812.213

English is not an official language of the Swiss Confederation. This translation is
provided for information purposes only and has no legal force.

Medical Devices Ordinance
(MedDO)

of 17 October 2001 (Status as of 1 August 2020)

The Swiss Federal Council,

based on Articles 2 paragraph 2, 4 paragraph 2, 45 paragraph 3, 46 paragraph 2, 47
paragraph 2, 48, 49 paragraph 2, 50 paragraph 1, 51 and 82 of the Therapeutic
Products Act of 15 December 2000' (TPA),

based on Article 21 number 2 of the Electricity Act of 24 June 19022,

based on Article 9 paragraph 1 letter b of the Federal Act of 9 June 19773 on
Metrology,

based on Article 4 paragraph 1 of the Federal Act of 12 June 20094 on Products
Safety,

based on Article 37 of the Federal Act on Radiological Protection of 22 March
19915 and in implementation the Federal Act of 6 October 19956 on Technical
Barriers to Trade,’

ordains.

Section 1 General Provisions

Art. 1 Medical Devices

1 Medical devices are instruments, apparatus, appliances, software, materials, acces-
sories or other medical technology articles, whether used alone or in combination,
including the software intended to be used specifically for diagnostic or therapeutic
purposes and necessary for the proper application of a medical device:

a. that are intended for use on human beings;
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b. that do not achieve their principal intended action in or on the human body
by pharmacological, immunological or metabolic means, but which action
can be assisted by such means; and

c. thatserve to:
1. diagnose, prevent, monitor, treat or alleviate diseases,

2. diagnose, monitor, treat or alleviate injuries or disabilities, or compen-
sate handicaps,

3. investigate or modify the anatomy, to replace parts thereof, or to inves-
tigate, modify or replace a physiological process,
4.  control conception or to make diagnoses in relation to conception.8
2 Medical devices are divided into:
a. classical medical devices;
b. in vitro diagnostic medical devices;
c. active implantable medical devices.

3 In vitro diagnostic medical devices are medical devices which are used as a rea-
gent, reagent product, calibrator, control material, kit, instrument, apparatus, equip-
ment or system in accordance with their specified purpose for the in vitro examina-
tion of specimens derived from the human body, including blood and tissue
donations, and which are used solely or principally for the purpose of providing
information:

a. on physiological or pathological states;
b. on congenital abnormalities;
c. to determine safety and compatibility with potential recipients;
d.  to monitor therapeutic measures.
4 Active implantable medical devices are medical devices:

a. which rely for their functioning on a source of electrical energy or any
source of power other than that directly generated by the human body or
gravity;

b. which are intended to be totally or partially introduced into the human body
by means of a surgical or medical intervention or into a natural orifice by
means of a medical intervention; and

c.  which are intended to remain there after the procedure.

5 Classical medical devices are medical devices which are neither active implantable
medical devices nor in vitro diagnostic medical devices.

Art. 1a° Custom-made devices

I Custom-made devices are medical devices made for an individual named patient.

8 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).
9 Inserted by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).
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2 They must be manufactured on written prescription and under the responsibility of
a duly qualified professional.

3 The conformity assessment procedure corresponds to that described in Annex 3.

4 Mass-produced medical devices which need to be adapted to meet the specific
requirement of the professional applying them are not considered to be custom-made
devices.

Art. 2 Exceptions from scope

1 Only Article 6 paragraph 3, 26 and 27 and Section 5 apply to classical and active
implantable medical devices derived from devitalised human tissue, or which incor-
porate such tissue.

2 With regard to classical and active implantable medical devices, this Ordinance
does not apply to:

a.10 human blood, human blood products, human plasma or blood cells of human
origin, or products which incorporate at the time of placing on the market
such blood, blood products, plasma or cells of human origin, except if this
concerns substances which, if used separately, are considered to be a medic-
inal product constituent or a medicinal product derived from human blood or
human blood plasma within the meaning of Article 1 of Directive
2001/83/EC!! of the European Parliament and of the Council of 6 November
2001 on Community code relating to medicinal products for human use, and
which are liable to act on the human body in a manner that is ancillary to
that of the device;

b.12 vital organs, tissues or cells of human origin, or transplant products;

c. organs, tissues or cells of animal origin, unless a device has been manufac-
tured using devitalised animal tissue or devitalised products derived from
animal tissue.

Art. 3 Definitions
1 In this Ordinance:

a. accessory means articles which are not medical devices in their own right
but which are intended specifically by their manufacturer to be used together
with a medical device, in accordance with the instructions of the manufac-
turer of the medical device;

b.13 ..

10 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).
11 OJL 311 0f28.11.2001, p. 67, last amended by Directive 2009/53/EC, OJ L 168 of
30.6.2009, p. 33. The texts of the Directives and Regulations mentioned in this Ordinance
may be consulted and obtained from the Swiss Association for Standardisation, Sulzeral-
lee 70, 8404 Winterthur (www.snv.ch); or at the website: http://eur-lex.europa.eu
12 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).
13 Repealed by No I of the O of 24 Mar. 2010, with effect since 1 April 2010
(AS 2010 1215).
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bYs.14 medical device manufactured in house means a medical device that is only
intended for use in the manufacturing company or in a partner company in-
cluded in the quality assurance system of the manufacturing company;

b'r.15 system and procedure pack means a set of several classical medical devices
for which the declarations of conformity are available and which are put to-
gether for the use intended by the person first placing the devices on the
market;

c. performance evaluation means the provision of proof that under normal op-
erating conditions, an in vitro diagnostic medical device fulfils the perfor-
mance requirements;

d. incident: means an event associated with a medical device, resulting from a
malfunction of the device, a change in significant characteristics, inadequa-
cies in the labelling or instructions for use, and which has led, or could have
led, to the death or a serious deterioration in the state of health of patients,
users or third parties;

e.16 treaty country means a state with which Switzerland has concluded an
agreement under international law for the mutual recognition of conformity
assessments and corresponding procedures for medical devices;

f7 third country means a state with which Switzerland has not concluded an
agreement under international law for the mutual recognition of conformity
assessments and corresponding procedures for medical devices.

2 The first placing on the market is considered to be when a new device or a device
which has been reprocessed or modified in such a way that it no longer serves its
intended purpose or produces the intended performance is provided or transferred in
Switzerland for the first time, either free of charge or subject to payment. The first
placing on the market is also considered to be the use by professionals of a medical
device directly imported from a third country or of a medical device produced in
house.18

Section 2 Requirements for Placing on the Market

Art. 4 Requirements for medical devices

I The essential requirements in accordance with Article 45 paragraph 2 of the Ther-
apeutic Products Act are specified for:

a. classical medical devices: in Annex I of Directive 93/42/EEC of the Europe-
an Council on Medical Devices of 14 June 199319 (Directive 93/42/EEC);

14 Inserted by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

15 Inserted by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

16 Inserted by No I 5 of the O of 18 Aug. 2004, in force since 1 Sept. 2004 (AS 2004 4037).

17 Inserted by No I 5 of the O of 18 Aug. 2004, in force since 1 Sept. 2004 (AS 2004 4037).

18 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

19 OJL 169 of 12.7.1993, p. 1, last amended by Directive 2007/47/EC, OJ L 247 of
21.9.2007, p. 21.
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b.20 in vitro diagnostic medical devices: in Annex I of Directive 98/79/EC21;

c. active implantable medical devices: in Annex 1 of Directive 90/385/EEC of
the European Council of 20 June 199022 on the approximation of the laws of
the Member States relating to active implantable medical devices (Directive
90/385/EEC).23

1bis Classical and active implantable medical devices which are also machines within
the meaning of Directive 2006/42/EU the European Parliament and of the Council of
17 May 200624 on Machinery and amending Directive 95/16/EU (new version) must
comply with the essential health and safety requirements in accordance with Annex
1 of the said Directive if the latter are more specific than the essential requirements
in accordance with paragraph 1.25

lter Classical medical devices that are intended both for use as medical devices and
for use in accordance with the provisions relating to personal protective equipment
as stipulated in Directive 89/686/EEC of the European Council of 21 December
198926 on the approximation of the laws of the Member States relating to personal
protective equipment must also comply with the relevant essential health and safety
requirements of this Directive.27

2 Compliance with the essential requirements covered by technical standards23,
common technical specifications?’ or prescriptions of the pharmacopoeia30 is pre-
sumed if the medical device is in conformity with these standards, specifications or
prescriptions.

3 The Swiss Agency for Therapeutic Products (Agency) establishes which technical
standards and common technical specifications appropriately cover the essential
requirements for medical devices, and publishes the titles and references thereof in
the Federal Gazette.

