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1. Procedural points 
 
Mandatory application procedure 
Since July 1, 2019 it is obligatory to submit your research project for ethical review. Ethics, scientific 
integrity and careful scientific practice are themes that require constant attention. Developments in 
the field of data management and privacy (in particular the introduction of the General Data 
Protection Regulation (GDPR; in Dutch abbreviated to AVG)) make it necessary that at the start of 
each research project we need to record more explicitly than is currently the case how ethical, 
privacy and data aspects will be dealt with in the proposed research project. 
The GDPR requires every organisation to keep a register of all its activities in which so-called personal 
data are processed. The Faculty Board has therefore decided that every new research project must 
be registered and ethically reviewed on a mandatory basis. To this end, an application for ethical 
approval must be submitted to the Faculty Ethical Review Board (FERB) of the faculty. In addition to 
the ethical aspects of the research project, the privacy aspects and research data management are 
also reviewed. 
 
Time limit for assessment 
Ethical approval is necessary before the start of a new research project, and in any case, before the 
data collection takes place. The FERB aims to give its first response to an application within 30 days 
(see also the regulations). This does not necessarily have to be an answer about their approval. The 
more careful the researcher is in submitting sufficient information to the FERB, the quicker and more 
adequately it can respond.  
The FERB expects the researcher to react to their feedback within 1 month at the latest. After one 
month, the FERB will send a reminder. If even after a reminder the FERB has not received a response, 
the file is closed, and the researcher should apply again if they deem it necessary. 
 
What is the status of a ruling by the FERB? 
FERB rulings are binding. In other words, a researcher may not dismiss a ruling. Formally, the FERB 
advises the Faculty Board which then either approves or rejects the study.   
 
Can I lodge an objection against a FERB ruling? 
Yes, you can, first by sending your objection to the FERB itself. If the outcome is not satisfactory, you 
can appeal to the Faculty Board. The e-mail address for that purpose is  
klachtenfunctionaris-fetcsocwet@uu.nl  
 
Who is liable for any damages arising from the study? 
In principle, it is the researchers themselves who are responsible for the ethically responsible 
execution of their studies. For any damages arising from a study, the university has a so-called 
general liability insurance. For studies subject to the Medical Research (Human Subjects) Act, human 
subject insurance should be taken out. For more information, please see Chapter 10, "Insurances". 
 
Can I start my study before I have received the FERB’s official approval?  
No, you have to await the outcome of the review procedure.  
 
When is a research proposal rejected? 
A research proposal is rejected if the FERB does not consider a study to be ethically permissible, for 
instance when the burden on the participants is disproportionate, or the informed consent is not in 
order, and agreement on the adaptation of the research proposal cannot be reached between the 
FERB and researchers.  
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Who may submit research proposals? 
All researchers (from the levels of PhD student, post-doctoral researcher and lecturer onwards). 
Doctoral, (research) master’s and bachelor’s degree students cannot apply. Their supervisors should 
apply for them. Since July 2019 researchers can submit their applications through a new FERB 
website called PRIDE. 
 
Short-track procedures 
 
1) Amendment 
If I decide that it would be better to make some modifications to my study (delete or add a 
condition; change or include a task), should I send the FERB a new application? 
If anything changes in the research protocol, the approval of this protocol is cancelled, and you 
should submit a so-called amendment describing the altered components.  
If the changes constitute a (minor) extension to the approved study, only the extension should be 
submitted, with reference to the study that had already been approved.  
 
When should I submit an amendment? 
An amendment applies if the adjusted proposal involves similar instruments and a similar subject 
population to the previously submitted study. The committee would like to receive a proper rationale 
for the amendment. Moreover, amendments are about minor adjustments.  
 
What is the procedure for the assessment of an amendment?  
An amendment can be submitted through PRIDE choosing the amendment option. Changes in the 
originally approved protocol can be uploaded with track changes or highlights in the original text. 
Amendments undergo a short-track procedure: the amended research proposal is reviewed by a 
single referee (preferably the same referee who also reviewed the original proposal) and the Chair. If 
the procedure results in approval, the researcher receives an ethical declaration automatically 
through the system. 
Please note that for research programmes the following rule applies: after approval of a research 
line, if new projects are started within this line in which personal data are collected, these must be 
submitted to the FERB by means of an amendment using the online tool. 

