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University of Graz
Ethics Committee
University Square 3, 8010 Graz, Austria
ethikkommission@uni-graz.at
The form must be completed in full (unless otherwise stated, max. 150 words per field). For points that do not apply, please indicate "t.n.z." (does not apply). 
The Ethics Committee would like to point out that only formally complete applications will be processed. Please note the required enclosures (e.g. questionnaires, information for participants, consent forms) listed below and for individual points in the form. If additions are necessary for formal reasons or information is missing, the application can only be processed at a later date once the content has been improved accordingly.
The information to participants and, if applicable, the consent form for participation must be attached. These must contain at least
· Title of the study;
· A brief description of the aim and procedure (duration, tasks) of the study. In the event of unavoidable deception regarding participation and purpose (cf. the special obligation to give reasons under point 4.17.), appropriate clarification must be ensured after the end of the study;
· possible inconveniences or risks (see point 4.12.);
· Reference to the voluntary nature and the right to withdraw consent to participate at any time without giving reasons and without incurring disadvantages;
· Information on the research institution conducting the study, on persons involved in the study and on a responsible contact person for further questions or complaints (see point 1.4.);
· Reference to the review by the ethics committee;
· if applicable, the possibility of consenting to the processing of personal data.

Please note that your request for an expert opinion does not replace your obligation to clarify any legal issues that may arise (e.g. from copyright or data protection law). Data protection issues in particular must be considered and clarified separately (e.g. the need for any consent to data processing or a data protection declaration). The ethics committee does not have to decide on specific data protection issues.

[bookmark: _Toc194478022][bookmark: _Toc194479025][bookmark: _Toc200994512]General information
Name of the applicant
Click or type here to enter text.

Title of the study
Click or tap here to enter text.

The submitted study is:
☐ a third-party funded project 
☐ applied for	☐ already approved
funding organisation (if available):
	Click or tap here to enter text.
☐ an internal university project 
☐ a dissertation (or PhD thesis) 
	Name of the supervisor:
	Click or type here to enter text.
The supervisor has been informed about the submission.
☐ Yes	☐ No
☐ a master's thesis/diploma thesis/bachelor's thesis
	Name of the supervisor:
	Click or type here to enter text.

Person conducting the study
Enter the names of all those working on the study: 
Please take into account the differentiation between the functions of project management (management of the overall project), study management (management of a sub-study) and study management (implementation of a study). These different functions and responsibilities must also be shown accordingly in the participant information and the declaration of consent form.
	Name
	Institution
	Function*
	Qualification**

	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.

* e.g. study management, project management, trial management, planning, evaluation, data collection
** e.g. senior researcher, PhD student, postdoc, etc.

Conflicts of interest
Are there any potential conflicts of interest in connection with the research project?
☐ Yes	☐ No
If yes, please explain: Click or tap here to enter text.

Has the study already been reviewed by another ethics committee?
☐ Yes	☐ No		If yes, please enclose report 

[bookmark: _Toc194478023][bookmark: _Toc194479026][bookmark: _Toc200994513]Brief information on the planned study
Is this a sub-study within a larger research project? If yes: please indicate the title of this larger project.
Click or tap here to enter text.

Specialised discipline
Click or tap here to enter text.

Short description or summary of the planned study (max. 500 words)
Click or tap here to enter text.

Objectives of the study (research questions, hypotheses, etc.)
Click or tap here to enter text.	

Description of the study design (e.g. survey time points, control groups, number of groups, case number estimation, sampling, etc.)
Click or tap here to enter text.

Description of the method of data collection, the sample (study participants), the study materials (e.g. instruments used) and the like. Questionnaires etc. to be used in the study should be attached to this form.
Click or tap here to enter text.

Planned start date subject to a positive vote and expected total duration of the study
Note: Projects that have already been started or completed will not be reviewed by the Ethics Committee.
Click or tap here to enter text.

[bookmark: _Toc194478024][bookmark: _Toc194479027][bookmark: _Toc200994514]Study participants
Recruitment of participants and inclusion and exclusion criteria for participation in the study
Planned number of participants
Click or tap here to enter text.

Expected duration of study participation for the participants
Click or tap here to enter text.

Characterisation of the participants
· Minimum age:	Click or tap here to enter text.
Maximum age: 	Click or tap here to enter text.
· Gender:	☐ Male	☐ female	☐ diverse
· Should those who are not personally able to give consent take part?	☐ Yes	☐ No
· Do participants belong to a vulnerable group, e.g. children or minors (up to the age of 14)? If yes, which group are you referring to?
Click or tap here to enter text.

Describe the planned recruitment process (please attach any materials intended for use, e.g. adverts):
Click or tap here to enter text.

Briefly describe the selection of participants and the inclusion and exclusion criteria (if applicable: explicit justification for the inclusion of persons from protected or vulnerable groups, e.g. minors, persons temporarily or permanently unable to give consent).
Click or tap here to enter text.

Is the consent of the participants and/or their legal representative obtained?
☐ Yes (enclose information sheets and consent form)
☐ No		If no, why not:
		Click or tap here to enter text.

Where and for how long are the declarations of consent kept or stored? Who has access to the consent forms?
Click or tap here to enter text.

What (personal, social, institutional) relationships exist between the participants and the study organisers (e.g. student-teacher, employee-employer, etc.)? 
Click or tap here to enter text.

