
 

 

MEMORANDUM  

 

To: Members of the Association of Dental Dealers in Europe (ADDE) 

  
From: contrast 

 

  
Subject: Application of the Medical Device Regulation in light of the Covid-19 

pandemic and Brexit – Guidance note 

  
Date: 22 April 2021  

 

 

This memorandum provides guidance regarding the implementation and application of the Medical 

Device Regulation1 (the “MDR”) in light of recent developments such as the Covid-19 pandemic 

and the withdrawal of the United Kingdom (the “UK”) from the European Union (the “EU”) (“Brexit”).  

 

I. APPLICATION OF THE MEDICAL DEVICE REGULATION  

 

A. DATE OF APPLICATION OF THE MEDICAL DEVICE REGULATION 

 

1. The date of application of the MDR was initially set for 26 May 2020. However, in light of the 

Covid-19 pandemic, in April 2020 the EU legislator decided to postpone the application with one 

year, i.e. until 26 May 2021.2 

 

2. Although 26 May 2021 is approaching fast and the Covid-19 pandemic continues to disturb 

the activities of many of the parties involved in the implementation of the MDR, including notified 

bodies, there is no public information available indicating that the date of application of the MDR 

will be postponed a second time.3 Moreover, on 16 April 2021 we received confirmation from within 

DG SANTE that the European Commission does not have the intention to propose a (second) 

postponement of the MDR. 

 

3. Considering the above, we must assume that the MDR will apply as of 26 May 2021. 

                                                   
 
1  Regulation (EU) 2017/745 561 of the European Parliament and of the Council of 5 April 2017 on medical 
devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and 
repealing Council Directives 90/385/EEC and 93/42/EEC (https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=CELEX%3A32017R0745&qid=1619033603631).  
2  Regulation (EU) 2020/561 of the European Parliament and of the Council of 23 April 2020 amending 
Regulation (EU) 2017/745 on medical devices, as regards the dates of application of certain of its provisions 
(https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32020R0561).  
3  The dedicated European Commission website regarding the MDR is available here: 
https://ec.europa.eu/health/md_sector/overview_en. 

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32017R0745&qid=1619033603631
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32017R0745&qid=1619033603631
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32020R0561
https://ec.europa.eu/health/md_sector/overview_en
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B. FUNCTIONING OF NOTIFIED BODIES UNDER THE MEDICAL DEVICE REGULATION 

 

4. Manufacturers are responsible for making sure that the medical devices they place on 

the market comply with applicable requirements under the Medical Device Directive4 (the 

“MDD”) or the MDR. Depending on the risk class of the medical device, a notified body will verify 

and/or examine whether the device meets the prescribed requirements and, if so, confirm the 

conformity of the device. Accordingly, notified bodies play a crucial role in the approval process of 

most medical devices, including devices for which manufacturers must affix the CE marking of 

conformity before placing them on the market. 

 

5. Importantly, the MDR not only lays down stricter requirements for manufacturers and other 

(private) parties involved in the manufacture and distribution of medical devices, but also for notified 

bodies. In order to prove that notified bodies meet these stricter requirements under the MDR, they 

must receive a new designation under the MDR. Only notified bodies that have been designated 

under the MDR are allowed to verify and/or examine whether medical devices meet the 

requirements set under the MDR; their designation under the MDD does not suffice. 

 

6. Unfortunately, a considerable number of notified bodies that are currently designated under 

the MDD have not (yet) been designated under the MDR. At present, 20 notified bodies have been 

designated under the MDR. The official list of designated notified bodies is available on the NANDO 

website (New Approach Notified and Designated Organisations).5  

 

7. As a result, currently not enough notified bodies have been designated under the MDR 

in order to adequately support manufacturers for the certification of medical devices under the 

MDR, in particular taking into account the increased workload for notified bodies due to the 

transition from the MDD to the MDR and the additional challenges caused by the Covid-19 

pandemic. 

 

8. In part, the EU legislator has tried to address this problem by alleviating the workload for 

notified bodies by allowing them to carry out remote audits instead of on-site audits, in light of the 

exceptional circumstances caused by the Covid-19 crisis. However, the replacement of on-site 

audits by remote audits should (i) be limited in duration, (ii) be identified and justified on a case-by-

case basis and (iii) not go beyond what is required to ensure continuous availability of safe and 

performant medical devices.6 

                                                   
 
4  Council Directive 93/42/EEC of 14 June 1993 concerning medical devices (https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=CELEX:31993L0042).  
5  The website is available here: https://ec.europa.eu/growth/tools-
databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34.  
6  The European Commission has set out the conditions for remote audits under the MDR in the Commission 
Notice on the application of Sections 2.3 and 3.3 of Annex IX to Regulation (EU) 2017/745 and Regulation (EU) 

https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31993L0042
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31993L0042
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34
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9. In any event, it is clear that the notified bodies designated under the MDR will have a high 

workload and will need to carry out their tasks under the MDR as efficiently as possible. It can be 

expected that the certification of medical devices under the MDR will be affected by considerable 

delays. 

