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Manufacturer
Obligations and transitional provisions for Swiss manufacturers



A natural or legal person who […] 
markets [a] device under its name 
or trademark [...]

Definition of manufacturer, Art. 4 para. 1 let. e IvDO



Making available of a device under 
own name

Change of intended purpose

Change that could affect the 
conformity of the device



The quality management system 
includes a concept of regulatory 
compliance

Art. 43 IvDO, Art. 10 para. 8 let. a IVDR



Quality management system

Device conformity Manufacturer's 
obligations

Post-market surveillance 
system

Transparency



Common specifications (CS)
Designated standards
Pharmacopoeia



Device

Clinical condition

Analyte

Scientific 
validity

Analytical 
performance

Clinical performance
Performance studies

Performance
evaluation



A manufacturer must carry out a conformity 
assessment procedure

The manufacturer and importer must be able to 
prove that 
- a conformity assessment procedure has been 
carried out 
- the device conforms

Conformity assessment principle Art. 17 para. 2 IvDO



IVD
D
C
B
A sterile
AIntended use



IVD
D
C
B
A sterile

IVD
A

NBxxxx

Notified body
NBxxxx

QMS
Design

D: “Batch release” NBxxxx

xxxx

Manufacturer



Quality management systemQuality management system

PMS plan

PMS report
A B - as required

PSUR
C D – 1 / yr

Post-market surveillance 
system

Design
Performance evaluation
Risk management
…



Legacy devices from 26 May 2022

Significant 
changes in design 
and intended 
purpose

Before
26 May 2022

As old legislation
98/79/EC



Legacy device
List A
List B
Lay use
“IVD others”

Important: IVDs placed on the market in CH before 26 May 2022: Make available on the market until 26.05.2025

98/79/EC 
certificate?

Placing on the market (PoM)
Expiry of certificate, no later than 26 May 2025

Further making available on the market
Deadline PoM + 1 year

yes

Class according 
to IVDR?

Placing on the market (PoM) 
until:
D 26.05.2025
C 26.05.2026
B 26.05.2027
A sterile 26.05.2027
A none

Further making available on 
the market
Deadline PoM + 1 year

no



The post-market surveillance, [...] 
vigilance [and] registration of 
economic operators and of the 
devices themselves are subject to 
the provisions of the IvDO.

Placing on the market of devices that comply with the old legislation, Art. 82 para. 2 IvDO



Concept new regulation
Classes A, B, C, D
Conformity assessment
Post-market surveillance
Deadlines for legacy devices



Manufacturer's obligations
Definition: Art. 4 para. 1 let. e IvDO
Obligations: Art. 39-43 IvDO, Art. 10 IVDR
Assumption of manufacturer's obligations by third parties: Art. 16 paras. 1 and 2 
IVDR
Notification to Swissmedic:  IVD notification (swissmedic.ch)

General Safety and Performance Requirements (GSPR)
Art. 6 IvDO, Annex I IVDR
Designated standards: Art. 45 para. 4 TPA, information from Switec
Common specifications: Art. 45 para. 4 TPA, see relevant EU IVDR
implementing regulations, currently Implementing Regulation (EU) 2022/1107

Performance evaluation
Art. 39 para. 3 IvDO, Art. 56 and Annex XIII IVDR
Clinical evidence: MDCG 2022-2
Software: MDCG 2020-1

Classification
Art. 14 IvDO, Annex VIII IVDR
Classification guidelines: MDCG 2020-16
Classification of software: MDCG 2019-11

Conformity assessment
Art. 17 and 19 IvDO, Art. 48 and Annexes IX-XI IVDR
Class D verification by NB: MDCG 2022-3

Post-market surveillance
System: Art. 49 and 50 IvDO, Art. 78 para. 3 IVDR
Post-market surveillance plan: Art. 51 IvDO, Annex III para. 1 IVDR
Post-market surveillance report (A&B): Art. 52 IvDO
Safety report (C&D): Art. 53-55 IvDO

Legacy devices: Transitional periods and manufacturers’ obligations
Art. 81 -82 IvDO
Application of IVDR requirements to legacy devices: MDCG 2022-8
Significant changes: MDCG 2022-6

General questions: Frequently Asked Questions on medical devices 
(swissmedic.ch)

Note: This summary is for information purposes only and is not a complete 
summary of the relevant legal requirements.

Sources, references and information
IvDO MDCG

IVDR SMC

https://www.fedlex.admin.ch/eli/cc/2022/291/en%23art_4
https://www.fedlex.admin.ch/eli/cc/2022/291/en%23art_39
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/market-access/notification-of-ivd-medical-devices.html
https://www.fedlex.admin.ch/eli/cc/2022/291/en%23art_6
https://www.fedlex.admin.ch/eli/cc/2001/422/en%23art_45
https://www.switec.info/en/new-harmonised-standards/
https://www.fedlex.admin.ch/eli/cc/2001/422/en%23art_45
https://eur-lex.europa.eu/search.html?lang=de&SUBDOM_INIT=ALL_ALL&DTS_DOM=ALL&type=advanced&DTS_SUBDOM=ALL_ALL&qid=1647874537983&DB_IMPLEMENTING=32017R0746&locale=en
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:32022R1107&qid=1647874537983
https://www.fedlex.admin.ch/eli/cc/2022/291/en%23art_39
https://www.fedlex.admin.ch/eli/cc/2022/291/en%23art_14
https://www.fedlex.admin.ch/eli/cc/2022/291/en%23art_17
https://www.fedlex.admin.ch/eli/cc/2022/291/en%23art_49
https://www.fedlex.admin.ch/eli/cc/2022/291/en%23art_51
https://www.fedlex.admin.ch/eli/cc/2022/291/en%23art_52
https://www.fedlex.admin.ch/eli/cc/2022/291/en%23art_53
https://www.fedlex.admin.ch/eli/cc/2022/291/en%23art_81
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/regulation-of-medical-devices/faq.html
https://www.fedlex.admin.ch/eli/cc/2022/291/en
https://health.ec.europa.eu/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance_en
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R0746-20220128&qid=1662620259428
https://www.swissmedic.ch/swissmedic/en/home.html
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