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Thank you for joining our webinar

▪ An opportunity to understand some key aspects of the 
MDR through the vision of a full scope NB and UK 
Approved Body. 

A couple of details

▪ Your microphones are on mute

▪ Any question? During the webinar you can ask your 
question in the chat, writing in the box on the right of 
your screen 

▪ We will try to answer at the end

© 2024 BSI. All rights reserved. 2
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Our speakers today

Theresa Jeary

Global Head of Medicinal & 
Biologics, Regulatory Services - BSI

Pilar Maldonado 

Business Development Manager – 
BSI

BSI

125 Years of  Excellence
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2400+ CE MDR

500+ CE IVDR

LEAD TIME & CAPACITY
bsi-md-nb-capacity-lead-times-en-gb.pdf

https://www.bsigroup.com/siteassets/pdf/en/insights-and-media/insights/brochures/bsi-md-nb-capacity-lead-times-en-gb.pdf
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• First NB to issue NBO

• 75% of total NBO released

Leading Notified Body 
for the provision of MDR 
Article 117 Notified 
Body Opinion (Nbo)
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Time to Hear from You ?
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Welcome & Introduction

Understanding Article 117 
under EU MDR

Key Regulatory Requirements

Notified Body Opinion (NBOp) 
Process

Best Practices & Compliance 
Strategies

Q&A
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Time to Hear from You ?
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Staked-needle 

Pre-filled 

Syringe

Single integral  

Intended exclusively 
for use in the given 

combination

Non-reusable

✓ .

✓ .

✓ .

Session Focus 
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Understanding 
Article 117 under 
EU MDR
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A117 – A key change in ways of working
MDD Process

• MAA submitted directly to 

Competent Authority

• MDD Annex 1 Essential 

Requirements (ERs) self 

certified checklist

MAA 

Including 

ERs

MAA +

GSPRs NBOp

NOTIFIED BODY

Could be ~ 6 month review period

PHARMA 

COMPANY

NBOp

PHARMA 

COMPANY

PHARMA 

COMPANY

MDR Process

• MAA to be submitted with a 

Notified Body opinion (NBOp)

• MDR Annex 1 General Safety 

and Performance Requirements 

(GSPRs)

18
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Article 117 Products

• MDR Article 1(9):

• Product governed 
by 2001/83/EC but 
relevant GSPRs 
shall apply.

Single 
integral

• Medicine and 
device integral 
at point of use

Not 
reusable

• Single dose 
• Multi dose 

possible if not 
refilled 

Exclusively 
for use

• Device not also 
used for 
alternate 
medicine
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Background to Article 117

• Concerns with the gap in legislation of such 
products:
• Technological advancements in the device 

area
• MDD stated the device must meet 

applicable ERs as per Annex I of 
93/42/EEC, but not included 
2001/83/EEC

• Competent Authority expectations for the 
device component were not clearly 
defined & divergence approaches seen
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What does MDR A117 require  

• Demonstration that the device part of the medicinal product meets MDR 
Annex 1 GSPRs 

• NB Opinion required as part of the Medicinal product MA Application if 
• The device part does not bear the CE Mark 

• The device part has not got a Declaration of Conformity with MDR Requirements
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Scope of Article 117

In the Scope of Article 117

22

Out of Scope of Article 117

• Combined ATMPs – Regulation 1394/2007 

• Non-Integral Combinations

• Co-packaged devices with medicinal 
products

• Cross-labelled products 

• Medicinal products that form an integral product 
with a medical device, where the action of the 
medicinal product is principal

Reference: Second subparagraph Article 1(9), MDR (EU) 2017/745
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Why Article 117 ?

23

• Legislation governing medical devices 
is different to that for medicinal 
products​

• Proportional Vs  Precautionary

• It doesn’t mean one set of legislation 
is superior to the other​

• Involvement of 
appropriate expertise in the process 
is key to ensure product safety
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Key Regulatory 
Requirements
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When is a NBOP 
required ?
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Dry Powder Inhaler example

Single Integral ✓
Exclusively for use ✓
Not Reusable ✓

Single Integral 
Exclusively for use ?
Not Reusable ?
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Multidose injection example

Single Integral ✓

Exclusively for use ✓

Not Reusable ✓

Single Integral 

Exclusively for use ?

Not Reusable 
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Pre-filled syringe containing a dermal filler 
product and local anaesthetic pain relief drug?

Intended Use: A pre-filled syringe containing a dermal filler for facial 
reconstruction, containing Lidocaine

• A device that has a physical action and its action is 
supported by a medicinal product

What is the purpose of the product

• Ancillary.  The drug supports the intended use of the 

device

Is the action of the Medicinal Product PRINCIPAL or 
ANCILLARY

• No.  MDR Article 52 applies (and Annex XVI)

Does MDR Article 117 apply?
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What is a Notified 
Body and its Role
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What is a Notified Body?

