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Regulations: Article 16
(EU) 2017/745 (MDR) & (EU) 2017/746 (IVDR)

Do not confuse with ANNEX XVI – devices with non-medical purpose!  
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Art 16 – Cased in which mftrs obligations apply to importers, distributors
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a] 

make device 
available

 under their 
name

b] 

change
intended purpose

c] 
Modify devices
in a way that

does 

affects 
compliance

Recital: MDR (36) / IVDR (35) 

To ensure legal certainty in respect of the 
obligations incumbent on economic 
operators, it is necessary to clarify when a 
distributor, importer or other person is to 
be considered the manufacturer of a 
device. 

Importer/Distributor (I/D) considered a 
manufacturer

➔ Art 16(1) ➔ CE-Marking Route 

Art 16 – MDR / IVDR – Whereas (Preamble)

Importers 
 Distributors
shall assume

obligations of a 
Legal Manufacturer

(Art 10)
 in case they: 
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Art 16 – MDR / IVDR – Whereas (Why)
Recital MDR (37) / IVDR (36) Parallel trade in 
products already placed on the market is a lawful 
form of trade within the internal market on the 
basis of: […]

[…] requirements for relabelling and repackaging 
should be specified in this Regulation, 

[...]  taking into account the case-law of the EU 
Court of Justice […]. 

Importer/Distributor (I/D) not considered a 
manufacturer

➔ Art 16(4) Certification Route

Modify Devices 
in a way that

does not 

affects compliance

Obligations of a manufacturer do not apply                    Article 16(4) Certification route 
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MDR & IVDR - Article 16(2)
2. For the purposes of point (c) of paragraph 1, the following shall not be considered to be 

a modification of a device that could affect its compliance with the applicable 
requirements: 

a) provision, including translation, of the information supplied by the manufacturer, in 
accordance with Section 23 of Annex I, relating to a device already placed on the 
market and of further information which is necessary in order to market the device 
in the relevant Member State;

b) changes to the outer packaging of a device already placed on the market, including 
a change of pack size, if the repackaging is necessary in order to market the device 
in the relevant Member State and if it is carried out in such conditions that the 
original condition of the device cannot be affected by it. 

In the case of devices placed on the market in sterile condition, it shall be presumed 
that the original condition of the device is adversely affected if the packaging that is 
necessary for maintaining the sterile condition is opened, damaged or otherwise 
negatively affected by the repackaging. 
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MDR & IVDR Article 16(3) – Requirements (I)

3. A distributor or importer that carries out any of the activities mentioned in 
points (a) and (b) of paragraph 2 shall indicate on the device or, where that is 
impracticable, on its packaging or in a document accompanying the device, the 
activity carried out together with its name, registered trade name or registered 
trade-mark, registered place of business and the address at which it can be 
contacted, so that its location can be established.
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MDR & IVDR Article 16(3) – QMS Requirements (II)
3. Distributors and importers shall ensure that they have in place a quality 

management system that includes procedures which ensure that the         
translation of information is accurate and up-to-date, and that the activities 
mentioned in points (a) and (b) of paragraph 2 are        performed by a means 
and under conditions that preserve the original condition of the device and 
that        the packaging of the repackaged device is not defective, of poor 
quality or untidy. 

The quality management system shall cover, inter alia, procedures ensuring 
that the distributor or importer         is informed of any corrective action taken 
by the manufacturer in relation to the device in question in order to respond to 
safety issues or to bring it into conformity with this Regulation.
 
Conditions: meet legal requirements Art16(3) Quality Management System in place
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MDR & IVDR Article 16(4) - Communication

4. At least 28 days prior to making the relabelled or repackaged device available on the 
market, distributors or importers carrying out any of the activities mentioned in points 
(a) and (b) of paragraph 2

shall inform the manufacturer and the competent authority of the Member State in 
which they plan to make the device available of the intention to make the relabelled or 
repackaged device available and,

 

upon request, shall provide the manufacturer and the competent authority with a 
sample or mock-up of the relabelled or repackaged device, including any translated 
label and instructions for use. 
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MDR & IVDR Article 16(4) - Certification

4. Within the same period of 28 days, the distributor or importer shall 
submit to the competent authority a certificate, 

issued by a notified body designated for the type of devices that 
are subject to activities mentioned in points (a) and (b) of 
paragraph 2, 

attesting that the quality management system of the distributer or 
importer complies with the requirements laid down in paragraph 3.

