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Abstract

Obijective: To compare the measures taken by the European Union, Swit-
zerland and the United Kingdom to ensure the continuity of the medical
devices market, complying with the requirements of Regulation 2017/745.
Method: To carry out this work, a review was made of the official web-
sites of the European Commission, the Spanish Agency for Medicines and
Health Products, the Swiss Agency for Therapeutic Products and the Medi-
cines and Healthcare Products Regulatory Agency of the United Kingdom.
Bibliographic searches were also conducted on Pubmed and the infernet
[Google), using terms such as “withdrawal of the Mutual Recognition Agre-
ement of Swiss European Union medical device conformity certificates,
new UK medical device regulation”, for a period extending from January
2020 to December 2021.

Results: As a result of the disappearance of the legal framework that
supported free frade between Switzerland, the United Kingdom and the
European Union, products that used to be unrestrictedly distributed in
Europe have become imports having to comply with the relevant legal
requirements. Disfribufors for their part have become importers, and decla-
rations of conformity and CE cerfificates have lost their validity. Further-
more, notified bodies from Switzerland and the United Kingdom are no
longer recognized by the European Commission. Switzerland, the United
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Resumen

Objetivo: Comparar las medidas que se han tomado por parte de
la Unién Europea, Suiza y Reino Unido para mantener la continuidad
de mercado cumpliendo con los requisitos regulatorios del Regla-
mento /45/2017 de Productos Sanitarios.

Método: Para realizar este frabajo se han revisado las webs oficiales
de la Comisién Europea, la Agencia Espafiola del Medicamento y Pro-
ductos Sanifarios, la Swiss Agency for Therapeutic Products y la Medici-
nes and Healthcare Products Regulatory Agency del Reino Unido y se han
realizado bisquedas bibliograficas en PubMed y en internet (Google)
con términos como "withdrawal Mutual Recognition Agreement of certi-
ficates of conformity European Union Switzerland medical devices, new
regulation medical devices UK" y similares para un periodo comprendido
enfre enero de 2020 y diciembre de 2021.

Resultados: Como resuliado del cese del marco legal que sostenia
el libre comercio entre Suiza y Reino Unido de la Unién Europea, la
distribucion de productos sanitarios se ha convertido en una importacién,
teniendo que cumplir con los requisitos legales pertinentes. Los distribuido-
res han pasado a ser importadores, v las declaraciones de conformidad
y cerfificados de Conformidad Europea han perdido su validez. Ademds,
los Organismos Notfificados ya no son reconocidos por la Comision Euro-
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Kingdom and the European Union have had to grant grace periods to
allow regulatory agencies and economic operators to adapt fo the new
situation.

Conclusions: The transition period toward the new economic scenario
has not yet ended. Both Switzerland and the United Kingdom have had
to take stronger measures than the EU o adapt to the changes. Both Swit-
zerland and the United Kingdom are expected to finally incorporate the
requirements of the new Regulation in their internal legal systems.

Introduction

Since 2017, the European regulation on medical devices (MD) is Regu-
lation 2017/745 on PS!, hereinafter “Regulation”. In 2002, the Swiss legisla-
tion on medical devices (MDs) was brought info line with the European
legislation with the enactment of the Medical Device Ordinance (MedDO)?
and the Federal Act on Medicinal Products and Medical Devices®. The equi-
valence was made possible by the European Union (EUJ-Switzerland Mutual
Recognition Agreement (MRA) on MD*. The legal basis for this MRA is to be
found in the EU directives on MDs®”. However, the equivalence came fo an
end on 26 May 2021 with the entry into force of Regulation 2017/745 on
MDs', henceforth the Regulation, which replaced Directive 93/42 on MDs®
and Directive 90/385 on Active Implantable Medical Devices [AIMDs)'.

Consequently, and as a confingency measure, on 19 May the Swiss
Federal Council commissioned a thorough overhaul of the MedDO, infrodu-
ced supplementary provisions, and enacted new rules for the performance
of clinical frials with MDs?®.