20 Amended by No I of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

21 Directive 98/79/EG of the European Parliament and of the Council of 27 October 1998 on
in vitro diagnostic medical devices, OJ L 331 of 7.12.1998, p. 1; last amended by
Directive 2011/100/EU, OJ L 341 of 22.12.2011, p. 50.

22 OJL 189 0f20.7.1990, p. 17, last amended by Directive 2007/47/EC, OJ L 247 of
21.9.2007, p. 21.

23 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

24 OJL 157 0f 9.6.2006, p. 24, last amended by Commission Regulation (EC) No 596/2009,
OJ L 188 of 18.7.2009, p. 14.

25 Inserted by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

26 OJL 399 0f30.12.1989, p. 18, last amended by Commission Regulation (EC) No
596/2009, OJ L 188 of 18.7.2009, p. 14.

27 Inserted by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

28 Technical standards (with the exception of electrotechnical standards) can be obtained the
Swiss Association for Standardisation, Sulzerallee 70, 8404 Winterthur (www.snv.ch).
Electrotechnical standards can be obtained from the Association Electrosuisse, Lupp-
menstrasse 1, 8320 Fehraltdorf, www.electrosuisse.ch.

29 Common technical specifications can be obtained from the SNV.

30 SR 812.211
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4 The provisions of the Environmental Protection Act of 7 October 198331 and the
Genetic Engineering Act of 21 March 200332 also apply to the placing on the market
of medical devices that are substances or contain organisms.33

5 For the classification, packaging and labelling of in vitro diagnostic medical devic-
es, as well as for classical medical devices which are non-invasive and which do not
come into contact with the human body during use, the relevant provisions of Regu-
lation (EC) No 1272/200834 apply.35

Art. 536 Classification

I Classical medical devices shall be classified as Class I, Ila, 1156 or III by the person
first placing them on the market on the basis of the possible risks they may present
when used as intended. This classification must comply with the provisions of
Annex IX of Directive 93/42/EEC373839

2 A classification already carried out as laid down in paragraph 1 may be used for
medical devices imported from a treaty country.

Art. 6 Mandatory notification for the placing of medical devices on the
market

I 'The person first placing the following medical devices on the market in Switzer-
land or in a treaty country and whose place of business is in Switzerland must notify
the Agency of the name and address and a description of the devices concerned at
the latest by the time they are placed on the market:

a. class I medical devices;
b. custom-made classical or active implantable medical devices;

c. systems and procedure packs.40

31 SR 814.01

32 SR 814.91

33 Amended by Annex 5 No 2 of the Ordinance on the Handling of Organisms in the Envi-
ronment of 10 Sept. 2008, in force since 1 Oct. 2008 (AS 2008 4377).

34 Regulation (EC) 1272/2008 of the European Parliament and of the Council of 16 Decem-
ber 2008 on classification, labelling and packaging of substances and mixtures, amending
and repealing Directives 67/548/EEC and 1999/45/EC, and amending Regulation (EC)
No 1907/2006, OJ L 353 of 31.12.2008, p. 1; last amended by Regulation (EU)
2016/1179, OJ L 195 0f 20.7.2016, p. 11.

35 Inserted by No 15 of the O of 18 Aug. 2004, (AS 2004 4037). Amended by No I of the O
of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

36 Amended by No I 5 of the O of 18 Aug. 2004, in force since 1 Sept. 2004
(AS 2004 4037).

37 OJL 169 of 12.7.1993, p. 1, last amended by Directive 2007/47/EC, OJ L 247 of
21.9.2007, p. 21.

38 New classifications which are made within the framework of Directive 93/42/EEC are
also applicable to this O.

39 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

40 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).
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2 The person first placing in vitro diagnostic medical devices on the market in Swit-
zerland or in a treaty country and whose place of business is in Switzerland must
notify the Agency, at the latest by the time they are placed on the market, of:

a. the name and address;

the devices which are to be placed on the market, including their general
technology and application;

c. for devices in accordance with Annex II of Directive 98/79/EC4! and for de-
vices for self-testing:42
1. the name of the devices,
2. all information which permits the identification of the devices,

3. the performance characteristics in accordance with Annex I, Section A,
Number 3 of Directive 98/79/EC,

4.  the results of the performance evaluation,

5. the certificates relating to the executed conformity assessment proce-
dures.

s For in vitro diagnostic medical devices manufactured in house, a notification
need only be submitted for medical devices in accordance with Annex II of Di-
rective 98/79/EC. For medical devices in List A of the said annex, confirmation of
accreditation, authorisation or recognition must be included in addition to the docu-
ments in paragraph 2 letter c, if:

a. the manufacturing company is a nationally designated reference laboratory
or a laboratory with an equivalent qualification; and

b. no common technical specifications exist for the medical devices in ques-
tion.43

3 The person placing medical devices on the market in Switzerland in accordance
with Article 2 paragraph 1 must inform the agency, at the latest by the time they are
placed on the market, of:

a. the name and address;

b. the devices to be placed on the market, including their general technology
and application.

4 Changes to the information required in paragraphs 1-3 must be reported once a
year to the Agency, in consolidated form.

Art. 7 Product information
1 Product information is subject to the following provisions:

a. classical medical devices: Annex I Section 13 of Directive 93/42/EEC44;

41 See the footnote to Art. 4 para. 1 let. b.

42 Amended by No I of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

43 Inserted by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

44 OJL 169 of 12.7.1993, p. 1, last amended by Directive 2007/47/EC, OJ L 247 of
21.9.2007, p. 21.
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b. active implantable medical devices: Annex 1 Sections 14 and 15 of Directive
90/385/EEC45;

c.46 in vitro diagnostic medical devices: Annex I Section 8 of Directive
98/79/EC47 .48

2 The product information must be written in all three official languages of Switzer-
land. Symbols established by means of harmonised standards may be used to replace
written material.

3 The product information may be provided in fewer than the three official lan-
guages of Switzerland or in English, provided that:

a.49 the medical device is supplied exclusively to professionals or is a custom-
made device or a medical device manufactured in house;

b. it is ensured that the user meets the necessary professional and linguistic re-
quirements and qualifications, and agrees to the language restriction;

c. the protection of patients, users and third parties is nevertheless ensured; and
d. the efficacy and performance of the medical device are not placed at risk.

4 If requested, additional information must be provided to users in one of the official
languages of Switzerland.

51If a product cannot be, or cannot yet be placed on the market as a medical device,
but may be confused with such a device, the claims relating to the said product must
indicate clearly and legibly that it is not a medical device and is not suitable for
medical purposes.

Art. 850 Conformity marking and identification number

I All medical devices placed on the market in Switzerland must bear the conformity
marking in accordance with Annex 1. Foreign conformity marking, as shown in
Annex 2, is also accepted.

2 No conformity marking is necessary for:
a. custom-made devices;
b. products exclusively for demonstration and exhibition purposes;
c. systems and procedure packs;
d. devices for clinical trials;

e. devices for performance evaluation.

45 OJL 189 0f20.7.1990, p. 17, last amended by Directive 2007/47/EC, OJ L 247 of
21.9.2007, p. 21.

46 Amended by No I of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

47 See the footnote to Art. 4 para. 1 let. b.

48 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

49 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

50 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).
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3For an in vitro diagnostic medical device manufactured in-house, conformity
marking is only necessary if the device is a medical device in accordance with
Annex II of Directive 98/79/EC5!. No conformity marking is however necessary for
a device as laid down in List A of the said Annex if:52

a. the manufacturing company is a nationally designated reference laboratory
or a laboratory with an equivalent qualification; and

b. no common technical specifications exist for the medical device in question.

4 Medical devices for which the conformity must be assessed by a conformity as-
sessment body in accordance with Annex 3 must, in addition to the conformity
marking, bear the identification number of the conformity assessment body in-
volved. For foreign conformity markings, the Agency may accept, instead of the
identification number, other information concerning the conformity assessment
body.

5 The conformity marking, and where necessary the corresponding identification
number, must be placed on the medical device itself or, where this is not possible or
appropriate, on the packaging and on the instructions for use and, if possible, on the
commercial packaging. The markings must be clearly visible, easy to read and
indelible.

6 The Agency may publish the identification numbers or the information replacing
them as laid down in paragraph 4.

Section 3 Conformity Assessment

Art. 9 Principle

I Any person placing medical devices on the market in Switzerland must, on de-
mand, provide the declaration of conformity to the authorities responsible for moni-
toring within the framework of market surveillance.

2 Any person first placing a medical device on the market in Switzerland or in a
treaty country and whose place of business is in Switzerland must be able to provide
evidence that the device meets the essential requirements and provides the efficacy
and/or performance claimed for it.