NB is designated for the types of devices, i.e., scope of designation 
indicated by MDN, MDA, IVR code as published on NANDO.
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MDCG Guidance Documents Art 16(4)
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Article 16 – MDCG Guidance documents

Guidance for Notified Bodies, importers & distributors Guidance for Distributors & Importers
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Article 16 – MDCG Guidance documents

CONTENTS

• Introduction

• Scope: Guidance for NB to develop an Art 16(4) Cert 
Scheme establishing the assessment activities necessary to 
certify I&D’s QMS.

• Quality Management System for distributors or importers

• Certification Scheme to be established by the Notified Body

• Contents of certificates

• Surveillance and changes, including extensions to scope

• Auditing

• Assessment of change notifications
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Why, Who, What, When, How, Where

Art 16 
certification

Why

Who

What

When

How

Where
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Article 16(4) certification – Why (I)

Art 16 
certification

Why

Who

What

When

Why is Art 16(4) certification required?  

 It is a legislative requirement for importers / distributors who are undertaking 
relabelling or repackaging of devices already placed on the market.  Hence, Art 16(4) 
Certification Scheme is a Regulatory Scheme linked to a MDR / IVDR designated NB.

Why Art 16(4) Certificate needed?   

To submit certificate to CA of MS prior to market the relabelled / repackaged device in 
that MS

Art 16(4) Scheme is not an “Accredited Scheme” like ISO 
13485

Why is Art 16 introduced?   

To improve transparency (key pillar of MDR/IVDR). It makes clear who is the actual legal 
mftr and who is the 3rd party I/D  (parallel distributors) conducting relabelling / 
repackaging of devices already placed on the market. 

Art 16(4) certification will ensure free trade in local EU markets and expand the control 
by the CAs. Art 16 will ensure regulatory compliance of the I/D. 

 

Art 16(4) certificate is not an EU (CE) Certificate (Annex XII)
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Article 16(4) certification – Why (II)

Art16 
certification

Why

Who

What

When

Why are relabelling / repackaging activities conducted?

• Modifications are “Necessary in order to market” refers to conditions that 
should be met in order to market the device in a specific Member State.

What is necessary? 

• I/D to provide a rationale why a change is “necessary”.

• NB to analyse the reasoning of the change.

• Mftr to analyse the (reason of) the change & implement follow up actions

• CA to analyse “the compliance with national requirements”
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Article 16(4) certification – Who (I)

Article 16 
certification

Why

Who

What

When

Who need certification under Article 16(4) ?

I/D based in “European Economic Area (EEA) who carry out relabelling / 
repackaging of MD that is already placed on the EEA market: 

• EU Member State,

• EFTA Countries (Norway, Iceland, Liechtenstein),

• Northern Ireland (Brexit agreement / EU Blue Guide)
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Article 16(4) certification – Who (I)

Article 16 
certification

Why

Who

What

When

Who issues Art 16(4) certificates?

Notified Bodies designated for MDR/IVDR

Scope of designation (indicated by MDA, MDN, IVR codes on NANDO) include types of 
devices being modified.

If yes, NB can undertake certification activities related Art 16 (2, 3, 4).
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Article 16(4) certification – What (scope) (I)

Article 16 
certification

Why

Who

What

When

Relabelling (Rel)  Art 16(2a) = provision, incl. translation, of the information, 
including the Instructions for Use, supplied by the manufacturer in 
accordance with section 23 of Annex I, relating a device already placed on the 
market and of  further information which is necessary in order to market the 
device in the relevant MS.

Repackaging (Rep) Art 16(2b) = changes to the outer packaging of a device 
already placed on the market, if the repackaging is necessary to market the 
device in the relevant MS and if it is carried out in such conditions that the 
original condition of the device cannot be affected by it.

What activities certified under Article 16(4)?
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Article 16(4) certification – What (scope) (II)

Article 16 
certification

Why

Who

What

When

What is out of scope?