Both the EU and Switzerland have prepared a new MRA on MDs,
which has been completed and stands ready fo be signed. However, the
EU has tied the conclusion of the new MRA to the advancement of the nego-
fiations underway on a new institutional framework agreement?.

As far as in Vitro Diagnostic Medical Devices (IVDMDs) are concerned,
no additional legislation is required from Switzerland while the European
Directive remains in force®. This will change when the new IVDMD Regula-
tion (2017/746) is enforced on 26 May 2022'°.

The situation of the United Kingdom (UK), made up of Great Britain
[Scotland, England and Wales) and Northern Ireland (N), is different as,
unlike Switzerland, it used to be a member of the EU, which it joined on 1
January 1973

As a result of the referendum held on 23 June 2016, where UK citizens
voted to leave the EU, the Brifish government invoked article 50 of the Lis-
bon Treaty, informing the European Commission (EC) of its wish to abandon
the EU on 29 March 2017. This triggered the so-called Brexit (Britain - exit]
process. On 24 December 2020, the EU and the UK concluded a Trade
and Cooperation Agreement, aimed at defining the future relations between
both parties. This agreement came info force on 1 May 20212, Until then,
the UK had followed the European regulations in the realm of MDs, but the
new regulations -enacted following the UK transition period- have not been
implemented in Britain.

A key point in the EU-UK Withdrawal Agreement was the Northern
Ireland Protocol’®, designed to avoid the creation of a physical border sepa-
rafing NI from the Republic of Ireland but ensuring at the same time the
preservation of the EU Single Markef'”. By virtue of this Protocol, certain
products —including MDs— must comply with the legislation of both the EU
and the UK beyond the transition period'®.

The purpose of this article was fo compare the measures adopted by the
EU, Switzerland and the UK to preserve market continuity while complying
with the requirements of the Regulation.

Methods

To carry out the present study, a review was carried out of the official
websites of the EC, the Spanish Agency for Medicines and Medical Pro-
ducts (AEMPS), the Swiss Regulatory Agency for Medicines and Health
Products (Swissmedic) and the UK's Medicines and Healthcare Products
Regulatory Agency (MHRA). A search was also performed in Pubmed for
MRAs relafive to MDs in Switzerland and the UK, which did not yield any
results. Searches were also conducted on the infemet (Googlel, for texts
written both in English and in Spanish, using MeSH terms such as “Mutual

pea. En consecuencia, Suiza, Reino Unido y la Unién Europea han fenido
que conceder periodos de gracia para permitir a las agencias regulado-
ras y operadores econémicos adaptarse a las nuevas condiciones.
Conclusiones: El periodo de transicion para la adaptacién al nuevo
escenario econémico fodavia no ha concluido. Ademds, el Reglamento
acaba de entrar plenamente en vigor, por lo que se creard normativa
de desarrollo que deberd implementarse también en estos paises. Por
fanto, serd necesaria una nueva reglamentacion que permita abordar
esfos aspectos.

Recognition Agreement medical devices Switzerland”, “Mutual Recognition
Agreement medical devices UK”, "Northern Ireland Profocol medical devi-
ces” during the period extending from January 2021 to December 2021.
Texts had to come from the websites of nofified bodies (NBs| and regulatory
agencies.

Results

The information obtained was classified into country-specific sections
and under various headings to facilitate comparisons.

European Union - Switzerland

Ever since the MRA* with that country ceased to apply on 26 May
2021, the EU has regarded Switzerland as a third country in its trade
relations with respect to MDs. The Swiss regulatory framework is currently
based on a revised MedDO and on the supplementary measures adopted
on 19 May 2021 by the Swiss Federal Council together with a new set of
rules governing the performance of clinical trials with MDs [CTO MedDO)2.
Both modifications came info effect on 26 May 20212. In addition, by virtue
of article 82.3 of the Federal Act on Medicinal Products and Medical Devi-
ces, the Swiss Federal Council may enforce the EC's measures with respect
fo the Regulation' in Switzerland provided that the CE's implementing and
delegated acts are directly applicable'®.

