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Key changes to regulatory framework

Following the entry into force of the EU's new Implementing 

Regulation (EU) 2025/1234 on 16 July 2025, Swissmedic is 

adopting the updated provisions on electronic Instructions 

for Use (eIFUs).

The regulation extends the scope of electronic IFUs to all 

medical devices (not IVDs), including legacy devices, their 

accessories, and products without a medical purpose 

intended for professional users.

Learn more: Announcement / Website

https://www.linkedin.com/posts/swissmedic_important-update-for-medical-device-manufacturers-activity-7359497669322366976-YmYt?utm_source=share&utm_medium=member_desktop&rcm=ACoAABDyRhgBwvZo_99ZYZjjwlRTY_iHVtQL65s
https://www.linkedin.com/posts/swissmedic_important-update-for-medical-device-manufacturers-activity-7359497669322366976-YmYt?utm_source=share&utm_medium=member_desktop&rcm=ACoAABDyRhgBwvZo_99ZYZjjwlRTY_iHVtQL65s
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/regulation-of-medical-devices/anwendbare-rechtsakte-gemaess-eu-mdr/umsetzung-eu-durchfuehrungsverordnung-gebrauchsanweisungen.html


Key changes to regulatory framework

Learn more: Announcement / Website

https://www.swissmedic.ch/swissmedic/en/home/medical-devices/medizinprodukte-datenbank/swissdamed-informationen/registrierung-mepprodukte-moeglich.html
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/medizinprodukte-datenbank.html


swissdamed: roadmap

Learn more: Announcement / Website / technical documentation

https://www.swissmedic.ch/swissmedic/en/home/medical-devices/medizinprodukte-datenbank/swissdamed-informationen/registrierung-mepprodukte-moeglich.html
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/medizinprodukte-datenbank.html
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/medizinprodukte-datenbank/technische-dokumentation.html


swissdamed: UDI Devices Module: Data Elements

Learn more: technical docs

https://www.swissmedic.ch/swissmedic/en/home/medical-devices/medizinprodukte-datenbank/technische-dokumentation.html


Outlook on the future regulatory framework

Learn more: Press release / Medical devices legislation

https://www.news.admin.ch/en/newnsb/MJIV8J696fcqIspl_5_64
https://www.news.admin.ch/en/newnsb/MJIV8J696fcqIspl_5_64
https://www.bag.admin.ch/en/medical-devices-legislation
https://www.news.admin.ch/en/newnsb/MJIV8J696fcqIspl_5_64


Learn more: Report 2024

Hospital Inspection - Annual Report 2024 - Scope: reprocessing 

units for MD & endoscopy, maintenance, vigilance 

Key weaknesses identified in the areas of:

• Reprocessing: understaffed and undertrained teams → infection risk (flexible 

endoscopes sensitive to heat).

• Documentation: inadequate and partly not established lifecycle processes 

(inventory, preventive maintenance) → device failure risk.

• Vigilance: gaps in training and process quality

• Unresolved cybersecurity risks in >40% of cases.

Take aways:

• No direct patient harm identified

• Immediate action was taken to guarantee safety and functionality of devices

• Many hospitals still fall short of legal requirements

• Report emphasises root-cause analysis and targeted recommendations

https://www.swissmedic.ch/swissmedic/en/home/medical-devices/reprocessing---maintenance/mep-spitalinspektionen-2024.html
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/overview-medical-devices/jahresbericht-spitalinspektionen-2024.html


Key changes to guidance documents & forms

swissdamed

• Handbook swissdamed User Guide Actors (revised, 15.08.2025)

• Business Rules (initial, 15.08.2025) 

• Quick Guides: Public search & UDI Registration & User Guide UDI Devices Module (initial, 15.08.2025)

• Privacy Notice and Terms of Use (revised, 05.08.2025) & Service Agreement (revised, 15.08.2025)

Healthcare institutions* 

• Information sheet on In-house Medical Devices (initial, 01.05.2025)

Materiovigilance / Post-Market Surveillance

• Guidance document Incident economic operators (revised, 20.05.2025) – use of EU-MIR form 7.3.1 mandatory from Nov. 2025

Clinical Trials

• FO Application simplified review MD & FO Application simplified review IVD (revised, 09.05.2025)

• FO Form Modifications, notifications, reports MD IVD (revised, 23.05.2025)

Economic Operators

• Information Sheet Systems and procedure packs (initial, 04.08.2025)

• Information sheet derogation MD (revised, 26.03.2025)

Other Guidance

• Products without an intended medical purpose (revised, 30.05.2025)

• Injectable products for wrinkle treatment (revised, 25.06.2025)