 

10. However, manufacturers cannot use potential problems or delays in respect of the 

tasks carried out by notified bodies to justify their non-compliance with the legal 

requirements of the MDR. Indeed, manufacturers cannot use the current issues regarding notified 

bodies as an excuse for their non-compliance. Ultimately, the manufacturer remains responsible 

for making sure that all medical devices he places on the market comply with the applicable legal 

requirements. 

 

11. Considering the above, it is important that manufacturers timely contact their notified 

body(ies) in view of certification under the MDR. Please note that manufacturers are free to choose 

any notified body that has been legally designated to carry out the conformity assessment 

procedure under the MDR (as long as the scope of the designation of the notified body covers the 

products of the manufacturer).  

 

12.  Furthermore, it is important to point out that certificates issued under the MDD before 26 

May 2021 (the date of application of the MDR) generally remain valid until 25 May 2024, 

provided that there are no significant changes to the device’s design or intended purpose after 25 

May 20217. Hence, in absence of such changes, devices which were certified under the MDD prior 

to 26 May 2021 can still be placed on the market until 25 May 2024 without the need for certification 

under the MDR. However, the requirements of the MDR in relation to post-market surveillance, 

market surveillance, vigilance, etc. shall apply instead of the corresponding requirements under the 

MDD.  

 

Furthermore, devices that were timely certified under the MDD and were validly placed on the 

market (e.g. supplied for distribution) before 26 May 2024 may continue to be made available on 

the market (e.g. sold by distributors) until 27 May 2025. This means that distributors may continue 

to sell medical devices certified under the MDD until 27 May 2025 at the latest. After 27 May 2025 

all devices must be certified under the MDR. 

                                                   
 

2017/746 with regard to notified bodies’ audits performed in the context of quality management system assessment 
(https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52021XC0111(01)&from=EN). The conditions 
for remote audits under the MDD are set out in the Medical Device Coordination Group’s (MDCG) Guidance on 
temporary extraordinary measures related to medical device Notified Body audits during COVID-19 quarantine 
orders and travel restrictions and its related Q&A document (available via 
https://ec.europa.eu/health/sites/health/files/md_sector/docs/md_mdcg_2020_4_nb_audits_covid-19_en.pdf and 
https://ec.europa.eu/health/sites/health/files/md_sector/docs/md_2020-17-guidance-mdcg-qa_en.pdf).  
7  This does not apply to class I devices. 

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52021XC0111(01)&from=EN)
https://ec.europa.eu/health/sites/health/files/md_sector/docs/md_mdcg_2020_4_nb_audits_covid-19_en.pdf
https://ec.europa.eu/health/sites/health/files/md_sector/docs/md_2020-17-guidance-mdcg-qa_en.pdf
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13. An example may clarify what this means in practice: 

 

If a device was produced and certified under the MDD at the end of 2020, i.e. before the date of 

application of the MDR, and does not undergo significant changes to its design or intended 

purpose: 

 

− the manufacturer can place the device on the market until 25 May 2024;  

− as long as the device is placed on the market before 26 May 2024, the distributor can 

continue to distribute the product until 27 May 2025; and 

− the distributor is not allowed to distribute the product after 27 May 2025 (it may no longer 

be sold as it does not meet the requirements of the MDR). 

 

14. It follows that during the so-called ‘grace period’ between May 2021 and May 2024 devices 

certified under the MDD and devices certified under the MDR will coexist on the market. Both will 

have equal status under the law, and no discrimination on eligibility criteria in public tenders may 

take place. 

 

15. The following graph of the European Commission depicts the timeline for the transition from 

the MDD to the MDR: 
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C. MANUFACTURERS V. DISTRIBUTORS – WHAT ABOUT PRIVATE LABELS? 