• For devices in sterile condition, it shall be presumed that the original condition of the 
device is adversely affected if the packaging that is necessary to maintain the sterile 
condition is opened, damaged or otherwise negatively affected by the repackaging 
(Art 16(2b)

What Type of Devices will be certified under Article 16(4)?

Irrespective of classification:  All Class I, IIa, IIb, III, A, B, C, D devices are in-
scope. There are no exemptions.

Types of Devices under MDR and IVDR Certification as defined by the codes published in 
the Implementing Regulation 2017/2185.

• Legacy Devices under EC Certification are out of scope, i.e., do not require Art 16(4) 
cert. if relabelled / repackaged.

• Health institution/hospital splitting up a large pack of devices into smaller pack sizes 
or individual units for use or circulation within the health institution/hospital does not 
need Art 16(4) cert.
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Article 16(4) certification - When

• At least 28 days prior to making the relabelled or repackaged MD available 
on the market, I&D carrying out the Art 16(2) activities shall inform the 
Mftr and the CA of the MS in which they plan to make the MD available of 
the intention to make the relabelled or repackaged MD available. 

• Within the 28 days-period prior to making the relabelled and/or 
repackaged MD available on the market, I&D shall submit Art 16(4) 
certificate to the CA of the MS. 

hy

Article 16 
certification

Who

What

When

Why

What should be included in the Notification? ➔ MDCG 2021-26

What is the impact of the Notification?
• Impact on Manufacturers:
• Impact on CA of MS:
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Article 16(4) – Impact on Manufacturers

Manufacturers:

• Consider the relabelling / repackaging activities of I/D. 
• Study the necessity and the quality of the activities, 
• Protect against inadequate translations & inappropriate repackaging

• Controls in place to:
• Evaluate the information provided and the modifications implemented 
• Request sample /MU / Labelling 
• Include the modified products in the PMS plan (Post Market Surveillance / vigilance 

reporting),
• Add the parallel distributor to distributors list and consider them in case of FSCAs / 

withdrawals / recalls and request cooperation.



© 2024 BSI Group • Strictly Confidential • All Rights Reserved

26

Article 16(4) – Impact on Competent Authority

Competent Authority:

Based on the Notification & provided sample/mock-up/labelling & Art16 Certificate …

• CA can expand the control of the Importers & Distributors (e.g. during an inspection) and 
better conduct market surveillance of the relabelled / repackaged products. 

• CA is aware the I/D 
• has a QMS which has been audited and certified by a NB 
• is under surveillance control by the NB. 
• CA can contact the NB that issued the Art16(4) Certificate, if necessary.
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Article 16(4) certification – How (I)
How to obtain an Article 16(4) certificate from NB?

1] Select appropriate NB(s): 
• Designated for MD & IVD types of devices subject to modification (in scope)
• Check the NB’s scope of the designations in NANDO

Article 16 
certification

Why

When

How

Where

3] Follow NB’s Conformity Assessment & Certification process:

• Conformity Assessment & Certification process MDR/IVDR Annex VII. 

• NB will conduct QMS audit against Art 16(3) requirements (MDCG 2021-23).

4] Certification Cycle & Post Certification Activities: Initial, surveillance, recertification audit, 

5] Additional Audits related to proposed (major) changes (e.g. Extension to Scope)

2] Apply with NB(s):

• When changing MDR and IVDR devices => two separate applications MDR + IVDR.

• Result in MDR Art 16(4) Cert + IVDR Art 16(4) Cert.

• Art 16(4) Scheme does not include Technical Documentation Review or Microbiology audit
NB 

Audit 
only
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Article 16(4) certification - Where

Article 16 
certification

Why

When

How

Where
Where will the Notified Body audit?