Requirements for manufacturers and Authorized Representatives

From 26 May 2021, EU manufacturers wishing fo infroduce or put info
service a MD in Switzerland must avail themselves of an importer and
appoint a Swiss authorized representative ([CH-REP). According to Annex |
of the MedDO, aa CH-REP is required for all MDs, including custom-made
MDs, kits and systems, as well as for those MDs without a medical purpose.

Economic operators (manufacturers, importers and CH-REPs) must regis-
ter with Swissmedic within three months from introducing a product info the
Swiss market. Once registered, operators are assigned a single registration
number (Swiss Single Registration Number, CHRN", which is the equivalent
fo the EU’s Single Registration Number (SRN). Manufacturers are allowed
the following grace periods for appointing a CH-REP?:

a

For class Ill devices, implantable class b devices and active implanta-

ble devices, until 31 December 2021.

b} For non-implantable class Ilb devices and for class lla MDs, until 31
March 2022.

c) For class | devices, until 31 July 2022.

d) For kits and systems, until 31 July 2022.

These grace periods are also applicable to lceland and Norway, but not
fo Liechtenstein given the existence of a cusfoms treaty between Liechtenstein
and Switzerland'®. These periods are not applicable o importers®.

Table 1 summarizes the main differences between the various kinds of
certification.

In turn, manufacturers from Switzerland or from third countries who have
a CH-REP must appoint an authorized representative in the EU (EC-REP)”.
The new data must be reflected in the EU Declaration of Conformity?°. Also,
from 26 May 2021 distributors will need an import license to carry out these
commercial fransactions.

Registration of MDs

In Switzerland, manufacturers of custom-made, repacked or relabeled
MDs, class | MD, or formerly belonging to class | and reclassified under the
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MD type Required documentation
Class | DC
1
Class lla g
4
DC + CE certificate in accordance ;
Class IIb with assessment procedure 3
E
Class Il 2_

IVDMD (ex list A or B) DC

DC + CE certificate in accordance

List A IVDMD -
with assessment procedure 5
List B IVDMD DC + CE certificate in accordance ;
with assessment procedure 3

3.

Manufacturer self-certification

Manufacturer self-certification

. Full quality assurance system

DC + CE verification

. DC +. QA (production)
. DC + QA (product)

. Full quality assurance system
. ECHype examination + CE verification

EC-type examination + QAS (production)

C-type examination + QAS (product)

. Full quality assurance system + EC-design examination

EC-ype examination + CE verification
EC-ype examination + QAS (production)

1. Full quality assurance system + EC-design examination and batch

verification

. EC+ype examination + QAS (product) and batch verification

. Full quality assurance system
. EC+type examination + CE verification
. EC+ype examination + QAS (production)

DC: declaration of conformity; IVDMD: in vitro diagnostic medical device; MD: medical devices; QAS: quality assurance system.

new Regulation, have since July 2020 been under the obligation fo file a
report with Swissmedic?!.

In the EU, MDs have so far been registered in the databases of the diffe-
rent member states. An EU-wide database called the European Database
on Medical Devices [EUDAMED3)? is being put together but has not been
finalized. This new EU-wide dafabase for MDs will improve the transpa-
rency and consistency of the information on MDs. It will comprise six modu-
les covering actor registration, unique device identification (UDI) and device
registration, nofified bodies and certificates, clinical investigations and per-
formance studies, post-authorization vigilance and market surveillance. The
dafabase will store the information required to ensure appropriate market
control and an efficient EU-wide surveillance system. At present, all nofifica-
fions in Spain must be made on the CCPS (Comunicacion de Comercializa-
cién de Productos Sanitarios) application.

