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What is this guidance about?

This content provides guidance on frequently asked questions regarding informed consent. While
consent is also required when collecting e.g., soil samples, this guidance is focused on research
involving human participants and the processing of personal data. It supplements the UT
resources on GDPR compliance and working with personal data in research.
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Why is informed consent not a one-time procedure?

Why is informed consent required in research involving human subjects?

Informed consent is the process by which participants are asked to consent to participation in
your study and where applicable, the processing of their personal information. It is an absolute
prerequisite for research involving human participants, both as:

e an ethical principle, and
e alegal requirement when personal data (e.g. names, location data, etc) are collected

1. Consent as an ethical requirement

From an ethics perspective, obtaining informed consent is a fundamental requirement of
responsible research. In accordance with ethical research standards such as the Declaration of
Helsinki and relevant UN declarations?, informed consent respects participants' autonomy by
enabling them to make an informed and voluntary decision about their involvement.

2. Consent as a legal basis for processing personal data

Consent is also the key legal ground for processing personal data in research under the EU
General Data Protection Regulation (GDPR). It is required when a researcher plans to collect and
use research information that can be used to identify, directly or indirectly, the research

" e.g. https://www.ohchr.org/en/indigenous-peoples/un-declaration-rights-indigenous-peoples
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https://www.utwente.nl/en/cyber-safety/privacy/gdpr/
https://www.utwente.nl/en/cyber-safety/privacy/guideline-for-research/

participants, and when special categories of personal data are processed (e.g., location, ethnicity,
religion, health data, political views).

When and how should I obtain informed consent?

Respondents should be able to freely decline participation in the research. Thus, consent is
always obtained prior to collecting data. In many cases, it can be good practice to reaffirm
consent after data collection, so respondents can decide whether they are comfortable with you
using the collected data.

Informed consent is usually obtained in writing via a consent form, but in some cases it may be
obtained orally. Which approach is more appropriate will depend on the context of your
research.

How do I draft informed consent materials?

Informed consent normally consists of two parts: an information sheet/letter and a consent
form.
1. What should be included in the information sheet?

The information letter should include the following:

e General information: title of the research, aim and purpose of the study

o Ethical aspects: what participation involves, research methods, duration and effort
required from participants

e Participants’ rights: participants must be informed about the right to access their data,
to withdraw consent, to be forgotten or withdraw from the research

e Personal data collection and privacy protection: what data will be collected and how
the data will be used and protected.

o Data retention and archiving: participants should be informed that research data will
be stored for at least 10 years after research completion (in an institutional archive or a
public repository such as DANS). They should also be informed, where applicable, that
anonymised data may be reused for future research.

o Risks that the research may entail: if there are risks linked to participating in the
research that are known (e.g. that it is not possible to fully anonymise data during
analysis and/or reporting), then those risks must be explained.

e Contact point for complaint: include the contact details of an independent party, e.g.,
the Ethics Committee, to which participants may submit complaints

2. What should be included in the consent form?

Freely given, informed, specific, and unambiguous consent means that research participants
must approve all forms of data collection, storage, transfer, publication, and archiving. Therefore,
a consent form must include:

e Title of the research
e A statement confirming that the participant has been fully informed
e Explicit consent for:

o participation in the research,



o processing of their personal data,
o processing of special categories of personal data (if applicable),
o possible transfer of data outside the EU (if applicable),
o data sharing for future research (optional)
e Confirmation that participants understand the risks linked to their participation in the
research (if applicable)
e Contact details of an independent party, e.g.,, the Ethics Committee, to which participants
may submit complaints

When do [ need participants’ signatures?

You need the participant’s signature when consent is used as the legal basis for processing
personal data under the GDPR. The consent form must not include any unnecessary personal
details, such as email addresses. If it contains the name and/or signature of the respondent, you
should plan for extra protection of the informed consent forms in your data management plan.

Are there templates available for informed consent?

Yes. The GeoEthics Committee has templates to help researchers and students provide clear,
correct and sufficient information to the participants.

Please note that the templates are just examples and must be adapted to your specific research
project. The content may vary depending on the type of research and whether personal data are
processed. An important principle is that both the study information sheet and the consent form
need to be easy to understand for participants (avoid jargon). If participants do not understand
the information, then their consent cannot be informed!

Is a written consent form always required?

No. A written, signed consent form is often considered the safest option for documenting consent,
particularly when consent serves as the legal basis for processing personal data. However, it is not
always the most appropriate method for obtaining consent.

In some research contexts:

e written consent may reduce trust and natural interaction (e.g. if respondents are
involved in illicit activities)

e participants may feel uncomfortable signing formal documents

e literacy makes oral consent more appropriate

In these situations, oral or verbal consent can be more appropriate. What matters most is that the
consent is informed, prior and voluntary. You should therefore always prepare a clear and easy to
understand study information sheet and have a clear strategy for explaining your research
objectives. If you opt for oral consent, you should explain in your ethics review application why it
is the most suitable for your research context.


https://gdpr-info.eu/issues/personal-data/

How can oral consent be obtained?

Oral consent, especially if needed as the legal basis for processing personal data, can be obtained
by:
e recording the researcher informing the respondents about the study, possible risks and
their rights; and then,
e recording the participant giving verbal consent before the interview.
Even when respondents do not agree to being recorded, the researcher must still explain the
research and obtain the participant’s verbal consent.

How can consent be obtained in an online research setting?

For online or digital data collection, consent can be obtained in alternative ways, such as:
e participants read an online information page (see: ‘What should be included in the
information sheet?”
e participants confirm consent by ticking a box;
e digital consent can be obtained using GDPR-compliant survey/ data collection tools
approved by the university (e.g., the UT Crowdtech survey tool)
e audio-recorded oral consent is also acceptable in online interviews.

Why do participants need to give consent for archiving research data and consent forms?

According to the faculty research data management policy, consent forms and/or personal data
pseudonymization keys must be securely stored and archived for at least ten years after the
completion of the research project. In line with this policy,

e Research participants should be asked whether:

o (interview) data may be stored for the long-term in the university archive or public
data repositories.

o anonymised data may be reused in future research

o consent forms may be stored for the long-term in the university archive

Where can I store the consent forms?

Consent forms contain personal data and must be stored securely. Ideally, only digitized versions
should be kept, and paper versions should be destroyed as soon as possible.

The UT archive department (LISA) handles the digitalisation after your data collection and
immediately archives the consent forms in JOIN, the UT document archiving system. You then
receive a digital copy to use during the research, if required.

Detailed information about this procedure is on the service portal. If you have any questions,
please contact the Faculty Data Steward.

Why is informed consent not a one-time procedure?

Consent should be understood as an ongoing ethical process, not a one-time signature.
Prior consent may provide legal protection for researchers, but it does not automatically
guarantee ethical research.

e participants may change their views about the use of their data
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https://www.utwente.nl/en/service-portal/organisation-regulations-and-codes-of-conduct/archive-document-management/join-ut-document-management-system

e consent must be reaffirmed during the research

Meaningful and informed consent is more important than the formal format, as emphasized by the
Free, Prior, and Informed Consent (FPIC) principle2, which focuses on respect, transparency, and
long-term trust rather than on formal paperwork.

Where can [ get support?

If you still have questions or need further guidance on informed consent procedures, you can
contact the ethics committee at: ethicscommittee-geo@utwente.nl

https://www.ohchr.org/sites/default/files/Documents/Issues/IPeoples/FreePriorandInformedConsent.
pdf
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