3 For medical devices placed on the market exclusively within the armed forces or
within the framework of their specific tasks, the Federal Department of Home Af-
fairs (Department) may, in agreement with the Federal Department of Defence, Civil
Protection and Sports, grant exemptions.

4 In response to a justified application, the Agency may authorise the first placing on
the market and initial operation of a specific medical device the use of which is in
the interests of public health or patient safety or health even though:

a. the relevant conformity assessment procedure has not been carried out; or

51 See the footnote to Art. 4 para. 1 let. b.
52 Amended by No I of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

9
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b. the language requirements in Article 7 paragraph 2 have not been met.>3

5 Individual medical devices that have not undergone the relevant conformity as-
sessment procedure may be placed on the market and used without authorisation
from the Agency provided:

a. they serve to avert life-threatening conditions or to resolve the permanent
impairment of a bodily function;

b. no conforming device is available for this specific indication;
they are used exclusively by medical professionals on individual persons;

d. the medical professional using the device has informed the individual con-
cerned about the non-conformity of the medical device and the related risks;
and

e. the individual concerned has consented to the use of the medical device.54

Art. 10 Procedure and Certificate

1 The procedure for conformity assessment, the necessary certificate and the declara-
tion of conformity are specified in Annex 3.

2 When a conformity assessment body is used, all the information necessary for the
conformity assessment must be made available to it.

3 A certificate which has been modified, suspended or withdrawn by a conformity
assessment body may not be used further in its original form.

Section 4 Conformity Assessment Bodies

Art. 11 Prerequisites
I The conformity assessment bodies must:

a.55 be accredited by the Swiss Accreditation Service in accordance with the Ac-
creditation and Designation Ordinance of 17 June 199656 (AccDO) and be
designated by the Agency as such; or

b.57 ..

c. be recognised by Switzerland within the framework of an international trea-
ty.

Ibis The Agency shall only designate conformity assessment bodies which meet the

conditions of Annex 3a number 1 in addition to the requirements of AccDO. For this

53 Amended by No I of the O of 1 July 2020, in force since 1 Aug. 2020 (AS 2020 2975).

54 Inserted by No I of the O of 1 July 2020, in force since 1 Aug. 2020 (AS 2020 2975).

55 Amended by No I of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

56 SR 946.512

57 Repealed by No I of the O of 1 April 2015, with effect since 15 April 2015 (AS 2015
999).
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purpose, it shall thoroughly assess the conformity assessment body concerned; this
assessment shall include an on-site assessment.>8

2 Foreign assessment bodies which are not recognised under paragraph 1 may be
used if it can be demonstrated to the satisfaction of the Agency that:

a. the examination or conformity assessment procedures used meet Swiss re-
quirements; and

b. the foreign assessment body has a qualification that is equivalent to that re-
quired in Switzerland.

3 The State Secretariat for Economic Affairs may, in agreement with the Agency,
order that assessment bodies under paragraph 2 or the certificates issued by them are
not recognised if appropriate Swiss assessment bodies or the certificates issued by
them are not recognised by the State in which the foreign assessment body is locat-
ed. In such cases, in addition to interests related to health policy, interests related to
the Swiss national economy and to foreign economic relations shall also be taken
into account.

Art. 11a%° Duration, renewal and extension of designation

I The designation shall be granted for a fixed term and shall be limited to a maxi-
mum of five years.

21t may be renewed for a maximum of five years at a time. An application therefor
shall be made before the end of the validity period.

3 The Agency may extend the scope of the designation on request.

4 Both to renew the designation and to extend its scope, the Agency shall conduct
the same assessments, including an on-site assessment, as for the designation. To
renew the designation, it may also observe an audit conducted by the conformity
assessment body at the premises of one of its clients.

Art. 11590 Cooperation with the European Commission and the Member States
of the European Union

Where prescribed by international agreement, the Agency shall cooperate with the
European Commission and the Member States of the European Union (EU) in the
procedure for designation, or for the renewal or extension thereof. Cooperation is
regulated by Annex 3b number 1.

58 Inserted by No I of the O of 1 April 2015 (AS 2015 999). Amended by No I of the O of
25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935)

59 Inserted by No I of the O of 1 April 2015, in force since 15 April 2015 (AS 2015 999).

60 Inserted by No I of the O of 1 April 2015 (AS 2015 999). Amended by No I of the O of
25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

11
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Art. 1261 Validity of the certificates

I Decisions and certificates in accordance with the procedure laid down in Annexes
II, III, V and VI of Directives 93/42/EEC®2 and 90/385/EEC®3 and Annexes 2, 3 and
5 of Directive 90/385/EEC and Annexes III, IV, V and VII of Directive 98/79/EC64
may be taken or issued by conformity assessment bodies and may have a maximum
validity of five years. On application, the certificates may be extended for a maxi-
mum of five years at a time.

2 Conformity assessment bodies must suspend, withdraw or restrict a certificate they
have issued when the prerequisites for its issue are no longer met.

Art. 12465 Validity of the certificates on the cessation of activities by the
conformity assessment body

1 Where a conformity assessment body completely or partially ceases its activities,
the Agency may on request allow the manufacturer of the medical devices con-
cerned or the person who first places the medical devices concerned on the market a
period of no more than twelve months or set such a period ex officio within which to
have the conformity of the medical devices certified by another conformity assess-
ment body.

2 Tt may extend the period under paragraph 1 by a maximum of twelve months.

3 Within the period set by the Agency, the certificates may continue to be used in
their original form. The manufacturer or the person who first places the medical
device on the market remains responsible for the safety, effectiveness and perfor-
mance of the medical device.

4 The Agency determines the requirements that the manufacturer of the medical
device concerned or the person who first places the medical device on the market
must meet within the period set by the Agency.

Art. 1366 Reporting and information obligations

1 The conformity assessment bodies shall report all certificates that they issue,
modify, supplement, suspend, restrict, withdraw, or refuse to the Agency, stating the
devices affected.

2 The conformity assessment bodies shall notify the other conformity assessment
bodies of any certificate that they suspend, withdraw, or refuse, stating the devices
affected. On request, they also inform them of certificates that they have issued,
modified or supplemented, and make additional relevant information available.

61 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

62 OJL 169 of 12.7.1993, p. 1, last amended by Directive 2007/47/EC, OJ L 247 of
21.9.2007, p. 21.

63 OJL 189 0f20.7.1990, p. 17, last amended by Directive 2007/47/EC, OJ L 247 of
21.9.2007, p. 21.

64 OJ L 3310f7.12.1998, p. 1, last amended by Regulation (EC) No 596/2009, OJ L 188 of
18.7.2009, p. 14.

65 Inserted by No I of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

66 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

12
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Art. 1347 Subsequent surveillance of conformity assessment bodies

I The Agency shall monitor the conformity assessment bodies in accordance with
Article 32 AccDO and Annex 3¢ number 1.68

2Tt may at any time:
a. conduct announced or unannounced on-site assessments;

b. observe audits conducted by the conformity assessment body at the premises
of'its clients.

Section 4a%°

Conformity Assessment Bodies in terms of the Regulation of the
European Parliament and of the Council of 5 April 2017 on Medical
Devices and the Regulation of the European Parliament and of the
Council of 5 April 2017 on In Vitro Diagnostic Medical Devices

Art. 135 Requirements

Conformity assessment bodies that wish to carry out conformity assessment activi-
ties in accordance with Regulation (EU) 2017/74570 on medical devices (MDR) and
Regulation (EU) 2017/7467! on in vitro diagnostic medical devices (IVDR) must:

a. meet the requirements of Article 11 paragraph 1 and Annex 3a section 2;

b. Dbe capable of carrying out the conformity assessment activities in accord-
ance with the MDR and the IVDR; and

c. have undergone an assessment procedure in accordance with Article 134.

Art. 13¢ Application

I The application for designation as a conformity assessment body under Article 135
must be submitted to the Agency. It must in particular include:

a. details of the activities and the types of product for which designation is
sought;

b. proof that the requirements of Annex 3a section 2 have been met.

67  TInserted by No I of the O of 1 April 2015, in force since 15 April 2015 (AS 2015 999)

68 Amended by No I of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

69 Inserted by No I of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

70 Regulation (EU) 2017/745 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; amended by OJ L 117 0f 5.5.2017, p. 1.

71 Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017
on in vitro diagnostic medical devices and repealing Directive 98/79/EC and Commission
Decision 2010/227/EU; amended by OJ L 117 of 5.5.2017, p. 176.