Labeling and conformity marking

In Switzerland, labeling and instructions of use must be printed in the
country’s three official languages (German, French and ltalian)”. The Swiss
conformity marking "MD" must appear on the label, although the CE mark
is also allowed'”?3.

The CH-REP's name must be printed on the outside of the product’s
package together with the “CH-REP” symbol. Nevertheless, in accordance
with an informative nofe issued by Swissmedic, the CH-REP's name need
nof appear on the product itself, the user instructions or the other documents
accompanying the product?.

In the EU, the Nofice fo Stakeholders issued by the EC on 26 May
2021" contained a reminder of the obligation fo register MDs and of the
labeling norms applicable fo Swiss MDs. In Spain, the AEMPS issued an
informative notice (Nota PS 20/21), where it set the 30th of Sepfember of
2021 as the deadline fo update all MD labels and user instructions with the
new EC-REP or NB?. The deadline has been extended to 30 September
2022 [Note PS 29/21)%.

Notified Bodies and Certificates of Conformity

All certificates issued before 25 May 2017 will remain valid until their
expiry or unfil 26 May 2022 af the latest. Cerfificates issued from 25 May
2017 under the previous legislation will remain valid until their expiry date
or until 26 May 2024 af the lafesf”.

CE certificates granted fo Swiss NBs ceased fo be valid on 26 May
2021 as the EU does nof recognize them anymore. Declarations of con-
formity must contain the details of the new EC-REP and certificate number.

Legacy Medical Devices

u

MDs known as “legacy devices” are those that were introduced into
the market in compliance with the existing directives®” prior to the entry
info force of the Regulation and which can sfill be legally marketed. This
peculiar situation is contemplated in arficle 120 of the Regulation®”. Such

MDs are:

— Class | MDs with a declaration of conformity issued before 26 May
2021 which are required to have a certificate under the new Regulation
le.g., disposable instruments or MDs that have been reclassified by the
Regulafion).

- MDs with a valid CE certificate under the previous regulations.

These legacy products can remain in the Swiss market after 26 May
2021 until their certificate expires, but not beyond 26 May 2024 (they may
however be disfributed until 26 May 2025). They must comply with the
provisions of the MD and the AMID Directives and can only be markefed
provided that their design or purpose have not been altered®.

As regards the EU, “legacy devices” are MDs whose manufacturer or
authorized representative is Swiss or possesses a cerfificate of conformity
issued by a Swiss NB. According fo the EC's Notice to Stakeholders of
26 May 20217, these MDs cannot remain in the European market.

European Union — United Kingdom

The UK is made up by Great Britain and NI. The situation of each region
will be analyzed separately.

Situation in Great Britain

Currently, the UK regulation in this realm is based on the three old MD
Directives®”, the provisions of which were fransposed info UK law as the UK
MDR 2002%.

- Requirements for manufacturers and Authorized Representatives

Manufacturers wishing fo sell a MD in the English market must register
with the UK's MHRA and appoint a responsible person in the UK [UKRP).
Importers and distributors need not appoint a UKRP as they can act in that
capacity themselves. VWhen an importer is not the UKRP, he must inform the
UKRP about his wish to import MDs and the UKRP must in turn notify who
their MD importers are to the MHRAZ.

In the EU, UK manufacturers must meet the same requirements as Swiss
manufacturers and those with a CH-REP.
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- Registration of MDs

All MDs, IVDMDs and custom-made MDs must be registered with the
MHRA before they can be introduced into the market. MDs already regis-
tered with the MHRA need not be registered again (NI manufacturers)?”.

The MHRA has established certain grace periods for the registration of
MDs?:

a) AIMDs, class Il MDs, implantable class llb MDs and IVDMDs on list A
must be registered from 1 May 2021.

Non-implantable class llb MDs class lla MDs, IVDMDs on list B, and
self-diagnosis MDs must be registered from 1 September 2021.

Class I MDs and general IVDMDs [currently exempted from registration)
must be registered from 1 January 2022.