2) Pilot studies 
Should pilot studies also be submitted to the FERB? Even if the participants give their informed 
consent? 
A pilot study should also be submitted for assessment through a short-track procedure, which means 
that the application is assessed by a single referee and the Chair. 
 
3) (Preliminary) review within the scope of a European grant 
The FERB is increasingly asked to issue a preliminary declaration to show that the current design of 
the research proposal does not entail any ethical issues. If such a statement is required, a 
researcher may notify either the FERB or the Research Support Office. The FERB then broadly 
assesses the documents submitted and reviews the study in detail once its design has been 
particularised. 
 
Ex post facto review 
 
Can I also apply for an assessment afterwards, when the study has already been conducted but has 
not yet been approved? 
The application procedure is mandatory as of July 1, 2019, and for research projects that started 
after this data this is not allowed. For the researcher, ex post facto review carries the risk of an 
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application not being reparable anymore if it is not approved in the first instance. The FERB realises 
that an ethical declaration might be required for the publication of an article and is willing to provide 
as much service as possible here.  
The FERB does not favour ex post facto assessment, yet it does tend more towards leniency where 
master's degree studies are concerned. These cases are usually about a publication arising from a 
thesis, and the advantage of ex post facto assessment here is that it is more efficient to review a 
single case if and when necessary rather than doing so for all master’s degree research projects as a 
standard. This leniency will change once ethical review of student projects is mandatory. The 
expected date for this is September 2020. 
 
Which formulation can I use in articles once the FERB has given its approval? 
In principle, the FERB uses the following general standard formulation, but advises always to consult 
the relevant journal first as regards the exact requirements:  

The research reported in this article involves healthy human participants and does not utilise any 
invasive techniques, substance administration or psychological manipulations. Therefore, 
compliant with Dutch law, this study only required, and received, approval from our internal 
Ethics Committee of the Faculty of Social and Behavioural Sciences of Utrecht University, see 
letter of approval attached. Furthermore, this research was conducted, and written informed 
consent of each participant obtained, according to the principles expressed in the Declaration of 
Helsinki. 
All the participants in the experiment had previously provided written consent when signing up 
online to participate in this experiment in Utrecht. In doing so, they had indicated to have read 
and to have agreed with both the rules regarding participation and proper (laboratory) 
behaviour, and the researchers' commitments and privacy policy. They are also informed that 
they can stop participating in the experiment whenever they want to do so. All data were 
analysed anonymously. 

 
Does the FERB also monitor the protocols it has approved? 
Not as yet. 
 
2. Student research 
 
Should bachelor’s and master’s degree projects also be submitted to the FERB? 
 
The Board of Studies UGS (BA) and GS (MA) discussed how to deal with approval of student research 
projects within the faculty. At the moment we are developing a similar student online (tool) website 
as UU researchers presently use (PRIDE). In principle, each student will have to start entering the 
necessary information himself/herself, after which the supervisor will give permission to submit the 
application to the FERB. This also has an educational reason. We expect that in many cases the 
assessment of the student research will lead to the exempt category. To facilitate this, protocols are 
formulated in cooperation with the education directors that automatically lead the student to 
exempt. If a student research does not fall under the exempt category, the research supervisor will 
be responsible for the further routing of the ethical review. We also find a similar set-up at other 
universities and partner faculties.  
The structure of this form of assessment will be discussed with the Undergraduate and Graduate 
Vice-Deans and the members of the Board of Studies Undergraduate and Graduate in the coming 
period. We aim to have the student tool available per 1 September 2020.  
We are also working on a guideline for data management for student-related research. This guideline 
will be further elaborated and implemented in the coming academic year, in consultation with 
education directors (BA and MA). 
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3. Research programmes 
 
Is it also possible to submit an application for a group of studies, i.e. for a research programme? If 
so, how should it be phrased? Which types of modifications would then require an application at a 
later stage? 
You can indicate on the form whether it concerns a project or a research programme (i.e. a series of 
related studies). The greater the invasiveness of the study, the less the FERB will be inclined to 
approve the research programme as a whole and/or the more it will probably need more detailed 
information for its assessment. Depending on the certainty of the details of the programme, a 
researcher can choose to clearly indicate which components will be resubmitted to the FERB as 
amendments at a later stage. Approval of a research programme is valid for 2 years. After 2 years, 
the researchers should re-apply for the FERB’s approval to conduct any studies within the same 
research programme through an update of the formerly approved proposal.  
 