13
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2 The Agency shall check within thirty days whether the application for designation
is complete, and if necessary request the applicant to submit any information that is
missing.

3 1t shall check the application and the accompanying documents and issue a prelim-
inary assessment report.

Art. 13d Assessment

1 The Agency shall conduct an on-site assessment of the conformity assessment
body and if applicable of all sub-contractors and subsidiaries. It shall provide the
applicant conformity assessment body with a list of the non-compliances identified
in the assessment.

2 The conformity assessment body shall submit a plan with corrective measures to
eliminate the deficiencies and a plan with preventive measures to the Agency within
the timeframe allowed. The plan shall indicate the root cause of the identified non-
compliances and shall include a timeframe for implementing the measures.

3 The Agency shall decide whether the measures proposed by the conformity as-
sessment body to eliminate the non-compliances identified in the assessment are
suitable and the planned timeframe is appropriate.

4 If the Agency agrees to the proposal mentioned in paragraph 2, it shall draw up a
final assessment report including the following:

a. the result of the assessment;

b. confirmation that suitable corrective and preventive measures have been
planned and where necessary implemented,

c. the scope of the designation.

Art. 13¢ Granting the designation

1 The Agency shall grant the designation if the conformity assessment body meets
the requirements. In doing so, it shall take account of the following provisions in
particular:

a. scope and definitions: Articles 1 and 2 MDR72 and Articles 1 and 2 IVDR73
respectively;

b. declaration of conformity and marking: Articles 19 and 20 as well as An-
nexes IV and V MDR and Articles 17 and 18 as well as Annexes [V and V
IVDR respectively;

c. classification: Article 51 and Annex VIII MDR and Article 47 and Annex
VIII IVDR respectively;

d. conformity assessment procedure and certificates of conformity: Articles
52-59 and Annexes IX—XIII MDR, and Articles 48—54 and Annexes IX—XII
IVDR respectively.

72 See the footnote to Art. 13b.
73 See the footnote to Art. 135.
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2 In addition, it shall take account of the following provisions, insofar as they impose
obligations on the conformity assessment body:

a. provisions relating to the review of the quality management system for the
provision of information and changes to the outer packaging in accordance
with Articles 16 MDR and 16 IVDR;

b. provisions relating to the review of clinical valuations under Article 61
MDR or relating to the performance evaluation and clinical evidence under
Article 56 IVDR;

c. provisions relating to the review of the report on the safety of products under
Articles 86 MDR and 81 IVDR.

Art. 131 Expanding the designation

The requirements and procedures in Articles 13¢c—13e apply to expanding a designa-
tion.

Art. 13g Sub-contractors and subsidiaries

I Conformity assessment bodies that delegate part of the work to sub-contractors or
to a subsidiary bear full responsibility for the work carried out on their behalf under
the sub-contract or by the subsidiary.

2 They shall ensure that the sub-contractor or the subsidiary meets the applicable
requirements of Annex 3a section 2. They must be able to prove to the Agency that
the sub-contractor or the subsidiary is capable of carrying out the tasks assigned to
it.

3 They shall notify the Agency within 15 days if they delegate work in terms of
paragraph 1.

4 They shall publish a list of their subsidiaries.

Art. 132 Cessation of conformity assessment activities

1Tf a conformity assessment body ceases to carry out its conformity assessment
activities, it shall notify the Agency and the clients concerned of this as soon as
possible. In the case of a planned cessation of activities, notice must be given one
year before the activities cease. The Agency shall revoke the designation from the
date on which the activities cease.

2 The certificates remain valid for a maximum of nine months following cessation of
activities, provided another conformity assessment body assumes responsibility for
certifying the products concerned and confirms this in writing.

3 The conformity assessment body assuming responsibility in terms of paragraph 2
shall conduct a full assessment of the products concerned before the nine-month
period expires and before issuing new certificates for the products.

15
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Art. 13 Suspension, restriction and withdrawal of the designation

I The designation shall be suspended, restricted or withdrawn if the conformity
assessment body:

a. no longer or only partly meets the requirements; or
b. fails to carry out corrective measures ordered by the Agency.

2 A suspension is imposed for a maximum of twelve months. It may be extended by
a maximum of a further twelve months.

3 If its designation is suspended, restricted or withdrawn, the conformity assessment
body must notify all the manufacturers concerned or all persons placing the medical
devices concerned on the market for the first time within ten days.

Art. 13/ Unduly issued certificates

1 In the event of any restriction, suspension or of a withdrawal of a designation, the
conformity assessment body shall suspend or withdraw any certificates which were
unduly issued.

2If the conformity assessment body fails to fulfil this obligation, the Agency shall
order it to suspend or withdraw the certificates. It shall allow an appropriate period
for doing so.

Art. 13k Validity of the certificates in the event of the suspension or
restriction of the designation

L'Tf the Agency suspends or restricts the designation of a conformity assessment
body, the certificates concerned remain valid provided the Agency:

a. confirms within a month that there is no safety issue with the products con-
cerned; and

b. outlines a timeline and measures to remedy the suspension or restriction.
2 The certificates also remain valid if the Agency:

a. confirms that during the suspension or restriction, no certificates relevant to
the suspension will be issued, amended or re-issued; and

b. states whether the conformity assessment body is able to continue to monitor
and remain responsible for existing certificates during the suspension or re-
striction.

3 The conformity assessment body shall notify the manufacturers concerned or the
persons placing the medical devices concerned on the market for the first time.

4 If the Agency determines that the conformity assessment body is unable to support
existing certificates, these certificates remain valid provided the manufacturer of the
product concerned or the person placing the product concerned on the market for the
first time confirms in writing to the Agency or, if he or she is based in a contracting
state, to the authority responsible for medical devices there within three months
following suspension or restriction of the designation that another qualified con-
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formity assessment body is temporarily assuming the task of monitoring and will
remain responsible for the certificates during the suspension or restriction.

Art. 13/ Validity of the certificates in the case of withdrawal the designation

LIf the Agency withdraws the designation of a conformity assessment body, the
certificates affected remain valid for nine months provided:

a. the Agency or the competent authority for medical devices in the contracting
state where the manufacturers concerned or the person placing the medical
devices concerned on the market for the first time have their place of busi-
ness confirms that there is no safety issue associated with the devices in
question; and

b. another conformity assessment body confirms in writing that it is assuming
immediate responsibility for the certificates for these products and can com-
plete the assessment of the products within twelve months of the withdrawal
of the designation.

2 The Agency may within the limits of its competence extend the provisional validi-
ty of the certificates for further periods of three months, which altogether shall not
exceed twelve months.

Art. 13m Duty of involvement, to report and to provide information

I The conformity assessment bodies including their subsidiaries or sub-contractors
are required to keep all data available for the Agency at all times that is necessary
for the assessment, designation, monitoring and re-assessment, including the docu-
ments required to assess the qualifications of sub-contractors or subsidiaries neces-
sary. The data must be kept up-to-date at all times.

2 The conformity assessment bodies shall notify the Agency within 15 days of any
change that affects their ability to meet the requirements of Annex 3a number 2 or to
carry out conformity assessments.

3 In relation to certificates, the duty to report and to provide information is governed
by Article 13.

Art. 13n Monitoring and re-assessment of the conformity assessment bodies

1 The Agency shall monitor the conformity assessment bodies and their subsidiaries
and sub-contractors and carry out re-assessments. Monitoring and re-assessments are
carried out in accordance with Annex 3¢ number 2.

2 At least once a year, the Agency shall review whether the conformity assessment
bodies and if applicable their subsidiaries and sub-contractors meet the requirements
and obligations of Annex 3a number 2.

3 For this purpose, it may at any time:

a. carry out on-site assessments with or without advance notice;
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b. carry out audits of the employees of the conformity assessment body and its
subsidiaries or sub-contractors or observe audits that the conformity assess-
ment body carries out on its clients’ premises.

4 The Agency may publish the summary of the annual report on monitoring activi-
ties and on-site assessments in terms of Article 44 paragraph 12 MDR74 or Article
40 paragraph 12 IVDR75.

Art. 130 Tariffs

The conformity assessment bodies shall issue lists of the standard tariffs charged for
their activities and make these lists publicly accessible.

Art. 13p Cooperation with the European Commission and the member states
the EU

I ' The Agency shall cooperate with the European Commission and the EU member
states in particular in relation to designation and its amendment or extension and in
the monitoring and re-assessment of a conformity assessment body, insofar as this is
provided for by an international agreement. Cooperation is governed by Annex 3b
number 2.

2 The Agency shall appoint experts who are qualified to assess conformity assess-
ment bodies in the field of medical devices.