Manufacturers of class | MDs, custom-made MDs and general IVDMDs
which had to be registered prior fo 1 January 2021 must sfill comply with
all registration formalities.

b

C

d

UK manufacturers must comply with the same formalities in the EU as
Swiss manufacturers or those with a CH-REP.

- labeling and conformity marking

MDs must bear the CE or the UKCA (UK Conformity Assessed) mark,
depending on the legislation goveming the relevant certificates, and the
identifier of the NB or UK Conformity Assessment Body ( UKCABSs), when
applicable”.

Class | MDs and general IVDMDs must be self-certified with the UKCA
mark, which will be voluntary until 30 June 2023 and compulsory thereaf-
ter’.

MDs may bear both markings (UKCA and CE) even after that date, but
the name and address of the UKRP must appear next to the UKCA mark
leven in the case of MDs with dual marking)?”.

It must be noted, however, that the UKCA marking is not valid in the EU
or in NI, where the CE marking (or the UKNI-CE marking in IN] is required?”.
In Spain, the AEMPS initially gave manufacturers until 30 June 2020 to
adapt the labeling and user instructions of their MDs?®. Due to implementa-
tion difficulties, the deadline was extended until 25 May 20217

- Nofified Bodies and Certificates of Conformity

By virtue of UK MDR 2022, the MHRA may appoint an UKCAB for the
conduction of conformity assessments for Great Britain, but not assessments
related to the CE mark. The exception fo this rule is the "UKNI-CE" marking
for IN, which is only valid in that region?. The MHRA has automatically
converted all the old NBs info UKCABs?”.

In addition, the UK government has created a new database, “UK
Market Conformity Assessment Bodies”, to replace the EUs NANDO data-
base?.

Regarding the CE certificates issued by an EU-accredited NB, those
included in the NANDO database, they will be valid until 30 June 20237
The EU has nof recognized UK NBs since 26 May 2021.

Northern Ireland

By virtue of the Northern Ireland Protocol, the requirements to market an
MDs in NI are different from those imposed by Great Britain. Due to the
particular geographical situation of NI, both the UK and the EU regulations
are applicable there.

- Requirements for manufacturers and Authorized Representatives

Manufacturers and authorized representatives based in the EU/EEA must
appoint a single UKRP for dealing with MDs to be marketed in NI. Appoin-
ting a UKRP is not required if the manufacturer is based in Great Britain
or NI, or if they have a Northern Ireland-based Authorised Representative
[NIAR). Nor is it necessary if they market general class I, custom-made or
general IVDMDs that are registered with a competent EU authority.

Similarly, manufacturers from Great Britain wishing o infroduce a MD in
the NI market must appoint an EC-REP or a NIAR™®. A single enfity may act
as both a NIAR and a UKRP.

In cases where a NI importer has appointed a NIAR or a UKRP, the
importer must inform them of his intention to import the relevant MDs. The
NIAR or UKRP must in turn provide the MHRA with a list of the importers
they work for'.

NI-based manufacturers do not require an EC-REP to market their pro-
ducts in the EU. In cases where the MD requires to be assessed by a
NB, the latter must be EU-based™®. UK or third-country manufacturers may
appoint an EC-REP in NI for the EU.

- Registration of MDs

Most general custom-made or general IVDMD marketed in NI must be
registered with the MHRA. This will depend on where the manufacturer or
the authorized representative is based, and on the class of MDs to be mar
kefed. The same grace periods apply in NI as in the UK'>.

If an Nl-based authorized representative is appointed, the manufacturer
must register all MD classes with the MHRA. However, if an EU-based
authorized representative is appointed, all MD classes must be registered
other than class |, custom-made or general IVDMD.

The EU does not impose additional requirements to those in the Regu-
lation.

