
• 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.

 MDR Article 117:
Drug-device combination  
products application process

Introduced by the European Commission under the Medical Devices Regulation (MDR), Article 117 

requires manufacturers placing drug-device combination products onto the market as an integral 

device and marketing them as a “medicinal product” to seek a Notified Body Opinion (NBOp). The 

notified body then confirms whether the device is compliant with the relevant General Safety and 

Performance Requirements (GSPR) and provides an NBOp Report to the manufacturer to include in 

the Market Authorisation Application (MAA).

What is the role of a notified body?

A notified body, such as BSI, is designated by the Competent Authority to conduct a conformity 

assessment under the relevant EU regulations. For specific drug-device combination products, the 

conformity assessment requires a review of the relevant technical documentation provided by 

the manufacturer in support of the safety and performance claims for the device. The technical 

documentation is assessed against the GSPR of the EU regulations, taking into consideration the 

relevant guidance set out by the EU.

Inspiring trust for a more resilient world.

Drug-device  
combination  
products



FAQs about the Article 117 process

Q: How long does the Article 117 process take?

The duration of the entire process depends on the quality 

of the documentation submitted by the manufacturer, the 

number of questions BSI needs to ask for each round, and 

the manufacture’s responsiveness in answering questions. 

We have included an estimated timeline for Article 117 

reviews on the next page. The process is typically expected 

to take between two and six months to complete, so the 

more time you factor into the process the better.

Q: Is there an expedited service available?

There is no expedited service; however, our team will 

work closely with you to complete the reviews within the 

estimated timelines on the next page.

Q: Which documents do I need to supply?

Annex II of the MDR provides guidance on which documents 

are required. BSI has also produced an MDR Documentation 

Submission Best Practice Guideline, which is available on our 

website: www.bsigroup.com/medical. As part of the Article 

117 process there will be a thorough review of evidence of 

conformity to the GSPR; for this reason, supporting technical 

data will be required.

Q: What is the output of the process?

BSI will issue a Notified Body Opinion (NBOp) Report 

providing a recommendation on conformity of the drug-

device combination product to Article 117 of the MDR. To 

avoid any duplication of the reviews, this report will be 

detailed enough to demonstrate to the Competent  

Authority what data have been reviewed and to assure  

them conformity has been appropriately assessed.

Focusing our attention on Article 117

BSI has formed a dedicated Medicinal 

and Biologics team to provide guidance 

on Article 117. The team has over 55 

years' combined experience in drug 

development, Good Manufacturing 

Procedures (GMP) systems and 

controls, and Quality by Design 

(QBD). The team also has extensive 

experience in conformity assessments 

of medical devices with ancillary 

medicinal substances (MDR Rule 14) 

and substance-based medical devices 

(MDR Rule 21).

BSI was the first in the world to issue 

an NBOp to a manufacturer under 

Article 117 of the MDR. This is thanks  

to the team for working incredibly  

hard to provide this expertise to 

clients.

“The formation of a 
new, dedicated team 
will allow us to focus 
our attention on this 
challenging area of 
new EU regulation, 
delivering excellence 
to our clients.”

Dr Jennifer Durrant 

Global Head of Medicinal  

and Biologics, BSI

Drug-device 
combinations

Autoinjector

Inhaler

Pre-filled nebuliser

Pre-filled pen

Pre-filled syringe

Transdermal patch

Examples of drug-device 

combination products requiring 

Notified Body Opinion



Q: What is the role of BSI during the question 
stage of the MAA process?

On rare occasions, there might be questions from the 

Competent Authorities for the Notified Body during the MAA 

process. BSI will be available to answer these, mindful of the 

fact that there is a clock stop.

Q: How much clinical data is required?

The safety and efficacy of the medicinal substance is 

reviewed by the Competent Authority. As a Notified Body, 

BSI will need sufficient data to demonstrate the device 

performs as intended in the clinical setting. Clinical data 

may be required if there are specific device-related clinical 

claims or safety concerns.

Q: I’m making a change to an already marketed 
drug-device combination product. Does this 
require an NBOp?

Substantial changes to your product that could affect the 

performance and safety characteristics of the device will 

require an NBOp as part of the variation process. As an 

independent Notified Body, BSI is not able to advise or 

provide consultation to manufacturers on whether specific 

changes require an NBOp.

Estimated timeline for Article 117 reviews

Pre-review tasks
• Application submission 

• Quote issued and signed

• Contract review completed

• Scheduling

•  Complete documentation submission

•  Documentation completeness check

Medicinal review 
conducted; NBOp 
summary passed  
on to technical 

specialists

BSI 1st review 
round and 

questions sent  
to client

BSI 2nd review 
round and 

questions sent  
to client

Client  
responds  

to BSI

Working days

BSI timeline by task  
20

Total BSI timeline 
20

Working days

BSI timeline by task  
20

Total BSI timeline 
40

Working days

BSI timeline by task  
20

Total BSI timeline 
60

Clock  
stops

Client  
responds  

to BSI

Clock  
stops

Client  
responds  

to BSI

Clock  
stops

BSI 3rd review 
round and 

questions sent  
to client

Working days

BSI timeline by task  
10

Total BSI timeline 
70

BSI finalizes  
NBOp Report and 
makes submission 

for decision 
making

Final BSI NBOp 
report issued  

to client

Working days

BSI timeline by task  
10

Total BSI timeline 
80

This process is valid on acceptance of the BSI Terms of Service by the 
Manufacturer, which are available below:

Download the BSI UK Terms of Service

Download the BSI Netherlands Terms of Service

https://page.bsigroup.com/l/73472/2019-11-18/mlg8p7/73472/274822/BSI_GL_MD_medical_device_terms_EN_UK.pdf
https://page.bsigroup.com/l/73472/2019-11-18/mlg8p5/73472/274820/BSI_GL_MD_medical_device_terms_EN_NL.pdf
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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 Notified Body (0086)
Kitemark Court
Davy Avenue, Knowlhill
Milton Keynes  MK5 8PP
United Kingdom

T: +44 345 080 9000
T: +44 1908 814920
E: eu.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 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

• 84 offices in 31 countries across the world

• Over 84,000 clients operating in 195 countries
across a range of industries

•  Together, our clients account for 83% of the 
FTSE 100, 53% of the Fortune 500, and 81% 
of the Nikkei 225

•  

Additional services

Medical device newsletter service
Keep updated on what’s happening in the industry and 

  uoY .stnemeriuqer ytilauq dna yrotaluger ni segnahc

  pu gningis yb ecivres eerf siht fo egatnavda ekat nac
on our website.

Informative webinars
Hear regular updates from our experts on key topics; 

listen live or listen back.

Comprehensive white papers
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
  ecnatsissa edivorp stnemucod ecnadiug enilno ruO

  rof stnemeriuqer yrotaluger eht gnidnatsrednu ni

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 543 44+  080 9000
or visit bsigroup.com/medical – to start your journey.

...making excellence a habit.™

Over 680 colleagues within BSI Medical Devices
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Inspiring trust for a more resilient world.