What constitutes a ‘research programme’? 
A research programme (i.e. a series of related studies) involves the following: 
 1. similar procedures (the same methods and instruments)  
 2. similar ways of asking for consent 
 3. similar subject populations. 
A research programme should be clearly described by the researcher(s) as a whole in terms of the 
maximum burdens on its participants (e.g. maximum duration, stress, types of stimuli, dosage and 
frequency, etc.).  Once the research programme has been approved, any and all changes that make 
any of the studies more invasive must be submitted to the FERB as an amendment. 
 
Ethical review of research lines can be requested through PRIDE. Please note that if, after approval of 
a research line, new projects are started within this line in which personal data are collected, these 
projects must be submitted to the FERB by means of an amendment using the online tool. 
 
4. Research abroad 
 
Studies conducted abroad are subject to the rule that ethical review should be applied for in the 
country where the study will be conducted and the researcher works (see Articles 10 and 23 of the 
Helsinki Declaration, as well as the information on p. 8 of the 2018 EU Guidance, Note for 
Researchers and Evaluators of Social Sciences and Humanities, both of which have been uploaded to 
the website). 
 
For online research no strict requirement for asking ethical approval abroad exists if all of the 
following conditions hold: (i) the study is conducted anonymously, (ii) the subject of the study is non-
invasive and (iii) asking for ethical approval would be asking a disproportionate effort on the part of 
the researchers. 
 
5. Power analysis 
 
Is a power analysis required or may I depend on my research experience? 
The FERB would like to receive a power analysis or any other form of rationale behind the number of 
participants required for the relevant study.  
 
Currently, the accepted standard is a power of 0.80, with a type-I error of 0.05. In case of deviation 
from this standard, the FERB would like to examine the rationale behind this deviation. As for making 
a power analysis in itself, the considerations of the FERB are as follows: 
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1) do we not burden too many subjects, that is to say, have more participants than required for the 
rejection of a null hypothesis if this null hypothesis is false? 
2) do we have sufficient subjects, that is to say, is the number of participants not too small for the 
rejection of a null hypothesis if this null hypothesis is false? 
 
The more ethically sensitive/invasive the study, the more attention the FERB will pay to the data 
analyses and the more meticulous/detailed the study’s description should be. The more invasive the 
study is, the more important the power analysis and its review by the FERB will be. For an estimation 
of the degree of invasiveness, please also see the levels listed in this document. 
 
6. Informed consent 

 
How explicit should I be about the items in obtaining informed consent? 
The FERB advises you to be as clear as possible and takes the view that for some research topics, 
such as sexuality, depression, bullying or other invasive subjects, certain questions, video and 
audiotaping and requesting personal data might cause agitation or be otherwise emotionally 
stressful to the participant. That is why it is best to describe the type of questions that could be asked 
as clearly as possible in the information letter preceding the informed consent form and to tie them 
in as closely as possible with the actual content so that the participant can make their own 
assessment as to whether the study will be too demanding or stressful for them. 
 
It is also necessary to state how the data are being processed and stored. 
 
See also our document ‘instructions for drafting an informed consent letter' and the accompanying 
example on our intranet page. 
 
If a participant chooses to quit the study, may the data collected up to that point still be used? 
Where social research is concerned, there is as yet no single and definitive answer to this question. It 
depends on the type of research (does it involve multiple measurement occasions or does it have a 
single measurement occasion) as well as the subject’s reason for quitting the study. The question 
here is whether the subject has the right to retroactively ask for their data to be destroyed. The 
answer is negative if any of the results of the study have already been published. It is important here 
to be as clear as possible in the informed consent letter and form. 
 
