Guidance on the Research Information

10.

The fundamental principle of participant autonomy must be secured through a
comprehensive indication of the research information. Its comprehensibility and
traceability should be carefully assessed in advance and, if necessary, reviewed
retroactively. The use of precise and understandable formulations concerning personality
rights needs to be taken into consideration.

The submisson of the research information to the ethics committee is mandatory. If legal
guardianship (e.g., parents) is required for consent, an additional text must be
prepared.

The research information must include all relevant details about the planned study.
A clear description, readily understandable by a layperson, of objectives, procedures, and
processes is fundamentally important. For studies involving children or people with
disabilities, the information must additionally be written in simple language. This
includes providing explanations regarding questions such as: What is the study about
(short overview, objectives)? What are the tasks of the participants? What is the
expected time commitment?How will personal data be used? Does participation
involve any risks or burdens? Is the content of the study questions potentially intimate/
stigmatizing? What are the possible benefits of taking part in the study (e.g., compensation,
personal feedback, therapy offers)? What insurance coverage do participants have?

If deception of the participants or providing them with misleading information is necessary in
a study, they must be explicitly informed afterwards (even if they withdraw), about
the deception and its justification—and this should be handled proactively, not only upon
individual request. Deception in a broad sense includes concealing or obscuring the
actual purpose of the study, covert data collection, data analysis contrary to prior
announcement, etc. Post hoc debriefing should occur through a written supplement
in which participants should be given the opportunity to withdraw from participation.

The entire research information must meet the criterion of comprehensibility and
be formulated in simple and accessible language: short sentences, avoiding technical
terminology and jargon, etc.

It should be verified whether a (supplementary) personal conversation regarding the
research information is necessary.

The research information must explicitly contain the exact study titleand a
letterhead with address and names. Furthermore, it should indicate the name and
telephone number of a contact person, in case questions or a need for further consultation
arises.

The information must explicitly mention that the participation in the research is voluntary and
that participants have the right to withdraw at any time. It must be ensured and assured that
withdrawing from participation will not result in any disadvantages.

The research information must also include details on how and for how long data is being stored.

It must be stated that data deletion can be requested by participants until a specified point (e.g.,
full anonymisation or deletion). Non-anonymised raw data should be deleted immediately after
analysis.
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11. The participant information must also address that participants agree to be informed of
any significant findings that may arise, and that the conditions for risk coverage (private
health insurance, life insurance) or career choices (e.g., pilot profession) may change if
such findings are present.

Guidance on the Consent Form

The participants must give their informed consent in writing to record their willingness/
readiness to participate in the study. This informed consent form must be submitted to the
ethics committee. Said form should outline exactly what the signatory consents to. The
following points should be considered:

1. The consent form must contain the study title, a letterhead with address and names, and
possibly a phone number.

2. The consent form must confirm the voluntary nature of participation.

3. Phrases like “I have understood,” “been properly informed,” “had the opportunity to ask
questions” should not be used. A formulation such as “I have received and read the written
information about the study” suffices.

4. The (principal) investigator must countersign the consent form in any case.

5. A signed copy—by both parties—must be handed to the participant, while one remains with
the (principal) investigator.

6. If participants withdraw their consent, it must be assured that this will not entail any
disadvantages. The proportional payment of the agreed remuneration must also be assured.

7. Incase it is planned to repeat or continue data collection at a later date, the participant must
explicitly agree to being contacted again. This is usually done through an “additional
agreement” in the consent form.

8. Consent for data storage and processing must be confirmed via a separate signature (Art. 7
Abs. 2 DS-GVO).
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