


	What is informed ethical consent?
Ethical consent is about participation. Consent is based on four prerequisites:
1. It is given voluntarily (free from coercion).
2. The participant is a legally competent actor.
3. The participant is well (fully) informed, and,
4. Comprehends what is asked of them.

To inform a participant means they must be notified about the objectives of the study, be informed about what is expected from them, and be told how their data will be used. 

Consent requires that a participant not only have a substantial understanding of the situation in which they will participate but also be at liberty to refuse.

Ethical consent must be communicated to the targeted participants clearly and in non-technical, comprehensible language. The consent form must include all information necessary for deciding on participation, not through references to other documents. 

Consent gives the researcher the right to involve the participant in the research project while assuring the respondent’s rights are protected.

Participants should be aware that they may refuse to (further) participate, withdraw their consent, and have their data removed from the study at any time. If there is a deadline for when they can withdraw their consent, then the reasons need to be explained, and the deadline should be clearly communicated.

Furthermore, consent protocols require that participants be provided with information on whom to turn to in case of disagreement, complaints or unexpected or accidental findings that may affect them.

Consent is, by default, active, which means that the participant is knowledgeable about the purpose of the research and actively agrees to participate in it under the conditions spelt out to them. Passive consent can be accepted in limited circumstances, when specific, relevant criteria are met, most importantly, when the research poses minimal risk to participants, obtaining active consent is impractical or would significantly hinder participation, and participants or their guardians are fully informed and provided with a clear, accessible opportunity to opt out. 

When deception is not disclosed in the initial consent, a prompt debriefing at the study’s conclusion is mandatory. As part of the informed consent process, the debriefing must allow participants to opt out and withdraw their data, ensuring genuinely informed participation.

What informed ethical consent is not
Informed consent about data use according to legal principles (GDPR).
Notice that while legal aspects of data storage and use are important and should be informed about, they are not part of an ethical consent about participation. 



Draft informed consent form

	What is presented here are the elements that the ethical committee examines when assessing IRB applications. 
Adapt this draft form to your proposed research project. 
Remember that your consent form should be communicated in a clear, non-technical and comprehensible language targeted to your participants.



[Title of the study:] at [your university or research institute].
Thank you for considering participating in this study about [give a brief explanation of the study]. 
Below is a description of the research procedures and an explanation of your rights as a research participant. Following the ethics code of the [local institution], you are asked to read this information carefully. You are entitled to receive a copy of this form if you agree to proceed under the stated terms.
The purpose of this research is [give a brief description of the study purpose here]. This research is funded by [insert here, at least the institution, if not external].
The potential conflicts of interest are [describe any known]. [OR] This research study has no known conflicts of interest.
Your participation will last for approximately [duration estimate] and will take place at [location] at the following times [dates/times]. You will receive [insert reimbursement, i.e. number of PPU, amount of money, a chance to win a voucher or, ‘no reimbursement’] for participating in this study.
During this study, you will be asked to [insert a brief description of what the participant will do]. You should be aware that [describe any risks that are known]. [OR] No known or anticipated risks are associated with participation in this study.
You can end your participation at any moment without citing a reason [this one can have variants – if respondents are allowed to withdraw, they expect their data to be withdrawn as well. If this is not possible, this premise for withdrawal should be stipulated]. [If relevant] If you choose to end your participation before the study terminates, you [will / will not] be reimbursed.
Regarding the use of your data, the following conditions apply [examples]:
Your data will be used for scientific purposes, including publication. Only the researchers have access to the data. [OR] The data will be made available for other researchers on the condition of confidentiality.
Your data will be handled confidentially and stored [anonymously [OR] pseudo-anonymously]. This means your data cannot be traced back to you [OR are hard to trace]. Specifically, the researcher will use a code number instead of your name to save your data.
[If the study’s data will be personally identifiable] The code number and other personally identifiable information, such as names, will be saved separately in a secure location.
After publication, only the data necessary to verify the study results will be kept and stored safely for up to 5 years and deleted once it is no longer needed. 
Personally identifiable data will be shared only if it is scientifically required to verify reported results.
You have the right to withhold any responses you have provided from subsequent analysis. This means we will not use your data for this or any follow-up research, nor will we share it anonymously for open science purposes. You can withdraw your data until the study results are accepted for publication, or until the data is cleared of any identifying information so that no one can trace you. [This one can have variants: 
· 1) Participants’ data cannot be withdrawn as they are immediately anonymised. 
· 2) Participants’ data can be withdrawn up to a specific time after completion of data collection. 
· 3) If using the warrant so that data is used no matter what, this must be stipulated to comply with fully informed consent.]

GDPR RULES
If you handle personal data as part of your research, it is important that you comply with relevant legislation. Follow this link to find an overview of what you, as a participant, need to know about GDPR: Data protection (GDPR): Personal data and research. As mentioned ethical consent and data usage consent are not the same. However, it can be helpful to include both types of information in one letter to participants. Therefore, the text below sketches a write-up that can be used to inform data subjects about GDPR, as well as a link for the completed information duty template containing additional, more detailed information for data subjects, which is accepted for GDPR information. It is always important to talk to the data manager about the specific GDPR issues of you study.
We process your data in a confidential and secure manner. Any type of reporting on the results of the study will be done in a way in which it is impossible to recognise responses from individuals in compliance with GDPR. More detailed information can be found following this link [Insert link to information duty template]. 
Your consent is voluntary, and you can withdraw it by contacting [Insert contact information]. If you withdraw your consent, it does not affect the legality of our data collection up until this point. [If relevant: After DD.MM.YYYY data is anonymized and it is no longer possible to withdraw consent].
☐ Yes, I consent to participate in the study
☐ No, I do not wish to participate in the study

If you have questions regarding this study, you may contact the responsible researcher, [name(s), emails(s), phone number(s), and institution].

	REMEMBER DEBRIEFING [mandatory for ethical approval if deception is used]
Deception provides false or misleading information and violates some of the prerequisites for ethical informed consent.
If deception is involved and not disclosed in the initial consent, a prompt debriefing at the study’s conclusion is mandatory. 
The basic requirements for the debriefing are similar to the traditional consent. The participants should be fully informed about deception, including its function, what is precisely deceptive (fictitious, falsified, fabricated, etc.) and what is real. 
The debriefing is considered part of the informed consent process. Only when participants are given the opportunity to opt out, just as easily as they would with a traditional consent form, can we be confident that they are fully informed and able to decide whether to participate.
The debriefing must, therefore, include straightforward active measures to ensure that participants can decide not to participate and that their data will be withdrawn if they so choose. The latter is mandatory.
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