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Clarification of responsibilities


Introduction

The form “Clarification of responsibilities” consists of three parts «general considerations», «description of the project» and «project to obtain a master’s thesis or doctoral dissertation». The first two parts must be filled in; the third part must be filled in if applicable.
The clearer the description is, the better the Ethics Committee can assess whether the project falls within the scope of the Human Research Act (HRA) or not. 

Questions left unanswered or answered vaguely may cause delays in the ethics committee’s review of the application. If necessary, seek assistance from your Clinical Trial Unit / Clinical Trial Center.

Please write in the official local language of the competent Ethics Committee to which you are submitting this application of in English.

Texts in italic blue are instructions and must be deleted.


The remit of the Ethics Committee is defined in the Human Research Act (HRA) as follows:

Art. 2 Scope
1 This Act applies to research concerning human diseases and concerning the structure and function of the human body, which involves:
a. persons;
b. deceased persons;
c. embryos and foetuses;
d. biological material;
e. health-related personal data.
2 It does not apply to research which involves:
a. IVF embryos in accordance with the Stem Cell Research Act of 19 December 20033;
b. anonymised biological material;
c. anonymously collected or anonymised health-related data.

Art. 3 Definitions
For the purposes of this Act, the following definitions apply:
a. research: a method-driven search for generalisable findings;
b. research into diseases: research into the causes, prevention, diagnosis, treatment and epidemiology of physical and mental impairments to human health;
c. Research into the structure and function of the human body: basic research, in particular into the anatomy, physiology and genetics of the human body, as well as research not related to diseases concerning interventions and effects on the human body;
[…]
h. encrypted biological material and encrypted health-related personal data: biological material and data linked to a specific person via a key;
i. anonymised biological material and anonymised health-related data: biological material and health-related data that cannot be traced back to a specific individual, or can only be traced back to a specific individual with disproportionate effort;



General information

	Name of the project:
	Indicate the name or the title of the project.

	Institution:
	Indicate here the full address where the project is conducted. If the project is conducted at several sites, indicate the full address of the principal/coordinating site.

	Title and name of the applicant, function:
	



	☐   I am not sure whether my project falls under the Human Research Act. Go to the next section “Brief description of the project”

or

☐   I am (almost) certain that my project does not fall within the scope of the Human Research Act because: tick the applicable checkboxes, then go to the section “Brief description of the project”

☐ the research project is not being carried out in Switzerland.

☐ the research project does not constitute ‘research’ within the meaning of Section 3 of the Health Research Act (HRA), as no generalisable findings can be obtained.
(Note: an underpowered study is still ‘research’, albeit poor-quality research… If the performance and/or safety of a medical device is being investigated, even a single participant is sufficient for the project to be classified as a clinical trial of a medical device subject to authorisation.)

☐ the research project does not constitute a research question under the HRA, as there are no questions regarding human diseases or the structure and function of the human body as defined in art. 3 HRA are being addressed.

☐ the research project is quality assurance without scientific questions regarding human diseases or the structure and function of the human body as defined in art. 3 HRA.
(Note: refer to the guidance document «Quality assurance, or research project subject to approval? » published on swissethics.ch/topics/position papers (link to the document in DE, FR, IT, EN).






Description of the project

	Objective(s)/Aim:
	What are the objectives and the aim(s) of the project?

	Outcome/Endpoints
	What is measured to determine the outcome of the treatment, intervention, etc… of the project? What are the endpoints? 

	Project design and procedures
	Describe what you want to do in your project and how you plan to do it.

	Does the project involve the participation of persons?
	Answer ‘yes’ if the project involves collecting personal health data or sampling of biological material, or a medical intervention.

Answer ‘no’ if the project makes further use of already available health-related personal data or biological material.

YES ☐   NO ☐

If YES: give the expected number of persons: _____

	Are personal health data and / or biological material used and analysed in the project?
	YES ☐   NO ☐

If YES: number of data sets: ______; number of biological samples: ______

	Does the project meet the criteria of a quality assurance and quality control project of the guidance document «Quality assurance, or research project subject to approval?»
	The guidance document «Quality assurance, or research project subject to approval? » is published on swissethics.ch/topics/position papers (link to the document in DE, FR, IT, EN).

YES ☐   NO ☐

	Are personal health data and / or biological material coded?
	Personal health data and/or biological material are considered to be correctly coded («verschlüsselt», «codés», «codificati»), if, from the perspective of a person who does not have access to the code (i.e. the key linking the data or biological material to the study participant), the study participants can’t be identified without disproportionate effort.

YES ☐   NO ☐

If YES, where is the key stored and who is safeguarding it? ____

	Is personal health data anonymized?
	Personal health data is considered anonymized if all elements that, when combined, would allow the study participants to be identified without disproportionate effort have been irreversibly redacted or deleted.
In particular, the name, address, date of birth and the persons’ unique identification numbers have been irreversibly redacted or deleted.

Q1. The health data is collected anonymously. 
YES ☐   NO ☐

Q2. The health data is already available in a fully anonymized form.
YES ☐   NO ☐

If YES to either question Q1 or question Q2, upload to “other documents” the description of the process of anonymization of the personal health data. 

Indicate who (title, full name, function and department) conducted the anonymization of health data. If this is not known explain: ______ 

If you answer YES to either question Q1 or question Q2, we highly recommend that you complete the SPHN re-identification risk assessment tool (Excel Risk Assessment Template) and upload it to BASEC

SPHN Resources for health data de-identification: Link
SPHN Excel Risk Assessment Template: Link

	Will this project generate generalizable knowledge and why? 
	YES ☐   NO ☐

	Any additional information about the project relevant for the assessment:
	

	Has/have similar project(s) been submitted to the EC in the past?
	YES ☐   NO ☐

If YES provide the full title of the project(s) and the BASEC-number(s): _____





In the case the project is exclusively or primarily designed and conducted to obtain a degree (Doctorate, Master, etc.)

	In the case of a master’s thesis or doctoral dissertation, the supervisor is responsible for the accuracy of the information and responses provided to the ethics committee in the application. The student or doctoral candidate must discuss the answers with his/her supervisor before submitting the application to the ethics committee.

	The student or doctoral candidate, and the supervisor confirm having discussed and reviewed this application and agreed with it.
	YES ☐

Comment: 

	Name of the student or doctoral candidate
	Name

	Name and contact details of the responsible supervisor: 
	Name and contact details
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