• Importer/Distributor sites where Art 16(2) activities are conducted

• The sub-contractor sites involved in relabelling / repackaging activities
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BSI’s Article 16(4) Certification Scheme
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Article 16(4) – Conformity Assessment & Certification Process

Certificate 
Withdrawal

Changes & 
Modifications

Surveillance Audit
 Post-certification 

monitoring

Recertification

Certification

Final review 

& 
Decision making

QMS audit 
Planning

on-site audit

Reporting

Application 
review 

&
 Contract 

&

Allocation of 
resources

Pre-application

Activities
&

Quotation

Enquiry

Conformity Assessment Process steps per Annex VII (4) of MDR / IVDR similar to CE Scheme

QMS Auditor

Scheme Manager
Certificate 

Decision Maker

Scheme Manager

Certificate 
Decision Maker

Scheme ManagerCommercialCommercial

QMS Audit Only. => No Technical Documentation Review &  No Microbiology Audit
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Surveillance 
Audit(s)
on-site

Certificate 
renewal

Recertification 
audit 

each 3rd year

on-site

1X  or 2X 

QMS Surveillance 
audit(s) 

on-site

Initial 
Certification
(3y validity)

Initial Audit
on-site

Article 16(4) - Certification Cycle (BSI approach)

Certification Scheme: = 3 Years Certification Cycle ➔ Certificate Validity 3 Years 

• Initial Certification: QMS audit on-site:  All Art 16(2) activities / All types of devices / All sites.

• Surveillance audit: 1x Mid-term [stand-alone Art 16(4)]: on-site 

-– or –

• Surveillance audit: 2x Annual [=audit combined with ISO13485/other scheme audit]: on-site 

• Re-certification audit for Certificate Renewal: on-site.

• Surveillance audits after Certificate Renewal: on-site

• Additional Audits (e.g. Notifications of major changes; Extension to Scope: Audit on-site)
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Application for Article 16(4) Certification
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Article 16(4) –Application Portal
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Article 16(4) – Quotation – Audit Cycle

Stand-alone Article 16(4)

• Initial Audit

• Surveillance Audit after 18 months

• Recertification Audit in Year 3

Article 16(4) + other scheme(s) e.g. ISO 13485 
ISO 9001, MDSAP

• Initial Audit

• Surveillance Audit in Year 1

• Surveillance Audit in Year 2

• Recertification in Year 3
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Article 16(4) – Proposal
Quotation

ProposalApplication information
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Art 16(4) QMS Audit - elements
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QMS of Importers / Distributors – MDCG 2021-23 [Art 16(4) reqs specified] - I

QMS should govern the structure, responsibilities, procedures, processes and 
management of resources required to implement the principles and actions necessary to 
achieve compliance with the Art 16(3) provisions

MDCG

2021-23

Contractual relationships

QMS procedures should address elements related to contractual relationships:

• Contracts I&D with any economic operator the I&D is purchasing the device from 
should ensure that I&D is informed in a timely manner about any corrective action 
taken by the manufacturer in relation to the device in question in order to respond to 
safety issues or to bring it into conformity with the Regulation

• Contract between I&D and NB should specify the possibility for NB to perform on-site 
audits at the premises of I&D or their subcontractors

Goal: Procedures should ensure that activities do not affect compliance of the device with 
the applicable requirements.
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QMS of Importers / Distributors – MDCG2021-23 [Art 16(4) reqs specified] - II

• Documentation of the management system, incl. responsibility of the management and development of policies 
& procedures

• Resource management, incl. premises & equipment necessary to carry out activities as well as selection and 
control of suppliers and sub-contractors

• Policies for assignment of activities / responsibilities to personnel ensuring the availability of resources and 
information necessary to support the operation and monitoring of the activities mentioned

• Management of corrective actions:
• procedures ensuring that I&D is informed of any corrective action taken by the manufacturer in relation to 

the device in question in order to respond to safety issues or to bring it into conformity with the regulation 
• procedures for handling non-conforming devices and market recalls due to Art 16(2) activities, incl., when 

necessary, field safety corrective actions and verification of their effectiveness,

• Procedures to ensure traceability of the devices as well as labels, instructions for use and outer packaging 
indicating the changes made to the product. Note, sub-lot number of the relabelled / repackaged devices or 
other information may be provided to ensures traceability of those devices (MDCG2021-26).

