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This form was created by Swissmedic in collaboration with swissethics. It is used to report serious adverse events and device deficiencies that occur during category C clinical trials (pre-market trials) in Switzerland. Submit this form to Swissmedic and to the (lead) ethics committee. It is also used to report serious adverse events and device deficencies, that occur during category A clinical trials (post-market trials) in Switzerland, to the (lead) ethics committe. 
 
Submit initial reports, follow-up information or final reports concerning the following events in Switzerland:
A serious adverse event for which a causal relationship to either the investigational device or a procedure carried out within the framework of the clinical trial cannot be excluded (serious and not obviously unrelated; Art. 33.1 ClinO-MD).Device deficiencies (serious malfunction, material failure, user error, misuse, inadequate labelling or instructions) that could have led, or might lead, to a serious adverse event if either (a) appropriate action had not been taken, (b) an intervention had not been carried out, or (c) the circumstances had been less fortunate (Art. 33.1 ClinO-MD and Annex F of EN ISO 14155).When completing this form, please refer to the information sheet BW600_00_015e_MB_Information_sheet_clinical_trials_MEP.
Type of report:
1. Administrative information
2. Classification of the report 
i
3. Information about the reporter
Contact person
Status of the reporter
4. Information on the study centre
Principal investigator
5. Information on the trial subject
Gender
Attribution within the trial
6. Information on the event
i
7.1 To be completed for initial and follow-up reports: sponsor's preliminary comments
Event status
Possible causes of the event/risk according to MDCG 2020-10/1:
Relatedness to medical device
Related to clinical procedure
Other:
The event is (expected = addressed in the risk analysis of the sponsor or mentioned in the Investigators Brochure)
Number of trial subjects recruited to date:
Number of investigational devices used to-date:
Is the Sponsor aware of similar events (worldwide)?
Incidence of similar events:
Initial safety and protective measures envisaged by sponsor:
7.2 To be completed for final reports and combined initial and final reports: sponsor's final evaluation
Final evaluation of the possible causes of the event/risk according to MDCG 2020-10/1
Relatedness to medical device
Related to clinical procedure:
Other:
The event is (expected = addressed in the risk analysis of the sponsor or mentioned in the Investigators Brochure)
Event status
Number of trial subjects recruited to date:
Is the sponsor aware of similar events (worldwide)?
Incidence of similar events:
Initial safety and protective measures envisaged by sponsor:
Entry finalisation
The general safety and performance requirements for medical devices are described in Annex I of Regulation (EU) 2017/745. Compliance with the said regulation will be assumed if the medical device cimplies with applicable European standards.
Das Gesuch ist elektronisch ausgefüllt und erfolgreich abgeschlossen (Eingabedatum vorhanden) mit den Beilagen über das Swissmedic Portal zu verschicken:   
www.swissmedic.ch/emessage-de
 
You must use the standardised folder structure for submissions to Swissmedic (see Annex 1, electronically available at www.swissmedic.ch/ci > How to submit?). Place this form and any documents in the respective folder. Submit the folder structure together with the contents via the Swissmedic portal: www.swissmedic.ch/emessage-en
 
Before submitting forms, you are required to ensure that you are using the latest version of the forms, which can be
downloaded at any time from our website.
 
If you wish to receive information automatically on forms that have just become available on the internet, you can subscribe
to the Swissmedic newsletter for medical devices: https://www.swissmedic.ch/swissmedic/de/home/news/newsdienste.html
Annex 1: Submit documents to Swissmedic according to the following structure
 
HINWEIS
Dieses Formular funktioniert nur mit eingeschaltetem JavaScript. 
Der Adobe Reader weist mit folgender Information darauf hin.
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AVIS
Ce formulaire fonctionne uniquement avec la fonction JavaScript activé. Cette information est affichée si Javascript est désactivé. 
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AVVISO
Questo formulario funziona solo con la funzione JavaScript attivata. Questa informazione viene visualizzata se la funzione JavaScript è disabilitata.
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NOTEThis form will only work with JavaScript enabled. If Javascript is disabled Adobe Reader will show the following information. 
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