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 BASEC Submission Guide for Clinical Trials with 

Medical Devices  

 

1. PURPOSE 

 The purpose of this document is to provide a step-by-step guide to submit a clinical trial with 

medical devices to the Ethics Committee of Canton Vaud (CER-VD) using the official 

BASEC portal. 

The objective is to promote throughout the CHUV a uniform and consistent way to enter the 

required information and provide a reference document to the personnel in charge of these 

submissions. 

2. SCOPE 

 The current work instruction applies to all CHUV personnel who submits a clinical trial with 

medical devices to the Ethics Committee of Canton Vaud (CER-VD) using the official 

BASEC portal. 

3. RESPONSIBILITIES 

All CHUV personnel covered by the above scope is responsible for understanding and 

following this work instruction. 

4. DEFINITIONS 

BASEC. Acronym for Business Administration System for Ethics Committees; it is the portal 

for the submission to the regional/cantonal Ethics Committees in Switzerland: research 

projects, including clinical trials, research involving persons but not clinical trials, further use 

of health-related personal data and/or biological material etc, amendments, notification of 

safety events, clarification of responsibilities, requests for temporary authorizations, general 

questions, etc. 

CER-VD. Acronym for « Commission cantonale d’éthique de la recherche sur l’être humain 

du Canton de Vaud » 

IRB/IEC. Institutional Review Board/Independent Ethics Committee. 

swissethics. The Swiss association of Research Ethics Committees focusing on 

the harmonisation and coordination of working procedures of the Ethics Committees and the 

promotion of high ethical research standards in Switzerland. 

5. MATERIALS 

Not Applicable 
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6. EQUIPMENTS 

Not Applicable 

7. PRECAUTIONS 

Not Applicable 

8. REFERENCES 

Human Research Act, HRA (in French, « Loi relative à la recherche sur l’être humain », 

LRH)  

« Ordonnance sur les essais cliniques de dispositifs médicaux », OClin-Dim. 

9. RELATED QUALITY DOCUMENT(S) 

Not Applicable 

10. INSTRUCTIONS 

All clinical trials with medical devices (from now on also “trials” or “studies”) covered under 

the definitions provided in the « Ordonnance sur les essais cliniques de dispositifs 

médicaux », OClin-Dim, must be submitted for review to the competent cantonal Ethics 

Committee (the CER-VD for Canton Vaud) through the BASEC portal of swissethics. 

In case of doubts while answering the questions of the BASEC portal, do not hesitate to 

contact the CER-VD at scientifique.cer@vd.ch or the SRO/BPR at bpr@chuv.ch so that your 

answers are more clear, complete and accurate as possible. 

Important: The trials conducted with the aim to obtain a degree (master or other) 

must be submitted in BASEC by the thesis supervisor. 

Important: Please use only professional email addresses in your submission 

dossier (e.g. @chuv.ch) ; do not use personal ones (e.g. @gmail.com or similar) 

Please be aware that the dossier of the trial must be reviewed by the CHUV 

Sponsor Research Office (SRO), (Bureau du Promoteur de Recherche, BPR) before 

submission to the Ethics Committee. Instructions on how to do so are provided at steps 60. 

(“other contact information”) and 70. (“contributor”) of this document. 

https://www.admin.ch/opc/en/classified-compilation/20061313/index.html
https://www.fedlex.admin.ch/eli/cc/2020/553/fr
https://www.fedlex.admin.ch/eli/cc/2020/553/fr
https://www.fedlex.admin.ch/eli/cc/2020/553/fr
http://www.cer-vd.ch/
https://submissions.swissethics.ch/en/
https://swissethics.ch/en/
mailto:scientifique.cer@vd.ch
mailto:bpr@chuv.ch
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To start please follow these steps: 

1. Visit the BASEC portal at the following address: 

https://submissions.swissethics.ch/en/ 

 

2.  Click on the Login button on the home page: 

 
 

3. Enter your login credentials or create a user account as indicated, in order to start the 

submission process. All personnel in charge of submitting the application can create a 

BASEC account. 

 

 

Please use only your professional email address (e.g. @chuv.ch) when creating a 

BASEC account. Do not use personal email addresses. 

 

https://submissions.swissethics.ch/en/
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NOTE: If you already have an account with your personnel email address, please 

update it a with your professional email address, to be used for all new submissions 

onwards. You can update it by accessing to the “my account” page and choosing 

“change email address”: 

 
4. Once logged in, click on “submit an application”, on the top of the page: 

 

 
 

5. The subsequent page provides you with multiple submission options, depending on the 

type of document/information you need to submit. 