“A notified body is an organisation 
designated by an EU country to assess 
the conformity of certain products 
before being placed on the market.

These bodies carry out tasks related to 
conformity assessment procedures 
set out in the applicable legislation, 
when a third party is required...” 1

1 https://ec.europa.eu/growth/single-market/goods/building-blocks/notified-bodies_en
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• Evaluate manufacturer’s compliance to legislation that they are designated to

• Issue certification (EC) to permit CE marking of a device

• NBs range in size and scope

• NBs are not Government Agencies but private sector companies

• The Company chooses its NB body
•  Provided they are designated in that device area.

• NB fees vary depending on service required but are publicly available
• Cost per Hour / Day.
• Quality of submission will affect overall cost

• NANDO (New Approach Notified and Designated Organisations) Information System provides a 
list of designated NBs

EUROPA – European Commission – Growth – Regulatory policy - SMCS

Role of the Notified Body

https://webgate.ec.europa.eu/single-market-compliance-space/notified-bodies/notified-body-list?filter=legislationId:34,notificationStatusId:1
https://webgate.ec.europa.eu/single-market-compliance-space/notified-bodies/notified-body-list?filter=legislationId:34,notificationStatusId:1
https://webgate.ec.europa.eu/single-market-compliance-space/notified-bodies/notified-body-list?filter=legislationId:34,notificationStatusId:1
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https://webgate.ec.europa.eu/single-market-compliance-space/notified-bodies/notified-body-list?filter=legislationId:34,notificationStatusId:1
https://webgate.ec.europa.eu/single-market-compliance-space/notified-bodies/notified-body-list?filter=legislationId:34,notificationStatusId:1
https://webgate.ec.europa.eu/single-market-compliance-space/notified-bodies/notified-body-list?filter=legislationId:34,notificationStatusId:1
https://webgate.ec.europa.eu/single-market-compliance-space/notified-bodies/notified-body-list?filter=legislationId:34,notificationStatusId:1
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Notified Bodies for Medical Devices

Designated conformity assessment body (MDR, 
Article 2 (42))

Must employ the necessary personnel, with 
sufficient knowledge and experience to carry 
out the conformity assessment in accordance 
with the law(s) in question

In a Member State or in a 3rd country with which 
the Union has concluded an agreement

1 https://ec.europa.eu/growth/single-market/goods/building-blocks/notified-bodies_en
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Time to Hear from You ?
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What documentation 
and level of evidence 
is needed ?
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• How much information should I provide

• What format should I use?

• BSI Article 117 Guidance Document 

• MDR Article 117 Brochure

Technical Documentation Requirements

https://www.bsigroup.com/en-GB/insights-and-media/insights/brochures/article-117-documentation-submission-guidelines/
https://www.bsigroup.com/en-GB/insights-and-media/insights/brochures/article-117-documentation-submission-guidelines/
chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/www.bsigroup.com/siteassets/pdf/en/insights-and-media/insights/brochures/bsi-md-mdr-article-117-en-gb.pdf
chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/www.bsigroup.com/siteassets/pdf/en/insights-and-media/insights/brochures/bsi-md-mdr-article-117-en-gb.pdf
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37

MDR Annex I, General Safety and Performance 
Requirements

Chapter 1: 
General 

Requirements
(GSPRs 1-9)

Chapter 2: 
Design and 

Manufacture
(GSPRs 10-22)

Chapter 3: 
Information 

Supplied with 
the Device
(GSPR 23)
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1. Safe, Perform as Intended, State 
of the Art

2. Risk reduction as far as possible

3. Risk Management

4. Risk Control

5. Risk of Use Error

6. Lifetime

7. Packaging, Transport, Storage

8. Undesirable side-effects 
minimised & Risks<Benefits

9. Annex XVI “no risk at all” or “no 
more than the maximum 
acceptable risk”

10. Chemical, Physical & 
Biological Properties

11. Infection & Microbial 
Contamination

12. Devices incorporating a 
medicinal product and devices 
composed of substances that 
are absorbed by or locally 
dispersed in the human body

13. Devices incorporating 
materials of biological  
origin

14. Construction and interaction 
with the environment

15. Devices with a diagnostic or 
measuring function

16. Protection against radiation

17. Electronic programmable 
systems

18. Active devices and devices 
connected to them

19. Requirements for AIMD

20. Protection against mechanical 
and thermal risks

21. Protection against the risks 
posed to the patient or user by 
supplied energy or substances 

22. Protection against the risks 
posed by medical devices 
intended for use by lay 
persons

23. Information Supplied

MDR Annex I – General Safety and Performance 
Requirements

If you believe a GSPR is not relevant always state why, rather than just N/A

38
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Documentation 
Expectations

Notified Body expectations for 
Art.117 submission? 