- Llabeling and conformity marking

The UKCA marking is not valid in NI. In NI, all MDs requiring fo be
assessed by a third party must bear the UKNI mark in addition to the CE
mark if the conformity assessment was performed by a UKCABRY. The
UKNI mark is not valid on its own. If the assessment is performed by an
EU-accredited NB, the MD will only bear the CE mark. This means that the
UKNI mark will only accompany an MD if the product will be marketed
in NI, it requires a conformity assessment and the latter was carried out
by o UKCAB?.

The EU does not accept the UKNI marking, MDs intended for the EU
market are required fo bear only the CE mark?”.

- Notified Nodies and Certificates of Conformity

The UK's notification bodies may carry out conformity assessments only
for the NI market, not for the EU market. To be valid, a CE mark on an MD
infended for the NI or the EU market must have been assessed by an EU-
approved NB.

The UK government has guaranteed that all NI MDs can be marketed in
the UK. This means that MDs bearing NI's conformity mark can be legally
marketed in the whole of the UK territory even beyond 30 June 2023.

According to the EU regulation, Irish NBs must issue their certifications in
compliance with the Regulation.

Table 2 summarizes the most important changes regarding the marketing
of MDs in the EU, Switzerland and the UK after the entry into force of the
new Regulafion.

Discussion
The end of free MD trade between the EU and Switzerland and the UK

has had a negative impact on both economic operators and patients. This
article provides a comparison of the measured adopted at this time of great
confusion, to comply with the newly intfroduced requirements goveming the
markefing of MDs in the EU, Switzerland and the UK after the entry into
force of the Regulation.

The two main consequences of Switzerland and the UK becoming third
countries are, on the one hand, the risk of supply shortages and, on the
other, the need to create economic operator and MD registries as well as
other infrastructures such as databases that allow these countries fo control
their infernal market.

Given its size, the EU is at an advantage over Switzerland and the
UK. EU authorities have immediately and unilaterally terminated the vali-
dity of CE certificates issued by NBs based in these countries, making
it illegal to market Swiss and UK MDs. However, the opposite has not
been possible.

Simultaneous loss of validity of CE certificates entails a significant addi-
tional workload for EU NBs and a delay in the issuance of new cerfificates.
Companies that did not act in anficipation experienced a cessation of their
frade relations until they managed to obtain the corresponding certificates
and fo update the technical documentation.

At the same time, according to Sidley Austin's memorandum tilled £U/
EEA Market Access for “Swiss legacy” Devices postabandonment of Swiss
EU MRA® “the Commission’s unilateral decision to cease application of the
MRA, and the Commission’s purported refrospective withdrawal of mutual
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Table 2. Main changes and measures adopted by the European Union, Switzerland and the United Kingdom