For new submissions of clinical trials with medical devices, refer to the second option 

“research project application form medical devices” and click on the button “submit 

an application”: 
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You then access to the following page:  
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6. BASIC PROJECT INFO AND FUNDING 1/14. 

This page allows you to start entering the trial-related information to be submitted. 

Take the time to read the general instructions therein provided to make sure to fill the 

forms correctly (e.g. language allowed, requirements for multicentric trials etc.): 

 

 
 

7. Enter the trial title, acronym and internal identification number: 

 

 
 “Title” 

The full protocol title exactly as indicated in the protocol. 
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Please note that the size of the comment field can be increased/decreased as needed 

by clicking and dragging with your mouse on the following symbol in the bottom 

right corner of the field: 

 
 

 “Acronym” 

Although not mandatory, a trial acronym can be indicated in the protocol to 

facilitate the identification of the trial. 

 

 “Internal identification number” 

Although not mandatory, the creation of a unique number/code for the 

identification of the trial is highly recommended. The trial number must be clearly 

indicated in the protocol, together with the title and, if applicable, the acronym. 

 

 

8. If your trial foresees the combination of new data and/or material with data and/or 

material already existing, tick the option below: 

 

9. Specify the development stage of your trial by choosing one of the three options 

below: 

 

 
 

10. Specify if the trial is taking place also in other countries, besides Switzerland: 

 

 
If yes, list the countries in the comment field using the following format: 1) “country 

A”; 2) “country B”; 3) “country C” etc.: 
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Then, if available, enter the Eudamed identification number: 

 

 
 

And, if available, the EU registration number: 

 

 
 

11. Select the Ethics Committee that will be competent for your submission. If your trial is 

monocentric and conducted at the CHUV please select the CER-VD and the option 

“one site in Switzerland”: 
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If your trial is multicentric, select the lead Ethics Committee as applicable (in this 

example, the CER-VD) and select “several sites in Switzerland”: 

 

Then select all the other Ethics Committees competent for the additional sites in 

Switzerland participating to the trial. The Ethics Committees selected here will trigger 

the respective pages described in step 65. 

 

12. Select the category the trial belongs to: 

 

 
 

 “Industry” must be selected for all trials initiated by private industry 
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 “Investigator” must be selected for all trials initiated by an investigator. If your 

trial is an “Investigator-Initiated Trial”, select this one. 

 

 “Other” must be selected for all other cases, e.g. a trial/project initiated by an 

academic group, foundation, etc. If this is the case, please provide further 

details: 

 

 
 

13. Indicate if the trial is conducted with the main purpose to obtain a degree, e.g. 

Doctorate, Master etc. 

 

 
If yes, you must specify the type of degree and the student’s name: 

 

 
As indicated in the instructions, the student’s contact information can be added in the 

Address screen (step 60.). 

 

14. Provide any relevant information applicable to the financing setup of your trial. Then 

specify each financing source in the next steps. 
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15. Select the number of financing sources according to the number you mentioned 

above. In this example, 3: 

 

16. For each financing source provide the requested information in terms of type of 

source, the amount financed by the source and the percentage of contribution of this 

financing source to the overall financing figure. 

In case of the CHUV being a financing source, select “public, universities/hospitals” 

and then enter “CHUV”. 

Do not use other variations such as Lausanne university hospital etc. 
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Fill the details for the remaining sources if applicable, making sure that all source 

percentages you indicated sum up to 100% (the portal does not calculate this for 

you). 

 

17. Indicate if conflicts of interest exist for your trial. 

If conflicts do exist, provide the details in the comment field by using the following 

format: 1) “conflict A”; 2) “conflict B”; 3) etc. according to the number of conflicts 

of interest to declare. 

Do not enter any other comment, saying for example to refer to separate document 

etc. 

 

 

 

18. Click on the “next screen” button to access the subsequent page: 
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19. PROJECT DETAILS 2/14 

In the Project Details section, indicate if your trial investigates only medical devices or 

if it is a mixed trial of medical devices + drugs. 

In the latter case, provide the detail of the involved drugs in the comment field by using 

the following format: 1) “drug A”; 2) “drug B”; 3) etc. accordingly: 

 

 
 

20. Specify the category of your clinical trial on the basis of the Oclin-Dim by choosing 

among the proposed options: 

 

21. Then choose the class of the device investigated in your trial, on the basis of the 

European MDR Annex VIII : 

https://www.fedlex.admin.ch/eli/cc/2020/553/fr
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Please note: if you chose any category A in step 20., depending on the class you choose 

in step 21., you may need to provide the CE mark number: 

 

If you selected any category C in step 20., then continue with step 22., otherwise jump 

to step 25. 

