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Purpose
Form for the authorisation of a category C interventional performance studies of IVD devices according to Art. 6a and Art. 16 of the Ordinance on Clinical Trials with Medical Devices (ClinO-MD; SR 810.306). Before completing this form, please refer to the information sheet BW600_00_016e_MB. 
For clinical trials of other medical devices according to Art. 6 ClinO-MD, please refer to the information sheet
BW600_00_015e_MB and use form BW610_10_021e_FO.
To apply for a simplified review of an interventional performance study of an IVD device, please also complete form
BW610_10_025e_FO in addition to this form. 
 
Submission to responsible ethics committee
The documents must be submitted to Swissmedic and to the responsible ethics committee on the same day.
Type of application
Submission of a response / comment or clarification / updated documents based on correspondence
with
Please provide in your cover letter a comment for each point listed in Swissmedic's letter of deficiencies. Updated documents must show all modifications in track-changes mode.
1. Administrative information 
1.1 Sponsor
Person or institution that assumes responsibility for organising – i.e. initiating, managing and financing an investigational performance study. If an investigator organises and assumes responsibility for the performance study, then that
investigator is also the sponsor.
Company address
Contact person
1.2 Agent that is domociled or has a place of business in Switzerland as an address for correspondance (mandatory if the sponsor has registered offices abroad).
Natural or legal person with registered offices in Switzerland who serves as the direct contact person
Company address
Contact person
1.3 Billing address
Company address
Contact person
1.4 Trial centre in Switzerland
Contact person
Add other trial centres in Switzerland
1.5 Powers of attorney
List of authorised companies that, in the name of the sponsor, may make submissions to and receive information from Swissmedic.
Contact person
Add additional companies having powers of attorney
1.6 Manufacturer of the investigational IVD device
1.7 Testing lab(s) (list all labs where IVD test is being concluded for this study)
Add other testing lab
2. Performance study 
2.1 General information 
Treaty countries (EU, EWR, Türkei) in which the clinical trial is being conducted or is foreseen to be conducted at the time of this application:
Type of study
Study design
2.2 Comparator
Will a comparator IVD be used in the study?
Is the comparator IVD CE marked and is it used according to the instruction for use (IFU)?
Identification of the comparator IVD
Classification
Classification rule according to Annex VIII of the IVDR
2.3 Study population
Therapeutic area
Population
Age
Sex
In- and exclusion criteria
Number of participants
Planned number of participants to be enrolled in total
3. Investigational IVD device
3.1 General information 
3.2 IVD device type
3.3 IVD device purposes 
3.4 IVD device Classification 
Class
Does this performance study involve surgically invasive sample-taking?
Does this performance study involve additional invasive or burdensome procedures?
Phase of development
Details to identify the notified body, if already involved at the stage of application for a performance study
3.5 Further information 
Select all that apply
4. Documentation enclosed
Important information on 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 dossier will be checked in a formal assessment. For ongoing procedures submit new and changed documents only. Provide changed documents in track-change mode compared to the previously submitted version. Further information can be found in our information sheet BW600_00_016e_MB
 
4.1 General documents 
Document, submission folder
Document(s) enclosed
Completed form "Application for authorisation of interventional performance study"  Folder: 00.1.0_Authorisation_application_form
Note: mandatory for every submission
Cover letter: If this is a submission in response to Swissmedic's letter of deficiencies, the enclosure of a cover letter is mandatory: Comment on each point listed in Swissmedic's letter of deficiencies. Describe any corrections and provide the exact location of each correction in the corresponding documents. Provide reasons/justification for any deviation from the requested corrections. Folder: 01.00_Cover_letter
Note: mandatory for response 
If available: Interim decision(s)/decision(s) of the (lead) ethics committee in relation to this application  Folder: 02.00_Ethics_committees_decision
If available: Decision(s) of foreign medical device regulatory authorities concerning the clinical trial, including any conditions imposed and the reasons for them. Folder: 03.00_Foreign_Competent_Authority
Contract between the sponsor and the manufacturer regarding risk management (incl. the immediate, mutual exchange of information on risks and incidents, technical support in the event of problems, and delivery of investigational devices). Folder: Folder structure 13.00_Contract_with_manufacturer
Note: mandatory if the sponsor is not the maunfacturer. Not applicable in case of off label use of CE-marked device.
List of trial centres/testing labs and principal investigators (both in Switzerland and abroad) Folder: 14.00_Trial_centres_list
Note: mandatory for multicentric trials
Any other documents, e.g. powers of attorney, GCP certificates, CVs, etc.
Folder: 15.00_Other_documents
Proof of insurance cover or indemnification of subjects in case of injury, according to section 2.7 of chapter II of Annex XV of the IVDR
Folder: 15.00_Other_documents
For studies previously started abroad, please supplement the pre-existing Investigator's Brochure with up-to-date information (latest SAE reporting form in accordance with MDCG 2020-10/2, latest interim analysis if available).
MDCG 2020-10/2 safety report form: Folder 17.1.0_Summary_safety_report_form
Interim analysis: Folder 17.2.0_Interim_reports
4.2 Documentation on performance study
Document, submission folder
Document(s) enclosed
Clinical Performance Study Plan (CPSP). Contents in accordance with the IVDR (section 2.3.2 of Part A of Annex XIII) and the international standard ISO 20916.