 

16. The main responsibilities and obligations under the MDR lay with the manufacturer of a 

device.8 Indeed, the MDR imposes numerous obligations on manufacturers, such as: 

 

− making sure that the device has been designed and manufactured in accordance with the 

requirements of the MDR; 

− conducting a conformity assessment and demonstrating the conformity of the device; 

− conducting a clinical evaluation; 

− establishing, documenting, implementing and maintaining a system for risk management; 

− implementing and updating a post-market surveillance system; 

− taking the necessary corrective action when a device that was placed on the market by 

them is no longer in conformity with the MDR; 

− recording and reporting incidents; and 

− complying with the obligations related to the Unique Device Identification system (UDI 

system).9  

 

17. The responsibilities of distributors of medical devices are more limited, but remain 

important.10 These include, among others: 

 

− verifying that the devices has been CE marked, that an EU declaration of conformity has 

been drawn up, and that labels and instructions for use are provided in the official 

languages of the Member States in which the device is made available (or in languages 

accepted by those Member States); 

− for imported devices, verifying that the importer’s name is indicated on each device or in 

the accompanying documentation; 

− verifying that the device bears a UDI, if required;. 

− ensuring that storage and transport conditions, when under their responsibility, are 

appropriate and in line with the recommendations of the manufacturer.11 

 

Importantly, if a distributor considers or has reason to believe that a device is not in conformity with 

the requirements of the MDR, it may not make the device available on the market until it has been 

brought into conformity. In this case, the distributor shall inform the manufacturer and, where 

applicable, the importer and the manufacturer’s authorized representative.  

 

                                                   
 
8  Article 10 MDR. 
9  The European Commission’s factsheet for manufacturers is available here: 
https://ec.europa.eu/docsroom/documents/31201.  
10  Article 14 MDR. 
11  The European Commission’s factsheet for distributors is available here: 
https://ec.europa.eu/docsroom/documents/33862.  

https://ec.europa.eu/docsroom/documents/31201
https://ec.europa.eu/docsroom/documents/33862
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18. In view of their different responsibilities and obligations under the MDR, it is important to 

correctly distinguish manufacturers from distributors:  

 

− a manufacturer is defined as the natural or legal person who manufactures or fully 

refurbishes a device or has a device designed, manufactured or fully refurbished, and 

markets that device under his name or trademark;12 whereas  

− a distributor is defined as any natural or legal person in the supply chain, other than the 

manufacturer or the importer, that makes a device available on the market, up until the 

point of putting it into service.13 

 

19. Considering the above definition of ‘manufacturer’, it is clear that a distributor who purchases 

a CE-marked medical device from a manufacturer (the ‘original manufacturer’) and sells that device 

under his own name or brand, commonly referred to as ‘Own Brand Labelling (OBL)’ or ‘Virtual 

Manufacturing’, will qualify as a manufacturer under the MDR. Even though the OBL manufacturer 

does not design and/or manufacture the device itself, he is considered the (legal) manufacturer 

because he places the device on the market under his own name or trademark. 

 

20. This means that a distributor who places devices on the market under a private label 

will be considered a manufacturer from a regulatory perspective, and will need to comply with 

the (numerous) obligations imposed on manufacturers under the MDR. This includes going through 

the appropriate conformity assessment procedure, which will often include an assessment by a 

notified body and affixing a CE mark. In principle the OBL manufacturer will be able to use a lot of 

the information gathered by the original manufacturer (if the original manufacturer is willing to share 

this information), but even then this implies a heavy regulatory burden on the OBL manufacturer. 

 

II. APPLICABLE RULES FOR MEDICAL DEVICES TRADED BETWEEN THE EU AND UK 

 

A. APPLICABLE LEGISLATION IN THE UK 

 

21. The UK has officially withdrawn from the EU since 1 February 2020 and the transition period 

agreed between both parties ended on 31 December 2020. This means that as of 1 January 2021 

the UK has effectively left the EU. 

 

22. Regarding the legislation that applies in the UK, it is important to distinguish between Great 

Britain (England, Wales and Scotland) and Northern Ireland. In accordance with the terms of the 

Northern Ireland Protocol, Northern Ireland has in effect remained in the EU single market for goods 

while Great Britain have left the EU single market. This means that in principle Northern Ireland will 

                                                   
 
12  Article 2(30) MDR. 
13  Article 2(34 MDR. 
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continue to apply EU legislation in relation to goods, such as medical devices, whereas Great 

Britain will not. 

 

23. The MDD, as transposed by national legislation in the UK (the Medical Devices Regulations 

2002)14, was already in effect before the UK’s withdrawal from the EU and accordingly still applies 

in Great Britain after Brexit. This will not change on 26 May 2021: the MDR will not apply in Great 

Britain. The situation is different for Northern Ireland, where the MDR will apply from 26 May 2021 

as is the case in the EU. The UK government intends to implement new legislation concerning 

medical devices, hence the applicable legislation may change in the future, but for now it is 

important to note that in Great Britain the UK Medical Devices Regulation 2002 will continue to 

apply and in Northern Ireland the MDR will apply.  