[bookmark: _Toc194478025][bookmark: _Toc194479028][bookmark: _Toc200994515]Collection, evaluation and storage of study data and basic documents, data protection
4a Data collection
Please note the following terms: 
Personal data: Information relating to an identified or identifiable natural person
Anonymisation: Data cannot or can no longer be irrevocably assigned to a person. Anonymised data or data collected anonymously from the outset is therefore not personal data and is not subject to data protection.
Pseudonymisation: Data can be assigned to a person with additional information (usually an identification key) (Art. 4 no. 5 GDPR) and therefore remain personal data. As such, they are subject to data protection.

[bookmark: _Hlk192517733]Is the data collected anonymously? Please note: As soon as data is collected or processed in any form in such a way that it can be assigned to a specific person, it is not anonymised but merely pseudonymised.
☐ Yes (         further from 4.12.)	☐ No (         continue from 4.2.)
If yes: How is the anonymity of the participants guaranteed?
Click or tap here to enter text.

What personal data (i.e. information relating to an identified or identifiable natural person) is collected?
Click or tap here to enter text.

Are voices, images or videos recorded?
☐ Yes	☐ No

Are "sensitive data" or special categories of personal data within the meaning of Art. 9 GDPR of the study participants processed? If yes, which ones? 
Click or tap here to enter text.

4b Storage of data and data protection
Is the data collected pseudonymised?
☐ Yes	☐ No
If yes: When and how is the pseudonymisation carried out?
Click or tap here to enter text.

Where is the identification key stored in the event of pseudonymisation? Who has access to this identification key?
Click or tap here to enter text.

Will or when will the study data be anonymised? 
Click or tap here to enter text.
Note: Please note that from a data protection point of view, it is advisable to use anonymised data only.

If complete anonymisation of personal data is not possible: How is the privacy of participants protected?
Click or tap here to enter text.



If study data is not kept in pseudonymised or anonymised form: Why is this the case?
Click or tap here to enter text.

Where, for how long and, if applicable, in what form is the following data stored? Who has access to the following data or documents?
a. Study data (data collected in the course of the specific study; e.g. raw measurement data, observation protocols, transcripts of interviews and focus groups, etc.).
Click or tap here to enter text.
b. Medical history forms
Click or tap here to enter text.
c. Audio or video recordings
Click or tap here to enter text.
d. Human samples
Click or tap here to enter text.

Is the personal data collected processed and in particular stored exclusively on centrally operated servers or centrally operated systems of the University of Graz?
☐ Yes	☐ No
If no (the data is not processed or stored exclusively on central servers or centrally operated systems, but e.g. on decentralised project servers at the University of Graz or external servers or systems): What data security measures are taken?
Click or tap here to enter text.

4c Consequences of participation in the study for the participants
Is participation in the study associated with foreseeable risks or other problematic side effects and burdens for the participants, e.g. physical pain or discomfort, burdens of a psychological nature (e.g. induction of negative emotions) or social nature (group experiment, effects on "reputation", etc.)? What measures are taken to prevent and/or care for unforeseen/adverse events? What precautions are taken to protect the physical and psychological integrity of participants during the study?
Click or tap here to enter text.

What procedures are used to identify, document and report adverse effects of study participation? Describe when, by whom and how this is done, e.g. free questioning and/or using questionnaires.
Click or tap here to enter text.

Is a participation fee or expense allowance (in particular compensation for travelling expenses and loss of income) paid to the participants?
Click or tap here to enter text.

What are the expected advantages or potential benefits of the study for the participants?
Click or tap here to enter text.

4d Further ethical aspects
Will the participants be fully informed about the nature, aim and content of the study?
☐ Yes		☐ No, reason: Click or tap here to enter text.

Are the participants deceived?
☐ Yes		☐ No
If yes: Describe and justify the necessity of the deception! Will the participants be informed about the true objective of the study after completion?
Click or tap here to enter text.

Under what circumstances will the study be interrupted? Under what circumstances will the study be cancelled altogether?
Click or tap here to enter text.

[bookmark: _Toc194478026][bookmark: _Toc194479029][bookmark: _Toc200994516]Rights of the study participants
Is the voluntary nature of study participation guaranteed and can participants withdraw their declaration of consent at any time without any personal disadvantages? 
Click or tap here to enter text.
How and for how long can participants request the deletion of their (non-anonymised or not yet anonymised) study data or the destruction of samples?
Click or tap here to enter text.

Can participants find out about the research results?
☐ Yes		☐ No
If yes: How will participants be informed about the research results?
Click or tap here to enter text.
If no: Reason!
Click or tap here to enter text.

[bookmark: _Toc194478027][bookmark: _Toc194479030][bookmark: _Toc200994517]Other comments
Click or tap here to enter text.

[bookmark: _Toc194478029][bookmark: _Toc194479032][bookmark: _Toc200994518]Name and signature of the applicant
Name: Click or tap here to enter text.
Position: Click or tap here to enter text.

Signature of the applicant: I hereby confirm that the information provided in this application regarding the planned study is correct and that the study will be conducted in accordance with this information and in compliance with the principles of good scientific practice (see: Statutory section Principles for safeguarding good scientific practice and avoiding violations of the obligations of scientific integrity).
I confirm that I will not start the empirical project part of the submitted study (recruitment, data collection) before the ethics committee has voted in favour.



Signature of the applicant, date

Authorised representative, if not the applicant: Click or type here to enter text.
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