22. Indicate if your device carries a CE mark, and provide the mark number if 

requested: 

 

 
23. Indicate if your trial is conducted for any conformity assessment purpose: 

 

 
24. Go to step 25. 
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25. Indicate if your trial is first-in-human: 

 

26. Specify the most relevant area of research your trial falls in: 

 

 
 

27. Provide a description of the interventions planned in your trial, making sure to 

follow the recommendations and examples provided in the instructions: 

 

28. The following four questions ask you to provide details on the type of allocation, 

masking technique, type of control and the arms/distribution design applicable to 

your trial: 
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29. Specify if your trial contains another medical device as comparator: 

 

If yes, specify if the medical device comparator has a CE mark: 

 

If yes to this last question, you must also specify if the medical device comparator is 

used in the trial according to its approved indication: 
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Then provide the requested information about the medical device comparator in the 

corresponding fields: 

 

30. Specify the primary outcome/endpoint of your trial: 
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31. Then specify the secondary endpoints/outcomes of your trial, as and if applicable, 

limiting your list to a maximum of four and using the following format: 1) 

“outcome A”; 2) “outcome B”; 3) etc. 

 

32. Indicate the number of participants planned to be enrolled in your trial in 

Switzerland: 

 

 
33. The subsequent two fields allow you to list the main inclusion and exclusion 

criteria. 

Use the following format: 1) inclusion A; 2) inclusion B; 3) inclusion C etc.: 
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34. Specify if your trial plans to include vulnerable participants, by selecting all 

categories that apply: 

 

35. Provide the start and end date of your trial, according to the provided instructions, 

and making sure they match what specified in the trial protocol: 
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36. In the last part of this section you must specify if your trial foresees the use of any 

ionizing radiation or not, and answer the questions accordingly. Depending on your 

answers, additional questions may appear asking for further details. 

 

Here an example with all possible questions that can appear for ionizing radiations: 
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37. Once you finished to provide all information requested in this section, click on the 

“next screen” button to access the subsequent page: 
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38. FURTHER USE 3/14 

Unless you selected “Combined with already existing data / biological material” in 

step 8., this page is normally empty; you can skip to the next page by clicking again 

on the “next screen” button: 

 
Then go to step 45. If instead the page is not empty, continue with step 39. 

 

39. If you selected “Combined with already existing data / biological material” in step 

8., provide the requested information in relation to the use of genetic data/biological 

material, data coding and consent type for data/material. Several answers are 

possible for the consent type if your project includes a combination of consent 

procedures (prior general and/or specific consent or consent to be sough) and 

no consent: 

 

 
 

40. If your project re-uses data/material from another project, you must specify it here:  

 

 
 

If there is more than one project your project refers to, you can indicate the BASEC 

ID numbers of these additional projects here: 
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41. Then if applicable fill the remaining field according to instructions therein 

provided. This field is used for older projects for which a BASEC ID number is not 

available. 

 

 
 

42. If you selected “no consent – Art. 34 HRA” in step 39., the following additional 

fields will appear. In the last three fields, English is not accepted: enter the 

requested information in one of the three national languages (DE, FR, IT). Please 

also refer to the CER-VD guidelines concerning article 34 of HRA (“Formule-

type article 34 LRH”) in order to correctly answer all questions prior to 

submitting your application: 

 

http://cer-vd.ch/fileadmin/user_upload/documents/Formule-type_34LRH_CER-VD_1..2_200821.pdf
http://cer-vd.ch/fileadmin/user_upload/documents/Formule-type_34LRH_CER-VD_1..2_200821.pdf
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43. Indicate the person accountable for reception of data/samples and for data 

protection. If this is the Principal Investigator, then click Yes; otherwise click No 

and provide the requested contact details: 
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44. Click on the “next screen” button to access the subsequent page: 
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45. SNCTP 4/14 

 

This page allows you to enter the information about your trial that will be displayed 

in the Swiss National Clinical Trials Portal (SNCTP). 

 

As mentioned in the instructions, the information you enter in this page cannot be 

in English but must be formulated in one of the Swiss national languages (German, 

French, Italian), as the SCNTP supports only these ones. 

In addition, the language used in this page must not be too technical or specialized, 

but understandable by the public without specific medical or scientific knowledge. 

 

Select the language chosen for the SNCTP: 

 

 
 

46. In the subsequent text fields, provide the requested details in non-specialized 

language, as mentioned above: trial title, disease or condition investigated in your 

trial, trial synopsis, intervention, inclusion and exclusion criteria. 

Please note that the inclusion and exclusion criteria must be limited only to the 3 

main ones. 