 

24. The key principles and requirements regarding medical devices in Great Britain are the 

following: 

 

− The Medicines and Healthcare products Regulatory Agency (MHRA) is responsible for 

regulating the UK medical devices market.  

 

− Regarding the CE and UKCA mark: 

o CE marking will continue to be recognized in Great Britain until 30 June 2023. 

o The UKCA mark (UK Conformity Assessed) is a UK product marking used for certain 

goods, including medical devices, being placed on the Great Britain market (i.e. the UK 

equivalent of the CE mark). The UKCA mark is not recognized in the EU, EEA or 

Northern Ireland markets, so relevant products require a CE mark for sale in these 

markets.  

o Manufacturers can use the UKCA mark on a voluntary basis until 30 June 2023. From 

1 July 2023, a UKCA mark will be required in order to place a device on the Great 

Britain market. 

 

− Regarding notified bodies: 

o UK notified bodies are not able to issue CE certificates (other than for the purposes of 

the ‘CE UKNI’ marking, which is valid in Northern Ireland) and have become ‘UK 

Approved Bodies’.15 

o The EU no longer recognizes UK notified bodies. 

                                                   
 
14  The UK MDR 2002 is available here: https://www.legislation.gov.uk/uksi/2002/618/contents/made. 
15  Existing UK Notified Bodies with designations under the EU MDD, EU IVDD or EU AIMDD have had their 
designations rolled over automatically, without having to undergo a new designation process. 

https://www.legislation.gov.uk/uksi/2002/618/contents/made
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o Certificates issued by EU-recognized notified bodies will continue to be valid for the 

Great Britain market until 30 June 2023. 

 

− Regarding the placement of devices on the Great Britain market: 

o A new route to market and product marking is available for manufacturers wishing to 

place a device on the Great Britain market, namely via the UKCA mark requirements. 

o Since 1 January 2021, all medical devices placed on the Great Britain market need to 

be registered with the MHRA. There is a grace period for registering: 

 Class IIIs and Class IIb implantables, and all active implantable medical devices 

and IVD List A products must be registered from 1 May 2021; 

 other Class IIb and all Class IIa devices and IVD List B products and Self-Test 

IVDs must be registered from 1 September 2021; 

 Class I devices, custom-made devices and general IVDs (that do not currently 

need to be registered) must be registered from 1 January 2022; 

Manufacturers of Class I devices, custom-made devices and general IVDs that, prior to 

1 January 2021, were required to register their devices with the MHRA (i.e. UK-based 

manufacturers or third country manufacturers with Northern Ireland-based Authorized 

Representatives) must continue to register their devices from 1 January 2021 on the 

same basis as they do now rather than in line with the above dates. 

o Where third party conformity assessment is required, approval by a UK Approved Body 

is needed. 

o If you are a manufacturer based outside the UK and wish to place a device on the Great 

Britain market, you need to appoint a single ‘UK Responsible Person’ who will take 

responsibility for the product in Great Britain (this is similar to an ‘authorized 

representative’ under the MDR).  

o Where applicable, the name and address of the UK Responsible Person needs to be 

included on product labelling where the UKCA mark has been affixed (including when 

devices have been dual marked). 

 

25. The key requirements for placing a device on the Northern Ireland market can be 

summarized as follows: 

 

− The MDR will apply in Northern Ireland from 26 May 2021. 

 

− CE marking is required. In addition, the UKNI marking (UK Northern Ireland) is required if 

a UK Notified Body undertakes mandatory third-party conformity assessment (instead of a 

EU notified body). 
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− Certain medical devices placed on the Northern Ireland market need to be registered with 

the MHRA. Class I devices placed on the market by Northern Ireland manufacturers and 

authorized representatives based in Northern Ireland must be registered as they were prior 

to 1 January 2021, as the registration timings will not apply to these devices. For other 

device classes, devices must be registered by the following dates: 

o Class IIIs and Class IIb implantables, and all active implantable medical devices and 

IVD List A products must be registered from 1 May 2021 

o other Class IIb and all Class IIa devices and IVD List B products and Self-Test IVDs 

must be registered from 1 September 2021 

 

− When placing devices on the Northern Ireland market, Great Britain-based manufacturers 

must appoint an EU or Northern Ireland-based authorized representative. 