3 Where an international agreement permits enquiries from the European Commis-
sion or an EU member state in connection with a conformity assessment carried out
by a conformity assessment body, the conformity assessment body shall answer
these immediately, and within 15 days at the latest. It shall inform the Agency that it
has received such enquiries and provide it with copies of the enquiries and of the
answers.

Section 5 Product Surveillance

Art. 1476 Post-market surveillance

I The person first placing the device on the market in Switzerland or in a treaty
country must take appropriate measures in order to be in a position, during the
lifecycle of a device, to:

a. recognise the risks that could be caused by the device;
b. prevent possible risks;

c. ensure the traceability of the device.

74 See the footnote to Art. 13b.

75 See the footnote to Art. 13b.

76 Amended by No I 7 of the O of 11 June 2010 on the Revision of Sectoral O in the Field of
Product Safety, in force since 1 July 2010 (AS 2010 2749).
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2 For this purpose, the said person must operate a product surveillance system and
compile the following product-specific information:

a. complaints;

b. relevant experience concerning use and efficacy;
c. reports from the specialised press;

d. results of own investigations;

e. corrective measures.

3 The said person must examine complaints relating to the safety of the device with
due care, and if necessary carry out random sampling and take the appropriate
corrective measures.

4 Every person who subsequently places the device on the market must contribute to
fulfilling the safety requirements and participate in the surveillance of the safety of
the devices that are placed on the market. For that purpose, they shall collect com-
plaints and relevant experience concerning use and efficacy and deliver these to the
product surveillance system.

Art. 1577 Reporting of incidents

1 If the person first placing the device on the market becomes aware of incidents in
Switzerland, that person must report these to the Agency. If this person becomes
aware of incidents in a treaty country, the report must be sent to the competent
authority in the treaty country concerned.

2 Any professional person who becomes aware of an incident when using medical
devices must report this to the Agency. The report may be submitted by a profes-
sional association.

3 The report must be made:

a. for an event that represents or might represent, clearly and directly, a serious
threat to the life or health of a considerable number of persons: without de-
lay, but in all cases not later than two calendar days following the date of
awareness of the event;

b. for an event that has led to a death or an unexpected, serious deterioration in
the state of a patient’s health: without delay, but in all cases not later than
ten calendar days following the date of awareness of the event;

c. in other cases: without delay, but in all cases not later than 30 days following
the date of awareness of the event.

4 Hospitals must establish an internal reporting system based on the principles of
quality assurance, designate an appropriate, competent person with medical or
technical training to carry out the mandatory reporting to the Agency, and notify the
Agency of the person designated.

77 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).
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Art. 15478 Periodic summary reports

On application, the Agency may authorise the person first placing a medical device
on the market to submit the reports periodically, in summarised form, if the root
cause is known or if defective devices are still on the market following recalls and
other field safety corrective actions as laid down in Article 15¢.

Art. 15679 Trend report

If the person first placing a medical device on the market observes a clear increase in
the number of events in the course of device monitoring, he must notify the Agency
accordingly, and of any measures undertaken, in the form of a trend report.

Art. 15¢80 Measures taken relating to incidents

I The person who first places a medical device on the market and who becomes
aware of incidents with this device must take the necessary internal measures and
safety measures to reduce the risk associated with the device that is on the market,
such as recall, exchange, modification, or destruction of the device, or sending a
safety warning regarding its use.

2 This person shall report the recall of a device or other field safety corrective ac-
tions regarding the devices on the market to the Agency immediately if the device
was manufactured in Switzerland or is on the Swiss market. If the device was manu-
factured in a treaty country or is marketed there, the report must also be sent to the
competent authority of the treaty country in question.

2bis The report includes, in particular, the following information:
a. all information that permits the identification of the device;
a comprehensive description of the danger that can be caused by the device,

c. all available information regarding the persons who have procured the de-
vice and, unless it has been provided directly to the users, regarding the per-
sons to whom it has been delivered.8!

3 This person must send the Agency, in a timely manner, a final report on the
measures taken and their effects.

Art. 15482 Mandatory further dissemination of information on recalls and other
field safety corrective actions

It is mandatory for every person who places the medical device subsequently on the
market to forward information, in an appropriate manner, to the affected users and if

78 Inserted by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

79 Inserted by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

80 Inserted by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

81 Inserted by No 17 of the O of 11 June 2010 on the Revision of Sectoral O in the Field of
Product Safety, in force since 1 July 2010 (AS 2010 2749).

82 Inserted by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).
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applicable to the patients in the case of recalls or other field safety corrective actions
related to devices that are on the market.

Art. 1583 Collection and evaluation of the reports

1 The Agency ensures that the reports are systematically compiled, evaluated and,
where necessary, forwarded.

2 Where necessary, it informs the cantons and the competent authorities in treaty
countries of incidents. In all cases, it informs them of recalls and other field safety
corrective measures relating to devices that are on the market.

3 Where necessary, the Agency publishes the recalls and the other field safety cor-
rective actions relating to devices that are on the market, in an appropriate form.

Section 6 Special Provisions for the Handling of Medical Devices

Art. 16 Mandatory prescription

I Medical devices for personal use which could endanger human health even when
used correctly or which contain medicinal products for which prescription is manda-
tory may only be dispensed on medical prescription.

2 The Agency lists the product groups that may be dispensed on prescription only, in
the form of an Ordinance.

Art. 17 Dispensing

1 The dispensing of medical devices is regulated according to their intended purpose
and to the information provided by the person first placing them on the market.

2 Medical devices for which medical prescription is mandatory, medical devices
obtained over the counter for personal use and which are not in Class I, and in vitro
diagnostic medical devices for self-testing, may only be dispensed if the dispensing
point can guarantee that professional advice is available and satisfies operational
requirements.

3 The dispensing to the general public of in vitro diagnostic medical devices for the
diagnosis of transmissible human diseases is prohibited. The Agency may grant
exemptions in the interests of public health.

4 The dispensing of medical devices manufactured in house for in vitro diagnosis is
prohibited.84

83 Inserted by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).
84 Inserted by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).
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Art. 1885 Use

I Medical devices intended for use by professionals and which could harm the health
of humans in the case of improper use are listed in Annex 6.

2 The product groups listed in Annex 6 may only be used in accordance with the
professional and operating requirements stated therein.

3 The Department is authorised to adapt Annex 6 to technological developments and
to add product groups intended for use by professionals and which could harm the
health of humans in the case of improper use.

Art. 1986 Reprocessing

I' A professional who makes repeated use of a medical device that is intended for
such use must ensure, before each new use, that its functionality is checked and that
it has been correctly reprocessed.

2 Reprocessing is considered to be any maintenance measure that is necessary in
order to prepare a used or new medical device for its intended use, notably activities
such as cleaning, disinfection and sterilisation.

3 Data on the sterilisation process and validation must be recorded.

4 Any person who reprocesses medical devices for third parties must be able to
demonstrate that a conformity assessment procedure in accordance with Annex 3 for
the preparation and sterilisation of medical devices has been completed successfully.

Art. 20 Maintenance

I Any person using medical devices in a professional capacity must ensure that the
maintenance of the devices and the associated tests are carried out according to
regulations.

2 Maintenance must be carried out in accordance with the principles of quality
assurance, is to be appropriately planned and organised internally, and must notably
address:

a. the maintenance instructions drawn up by the person first placing the device
on the market.

b. the particular risk associated with the device and its use.

3 The results of the maintenance and of the associated tests, the deficiencies and
faults identified, and the actions taken, are to be recorded for:

a. active medical devices;

b. calibratable medical devices with a measuring function.

85 Amended by No I 5 of the O of 18 Aug. 2004, in force since 1 Sept. 2004
(AS 2004 4037).
86 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).
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4 For medical devices with a measurement function, test procedures may be required
in accordance with the Measuring Instruments Ordinance of 15 February 200687.88

Art. 20489 Modification

Any person modifying or reprocessing medical devices or who has them modified or
reprocessed in such a way that they no longer serve their intended use or achieve
their intended performance must fulfil the requirements for first-time placing on the
market.

Art. 21 Advertising

I The claims with regard to the use, performance and efficacy of medical devices for
direct dispensing to the general public or for direct use by the general public must be
restricted to those contained in the product information only.

2 Misleading statements concerning the efficacy and performance of a medical
device are prohibited.

3 Advertising to the general public is prohibited for medical devices:
a. that may be dispensed on medical prescription only;

b. that are placed on the market for exclusive use by professionals.

Art. 22 Import and export

! For the export of medical devices to a third country, the Agency may, on presenta-
tion of the appropriate justification documents, issue an export certificate in accord-
ance with Article 50 paragraph 2 of the Therapeutic Products Act.