Folder: 04.00_CIP_or_CPSP
Note: mandatory for first submissions
Case Report Form (CRF). Document in accordance with the international standard ISO 20916. 
Folder: 05.00_CRF
Note: mandatory for first submissions
Information sheet (Patient Information) and Informed Consent Form for study subjects. Document in accordance with the international standard ISO 20916. 
Folder: 06.00_PI_ICF 
Note: mandatory for first submissions
If investigation is not fully compliant with standard ISO 20916, submit a list of deviations and reasons. 
Folder: 07.00_Compliance_EN_ISO14155_ISO20916
Note: mandatory if not fully compliant with ISO 20916
4.3 Documentation on investigational IVD device
4.3.1 General documentation on the investigational IVD device (applicable to all types of IVD devices)
Document, submission folder
Document(s) enclosed
Up-to-date Investigator's Brochure. Contents in accordance with the IVDR (section 2 of chapter I of Annex XIV) and the international standard EN ISO 20916
Folder: 08.1.1_IB 
Note: mandatory for first submissions
Instructions for use
Note: The IFU may be submitted as a seperate document or integrated in the Investigator's Brochure
Folder: 08.1.2_IFU (for a seperate IFU document) 
Note: mandatory for first submissions
Further information on the IVD device, if not integrated in the Investigator's Brochure (preclinical tests, validation, information on medicinal product components, ...) Folder: 08.1.3_additional_device_information
For trials of conforming IVD devices that will be used off-label, submit the following documents instead of a complete Investigator's Brochure:
Information on the conformity of the IVD device                                                       Folder: 08.1.4_CE_marking_informationCE-marked instructions for use                                                                         Folder: 08.1.2._IFU Risk analysis of the new intended use in the trial and resulting derived safety measures Folder: 08.1.5_IB_information_on_off-label_use Other elements of the Investigator's Brochure relating to the new use (description of the differences between the conventional use and the new use in the trial, summary of any completed preclinical studies on the new use, ideally any clinical experience on the new use, instruction for use for the new use). Folder:                                                       Folder: 08.1.5_IB_information_on_off-label_use
Not CE-marked IVD: Matrix of general safety and performance requirements (GSPR) and list of applicable standards (according to section 2.7 of chapter I of Annex XIV of the IVDR. In case of deviations, state which elements of the standard are concerned, and describe own solutions adopted for meeting the general safety and performance requirements). Templates available on the Swissmedic website.
Off label use: For performance studies of conforming IVD devices that will be used off-label: Please provide a statement on which and how general safety and performance requirements are affected by the new off-label use.
Folder: 08.2.0_Applicable_standards_list
Note: mandatory for first submissions
Manufacturer's statement regarding non-clinical general safety and performance requirements and risk management. Use the exact wording from the IVDR, stating the investigational IVD device(s), study and manufacturer(s), dated and signed: See Statement of the manufacturer & documentation access confirmation_Example
Folder: 08.3.0_Manufacturer_statement 
Note: mandatory for first submissions.  Not applicable in case of off label use of CE-marked IVD device.
Confirmation that the documentation is being kept available in accordance with chapter III of Annex XV of the IVDR for at least 10 years, 15 years in case of implant: See Statement of the manufacturer & documentation access confirmation_Example
Folder: 08.4.0_Documentation_access_confirmation 
Note: mandatory for first submissions. 
Not applicable in case of off label use of CE-marked IVD device.
4.3.2 Additional documents for performance studies with IVD devices that may emit ionising radiation
Document, submission folder
Document(s) enclosed
Information on key radiological protection aspects, including a calculation/estimate of the actual radiation dose, the organ dose and any tumour doses.
Folder: 12.1.0_Key_aspects_radiation_protection
The required licences according to Art. 28 of the Radiological Protection Act
Folder: 12.2.0_Licences_required
For therapeutic products that contain sources of radiation:
Information on the properties of the radiopharmaceutical product, including pharmacokinetics, quality, stability, radiochemical purity and radionuclide purity                                              Folder: 12.3.1_Properties_radiopharmaceuticalFor authorised radiopharmaceuticals: the information for healthcare professionals          Folder: 12.3.2_Authorised_radiopharmaceutical_prescribing_information For non-authorised radiopharmaceuticals: information regarding the manufacturing process and the quality control of the authorised radiopharmaceutical, the name of the responsible person and information regarding their specialist qualifications                   Folder: 12.3.3_Non_authorised_radiopharmaceutical_informationThe name of the person responsible for the use of the radiopharmaceutical in humans and information regarding their specialist qualifications                                              Folder: 12.3.4_CV_responsible_radiopharmaceutical_use Information according to the FOPH form for clinical trials with radiopharmaceuticals or radiolabelled substances                                                                         Folder: 12.3.5_Form_SFOPH_(BAG_OFSP_UFSP) 
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 20916 is required. The general safety and performance requirements for IVD devices are described in Annex I of the IVDR. Compliance with the said regulation will be assumed if the IVD 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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