Team-NB_Position-Paper_on-Documentation-
Requirements-Article117-V1.pdf

✓ Product ‘road-map’ document
✓ Comprehensive GSPR checklist
✓ All ‘evidence’ cited against applicable GSPRs
✓ Searchable, pdf file 

https://www.team-nb.org/wp-content/uploads/2020/04/Team-NB_Position-Paper_on-Documentation-Requirements-Article117-V1.pdf
https://www.team-nb.org/wp-content/uploads/2020/04/Team-NB_Position-Paper_on-Documentation-Requirements-Article117-V1.pdf
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https://www.team-nb.org/wp-content/uploads/2020/04/Team-NB_Position-Paper_on-Documentation-Requirements-Article117-V1.pdf
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https://www.team-nb.org/wp-content/uploads/2020/04/Team-NB_Position-Paper_on-Documentation-Requirements-Article117-V1.pdf
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https://www.team-nb.org/wp-content/uploads/2020/04/Team-NB_Position-Paper_on-Documentation-Requirements-Article117-V1.pdf
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Requirements on Article 117 documentation

Annex II
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TOP Level Summary Reports 

Ideally in the format of a checklist 

GSPR Checklist 

Detailed Reports and Data 

02

03

01

Documentation Learning Points

Identification of Applicability and Justification

Methods used to demonstrate conformity

Harmonised standards /   Common 
Specifications  / Other guidance or 
applied state of the art solutions 

Identification / Traceability of evidence

Detail from subcontractors and suppliers

Demonstrates MAH is in control of product
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Notified Body 
Opinion (NBOp) 
Process
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Notified Body Assessment Process and Key Stages

Quotation 
processed & 

contract review**

Technical 
documentation 

provided

BSI technical 
assessment

Responses & 
questions cycle

Closeout of 
questions based 

on technical 
specialist 

recommendation

Decision making 
Process 

(independent 
review)

Summary 
document / report 

issued to 
manufacturer

**Consider the need for NDA Agreements  

2 Service Levels Offered:
• Standard
• Dedicated for an interactive assessment
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Notified Body Opinion

▪ Will take the form of a report
• Clear which version of the device has been evaluated
• Clear to Competent Authority what has been looked at

• Sufficient detail to avoid duplication/ overlap
• Sufficient detail to give confidence 

• Any gaps clear to Competent Authority 

© 2020 DIA, Inc. All rights reserved
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Common challenges 
and how to address 
them ?
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Supplier Information

• Device part usually manufactured by supplier and therefore supplier 
has expertise and documentation on the device part 

• Supplier control and agreements shall be in place and well defined

• If IP issues, supplier data can be shared only to NBs 

• Who takes manufacturer’s responsibilities in DDC?

46
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• NBs see requests for NB Opinions where a DoC or CE Certificate for 
the device exists

• NBs aware if CAs requesting NBOp where a Declaration of 
Conformity exists 

• The device part is reusable and should obtain CE Certification as a 
medical device, but NB Opinion requested & vice versa

Identification when a NBOp is needed

47
Copyright © 2021 BSI. All rights reserved
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• NB needs to see the evidence and scientific data that demonstrates how the 
GSPR has been met 

• Difficult to prescribe the requirements given the wide range and difference in 
device complexity that may require a NBOp

• Pragmatic approach taken by NBs and flexibility built in to allow the MAA 
determine the information applicable to their relevant product and applicable 
GSPRs

• Accept that there may be some overlap in the data assessed by NB and CA but 
remember the differing perspectives involved

Technical Documentation Expectations

48
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• MAH to have in place a process for the review and management of changes
• Expert on the medicinal product as a whole
• Best placed to make the determination of impact of change
• Should take a risk-based approach to determine if a new NBOp needed
• MAH to justify approach taken

• Difficult to have a prescribed list of changes given the range and potential complexities of 
the device part

• Not all variation submission may need a revised NBOp

• Document your decision and you can discuss with the NCA/EMA

Management of Changes

49
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Questions & Answers for applicants, marketing authorisation holders 
of medicinal products and notified bodies with respect to the 
implementation of the Medical Devices and In Vitro Diagnostic 
Medical Devices Regulations ((EU) 2017/745 and (EU) 2017/746) 
(EMA/37991/2019)

50
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Best Practise & 
Compliance 
Strategies
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Preparing Robust Submissions & Common Challenges 

User Information

• Why does the NB want to see this ?

• What information would you provide ?

• What challenges do you see with this 
request ?

• It is recognised the labelling must comply 
to the Medicinal Product Directives and 
GSPR 23 subparts are not relevant

• Often see labelling referenced as 
evidence of compliance to GSPRs

• Necessary to see labelling relating to 
• use of the device, 
• dosing accuracy, 
• safety and communication of risks
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Preparing Robust Submissions & Common Challenges

Product and Design Specification 

• The NB wants to see that design requirements 

have been identified and documented in 

accordance with the intended use, safety and 

performance requirements, risk assessments.  