2 For the import of medical devices, the Agency may, on presentation of the appro-
priate documentation, issue an import certificate if a third country requires proof of
the marketability of the medical device.

3 In justified cases, the Agency may impose certain conditions with regard to issuing
a certificate.

4 It shall withdraw a certificate if:
it was issued on the basis of false documentation;

the devices stated thereon are no longer covered by the necessary declara-
tions of conformity and the corresponding certificates, or if they are subject
to import or export embargoes;

c. the medical devices represent a danger to the health of users, patients or
third parties.

87 SR 941.210
88 Amended by No I of the O of 1 April 2015, in force since 15 April 2015 (AS 2015 999).
89 Inserted by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).
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Section 64°°
Placing Products on the Market in accordance with the MDR
or the IVDR

Art. 22a

Products that meet the requirements of the MDRO! or the IVDRY2 may be placed on
the market in Switzerland.

Section 7 Monitoring within the Framework of Market Surveillance

Art. 23 Principle

I Monitoring within the framework of market surveillance (compliance monitoring)
ensures that the medical devices placed on the market, the procedure for placing
them on the market, product surveillance, and the handling of medical devices
comply with the regulations contained in this Ordinance. Compliance monitoring
also extends to medical devices which are placed on the market in treaty countries
by persons with a place of business in Switzerland and also to the procedures for
placing them on the market and product surveillance.93

2 Compliance monitoring is carried out in the form of random sampling or as a
consequence of incidents.

Art. 24 Institutions

I The Agency is responsible for the compliance monitoring of medical devices.
Certain aspects remain the responsibility of other federal offices or institutions.

2 The cantons are responsible for compliance monitoring:
a. of the retail trade and dispensing points;

of the manual production of custom-made devices, of systems and of proce-
dure packs;

c. of the maintenance and reprocessing of medical devices by the professionals
using them, with the exception of hospitals.94

3 The Agency is also responsible for the retrospective control of products in terms of
Article 22a. Control and market surveillance are governed by Articles 23-27.95

90  Inserted by No I of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).
91 See the footnote to Art. 135.
92 See the footnote to Art. 135.
93 Amended by No I 5 of the O of 18 Aug. 2004, in force since 1 Sept. 2004

(AS 2004 4037).
94 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).
95 Inserted by No I of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).
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Art. 25 Coordination body
I The Agency may appoint a coordination body. This:

a. coordinates the compliance monitoring and, where applicable, the testing of
the measuring functions of medical devices, and also the notification of offi-
cial decisions taken by various authorities;

b. acts as a single point of contact for questions and reports in connection with
medical devices;

c. informs the relevant institutions responsible for compliance monitoring
about reports received as laid down in Article 6.

2 The authorities responsible for enforcement in the field of medical devices are
represented in the coordination body. The Agency chairs the coordination body and
acts as the secretariat.

3 The other enforcement authorities inform the Agency of their activities related to
the compliance monitoring of medical devices.

Art. 26 Powers

The institutions responsible for compliance monitoring may, in order to examine the
conformity of medical devices, and free of charge:

a. demand the proof and information required;
b. take samples;
c. order that tests be carried out;

d.% enter and inspect, during normal working hours, the business premises and
facilities of persons who have an obligation to provide information;

e.97 consult documents and demand that they, or additional information, be pro-
vided in one of the official languages of Switzerland or in English.

Art. 26a%8 Processing of personal data

I The institutions responsible for enforcement are authorised to use personal data
that is needed in order to fulfil all the tasks with which they are mandated by means
of the present Ordinance. This also includes data relating to health that is obtained
within the context of governmental market surveillance (Arts. 58 and 59 of the
Therapeutic Products Act).

2 All of the processing is subject to the Federal Act of 19 June 19929 on Data Pro-
tection.

96 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

97 Amended by No I of the O of 24 Mar. 2010, in force since 1 April 2010 (AS 2010 1215).

gg Inserted by No I 5 of the O of 18 Aug. 2004, in force since 1 Sept. 2004 (AS 2004 4037).
SR 235.1
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Art. 265100 Mandatory cooperation and provision of information

It is mandatory for the person first placing a medical device on the market in Swit-
zerland or in a treaty country and for any person who places the device subsequently
on the market to provide cooperation, where necessary, with regard to enforcement.
These persons must notably provide, free of charge, all information and all proof and
documentation required to the enforcement bodies.

Art. 27 Administrative measures

I'Tf a medical device does not comply with the legal provisions, the competent
authority shall inform the person who placed it on the market of the result of the
compliance monitoring procedure and give that person the opportunity to respond.
The authority may impose measures. It shall allow a reasonable period of time
within which the measures imposed are to be taken.

2 If there is justified suspicion that a medical device, even when it complies with the
legal provisions, poses an immediate and serious threat to the health or safety of
patients, users or third parties, the relevant enforcement bodies shall take immediate
measures to withdraw the medical device from the market, to prohibit its being
placed on the market or to seize it. The Agency will subsequently initiate the neces-
sary measures according to Article 66 of the Therapeutic Products Act. In case of an
actual necessity for the protection of public health, the Agency shall decree the
measures in a general ruling.101

Section 7a  Implementation!02

Art. 274103 Amendment of Annexes

I The Federal Department of Home Affairs may amend the annexes to this Ordi-
nance in line with international or technical developments.

2 Where amendments may pose technical barriers to trade, it shall make them by
mutual agreement with the Federal Department of Economic Affairs, Education and
Research.

100 nserted by No I 7 of the O of 11 June 2010 on the Revision of Sectoral O in the Field of
Product Safety, in force since 1 July 2010 (AS 2010 2749).

101 Amended by No I 7 of the O of 11 June 2010 on the Revision of Sectoral O in the Field of
Product Safety, in force since 1 July 2010 (AS 2010 2749).

102 Inserted by No I of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

103 Inserted by No I of the O of 1. April 2015, in force since 15 April 2015 (AS 2015 999).
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Art. 27h104  Harmonisation of implementation

The Agency shall implement Section 4a and shall in doing so respect the implement-
ing acts in accordance with Annex 7 issued by the European Commission based on
the MDR105 or the TVDR106,

Art. 27¢107  Participation in European expert groups

The Agency may appoint experts to participate in expert groups of the EU Commis-
sion and the EU member states.

Art. 274108 Expert and reference laboratories in Switzerland

I Any laboratory that wishes to operate as an expert laboratory designated by the
European Commission under Article 106 paragraph 7 MDRI1% or as a reference
laboratory designated under Article 100 IVDR!10 may submit an application to the
Agency.

2 Tt must demonstrate to the Agency in particular that it:

a. meets the criteria under Article 106 paragraph 8 MDR or Article 100 para-
graph 4 IVDR; and

b. is able to assume responsibility for the tasks mentioned in Article 106 para-
graph 10 MDR or Article 100 paragraph 2 IVDR.

3 An expert laboratory must operate in one of the following fields:
a. physico-chemical characterisation;

b. microbiological, biocompatibility, mechanical, electrical, electronic or non-
clinical biological and toxicological testing.

4 If the requirements are met, the Agency shall propose to the EU Commission that
the laboratory be designated an expert or reference laboratory.

104 Ingerted by No I of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).
105 See the footnote to Art. 135.
106 See the footnote to Art. 135.
107 Inserted by No I of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).
108 Inserted by No I of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).
109 See the footnote to Art. 135.
110 See the footnote to Art. 135.
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Section 8 Final Provisions

Art. 28 Repeal of current legislation
The following enactments are repealed:
a. the Medical Devices Ordinance of 24 January 1996111,
b. the In vitro Diagnostic Ordinance of 24 February 1993112,

Art. 29113 Transitional provisions relating to the amendment of
25 October 2017

I Certificates in accordance with Article 12 paragraph 1 for in vitro diagnostic
medical devices may be issued until 25 May 2022. All certificates in accordance
with Article 12 paragraph 1 cease to be valid by 27 May 2024 at the latest.114

2 Conformity assessment bodies that have been designated in accordance with Sec-
tion 4a, may carry out conformity assessment procedures under the MDR!15 and the
IVDR!16 and issue related certificates from 26 November 2017.

Art. 30 Commencement

This Ordinance comes into force on 1 January 2002.

Il TAS 1996 987 1868, 1998 1496]

112 [AS 1993 967, 1996 2348]

113 Amended by No I of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).
114 Amended by No I of the O of 1 July 2020, in force since 1 Aug. 2020 (AS 2020 2975).
115 See the footnote to Art. 13

116 See the footnote to Art. 13.
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Conformity marking

The conformity marking is as follows:

MD

Annex 1
(Art. 8 para. 1)

Where a conformity assessment body must be used, its identification number is

placed beside its conformity marking.