 

47. Indicate the place where your trial takes place. A list of cities to choose among is 

pre-populated for your convenience. You have however the possibility to mention 

additional cities by selecting “Andere / Autre / Altri:” 
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48. Provide the details of the contact person who must appear on SNCTP for your 

trial. It is recommended to enter a Sponsor contact (e.g. Medical Director). In case 

of Investigator-Initiated Trials, enter the contact details of the Principal 

Investigator who acts as Sponsor-Investigator. 

 

 
 

NOTE: use only professional telephone number and professional email address. 

 

49. Besides SNCTP, your trial must be registered in one of the international primary 

registries. Indicate here the primary registry your trial is or will be recorded on, 

and enter the identification number your trial is identified with in such registry. 

 

Here an example where ClinicalTrials.gov was chosen as primary registry, with a 

fictitious identification number: 

 

 

 

50. Indicate the disease(s) investigated by your trial, by choosing among the proposed 

options. The categories you choose here will be used as search tags in SNCTP for 

your trial. 
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51. Specify if the indication investigated in your trial meets the criteria for 

rare/orphan disease: 
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52. Once you have finished to complete all applicable sections, click on the “next 

screen” button to access the subsequent page: 
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53. ADDRESSES 5/14 

This page allows you to specify the contact details of the applicant submitting the 

dossier, as well as of all other stakeholders. 

 

Select the applicable choice, among the proposed ones, and pay attention to the 

instructions therein provided. A maximum of four choices appear, depending on 

the presence or not of CRO and separate sponsor representative for your trial. 

 

Here an example with the applicant being the Principal Investigator: 

 

 
 

For Investigator-Initiated Trials conducted at the CHUV, select “Principal 

Investigator”. 

 

54. Enter all contact details of the Principal Investigator. 

 

Whenever the CHUV needs to be entered as organization, please use “CHUV”. 

Do not use other variations such as Lausanne university hospital etc. 

 

NOTE: use only professional telephone number and professional email address. 

 

55. Enter all contact details of the Sponsor, similarly to what done above. 

 

In case of Investigator-Initiated Trials conducted at the CHUV, re-enter the 

contact details of the Principal Investigator. However, if a specific person other 

than the Principal Investigator represents the Sponsor in your trial, then enter the 

corresponding contact details. 

 

56. Choose the option that corresponds to your trial for the Sponsor’s representative 

in Switzerland. 

In case of Investigator-Initiated Trials conducted at the CHUV, please select 

“There is no sponsor’s representative in Switzerland (i.e. the sponsor is located in 

Switzerland)” 
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57. Enter all contact details of the CRO, if applicable, similarly to what done above.  

Otherwise select “There is no CRO” 

 

  
 

58. Enter all contact details of the medical device manufacturer, including the contact 

person communicated by the manufacturer itself. 

 

59. Specify the address to be used by the Ethics Committee to bill the fees for the 

review of the dossier. 

Select the applicable choice among the available ones. If needed, additional 

comments in relation to the billing process can be added in the respective 

comment field. 
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60. In “Other contact information” you can enter up to three additional contacts, 

specifying their role in the project. 

 
 

NOTE: use only professional telephone number and professional email address 

 

 In case of Investigator-Initiated Trials conducted at the CHUV, or 

trials for which the CHUV acts as sponsor representative in Switzerland, please 

add the CHUV Sponsor Research Office / Bureau du Promoteur de Recherche as 

first additional contact, as follows: 

 

Full name: “BPR” 

Role in this project: “Sponsor” 

Email: “bpr@chuv.ch” 

 

 

61. Click on the “next screen” button to access the subsequent page: 
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62. LEAD EC: GENERAL AND MAIN SITE’S DOCUMENTS 6/14 

This page allows you to upload all documents necessary for the review of your 

trial/project by the Ethics Committee. 

Make sure to comply with the instructions therein provided for the file format and 

naming, then enter the name of the Principal Investigator, the Institution and the 

city: 

 

 
 

Should the CHUV need to be entered as organization, please use “CHUV”. 

Do not use other variations such as Lausanne university hospital etc. 

 

63. Go through all subsequent points to upload all necessary documents, as indicated 

and as applicable. 

 

When expanding each point by clicking on the arrow close to the number, specific 

instructions will appear as needed, to guide you on the type of document to 

upload. 