*Good practice documents are available only in our national languages: German, French, and Italian.

https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw630_40_001e_hb_swissdamed_user_guide.pdf.download.pdf/BW630_40_001e_HB_swissdamed_User_Guide.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw630_40_002e_pu_swissdamed_business_rules.pdf.download.pdf/BW630_40_002e_PU_swissdamed_Business_Rules.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw630_40_808d_pu_swissdamed_quick_guide.pdf.download.pdf/BW630_40_808e_PU_Quick_Guide_swissdamed_Public_Search.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw630_40_809d_pu_swissdamed_quick_guide-registrierung.pdf.download.pdf/BW630_40_809e_PU_Quick_Guide_swissdamed_Go_Live_UDI_Devices_Modul.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw630_40_841e_hb_swissdamed_user_guide_udi_devices_module.pdf.download.pdf/BW630_40_841e_HB_swissdamed_User_Guide_UDI_Devices_Module.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw630_40_870d_wl_nutzungsbedingungen_swissdamed.pdf.download.pdf/BW630_40_870e_WL_Nutzungsbedingungen_swissdamed.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw630_40_871d_wl_dienstleistungvereinbarung_swissdamed.pdf.download.pdf/BW630_40_871e_WL_swissdamed_Service_Agreement.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw630_30_829d_wl_in_house_mep.pdf.download.pdf/BW630_30_829e_WL_In_house_Medizinprodukte.pdf
http://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/mu680_20_009d_wl_mdv_vorkommnis_hersteller_mepv.pdf.download.pdf/MU680_20_009e_WL%20Incident%20economic%20operators.pdf
http://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw610_10_023d_fo_antrag_vereinfachte_pruefung_klinvmep.pdf.download.pdf/BW610_10_023e_FO_Application_simplified_review_MD_KlinVMEP.pdf
http://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw610_10_025e_fo_application_simplified_ivd_klinmep.pdf.download.pdf/BW610_10_025e_FO_Application_simplified_review_IVD_KlinVMEP.pdf
http://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw610_20_025e_fo_amendments_notifications_reports_combined_studies.pdf.download.pdf/BW610_20_025e_FO_Modifications_notifications_reports_combined_studies.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/mu600_00_018d_mb_systeme_und_behandlungseinheiten.pdf.download.pdf/MU600_00_018e_MB_Systems_and_procedure_packs.pdf
http://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw617_00_003d_mb-ausnahmebewilligung-mep.pdf.download.pdf/BW617_00_003e_MB%20Derogation%20MEP.pdf
http://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/mu600_00_007d_mb_produkte_ohne_medizinische_zweckbestimmung.pdf.download.pdf/MU600_00_007e_MB_Devices_without_an_intended_medical_purpose.pdf
http://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/mu100_00_001d_mbinjizierbareproduktezurfaltenbehandlunginkosmeti.pdf.download.pdf/mu100_00_001e_mbinjizierbareproduktezurfaltenbehandlunginkosmeti.pdf


Meetings, Workshops and Training (Link) – since the last IMDRF MC

Date Organizer Event, Location

14 Mar Higher Technical School of Medical Technology, Sarnen Guidelines for the Maintenance of Medical Devices

18 Mar DIA Europe 2025, Basel
Session 1: How Swissmedic Implements AI Internally Session 2: TRICIA – Using NLP to Enhance Risk 

Assessment of Incoming Incident Reports Session 3: Panel Discussion

16 Apr, 

04 Sep

H+ Education & Swiss Society for Sterile Goods Supply 

(SGSV)
Reprocessing of Endoscopes – STE Endo

08 May Swiss Society for Sterile Goods Supply (SGSV)
News from Swissmedic: Findings from Hospital Inspections and Swissmedic’s Topic-Specific 

Expectations for AEMPs Regarding Validation of Packaging Processes

09 May
HF Medi, Training Course “Operating Technique: Assistance, 

Positioning & Suturing in the OR”
Vigilance Concerning Medical Devices – What It Means for Operating-Room Staff

