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– Conformity Assessment Routes
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MDR Conformity Assessment Process

MDR Conformity Assessment Routes

BSI Conformity Assessment Model

Q & A
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• Information presented within this 
webinar is based on our current 
understanding of the MDR 

• Subject to change

Disclaimer
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Conformity Assessment Process
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MDR – Conformity Assessment Process

Post-market 
obligations

Affix CE 
mark

Sign DoC
CE 

certification

NB

conformity 
assessment

Select 
conformity 
assessment 

route

Classify the 
device

Medical 
Device?

If required as per the legislation
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Does a product fall within the scope of the MDR?

• Articles 1 & 2 of MDR are key:

• identify the inclusions and exclusions

• Provide various definitions

• Does the product fall within the definitions and scope?

̵ If not, the product outside the scope of Regulation
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What is a Medical Device? (Article 2.1)

For Humans
As intended by the 

manufacturer

Principal mode of action is not 
pharmacological, immunological, 

metabolic
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Just as a reminder..

• The following devices/products need MDR certificates by 26 May 2020 for continued market viability

Class I re-usable surgical instruments

Software that was Class I under MDD and now up-
classified

Devices utilising Human-tissue derivatives

Devices without a medical purpose – Annex XVI

Article 117 Drug/Device combinations

Custom-made Class III implants ~10 months left!
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Classification under MDR

Class III

Class III 
implantable

Class III 

non-implantable

Class IIb

Class IIb 
implantable 
non-WET*

Class IIb as per 
Rule 12

Class IIb 
implantable 

WET and other 
IIb devices

Class IIa

Class IIa
implantable

Class IIa

non-implantable

Class I

Class Is/Im/Ir

Other Class I

Risk
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*WET – Well-established technologies (Article 52.4) - sutures, staples, dental fillings, dental braces, tooth 
crowns, screws, wedges, plates, wires, pins, clips and connectors 
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Annex VIII: Classification Rules

Duration of 
contact

Degree of 
invasiveness

Anatomy 
affected

Active / Non-
active

Criteria

… Para 3.1: “Application of the 
classification rules shall be 
governed by the intended 
purpose of the devices”
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Annex VIII: Classification Rules

1 – 4: 
Non 

invasive 
devices

5 – 8: 
Invasive 
devices

9 – 13: 
Active 
devices

14 –
22: 

Special 
rules
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Conformity Assessment 

Routes
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Conformity Assessment

• ‘conformity assessment’ means the process demonstrating whether the 

requirements of this Regulation relating to a device have been fulfilled – Article 

2.40

Requirements, and 
conformity assessment 

routes

– Articles 52, 54; 
Annexes IX, X, XI, 

Dependent on device 
classification and some 

additional features 
(implantable; contains 

animal, human, medicinal 
substances etc) 

Conformity assessment 

Quality system based 

+

Product assessment 
based

Special cases – Article 22, 
Annex XIII, Annex XV, 

Article 117

Manufacturer chooses 
the conformity 

assessment route

NB to verify 
appropriateness and 
assess against the 
chosen annexes

More than one route 
may be available for a 

given classification
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Quality System Assessment Annexes

Annex IX, excl. Chapter II (Quality 
Management System):

• Focus on full lifecycle of the device (Design, 
manufacture and final inspection)

• ISO 13485

• Ensures there is a valid design process and 
that the device is manufactured, tested and 
inspected in compliance with the technical 
documentation

Annex XI Part A (Production Quality 
Assurance):

• Focus on manufacture and final inspection 
(excluding design)

• ISO 13485 (excluding design)

• Ensures device is manufactured, tested or 
inspected in compliance with the technical 
documentation
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Product Assessment Annexes

Annex IX Chapter II 
(Assessment of Technical 
Documentation)

•Technical Documentation 
submitted for examination

•NB examines documentation

•One-off examination

•+ module to demonstrate 
consistency of manufacture

Annex X (Type 
Examination)

•Device + documentation 
submitted for examination

•NB tests device to check it 
meets a certain ‘type’ typically 
described in Harmonised 
standards

•+ examines documentation

•One-off examination

•+ module to demonstrate 
consistency of manufacture

Annex XI Part B (Product 
Verification)

•NB examines every individual 
device; Tests typically defined 
in harmonised standards