Here an example for Art. 2 MDR Investigator’s Brochure (IB): 

 

 
 

 

64. Click on the “next screen” button to access the subsequent page: 
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65. EC BE:   ADDITIONAL SITES 7/14 

EC EKNZ: ADDITIONAL SITES 8/14 

EC GE:  ADDITIONAL SITES 9/14 

EKOS:  ADDITIONAL SITES 10/14 

EC TI:  ADDITIONAL SITES 11/14 

EC VD  ADDITIONAL SITES 12/14 

EC ZH:  ADDITIONAL SITES 13/14 

 

These pages allow you to upload all documents necessary for the review of your 

trial by the other local Ethics Committees in Switzerland. 

 

In case of monocentric trial/project, these pages appear empty, and you can skip 

them and access to the last section (SUBMISSION SUMMARY 14/14, step 66.) 

by clicking on the “next screen” buttons at the bottom of each of these pages: 

 
 

In case of multicentric trial involving additional sites in Switzerland, the page(s) 

of the Ethics Committee(s) corresponding to the options you indicated in step 11. 

become active and must be filled. 

 

In the page for each local Ethics Committee, select the number of sites falling 

under its responsibility (1 in this example): 

 

 
 

Then upload all required documents and enter all required information similarly to 

what already done in step 63. 

 

Finally, specify if the billing address for the local site(s) is different or not from 

the billing address provided for the main site; if different, specify the new billing 

address in the respective comment field (please note: for Master projects, do not 

indicate the student’s address): 
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Then Click on the “next screen” button to access the subsequent page: 

 
 

Depending on the number of local Ethics Committes identified in step 11. you 

may need to repeat step 65. accordingly for each Ethics Committee. Once done, 

you will access to the page described in step 66. 
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66. SUBMISSION SUMMARY 14/14 

This page provides you with a summary of all information you provided in the 

previous sections, so that you can check it a last time before the Sponsor Research 

Office/SRO of the CHUV reviews your dossier, which will be then submitted to 

the Ethics Committee. 

 

67. Before the summary section, you must however provide some additional 

information as follows: 

Read carefully the instructions concerning the parallel submission to Swissmedic 

and the related timelines, then provide your confirmation: 

 

 Specify the context of your submission to the Ethics Committee: 

 

In this section you must indicate whether: 

 

 you are submitting your dossier for the first time  

 you are re-submitting updated documents following a request for 

charges/conditions made by the EC following a previous review of the dossier 

 or if you are submitting an amendment to an already-existing dossier 
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68. The subsequent lines allow you to indicate additional notifications and 

submissions. 

 

Please note that these do not concern you in case of an initial submission, as you 

already uploaded all necessary documents during step 63., but only in case of 

subsequent updates to the document/information therein listed: 

 

69. Finally, a comment field allows you to provide details for any updates you made 

to the initial submission: 

 

 
 

 
 

70. Once you have entered and reviewed all information please do not click yet on 

the “Submit” button, as the dossier needs to be firstly reviewed by the CHUV 

Sponsor Research office (SRO). To send the dossier to the SRO, click on 

“Manage invitations” on the left side of the  screen: 
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71. On the subsequent screen, click on “Invite a contributor”: 

 

 

 

72. You will be asked to enter the email address of the contributor to invite. Please 

enter bpr@chuv.ch 

 

 
 

73. Then select all steps of the submission dossier: 

 

 

mailto:bpr@chuv.ch
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NOTE: should not be applicable in your case, you can de-select the boxes of the 

Ethics Committees not involved in the assessment of your trial/project. 

 

74. Then select “Full access” and click on “Invite this contributor” 

 

 
 

75. The SRO will then review the complete submission dossier and get back to you by 

email within 48h with any questions. You will be always informed in case this 

delay cannot be respected. 

 

76. You will now be able to submit the dossier to the Ethics committee for their 

review. To do so, go back to the “Submission Summary” page described in step 

66. 

To access this page, login to your account by following steps 1. to 3., then click 

on “Manage my applications”: 

 

 
 

77. Then click on “Continue”: 

 
 

78. Select “14. Submission Summary” on the left side of the page: 
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79. Scroll down to the bottom of the page and click on the “Submit” button to 

transmit the complete dossier to the Ethics Committee for review: 

 

 

11. TRAINING 

  RU 

   RO 

  ROP 

 

 

END OF PROCEDURE  
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 BASEC Submission Guide for Clinical Trials with 

Medical Devices   

1. BUT 

 

2. CADRE 

 

3. RESPONSABILITÉS 

 

4. DÉFINITIONS 

 

5. MATÉRIAUX 

 

6. ÉQUIPEMENTS 

 

7. PRÉCAUTIONS 

 

8. RÉFÉRENCES 

 

9. DOCUMENT(S) QUALITÉ LIÉS 

 

10. PROCÉDURE 
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11. FORMATION  

  RU 

   RO 

  ROP 

 

 

 

FIN DE LA PROCÉDURE 