• Design information with respect to the final 

combination product, function, performance, 

lifetime, shelf life, packaging, labelling, regulatory 

requirements, usability and packaging etc is 

expected. 

• Why does the NB want to see this ?

• What information would you provide ?

• What challenges do you see with this 
request ?
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Preparing Robust Submissions & Common Challenges

Manufacturing Information

• To identify any special or proprietary processes, 

and any subcontracted processes. 

• The manufacture of the device parts and 

information on the assembly of the device parts 

into the final product, including in-process and 

device related product testing

• Why does the NB want to see this ?

• What information would you provide ?

• What challenges do you see with this 
request ?
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Preparing Robust Submissions & Common Challenges

Shelf Life

• The stability of the medicinal product is under the 

remit of the Competent Authority; however, 

evidence of the stability of the device 

components is required for the NBOp (SPR 7).

• Evidence should be provided to support device-

function related aspects of the final product only. 

• Stability protocol and Reports should be provided

• Shelf-life may be justified with reference to 

accelerated data. However, clear justification with 

reference to ICH guidelines should be provided

• Why does the NB want to see this ?

• What information would you provide ?

• What challenges do you see with this 
request ?



© 2024 BSI. All rights reserved.

Preparing Robust Submissions & Common Challenges

Risk Management 

• Expect to see a thorough design and process Risk 
Management assessment conducted for the entire 
lifecycle of the device (from initial design concept up 
to and including disposal). (SPRs 1, 2, 3, 4, 5, 8)

• How are risks assessed, mitigated and reduced

• Have appropriate controls (design out then 
protective measures) have been applied to all risks.

• Do risk mitigations introduce new risks

• Do the benefits outweigh all the residual risks when 
the device is used as intended. 

• Why does the NB want to see this ?

• What information would you provide ?

• What challenges do you see with this 
request ?
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Preparing Robust Submissions & Common Challenges

Clinical

• In most cases Clinical evaluation of the medicinal 

product will be carried out by the Competent 

Authority and the device is just aids the delivery 

of the medicinal product 

• In cases where there are device claims relating to 

the device part e.g., ‘less painful injection’ or, 

where the device is novel or where there are 

clinical safety risks for the device part e.g., 

implants, the clinical evaluation will be required. 

• If needed data to support the safety & 

performance claims made for the device part

• In what cases would the NB want to see 
this ?

• What information would you provide ?

• What challenges do you see with this 
request ?
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Conclusions on A117 
Implementation
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Where are we today ?

• BSI have now issued over 280 NB 
Opinions for over 100 Companies
• Majority are for Pre-Filled Syringes 

/ Autoinjectors
• Applications continue to increase and 

starting to see more complex systems
• As a NB actively involved in EMA 

discussions and improvements to the 
system  

• Member of the COMBO Operational 
Group

https://www.ema.europa.eu/en/human-regulatory-overview/medical-devices/combination-products-operational-group
https://www.ema.europa.eu/en/human-regulatory-overview/medical-devices/combination-products-operational-group
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Improvements to the A117 experience ?

Improve Communications

• NB point contact to discuss planned applications and 
potential changes on a regular basis and ensure project 
timelines and constraints are understood

Set Clear Expectations

• Publish additional guidance documents

• Internally align expectations and ensure consistency in 
approach and depth of review

• Limit the conduct of assessments to a specialised core 
group of A117 device experts 

Improved Predictability of Service 

• SLAs exist but ensure a clear timetable for all assessments is 
provided prior to assessment start

• Publish our SLA for change assessments analogus to 
variation timelines
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What have we learnt about A117 Implementation

• It has been challenging for all involved and has 
required lots of investment
• Resources
• Time 
• Commitment

• Interpretative challenges exist and remain 
pragmatic in approach

• Feedback is always appreciated as it helps us 
review and make improvements 

• Important that all Stakeholders appreciate the 
differing perspectives that exist in this area
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Time to Hear from You ?
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Q&A Session
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Interested in getting a A117 NBOp 

Contact 

For further information, please feel free to contact :

Pilar Maldonado
Business Development Manager – Spain & Portugal
BSI Group

T: +34 669 672 808

pilar.maldonado@bsigroup.com
www.bsigroup.com

mailto:pilar.maldonado@bsigroup.com
http://www.bsigroup.com/
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Thanks for your participation. 

Theresa Jeary
Global Head, Medicinal & Biologics Team

BSI, Kitemark Court
Davy Avenue, Knowlhill,
Milton Keynes, MK5 8PP, UK

T: +353 838134460
Theresa.Jeary@bsigroup.com

www.bsigroup.com

http://www.bsigroup.com/
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