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• Therapeutic product safety – patient safety (medicinal
products and medical devices incl. IVDs)

• Safety and industry oversight role
• Regulator of systemically important sectors (pharma and medtech: approx. 8% 

of GDP)
• Tasks performed independently (governance and scientific expertise) 
• Swissmedic – an outsourced unit
• Public corporate governance – associated with the FDHA (independent

operational management)
• Managed by way of strategic goals – independent budget and financing

• National policy-oriented and strategic view (current situation without MRA)
◦ Independence at Swiss level in respect of other regulatory areas;
◦ Flexibility/room for manoeuvre in the existentially important health sector

Importance of Swissmedic – Governance
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To safeguard
• Quality
• Safety of medicinal products and medical devices (incl. IVDs) 
• Efficacy /                        – full lifecycle

Conformity

Demarcation: Not responsible for 
• Setting prices / Costs of therapeutic products => FOPH (SL, MiGeL*)
• Supply => Cantons, FONES, FOPH 
• Legislation: Acts and FC Ordinances => lead FOPH
• MRA negotiations and economic (export) issues => SECO 

Legal mandate

*List of medical supplies and devices (MiGeL)

https://www.bag.admin.ch/bag/de/home/versicherungen/krankenversicherung/krankenversicherung-leistungen-tarife/Mittel-und-Gegenstaendeliste.html
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Standards PG
• Legal framework
• Technical standards

Information PG
• Informing the general public
• Informing the therapeutic products sector

Market Access PG
• Authorisation
• Licensing

What does Swissmedic produce? - Product groups at Swissmedic

Market Surveillance PG
• Medicinal products vigilance
• Market monitoring of medicinal products
• Medical devices vigilance
• Market monitoring of medical devices

Penal Law PG

Medicinal products: Authorisation, licensing and monitoring

Medical devices: Focus on monitoring and information
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Swissmedic – Bridge between therapeutic products industry
and the public
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• Swissmedic verifies:
◦ … whether the manufacture, distribution, dispensing and maintenance of, and claims

relating to, therapeutic products are lawful.
◦ …the therapeutic products placed on the market. (Medicinal products: conformity with the

marketing authorisation / Medical devices: conformity with legal requirements).
• [carry out]… announced and unannounced inspections.
• Swissmedic takes the necessary administrative measures… 
• The Agency shall be responsible for monitoring the safety of therapeutic products. 
• [Swissmedic] … may take samples, request essential information or documents, and ask for 

any help necessary for this purpose…

Official market surveillance (Art. 58 TPA)
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• Approval and monitoring of clinical trials with medical devices

• Hospital inspections in respect maintenance incl. reprocessing and reporting process

• Monitoring and designation of conformity assessment bodies (CABs)

• Vigilance and international coordination of signals, FSCA

• Checks on the market in respect of conformity

• Market surveillance: key actions for medical devices and operators incl. inspections

Risk-based investigation and prioritisation of monitoring

Aim of intervention: protection of patients and users – ensuring/ 
restoring legal status

Monitoring of medical devices
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Challenges in 2021/2022 – Focus on medical devices

Source: exception-certain-sars-cov-2-rapid-self-tests

https://www.swissmedic.ch/swissmedic/en/home/medical-devices/overview-medical-devices/information-on-specific-medical-devices/ausnahmen-bestimmte-sars-cov-2-schnelltests-eigenanwendung.html
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Challenges in 2021/2022 – Focus on medical devices

Source: Swissmedic Annual Report 2021

=> No longer apply due to lack of
MRA…….

https://www.swissmedic.ch/dam/swissmedic/en/dokumente/stab/gesch%C3%A4ftsbericht/geschaeftsbericht-2021.pdf.download.pdf/Swissmedic_GB_2021_Layout_Englisch_ES_web.pdf
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Examples from market surveillance 2021/2022

Source: https://fsca.swissmedic.ch/mep/

https://fsca.swissmedic.ch/mep/


Aims and key elements of the event
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• Tasks of Swissmedic as a safety and industry monitoring authority
• Current legal basis for medical devices / IVDs in Switzerland
• Additions on performance studies with IVDs and requirements of in-house IVDs
• Specific information on vigilance and market surveillance to enable economic

operators to act on their own initiative in conformity with the law
• Registration obligations
• Answers to frequently asked questions

The following are not being addressed today
• Private-sector contractual issues, such as liability questions
• Anti-trust issues
• Design, implementation in relation to specific medical devices or IVDS

Aims and key elements
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