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This form is to be used for the following submissions relating to combined studies with medical devices/in-vitro diagnostic medical devices and medicinal products/ATMPs:
Notification of discontinuation or interruption/temporary halt of a combined study (or aspects thereof) for safety reasons according to Art. 36 para. 4 and Art. 28 of the Ordinance on Clinical Trials with Medical Devices (ClinO-MD; SR 810.306)Notification of safety and protective measures according to Art. 34 ClinO-MDNotification of urgent safety measures (USM) according to Art. 37 of the Ordinance on Clinical Trials with the exception of Clinical Trials of Medical Devices (ClinO; SR 810.305)Before completing this form, please refer to the  information sheet BW600_00_017e_MB.
 
Type of application
Submission of a response / comment or clarification / updated documents based on 
All changes to the text of
modified documents must be highlighted (in track changes mode).
1. Type of notification
Indicate below which aspect(s) of the combined study is/are affected by the notification (select all that apply): 
Is/are the present measure(s) being taken as a result of decisions or recommendations from other medical device authorities or an ethics committee?
Indicate below which aspect(s) of the combined study is/are affected by the notification (select all that apply): 
Is/are the present measure(s) being taken as a result of decisions or recommendations from other medical device authorities or an ethics committee?
The obligation to notify is considered to be fulfilled when successful upload in the submission system is confirmed. No confirmation of receipt is sent by Swissmedic.
2. Combined study concerned
3. Administrative information
Is the person making this submission also listed in chapter 1 of the trial authorisation application form?
4. Documentation enclosed
Important information regarding the submission:
 
Enclose all documents in the standardised folder structure provided by Swissmedic without changing, deleting or renaming any folders. Leave folders empty if not applicable to your submission.The form and completeness of the submission will be checked in a formal check.For ongoing procedures submit new and changed documents only. Provide changed documents in track-change and clean mode. 
Further Information can be found in our information sheet BW600_00_017e_MB.
 
a) Form and cover letter
Document, submission folder
Document(s) enclosed
Cover letter: Please enclose precise reasons and the type of measures  
Folder: 01.00_Cover_letter
Completed form "BW610_20_026e_FO"
 
Folder: 00.2.0_Approved_trial_forms
Note: Mandatory for every submission 
b) Other documents
Document, submission folder
Document(s) enclosed
Notification of safety and protective measures (Art. 34 ClinO-MD), including description and justification of measures taken by the sponsor and disclosure if the measures are a consequence of decisions taken by other medical device authorities or an ethics committee. 
Folder: 15.00_Other_documents
Notification of discontinuation or interruption/temporary halt (Art. 36 paragraph 4 and Art. 38 ClinO-MD), including description and justification for the discontinuation and disclosure if the discontinuation/interruption is a consequence of decisions taken by other medical device authorities or an ethics committee.
Folder: 17.5.0_Halt_early-termination_study-end
Notification of urgent safety measures (USM)
 
Folder: 18.00_Medicinal_products
Entry finalisation
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 https://www.swissmedic.ch/swissmedic/en/home/medical-devices/klinische-versuche/klinische-pruefungen/emessage-ct-md.html). 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-de
 
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/en/home/news/news.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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