• Control of documents & records

• Supervision of the implementation and maintenance of QMS, incl. internal audits and MR

MDCG

2021-23

QMS should be capable of supporting / demonstrating consistent achievement of the Art 16(3) requirements and 
should cover and address at least the following:
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QMS of Importers / Distributors – MDCG2021-23 vs. ISO13485

• Documentation of the management system, incl. responsibility of the management and development of policies 
& procedures

• Resource management, incl. premises & equipment necessary to carry out activities as well as selection and 
control of suppliers and sub-contractors

• Policies for assignment of activities / responsibilities to personnel ensuring the availability of resources and 
information necessary to support the operation and monitoring of the activities mentioned

• Management of corrective actions:
• procedures ensuring that I&D is informed of any corrective action taken by the manufacturer in relation to 

the device in question in order to respond to safety issues or to bring it into conformity with the regulation 
• procedures for handling non-conforming devices and market recalls due to Art 16(2) activities, incl., when 

necessary, field safety corrective actions and verification of their effectiveness,

• Procedures to ensure traceability of the devices as well as labels, instructions for use and outer packaging 
indicating the changes made to the product. Note MDCG2021-26, sub-lot number of the relabelled / repackaged 
devices or other information may be provided to ensures traceability of those devices.

• Control of documents & records

• Supervision of the implementation and maintenance of QMS, incl. internal audits and MR

MDCG

2021-23

QMS should be capable of supporting / demonstrating consistent achievement of the Art 16(3) requirements 
and should cover and address at least the following:

ISO 13485 
Clause 4 & 5

ISO 13485 
Clause 6

ISO 13485 
Clause 7.5.9

ISO 13485 
Clause 8.3 & 8.5

ISO 13485 
Clause 4.2 

ISO 13485 
Clause 5.6/8.2 
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Article 16(4) Certificate
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Article 16(4) – Certificate (example - MDR)



© 2024 BSI Group • Strictly Confidential • All Rights Reserved

Article 16(4) – Scope of Certificate: Types of Devices (EU) 2017/2185)

NOTE: Regulations (EU) 2017/2185 used to specify the Notified Body’s “Scope of Designation”
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Article 16(4) – Scope of Certificate: Types of Devices specified by their EMDN
European Medical Device Nomenclature

The EMDN is characterized by its 
alphanumeric structure that is 
established in a multi-level hierarchical 
tree. 

Article 16(4) Cert lists 1st +2nd level 
EMDN

1st Level = Device Category 
• Is understood as the relevant MDN, MDA, IVR 

Code from Reg (EU) 2017/2185 in scope of NB

2nd level = Device Group Level 
• Example: A01 – Needles
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Understand the scope and 
requirements of Art16 (2, 3, 
4) MDR/IVDR

Identify the types of 
organisations eligible for 
Art16(4) certification

Article 16(4) – Training Objectives

Understand Conformity 
Assessment & Certification 
Process  & Certification 
Cycle in BSI’s Article 16(4) 
Certification Scheme
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Summary:

Importers / Distributors who conduct Relabelling and/or Repackaging activities as 
described in Article 16(2)  on devices that are certified under the MDR and/or the IVDR 
under a Quality Management System containing procedures that ensure the compliance 
with the Article 16(3) requirements, can apply with BSI for Article 16(4) Certification.

BSI is a Notified Body (NB2797) designated for MDR (full scope) and IVDR (full scope) 
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Thank you 
for listening
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Article 16(4) - Certificate Template (IVDR)

For Distributors we will enter “Not 
Available” in SAP and for the 
certificate.  
For Importers we will capture the SRN 
and it will appear on the certificate.
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Article 16 – MDCG Guidance documents
Guidance for Distributors & Importers

14 Questions / Answers

(Q2) Do ‘legacy devices’ need an Article 16(4) Certificate? 

(Q3) What is meant by ‘necessary in order to market’ a modified 
device in the relevant Member State’? 
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Article 16 – MDCG Guidance documents
Guidance for Distributors & Importers

14 Questions / Answers

(Q5 & 6) What information should be notified to the 
manufacturer(s) / Competent Authorities according to the Article 
16(4)? 

(Q8) When should additional notification to manufacturer(s) & 
competent authorities  be submitted? 
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Article 16 – MDCG Guidance documents
Guidance for Distributors & Importers

14 Questions / Answers

(Q11) Do relabelling and/or repackaging activities performed on 
Class I devices & class A IVD devices also involve a notified body 
review? 
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Art 13 Importers & Art 14 Distributors – General Obligations

NOTE:  I&D shall always meet the “general obligations” 

• Art 13 (Importers)
• Art 14 (Distributors) 

Guidance provided in MDCG 2021-27
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