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Authorisation application with simplified review according to art. 17 par. 2 ClinO-MD
 
Before completing this form, please refer to the information sheet BW600_00_016_MB.
Administrative information 
a) Sponsor
Person or institution that assumes responsibility for arranging, i.e. initiating, managing and financing, a clinical trial in Switzerland. If an investigator arranges and assumes responsibility for the clinical trial, then that investigator is also the sponsor.
b) Performance study
c) IVD under investigation 
Verification of conditions permitting a simplified review:
1) The performance study is in subcategory C1 or C2 according to art. 6a ClinO-MD
(The simplified procedure cannot be used for performance studies with prohibited IVDs)
2) IVD medical devices in classes A or B are involved
(The simplified procedure cannot be used for performance studies with IVDs of classes C or D)
3) The use of the IVD under investiagtion poses, at most, minimal risks to the study participants 
(The simplified procedure is not admissible if the risks are more than minimal)
Risks due to indirect harms
Information obtained from the IVD during the study can be used to make patient management decisions, such as treatments/interventions
 
a) Pathology-related risks, harms due to inadequate performance or withholding of effective therapies/diagnostics
Test results from the IVD provide information about a pathology that is life-threatening or could lead to permanent impairment.
 
Inaccurate/erroneous test results from the IVD (e.g. false negative or false positive result leading to inappropriate patient management decision) could have a significant negative impact on patient outcome, cause death or disability or put the study participant in danger:
If yes, please explain why the procedures are considered to involve minimal risk only:
Withholding of effective therapies, alternative standard diagnostics or further assessments could have a significant negative impact on patient outcome, cause death or disability or put the study participant in danger:
If yes, please explain why the procedures are considered to involve minimal risk only:
b) Risks due to vulnerability or inadequate training
Vulnerable subjects are excluded from the performance study (e.g. minors, persons lacking capacity in the consent procedure, pregnant women, or embryos/fetuses, employees of the sponsor or the investigators):
The performance study involves users who are usually entrusted with this task (e.g. professional users rather than laypersons, personnel with the necessary training and experience needed to use the device rather than general lab personnel):
If one or more questions are answered with `No', risks due to vulnerability or inadequate training seem to exist. Justification as to why this poses minimal risks only in the study:
Risks due to direct harms
Specimen collection
If the last checkbox was ticked, risks from specimen collection seem to exist:  
 Other risks
Section and page number in the trial protocol and/or in the Investigator's Brochure where the risk/benefit analysis and the risk management plan, including the risk reduction measures for the trial, are described:
 
4) The investigator has agreed in writing to inform the sponsor immediately of any serious adverse events or any other event specified in art. 32 ClinO-MD
Section and page number in the study protocol where the definition of the adverse events (AE), serious events (SAE) and device deficiencies (DD) and the reporting timelines to be followed by the investigator are described: 
Section and page number in the case report forms (CRF) where AE/SAE and DD are recorded by the investigator:
Describe the agreement concerning the recording on trial forms and reporting to the sponsor
Event
To be recorded on CRF?
Time limit for recording on the CRF and submission to the sponsor
Time limit for notification to Swissmedic by the sponsor
5) The sponsor has a system for the management of risks and for safety monitoring
 Describe the basic elements of the system and/or state the reference in the documents:
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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 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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