MD nnnnn
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Annex 2117
(Art. 8 para. 1)

The following conformity marking is defined in Directives 93/42/EEC!!8 Annex
XII, 98/79/EC119 Annex X and 90/385/EEC!20 Annex 9. The illustration is for
information purposes only.

1

Where a conformity assessment body must be used, its identification number is to be
placed beside its conformity marking.

C € nnnNn

117 Amended by No 111 para. 2 of the O of 24 Mar. 2010 (AS 2010 1215). Revised by No II
para. 3 of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

118 See the footnote to Art. 4 para. 1 let. a.

119 See the footnote to Art. 4 para. 1 let. b.

120 See the footnote to Art. 4 para. 1 let. c.

30



Medical Devices Ordinance 812.213

Annex 3121
(Art. 10 para. 1)

Conformity assessment procedures

1. The person first placing a device on the market is responsible for the conformity
assessment procedure and for the preparation of the declaration of conformity. The
definitions and procedures to be used are found:

a.

for active implantable medical devices, in Annexes 2-5 of Directive
90/385/EEC122;

for classical medical devices, in Annexes II-X of Directive 93/42/EEC123;

for in vitro diagnostic medical devices, in Annexes II-VIII of Directive
98/79/EC124,

2. A conformity assessment body is used:

a.

for active implantable medical devices as laid down in Directive
90/385/EEC;

for classical medical devices in Class Ila, IIb and III as laid down in Di-
rective 93/42/EEC;

for in vitro diagnostic medical devices for self-testing;

- for in vitro diagnostic medical devices as laid down in Annex II of Directive

98/79/EC, even if manufactured in house (except for products in accordance
with Section 3, letter b);

for classical medical devices in Class I which are sterilised or have a meas-
uring function.

3. A conformity assessment body need not be used for:

121

122

123

124

a.

the other classical medical devices in Class I (not sterile, not having a meas-

uring function);

in vitro diagnostic medical devices manufactured in house as laid down in

Annex II of Directive 98/79/EC if:

1. the manufacturing company is a nationally designated reference labora-
tory or a laboratory with an equivalent qualification, and

2. no common technical specifications exist for the medical devices in
question.

Revised by No III para. 1 of the O of 24 Mar. 2010 (AS 2010 1215) and No II para. 4 of
the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

OJ L 189 0 20.7.1990, p. 17, last amended by Directive 2007/47/EC, OJ L 247 of
21.9.2007, p. 21

OJ L 169 0f 12.7.1993, p. 1, last amended by Directive 2007/27/EC, OJ L 247 of
21.9.2007, p. 21.

See the footnote to Art. 4 para. 1 let. b.
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bYs, the other in vitro diagnostic medical devices to which section 2 does not ap-
ply;
c. all medical devices which are to be subjected to a clinical investigation or a
performance evaluation;
d. custom-made devices.
4. Any supplier who assembles a system or procedure pack must declare that:

a. the mutual compatibility of the components in accordance with the instruc-
tions drawn up by the person who placed them on the market has been tested
and is established;

b. the system or procedure pack is accompanied by relevant user instructions,
including those from the person who placed them on the market; and

c. all activities are monitored internally in a suitable manner.
5. Conformity assessment for classical medical devices in Class I:

The conformity assessment shall be carried out as laid down in Annex VII of Di-
rective 93/42/EEC. The required declaration of conformity shall be drawn up before
placing the devices on the market for the first time.

6. Conformity assessment for classical medical devices in Class Ila:

The conformity assessment shall be carried out as laid down in one of the following
procedures in accordance with Directive 93/42/EEC:

a. the procedure for EC declaration of conformity in accordance with Annex
VII of this Directive in conjunction with the procedure:
1. for EC verification in accordance with Annex IV,

2. for EC declaration of conformity (Production quality assurance) in ac-
cordance with Annex V,

3. for EC declaration of conformity (Product quality assurance) in accord-
ance with Annex VI;

b. the procedure for the full quality assurance system (EC declaration of con-
formity in accordance with Annex II of this Directive); in this case, Annex
II, Section 4 does not apply.

The required declaration of conformity shall be drawn up before placing the devices
on the market for the first time.

7. Conformity assessment for classical medical devices in Class IIb

The conformity assessment shall be carried out as laid down in one of the following
procedures in accordance with Directive 93/42/EEC:

a. the procedure for the full quality assurance system (EC declaration of con-
formity in accordance with Annex II of this Directive); in this case, Annex
II, Section 4 does not apply;

b. the procedure for the EC type-examination in accordance with Annex III of
this Directive in conjunction with the procedure:

1. for EC verification in accordance with Annex IV,
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2. for EC declaration of conformity (Production quality assurance) in ac-
cordance with Annex V, or

3. for EC declaration of conformity (Product quality assurance) in accord-
ance with Annex VL.

The required declaration of conformity shall be drawn up before placing the devices
on the market for the first time.

8. Conformity assessment for classical medical devices in Class III:

The conformity assessment shall be carried out as laid down in one of the following
procedures in accordance with Directive 93/42/EEC:

a. the procedure for the full quality assurance system (EC declaration of con-
formity in accordance with Annex II of this Directive);

b. the procedure for the EC type-examination in accordance with Annex III of
this Directive in conjunction with the procedure:
1. for EC verification in accordance with Annex IV,
2. for EC declaration of conformity in accordance with Annex V.

The required conformity declaration shall be drawn up before placing the devices on
the market for the first time.

9. Conformity assessment for active implantable medical devices:

The conformity assessment shall be carried out as laid down in one of the following
procedures in accordance with Directive 90/385/EEC:

a. the procedure for the full quality assurance system (EC declaration of con-
formity in accordance with Annex 2 of this Directive).

b. the procedure for the EC type-examination in accordance with Annex 3 of
this Directive in conjunction with one of the following procedures:
1. for EC verification in accordance with Annex 4, or
2. for EC declaration of conformity in accordance with Annex 5.

The required conformity declaration shall be drawn up before placing the devices on
the market for the first time.

10. Conformity assessment for custom-made devices and medical devices for clini-
cal investigation in all classes:

The conformity assessment shall be carried out as laid down in Annex VIII of Di-
rective 93/42/EEC or for active implantable medical devices as laid down in Annex
6 of Directive 90/385/EEC.

11. Conformity assessment for all in vitro diagnostic medical devices with the ex-
ception of those mentioned in Annex II of Directive 98/79/EC, those intended for
self-testing and those intended for performance evaluation:

The conformity assessment shall be carried out as laid down in Annex III of Di-
rective 98/79/EC. The required declaration of conformity shall be established before
placing the devices on the market for the first time.
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12. Conformity assessment for in vitro diagnostic medical devices for self-testing:

The conformity assessment shall be carried out as laid down in one of the following
procedures:

a. in accordance with Annex III of Directive 98/79/EC;
b. in accordance with Section 13;
c. inaccordance with Section 14.

If the procedure is carried out as laid down in Annex III of Directive 98/79/EC, the
development of the products in accordance with Section 6 of this Annex must be
confirmed by a conformity assessment body with an EC design-examination certifi-
cate and the required declaration of conformity must be drawn up before placing the
devices on the market for the first time.

13. Conformity assessment for in vitro diagnostic medical devices as laid down in
Annex II, List B of Directive 98/79/EC:

The conformity assessment shall be carried out as laid down in one of the following
procedures in accordance with Directive 98/79/EC:

a. the procedure for the full quality assurance system (EC declaration of con-
formity in accordance with Annex IV of this Directive);

b. the procedure for the EC type-examination in accordance with Annex V of
this Directive in conjunction with one of the following procedures:
1. for EC verification in accordance with Annex VI, or
2. for EC declaration of conformity in accordance with Annex VII.

The required conformity declaration shall be drawn up before placing the devices on
the market for the first time.

14. Conformity assessment for in vitro diagnostic medical devices as laid down in
Annex II, List A of Directive 98/79/EC:

The conformity assessment shall be carried out as laid down in one of the following
procedures in accordance with Directive 98/79/EC:

a. the procedure for the full quality assurance system (EC declaration of con-
formity in accordance with Annex IV of this Directive);

b. the procedure for the EC type-examination in accordance with Annex V of
this Directive in conjunction with the procedure for production quality as-
surance in accordance with Annex VIL

The required conformity declaration shall be drawn up before placing the devices on
the market for the first time.