•Devices verified against 
Technical Documentation and 
EC type examination certificate 
if applicable
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Conformity Assessment Routes

• MDD – MDR comparison

Annex
XI

Annex
IX

Annex
X

MDR MDD Focus of Annex
Annex IX Chapters I and III
Quality Management System

Annex II excl Section 4
Full Quality Assurance

QMS based; 
Design, Manufacture, Final 

Inspection 

Annex IX Chapter II
Technical Documentation

Annex II Section 4
Design Examination

Product based;
Documentation review

Annex X
Type-Examination

Annex III
Type Examination

Product based;
Type testing + Doc review

Annex XI - Part B
Product Verification

Annex IV
Verification

Product based;
Individual devices tested

Annex XI - Part A
Production Quality Assurance

Annex V
Production Quality Assurance

QMS based; 
Manufacture, Final Inspection 

No equivalent Annex VI
Product Quality Assurance

QMS based;
Final Inspection

Article 19
+ Annex II, III

Annex VII
Declaration of Conformity

For class I devices
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Some more pre-market and post-market requirements..

Required for all 
implantable 
devices and 
Class III devices

Updated at least 
annually if 
indicated

SSCP
Required for 
class IIa, IIb and 
III devices

Updated at least 
annually for IIb 
and III devices

Updated every 2 
years for IIa
devices

Submitted via 
EUDAMED for 
implantable or 
class III devices

PSUR
Updated at least 
annually for 
implantable or 
class III devices

PMCF 
Updates

Articles 32, 61

Article 86

Article 61
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BSI Conformity Assessment Model
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BSI conformity assessment

Microbiology 
& Sterilisation 

Audits

Quality 
System 
Audits

Technical 
Documentation 

Reviews

Unannounced 
Audits

• Type Examinations

• Product Verification

+Device Testing
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BSI Conformity Assessment – Class III implantable devices
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BSI Conformity Assessment – Class IIa non-implantable devices
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BSI Conformity Assessment – Class IIa implantable devices
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• All other classifications – Refer to the 
BSI guide
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Important considerations for MDR 

Applications / Assessments
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MDR Applications / Conformity Assessments

New applications to be submitted under MDR 
irrespective of whether those products have been 
previously certified under Directives

If an organisation consists of multiple legal entities 
marketing the same devices, separate applications 
will be required from each legal manufacturer with 
separate assessments conducted

NB will be requesting a few documents (quality 
manual, quality policy, PMS, vigilance procedures, 
sample PMCF plans etc) at the time of application
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MDR QMS audits
• All MDR audits must be treated as Initial audits

• Full in-depth QMS audit should be expected, 
but the emphasis will be on the new 
requirements introduced by MDR 

• Strategy for regulatory compliance, 
PRRC, UDI, Labelling, Implant Card, 
Clinical, SSCPs, PSURs, PMS/PMCF, 
Vigilance reporting, economic operators, 
translations etc

• Major gaps in control of 
subcontractors/suppliers may lead to 
verification audits at these entities even if they 
held valid certification

• Manufacturer’s QMS must demonstrate 
capability to meet the MDR requirements

• Project plans in place for various devices with 
evidence of implementation available for at 
least a few devices
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What about EUDAMED, UDI etc for which provisions may not be in place yet? 

Is the manufacturer aware of 
the requirements?

Are there are documented 
plans in place to implement 

these new provisions (even if 
theoretical and manufacturer 

own created forms and 
templates)

Are they aware of the 
current guidance documents 

already published and is 
there any progress in 
implementing these? 

Does the manufacturer have 
provisions and processes in 
place to monitor or screen 

for publication of key 
guidance documents?

Annex VII section 4.5.1 on conformity assessment activities
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MDR Technical Documentation Reviews

NB review format to be the 
same for all classifications 

of devices

All conformity routes cross-refer 
to Annex IX Section 4 for Tech 

doc reviews

Depth of review to be the 
same irrespective of the 

classification of the device

Proportionality to risk only via 
sampling of devices for IIa and 

certain IIb devices

Annex VII of MDR requires 
NBs to set time limits on 
conformity assessment 

activities

Tech doc reviews to be limited 
to 3 rounds of Q&A

Mr Bare Stent Mr X Ray
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https://www.bsigroup.com/

en-GB/medical-devices/our-

services/MDR-Revision/

Other BSI Resources
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