
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.


  
 
 
FormModifications, Notifications, Reports MD IVD 
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_20_021e_FO_Modifications_notifications_reports_MD_IVD_KlinVMEP /  V4.2 / lme / nay / 20.01.2025
  / 
9.0.0.2.20120627.2.874785
Swissmedic
BW610_20_021e_FO_Amendments_notifications_reports_KlinVMEP
 
This form is to be used for the following submissions in the context of clinical trials of medical devices / interventional performance studies: 
All modifications according to Art. 15 and Art. 20 of the Ordinance on Clinical Trials of Medical Devices (ClinO-MD; SR 810.306)Submissions relating to conditions / charges of an approval letter from SwissmedicAnnual report (AR) according to Art. 35 and Art. 38 ClinO-MD Interim Report (IR)Notification of the completion, premanture termination or interruption / temporary halt of the study for reasons not related to safety according to Art. 36.1 to Art. 36.5 and Art. 38 ClinO-MDFinal Report (FR) according to Art. 37  
Before completing this form, please consult the following information sheets:
BW600_00_015e_MB for clinical investigations of medical devices
BW600_00_016e_MB for interventional performance studies
 
1. Clinical Investigation / Performance Study concerned
1.2 Confidentiality restrictions
In exceptional cases, confidentiality restrictions between different parties involved in the conduct of a clinical investigation / performance study will necessitate the submission of documents by more than one party. Does this apply to your submission?
Please consult our information sheets BW600_00_015e_MB / BW600_00_016e_MB for instructions on how to submit documents that are affected by confidentiality restrictions in a separate submission.
2. 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).
3. Type of submission
Examples for substantial modifications include (non-exhaustive list):
Submission as a result of one or more conditions imposed by Swissmedic in their letter of approvalModifications to the Clinical Investigation Plan / Performance Study Plan or to the Patient Information and Consent Formse.g. changes to the number of trial participants, primary/secondary endpoints, implementation or removal/cancellation of interim analyses, etc.
Changes relating to the risk-benefit ratio of the triale.g. new safety-related pre-clinical or clinical data, modifications to in- or exclusion criteria, etc.
Changes to the uses or administration of the investigational devicee.g. changes to procedures/methods, instruction for use, etc.
Changes to the investigational device (Hard-, Firm-, Software)Changes in the manufacturing processe.g. change to manufacturing, sterilisation or packaging process, etc.
Administrative changese.g. change of sponsor or principal investigator, etc.
Changes to other informatione.g. change / addition of a clinical investigation / performance study site, new insurance certificate(s), etc.
Does the modification include any administrative changes?
Please list the details of all the administrative changes below
Company address
Contact person
Add additional administrative change
Other modifications applicable to the application documents submitted to Swissmedic must be notified to Swissmedic as quickly as possible (Art. 20 para 4 ClinO-MD).
Reason(s) for modification (please select all that apply):
Please list the details of all the administrative changes below
Company address
Contact person
Add additional administrative change
4. Administrative Information
Is the person making this submission also listed in chapter 1 of the trial approval application form?
5. 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 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 sheets BW600_00_015e_MB / BW600_00_016e_MB.
 
5.1 General documents 
Document, submission folder
Document(s) enclosed
Completed form "BW610_20_021e_FO"
 
Folder: 00.2.0_Approved_trial_forms
Note: Mandatory for every submission 
Cover letter: Please state precise reasons and type of changes/measures. 
If this is a submission in response to Swissmedic's letter of deficiencies: Comment on each point listed in Swissmedic's letter, including the corrections made as well as 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 of the ethics committee in relation to this submission
 
Folder: 02.00_Ethics_committees_decision
If available: Decision(s) of foreign medical device regulatory authorities concerning the clinical investigation / performance study, including any conditions / charges imposed and the reasons for them.
 
Folder: 03.00_Foreign_Competent_Authority
5.2 Documentation for specific submission types
Document, submission folder
Document(s) enclosed
New sponsor: 
Completed form "BW610_10_021e_FO" for MDs or "BW610_10_024e_FO" for IVDs with all the details of the new sponsor. 
 