02-06 Jun Swissmedic 14th Swissmedic Regulatory Training

06 Jun Swiss Association of Infrastructure Hospitals (IHS) Guidelines for the Maintenance of Medical Devices

12 Jun Swiss Society for Microbiology (SGM) Requirements for In-house IVDs According to the IvDV and IVDR

16-20 Jun Informaconnect for MedTech Summit Combined Studies: The Swiss Approach

18 Jun SGSV-SSSH, Swiss Society for Sterile Goods Supply Good Practice for Maintenance in AEMPs

18 Jun Swissmedic Guidelines for the Maintenance of Medical Devices

18 Jun SSSH/SGSV – Swiss Society for Sterile Goods Supply News from Swissmedic: Reprocessing of Flexible Endoscopes

23 Jun Swissmedic Roundtable on Medical Technology (RTMT)

25 Jun Insel Group Cyber-security of Medical Devices – What Swissmedic Expects from Hospitals

https://www.swissmedic.ch/swissmedic/en/home/services/veranstaltungen/speaking-engagement.html
https://www.linkedin.com/posts/swissmedic_swissmedic-who-regulatorysystemsstrengthening-activity-7335686634874544130-iti4?utm_source=share&utm_medium=member_desktop&rcm=ACoAABDyRhgBwvZo_99ZYZjjwlRTY_iHVtQL65s
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/regulation-of-medical-devices/roundtable-medizintechnik-rtmt.html


Meetings, Workshops and Training (Link) – since the last IMDRF MC

Date Organizer Event, Location

27 Jun University Hospital Zurich Laboratory Medicine – More Than Machines and Data

25-27 Aug Interest Group – Re-use in Healthcare Hospital Inspections by Swissmedic

26 Aug
HF Medi, Training Course “Operating Technique: Assistance, 

Positioning & Suturing in the OR”
Vigilance Concerning Medical Devices – What It Means for Operating-Room Staff

26 Aug Swiss Society for Clinical Chemistry (SGKC) Requirements for In-house IVDs According to the IvDV and IVDR

04 Sep Swiss Society for Endocrinology and Diabetology (SGED) Regulatory Framework When Technology Fails

09 Sep
Federal Office of Public Health (FOPH), Department of 

Communicable Diseases
Requirements for In-house IVDs According to the IvDV and IVDR

10 Sep Centre for Health Law and Management, University of Bern Current Medical-Device Regulation: Developments and Insights from Enforcement

11 Sep MedTech Pharma Platform Participation in Panel Discussion

20 Sep
H+ Education & 

Swiss Society for Sterile Goods Supply (SGSV)
News from Swissmedic: Inspection Results in AEMPs

30 Sep Higher Technical School of Medical Technology, Sarnen Implementation of the New GPI

https://www.swissmedic.ch/swissmedic/en/home/services/veranstaltungen/speaking-engagement.html


Marketing Authorisation for Global Health Products (MAGHP) in 2025

Visiclor Eye Gel – ophthalmic anesthetic
• Submitted Q1 2024

• Assessment completed

• Active participation of South African Authority SAHPRA

• Product approved by Swissmedic on 21 February 2025

• Approval in South Africa on 13 May 2025

Riamet/Coartem Baby – antimalarial for infants 
• Submitted Q1 2024

• Assessment completed

• Close collaboration with authorities from Burkina Faso, Côte d'Ivoire, 

Kenya, Malawi, Mozambique, Nigeria, Uganda and Tanzania

• Product approved in Switzerland on 3 July 2025

• Submission/national decision phase in targeted countries ongoing
Learn more: Announcement / Website

https://www.linkedin.com/posts/swissmedic_maghp-swissmedic-regulatorycollaboration-activity-7300470983646212098-wQwB/
https://www.swissmedic.ch/swissmedic/en/home/news/mitteilungen/smc-erteilt-zl-kinderarzneimittel-malaria.html
https://www.swissmedic.ch/swissmedic/en/home/news/mitteilungen/smc-erteilt-zl-kinderarzneimittel-malaria.html
https://www.swissmedic.ch/swissmedic/en/home/about-us/development-cooperation.html


Thank you/Questions

Stay connected: join our community on social media 

and sign-up for our newsletter,

or send us your questions to questions.devices@swissmedic.ch.

Do you know the Swissmedic magazine ‘Visible’? 

Find out more: Visible | Swissmedic

Swissmedic, 

Swiss Agency for Therapeutic Products

Markus Wälti

Head of Division Medical Devices Vigilance

Hallerstrasse 7

3012 Berne, Switzerland

www.swissmedic.ch/md-en

https://reader.mailxpert.ch/e/504c5f440fc2f4ce/form/de/anmeldeformular_swissmedic_news_services.html
mailto:questions.devices@swissmedic.ch
https://www.swissmedic.ch/swissmedic/de/home/ueber-uns/publikationen/visible/swissmedic-visible-nov-2024.spa.v10.app/en/index.html
https://www.linkedin.com/company/swissmedic
https://www.facebook.com/Swissmedic-174948969217928
https://vimeo.com/swissmedic
http://www.swissmedic.ch/md-en
https://bsky.app/profile/swissmedic.bsky.social