15. Conformity assessment for in vitro diagnostic medical devices, for performance
evaluation:

The conformity assessment shall be carried out as laid down in Annex VIII of Di-
rective 98/79/EC. A statement as laid down in Annex VIII of Directive 98/79/EC
shall be drawn up before the performance evaluation.
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16. Conformity assessment for in vitro diagnostic medical devices manufactured in
house:

A declaration must be drawn up for the product, which includes the following in-
formation:

a. identification of the product;
b. name and address of the manufacturing company;
c. declaration that the product corresponds to the essential requirements.

The manufacturing company must have an appropriate quality assurance system as
laid down in recognised national or international standards (e.g. good practice in
microbiological and serological laboratories in accordance with the Ordinance of 26
June 1996125 on Microbiological and Serological Laboratories, European standard
ISO/IEC 17025 2000 [General requirements for the competence of testing and
calibration laboratories] or EA-04/10 2002 [Accreditation for Microbiological
Laboratories]).

The documentation relating to the product must prove that the product corresponds
to the essential requirements in accordance with Annex I of Directive 98/79/EC and
to its claimed performance.

For medical devices in accordance with Annex II of Directive 98/79/EC, such a
procedure may only be applied if:

a. the manufacturing company is a nationally designated reference laboratory
or a laboratory with an equivalent qualification;

b. the product is classified as laid down in List A of this annex; and

c. no common technical specifications exist for the medical devices in ques-
tion.

17. Conformity assessment for the reprocessing of medical devices by third parties:

a. A declaration must be drawn up for the product to be reprocessed, with the
following information:

1. identification of the product,

2. name and address of the company carrying out the reprocessing,

3. declaration confirming that the product has been reprocessed as laid
down in the instructions drawn up by the person who first placed it on
the market, or declaration that a risk analysis and a validation procedure
has provided proof that own reprocessing procedures are applied in an
equally safe and effective manner.

b. The company carrying out the reprocessing must have an appropriate quality
assurance system as laid down in nationally or internationally recognised
standards.

125 TAS 1996 2324, 2001 3294 No 11 11, 2003 4835, 2004 4037 No 11. AS 2015 1497
Art. 26]. See now: the O of 29 April 2015 on Microbiology Laboratories
(SR 818.101.32).
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c. The documentation relating to the reprocessing must prove that the product
has been reprocessed in accordance with letter a number 3.
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Annex 3al26
(Art. 11.1b18 und 135)

Conditions for the designation of conformity assessment bodies

1. Designation in accordance with Section 4

Conformity assessment bodies must meet the requirements of Annex I of Imple-
menting Regulation (EU) No 920/2013127.

2. Designation in accordance with Section 4a

Conformity assessment bodies must meet the requirements of Annex VII MDR128 or
IVDR!29.

126

127

128
129

Inserted by No II of the O of 1 April 2015 (AS 2015 999). Amended by No II para. 1 of
the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

Commission Implementing Regulation (EU) No 920/2013 of 24 Sept. 2013 on the desig-
nation and the supervision of notified bodies under Council Directive 90/385/EEC on ac-
tive implantable medical devices and Council Directive 93/42/EEC on medical devices,
version as per OJ L 253 0f 25.9.2013, p. 8.

See the footnote to Art. 135.

See the footnote to Art. 135.
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Annex 3b130
(Art. 11 and 13p)

Cooperation with the European Commission and the Member
States of the European Union

1. Cooperation in accordance with Section 4

A representative of the European Commission and representatives of the designating
authorities of two Member States of the European Union may participate in the
assessments of conformity assessment bodies conducted by the Agency, including
on-site assessments. They shall receive access to the documents necessary to assess
the conformity assessment bodies.

2. Cooperation in accordance with Section 4a
Cooperation is governed by the following provisions:
a. Assessment of the application (Art. 39 MDR!3! and Art. 35 IVDR!32 respec-
tively);
b. Monitoring and re-assessment (Art. 44 MDR and Art. 40 IVDR respective-
ly);
Changes to the designation (Art. 46 MDR and Art. 42 IVDR respectively);

Peer review and exchange of experience (Art. 48 MDR and Art. 44 IVDR
respectively).

130 Inserted by No II of the O of 1 April 2015 (AS 2015 999). Amended by No II para. 1 of
the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

131 See the footnote to Art. 135.

132 See the footnote to Art. 135.
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Annex 3¢133
(Art. 13a and 13n)

Subsequent surveillance, monitoring and re-assessment of the
conformity assessment bodies

1. Subsequent surveillance in accordance with Section 4

The Agency shall assess the reviews conducted by the conformity assessment bod-
ies, conduct on-site assessments and observe audits as follows:

a. atleast every 12 months: conformity assessment bodies with more than 100
clients;

b. at least every months: all other conformity assessment bodies

2. Monitoring and re-assessment in accordance with Section 4a

1 When monitoring or re-assessing conformity assessment bodies, the Agency shall
take account of the requirements and procedures set out in Articles 44 and 45
MDR134 and Articles 40 and 41 IVDR!35 respectively.

2 Three years after the designation of a conformity assessment body and thereafter
either every four years or as determined by the European Commission in a delegated
act the Agency shall determine whether the conformity assessment bodies still meet
the requirements of Article 135 and Annex 3a section 2.

133 Inserted by No II of the O of 1 April 2015 (AS 2015 999). Amended by No II para. 1 of
the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

134 See the footnote to Art. 135.

135 See the footnote to Art. 135.
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Annex 4136

Comparison of terms used in the EC Directives 90/385/EEC137,
93/42/EEC38 and 98/79/EC'* and in the MedDO

To correctly interpret the Annexes of the EC Directives to which this Ordinance
refers, the following equivalent terms apply:

EC term

Equivalent term in the MedDO

Notified body
Directive 80/181/EEC!140

EC declaration of conformity

(Annex 2 or II, respectively, complete
or full quality assurance system,
respectively)

Responsible person in accordance with
Art. 14 Para. 2 of Directive 93/42/EEC

Authorised representative

Competent authority

Design (of products)

EC type-examination certificate

Conformity assessment body

Ordinance on Units of 23 November
1994141

Declaration of conformity for a full
quality assurance system

Person first placing (a medical device) on
the market

Person first placing (a medical device) on
the market

Swiss Agency for Therapeutic Products,
Bern

Development (of products)

Type-examination certificate

136 Amended by No III para. 2 of the O of 24 Mar. 2010 (AS 2010 1215). Revised by No II
para. 5 of the O of 25 Oct. 2017, in force since 26 Nov. 2017 (AS 2017 5935).

137 See the footnote to Art. 4 para. 1 let. c.
138 See the footnote to Art. 4 para. 1 let. a.
139 See the footnote to Art. 4 para. 1 let. b.

140 OJ L 39 of 15 2.1980, p. 4.
141 SR 941.202
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Annex 5142

142 Repealed by No III para. 3 of the O of 24 Mar. 2010, with effect since 1 April 2010
(AS 2010 1215).
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Annex 6143
(Art. 18)

1. Product groups

The following product groups may only be used by a physician, or by a professional
trained in accordance with the provisions of this Annex, under the monitoring and
responsibility of a physician:
a. Products for injection which are intended to remain within the human body
for longer than 30 days (long-term injectable devices);

b.andc. ...

2. Requirements for training

a. Long-term injectable devices may be used by qualified healthcare profes-
sionals with appropriate training in the injection of long-term implantable
devices, or by persons with equivalent training;

b.andc. ...

143 Inserted by No Il para. 2 of the O of 18 Aug. 2004 (AS 2004 4037). Revised by No 111
para. 1 of the O of 24 March 2010 (AS 2010 1215) and by Art. 28 para. 2 of the O of 27
Feb. 2019 to the FA on Protection against Non-lonising Radiation and Sound, in force
since 1 June 2019 (AS 2019 999).
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Annex 7144
(Art. 27b)

Relevant legislation of the European Commission

The implementing acts issued by the European Commission based on the MDR 145 or
the IVDR146:

a. on guaranteeing the standard application of the requirements in accordance
with Annex VII MDR or Annex VII IVDR;

b. on determining procedures and reports for applying for designation and as-
sessing the application;

c. on the list of codes and the corresponding types of devices for specifying the
scope of the designation of conformity assessment bodies;

d. on determining implementing rules and the documents for the monitoring
the assessment of the technical documentation and the documentation on the
clinical evaluations and their coordination;

e. on determining implementing rules and the documents for the peer review
mechanism as well as training and qualification.

144 Inserted by No II para. 2 of the O of 25 Oct. 2017, in force since 26 Nov. 2017
(AS 2017 5935).

145 See the footnote to Art. 135.

146 See the footnote to Art. 135.
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