 

− Most manufacturers based outside the UK must have a UK Responsible Person in place 

to act as a regulatory point of contact within the UK and comply with the registration 

requirements when these begin to apply. 

 

B. MEDICAL DEVICES TRADED BETWEEN THE EU AND UK 

 

26. Based on the above information, we can summarize the principles and requirements that 

apply to medical devices being traded between the UK and EU. In order not to needlessly 

complicate matters, we will consider the situation as applicable after the MDR has come into effect 

(i.e. as of 26 May 2021).16 

 

27. If a UK manufacturer wishes to place a medical device on the EU market: 

 

− The medical device will have to comply with EU legislation, i.e. the MDR.  

 

− Accordingly, the device will need to go through the applicable EU conformity assessment 

procedure, if required with involvement of an EU notified body (UK notified bodies are no 

longer recognized by the EU), and the manufacturer will need to affix a CE mark if required 

under the MDR. 

 

− The UK manufacturer will have to designate an authorized representative in the EU, who 

shall act on the manufacturer’s behalf in relation to certain of the manufacturer’s obligations 

                                                   
 
16  Specific guidance regarding the placing on the market of medical devices in Northern Ireland is available 
here: https://www.gov.uk/guidance/medical-devices-eu-regulations-for-mdr-and-ivdr.  

https://www.gov.uk/guidance/medical-devices-eu-regulations-for-mdr-and-ivdr
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under the MDR.17 The relationship between the manufacturer and authorized 

representative must be covered by a mandate.  

 

− The EU distributor who buys the device from the UK manufacturer shall qualify as an 

‘importer’ under the MDR (an importer is defined as any natural or legal person established 

in the EU that places a device from a third country on the EU market).18 The importer shall 

have several obligations, in particular in relation to the medical device’s compliance with 

the MDR.19 

 

28. If a EU manufacturer wishes to place a medical device on the Great Britain market: 

 

− The medical device will have to comply with UK legislation, i.e. the UK Medical Devices 

Regulations 2002. 

 

− The device will have to be registered with the MHRA, but a grace period applies depending 

on the risk class of the product. 

 

− The device will need to go through the conformity assessment procedure applicable under 

UK legislation, if required with involvement of a UK Approved Body. However until 30 June 

2023 CE marked devices are still accepted on the Great Britain market; as of 1 July 2023 

new devices placed on the Great Britain market will need to conform with the UKCA 

marking requirement. 

 

− The EU manufacturer will have to designate a ‘UK Responsible Person’, who shall act on 

the manufacturer’s behalf in relation to the manufacturer’s obligations. This notably 

includes registering the device with the MHRA before the device can be placed on the 

market.20 

                                                   
 
17  At a minimum, the authorized representatives’ obligations include verifying that the EU declaration of 
conformity and technical documentation have been drawn up and, where applicable, that an appropriate conformity 
assessment procedure has been carried out by the manufacturer. An authorized representative must also keep 
copies available of all documents and make them accessible to authorities on request. This includes technical 
documentation, declarations of conformity, and certificates, including their amendments and supplements. Further 
obligations of the authorized representative are set out in article 11 of the MDR. 
18  Article 2(33) MDR. 
19  For instance, an importer is responsible for making sure that the devices they place on the market bear 
the CE marking, are accompanied by the required information and labelled in accordance with the Regulation, and 
have been assigned a UDI where applicable. In addition, the importer should verify that devices are registered in 
EUDAMED. If an importer considers that a device is not compliant with the Regulations, the device shall not be 
placed on the market and the importer shall inform the manufacturer and the authorized representative. The 
importer should also inform the authorities if they suspect that a device has been falsified or that there is a serious 
risk to health. Further obligations of the importer are set out in article 13 of the MDR. 
20  Other requirements include ensuring that the declaration of conformity and technical documentation have 
been drawn up and, where applicable, that an appropriate conformity assessment procedure has been carried out 
by the manufacturer; keeping available a copy of the technical documentation, a copy of the declaration of 
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− If the Great Britain importer (i.e. the UK distributor buying the device from the EU 

manufacturer) is not the UK Responsible Person, the importer is required to inform the 

relevant UK Responsible Person of its intention to import a device. In that case the UK 

Responsible Person must provide the MHRA with a list of device importers. 

 

 

*  * 

* 

                                                   
 

conformity and, if applicable, a copy of the relevant certificate; and, upon request from the MHRA, providing the 
MHRA with all the information and documentation necessary to demonstrate the conformity of a device. 


