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Purpose
In order to maintain confidentiality, sponsors of a clinical investigation / performance study / combined study might not have access to all documents needed to make a submission to Swissmedic. These documents can be submitted by the holder of the confidential document(s) in a second submission in addition to the main submission. 
 
If this is the case for your study, please follow the steps below:
In the cover letter for your main submission, describe the situation, including how many additional submissions are foreseen and list the affected documents together with the anticipated date for their submission. Place the cover letter in the appropriate folder of your eDok.In the form used for your main submission, select the appropriate tick box indicating that the submission is affected by confidentiality restrictions.Upload the main eDok using the eGov Service eMessage portal and wait for the acceptance of delivery confirmation.Instruct the person/entity who will submit confidential documents to perform the following steps:Prepare a second eDok with the same folder structure as the main submission containing the confidential documentsInclude this form in the second eDok Fill in the requested information below using the acceptance of delivery confirmation that you received for the main submission  
Follow Annex A6 of BW600_00_015e or BW600_00_016e for instructions on how to create an eDok and how to make a submission.
1. Identification of the main submission
2.1 Person / organisation responsible for the additional submission due to confidentiality restrictions
Please enter below the details of the person / organisation who is performing the additional submission due to confidentiality restrictions. Swissmedic will use the E-mail address provided below for all communication to that person / organisation.
Company address
Contact person
2.2 Person / organisation responsible for the main submission
Please enter below the details of the person / organisation who performed the main submission
Company address
Contact person
3 Documentation enclosed
Please list below individually all documents submitted by the person / organisation listed under 2.2.  Add additional fields as needed (one field per document).
Add additional document
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
 
Documentation in acoordance with standard EN ISO 14155 is required. The general safety and performance requirements for medical devices are described in Annex I of the MDR. Compliance with the said regulation will be assumed if the medical device complies with applicable European standards.
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-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/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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