Current legislation Conformity marking Authorized representative Certificates Labeling
CE certificates:
— Certificates issued before
25 May 2017 are valid — Labeling and user
Federal Act — A CH-REP is required until their expiry date but not instructions must be
- oi I\(j\r:dicicnol — The CE mark will be for non-Swiss beyond 26 May 2022 printed in the country’s
Product accepted beyond manufacturers. Grace - Certificates issued under three official languages
Switzerland r(::l KX Sd. | 26 May 2024 periods exist directives implemented from  — MD conformity marking.
and Viedica — The MD mark has been — An EC-REP is 25 May 2017 will be valid ~ CE marking is allowed
D Y 9
Me\cheé created required for Swiss until their expiry date but not - The CH-REP’s logo
-hme manufacturers beyond 26 May 2024 must be printed on the
— CE certificates issued by outside package
Swiss NBs are no longer
valid
. — CE mark valid until
= The CE mark will be 30 June 2023. After
accepted until 30 June hat. the UKCA mark
2023, after which f .cl’lt’ht © [ ma;l
i . . will have to be used.
dqteg duql CE-UKCA A UKRP is required for ™ CE.cerhhcates will be valid However, dual UKAR/
marking will be until 30 June 2023. ; .
MD lation of lowed (CE-UKCA manufacturers from UKissued CE cerfifi UKRP marking will be
Great Egplaion aff - allove (e . outside Great Britain issued CL cerfificates are allowed in certain
Britai 2002 (UK MDR - The UKCA mark will : no longer valid in the EU, EEA
ritain 2002) be comoulsory in but not for importers or o NI cases
puisory distributors. These are ) . — The name and address
Great Britain from The UE does not recognize
allowed to act as UKRPs |, . of the UKRP must be
1 July 2023. The British NBs inted on the label
UKCA mark is not printed on the label next
recognized in the EU I9 il LG el &
the E%A or NI ! UKRP is not necessary
for the CE mark
- Manufacturers based
in the EU, the EEA
or in a third country
— CE mark is compulsory  but having an ECREP
In addition, a UKNI must appoint a single
- Regulation mark is required for MDs  UKRP = The UKNI f“grt mTL}:ST ETE
2017/245 on  certified by a UKCAB — Manufacturers based occcr(mpome Yy the
Northern MDs The UKCA is not in Great Britain must " . . mar . .
CE
) . : - certificates remain valid — The CE mark is required
Ireland — MD regulation  recognized appoint an authorized for selfcertificati
of 2002 (UK MDs with a UKNI mark representative in the Tc;]r SGK—E:e;\I |cc1k|'ons'
MDR 2002) are valid throughout the EU or NI - ? lid marking 1s
UK territory beyond 30 — The same entity notvat
June 2023 may act a Nl-based
authorized
representative and as
a UKRP

device; MedDO: Medical Device Ordinance; NB: notified body; NI: Norther Ireland; UK MDR 2002: UK Medical Device Regulation 2002; UK: United Kingdom; UKRP:

UK Responsible Person.

recognition for Swiss legacy Devices, as expressed in particular in the
Notice to Stakeholders, are contrary to EU law, the MRA and WTO law'°.
Although this is a valid argument, it is inly applicable to legacy devices with
CE certificates from non-Swiss NBs. To our knowledge, the EU has made
no statement about these claims.

On the other hand, there is the need for Switzerland and the UK to
create economic operator and MD registers that allow them appropriate
control and surveillance of their internal market. Creation of these data-
bases should be a priority for these countries, as should be the holding
of negotiations conducive to gaining some measure of access to EUDA-
MED3, as both Switzerland and the UK are part of the European continent
and any incident occurring in Europe could have direct consequences for
the two counfries.

It is to be expected that both Switzerland and the UK will adapt fo the
regulations by means of their infernal legislation as any other decision would

mean imposing additional frade barriers, which would have a negafive
impact on their patients’ health.

The imporfance of the present study is that it analyses in one single docu-
ment the main regulatory changes infroduced by the EU, Switzerland and
the UK and the different transition periods they have granted to economic
operafors and regulatory agencies as a result of the regulatory divorce that
occurred in the realm of MDs between the EU, Switzerland and the UK on
26 May 2021.

In short, although the reasons why UK and Switzerland decided fo sepa-
rate from the EU are different, both countries have been forced to adapt to
the provisions of the Regulation to avoid more than likely supply shortages.

The EU has asserted ifs strength by immediately cancelling all CE certifi-
cates issued by Switzerland and the UK and demanding new certifications
by EU-occredited NBs, albeit granting them a grace period. In the case of
Switzerland, doubts exist regarding the lawfulness of this measure.
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In turn, both Switzerland and the UK have been forced to establish

longer transition periods to give regulatory agencies and economic ope-
rafors enough fime to adapt their MDs 1o the new national legislations. In
practice, this means that these countries still accept MDs bearing a CE mark
and certificates issued by EU-based NBs; acceptance will be permanent in
Switzerland and will be terminate on 30 June 2023 in the UK.

As implementation of the EU Regulation progresses, these two counfries

are likely to adopt additional contingency measures. Further studies will be
required fo evaluate the impact of such measures.
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