Folder: 00.1.0_Approval_application_form
Annual Report (AR): 
 
Folder: 17.00_Reports
Interim Report (IR)
Folder: 17.00_Reports
Notification of the completion, premanture termination or interruption / temporary halt of the clinical investigation / performance study for reasons not related to safety  
 
Folder: 17.5.0_Halt_premature-termination_completion
Final Report (FR)
 
Folder: 17.00_Reports
5.3 Documentation on clinical investigation / performance study
Document, submission folder
Document(s) enclosed
Revised study protocol
In case of changes to the medical device / IVD: Make sure details incl. names/identification or numbers of new and old device models and versions (incl.software versions) are listed
  
Folder: 04.00_CIP_CPSP
Revised Case Report Form (CRF)
 
Folder structure 05.00_CRF
Revised Information sheet (Patient information) and Informed Consent Form for participants
 
Folder: 06.00_PI_ICF
5.4 Documentation on investigational medical device
Document, submission folder
Document(s) enclosed
Revised Investigator's Brochure:
Make sure details incl. names / identification or numbers of new and old device models and versions (incl.software versions) are listed
 
Folder: 08.1.1_IB
Off-label use of CE-marked medical devices: Submit, at a minimum, the following information instead of a complete Investigator's Brochure:
Updated risk analysis of the off-label use in the trial and changes to any derived safety measures         Folder: 08.1.5_IB_information_on_off-label_use 
Updates to any elements of the Investigator's Borchure (change in use regarding the scope of the CE mark and the previous use in the trial, updates to any pre-clinical studies and / or clinical experience, updates to the instructions for use in the study)         Folder: 08.1.5_IB_information_on_off-label_use 
Updated statement on which and how general safety and performance requirements are affected by the change to the off-label use         Folder: 08.2.0_Applicable_standards_list
Non-CE marked devices: 
 
Revised matrix of general safety and performance requirements (GSPR) and list of applicable standards according to section 2.7 of chapter II of Annex XV of the MDR or section 2.7 of chapter I of Annex XIV of the IVDR*.                                                                      Folder: 08.2.0_Applicable_standards_list 
Revised manufacturer's statement regarding non-clinical general safety and performance requirements and risk management. Use the exact wording from the MDR / IVDR, stating the investigational device, clinical investigation / performance study and manufacturer, dated and signed**.                                                                                                     Folder: 08.3.0_Manufacturer_statement 
*For templates, see MDCG 2021-08 (for MDs) or MDCG 2022-19 (for IVDs)
 
**For an example, see Statement of the manufacturer & documentation access confirmation
Entry finalisation
Documentation in accordance with standard EN ISO 14155 for clinical investigation of medical devices or ISO 20916 for cIinical performance studies is required. The general safety and performance requirements for medical devices and IVDs are described in Annex I of Regulation (EU) 2017/745 and in Annex I of Regulation (EU) 2017/746, respectively. 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-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
Folder number
Folder name
00.00
Swissmedic_Forms
00.1.0
Approval_application_form
00.2.0
Approved_trial_forms
00.3.0
Swiss_SAE-forms
00.4.0
Simplified_review_forms
01.00
Cover_letter
02.00
Ethics_committees_decisions
03.00
Foreign_Competent_Authority_decisions
04.00
CIP_or_CPSP
05.00
CRF
06.00
PI_ICF
07.00
Compliance_EN_ISO14155_ISO20916
08.00
General_device_information
08.1.1
IB
08.1.2
IFU
08.1.3
additional_device_information
08.1.4
CE_marking_information
08.1.5
IB_information_on_off-label_use
08.2.0
Applicable_standards_list
08.3.0
Manufacturer_statement
08.4.0
Documentation_access_confirmation
09.00
Animal_origin_information
11.00
MRI_checklist
12.00
Ionising_radiation_information
12.1.0
Key_aspects_radiation_protection
12.2.0
Licences_required
12.3.1
Properties_radiopharmaceutical
12.3.2
Authorised_radiopharmaceutical_prescribing_information
12.3.3
Non_authorised_radiopharmaceutical_information
12.3.4
CV_responsible_radiopharmaceutical_use
12.3.5
Form_SFOPH_(BAG_OFSP_UFSP)
13.00
Contract_with_manufacturer
14.00
Trial_centres_list
15.00
Other_documents
16.00
Continued_use_predecessor_model
17.00
Reports_notifications
17.1.0
Summary_safety_report_forms
17.2.0
Interim_reports
17.3.0
Annual_reports
17.4.0
Final_report
17.5.0
Halt_premature-termination_completion
18.00
Medicinal_products
 
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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