floor, Cambridge House
TaiKoo Place, 979 King’s Road 

 Island East. Hong Kong 

T: +852 3149 3320
F: +852 2743 8727
E: hk@bsigroup.com

BSI The Netherlands Notified Body (2797) 
Say Building
John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands

T: +31 20 346 0780
F: +31 20 346 0781
E: eu.medicaldevices@bsigroup.com

Your resource for excellence

Talk to BSI

• We have 4,600 colleagues globally

• Offices in 31 countries around the world

• Over 84,000 clients operating in 193 countries

•  Together our clients account for 75% of the FTSE 100
49% of the Fortune 500 and 77% of the Nikkei 225  
listed companies

•  More than 750 colleagues in BSI Medical Devices 

Additional services

Medical device newsletter service
Keep updated on what’s happening in the industry and 
changes in regulatory and quality requirements. You  
can take advantage of this free service by signing up  
on our website.

Informative webinars
Hear regular updates from our experts on key topics; 
listen live or listen back.

Comprehensive whitepapers 
Our technical specialists collaborate with external 
experts to bring you the latest views and understanding 
on complex regulatory issues. Download your 
complimentary copies now.

Medical device guidance documents
Our online guidance documents provide assistance  
in understanding the regulatory requirements for  
medical devices.

Standards
BSI British Standards delivers leading-edge best practice 
solutions through the development and publication of 
more than 59,000 Standards and related products.

Your resource in worldwide compliance: call BSI today on +44 345 080 9000
or visit bsigroup.com/medical – to start your journey.

...making excellence a habit.™

BSI Group America Inc.
12950 Worldgate Drive
Suite 800
Herndon, VA 20170 
USA 

T: +1 800 862 4977/703 437 9000
F: +1  703 437 9001
E: us.medicaldevices@bsigroup.com 

BSI UK Approved Body (0086)
Kitemark Court
Davy Avenue, Knowlhill
Milton Keynes  MK5 8PP
United Kingdom

T: +44 345 080 9000
T: +44 1908 814920
E: medicaldevices@bsigroup.com

BSI Group Asia Pac
BSI Group – Hong Kong
23rd Floor, Cambridge House
TaiKoo Place, 979 King’s Road 

 Island East. Hong Kong 

T: +852 3149 3320
F: +852 2743 8727
E: hk@bsigroup.com

BSI The Netherlands Notified Body (2797) 
Say Building
John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands

T: +31 20 346 0780
F: +31 20 346 0781
E: eu.medicaldevices@bsigroup.com

Your resource for excellence

Talk to BSI

• We have 4,600 colleagues globally

• Offices in 31 countries around the world

• Over 84,000 clients operating in 193 countries

•  Together our clients account for 75% of the FTSE 100
49% of the Fortune 500 and 77% of the Nikkei 225  
listed companies

•  More than 750 colleagues in BSI Medical Devices 

Additional services

Medical device newsletter service
Keep updated on what’s happening in the industry and 
changes in regulatory and quality requirements. You  
can take advantage of this free service by signing up  
on our website.

Informative webinars
Hear regular updates from our experts on key topics; 
listen live or listen back.

Comprehensive whitepapers 
Our technical specialists collaborate with external 
experts to bring you the latest views and understanding 
on complex regulatory issues. Download your 
complimentary copies now.

Medical device guidance documents
Our online guidance documents provide assistance  
in understanding the regulatory requirements for  
medical devices.

Standards
BSI British Standards delivers leading-edge best practice 
solutions through the development and publication of 
more than 59,000 Standards and related products.

Your resource in worldwide compliance: call BSI today on +44 345 080 9000
or visit bsigroup.com/medical – to start your journey.

...making excellence a habit.™

C
o

p
yr

ig
h

t 
©

 2
0

2
0

, T
h

e 
B

ri
ti

sh
 S

ta
n

d
ar

d
s 

In
st

it
ut

io
n

   
  B

S
I/

U
K

/1
0

3/
M

D
/0

4
2

1/
en

/B
LD


