
Please wait... 
  
If this message is not eventually replaced by the proper contents of the document, your PDF 
viewer may not be able to display this type of document. 
  
You can upgrade to the latest version of Adobe Reader for Windows®, Mac, or Linux® by 
visiting  http://www.adobe.com/go/reader_download. 
  
For more assistance with Adobe Reader visit  http://www.adobe.com/go/acrreader. 
  
Windows is either a registered trademark or a trademark of Microsoft Corporation in the United States and/or other countries. Mac is a trademark 
of Apple Inc., registered in the United States and other countries. Linux is the registered trademark of Linus Torvalds in the U.S. and other 
countries.


  
Form
Application for fee reduction    
C:\temp\swissmedic.jpg
 
Swissmedic • Hallerstrasse 7 • 3012 Bern • www.swissmedic.ch • Tel. +41 58 462 02 11 • Fax +41 58 462 02 12
VM-ID:        BW610_10_029e_FO_Application_Fee_reduction / V1.0  / nay / lme / 01.07.2024
  / 
9.0.0.2.20120627.2.874785
Swissmedic
BW610_10_021e_FO_Application_authorisation_clinical_trials_MD
Purpose
Sponsors of clinical trials of medical devices / medicinal products / ATMP can apply for a reduction of the fee normally charged for an authorization application at any stage of a clinical trial (initial submission, amendment, other submissions) using this form ("Gebührenreduktion" according to Art. 12 FeeO-Swissmedic).
 
To be eligible for the fee reduction, the sponsor must confirm that they do not receive financial support for the conduct of the clinical trial (or parts thereof) from commercial "for profit" sources. This also includes the provision of medicinal products, ATMP, medical devices, accessories of medical devices, personal protective equipment or other infrastructure necessary for the trial.
 
Sponsors receiving financial support from non-commercial funding sources, such as university funds, national funds, foundations or Innosuisse, can still apply for a fee reduction.
 
Please note that the fee reduction only applies to the base fee of the application. Additional costs due to inadequate/incomplete submissions will be billed at the normal rate of CHF 200.-- per hour.
 
For further information regarding application for a fee reduction, please visit our website for clinical trials of medicinal products or ATMPs, or consult chapter 5.2.5 of the information sheets BW600_00_015e_MB or BW600_00_016e_MB for clinical investigations of medical devices or IVD performance studies, respectively.
 
1. Submission
Please indicate below the submission type for which you apply for a fee reduction:
2. Administrative information
2.1 Trial information
2.2 Sponsor
Contact person
Is the sponsor domiciled in Switzerland or has a place of business in Switzerland?
2.1 Sponsor representative for Switzerland
Contact person
3. Declaration
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  
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