According to the CCMO Central Committee on Research Involving Human Subjects (the authority on 
medical research), the research data that have been collected up to the moment of the subject's 
choice to quit may be used. See: http://www.ccmo.nl/nl/stoppen  
 
The Medical ERB (MERB) policy is that a subject’s right to the destruction of the personal data 
collected up to the moment of their opting out applies solely to studies in which body material has 
been collected. The MERB also explicitly includes in their subject information letter that all the 
collected data may be used, even if the subject should later choose to terminate their participation.  
 
When does passive informed consent suffice and when is active informed consent required? 
The point of departure is active consent. Passive consent may be permissible for non-invasive 
studies, provided that it is adequately substantiated (i.e. not just motivated with that there would 
not be enough people willing to be a subject otherwise). As a guideline, the FERB uses the principle 
that the more invasive the nature of the study is, the greater the necessity of active rather than 
passive consent. This also applies to the consideration of whether the subjects' legal representatives 
should be asked for their active/passive consent. With passive parental consent, it is furthermore 
important that there is an adequate procedure whereby it is ensured that the information letter 

http://www.ccmo.nl/nl/stoppen
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actually reaches the parents. For more information, see the Nijmegen memorandum “Active or 
passive parental consent for minors?”. 
 
On what subjects do participants have the right to be informed before they give their consent? 
Several codes pertaining to ethics in research with human subjects state that the subjects have the 
right to be informed about a number of aspects of the study. This concerns the study’s objective, the 
burden and risks, what happens to their data, who is allowed to inspect the data, and whether they 
will receive remuneration and, if so, the specifics of this remuneration. It should also be made plainly 
clear that their participation is voluntary and that they may terminate their collaboration in the study 
at any time, be it with or without reason.  
 
In Article 8.02 of the APA code for psychology, the objective of the study is at the top of the list, but 
we regularly see that researchers fail to mention the objective or even state a different objective. 
This is called deception. The researcher should motivate using deception. Deception should be 
substantiated with arguments and the lack of adequate information prior to the study should be 
remedied as soon as possible afterwards in a debriefing (see the following sections). 
 
Also, with the GPDR (AVG) coming into force, when personal data are collected, participants have to 
be informed about the confidentiality and processing of these (personal) data. See also our 
instruction document for informed consent, which can be found here: 
https://ferb.sites.uu.nl/relevant-documents/ 
 
Is there a guideline for phrasing the content of the informed consent or the way in which the 
participants should be informed?  
The FERB advises you to thoroughly consider the target group beforehand and phrase the 
formulation accordingly. A good guide here is the style guide of the CCMO Central Committee on 
Research Involving Human Subjects:  
https://www.ccmo.nl/zoeken?trefwoord=schrijf&search-submit= 
The Accessibility Reading Level Tool is also a good source for reference: 
https://www.accessibility.nl/kennisbank/tools/leesniveau-tool. 
Also the ‘Stichting Makkelijk Lezen’ has several tips for making text accessible (e.g. for children): 
https://www.stichtingmakkelijklezen.nl/page/6/makkelijk-lezen.html 
 
7. Debriefing and deception 
 
What is considered deception?  
Deception concerns any form of deliberately misinforming the subject. Psychological research often 
goes with the assumption that clear information about the objective of (different conditions in) the 
study will affect the outcomes. In some cases, it may be necessary for the researchers to choose to 
deliberately not provide the participant with all the information. In principle, deception makes a 
study more invasive, especially when a cover-story or manipulation method is used. The FERB 
generally upholds that deception is only acceptable in research if it is substantiated with arguments. 
Moreover, the participant should be provided with the correct information as soon as possible 
afterwards (in the debriefing). See also questions Articles 8.07 and 8.08 of the APA guidelines. 
 
Provision of aftercare 
The FERB believes that in case of invasive topics (e.g. suicide, trauma, addiction) it should always be 
made clear to the participants where they can go for help. 
 
 
 

https://www.accessibility.nl/kennisbank/tools/leesniveau-tool
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Can I postpone the debriefing?  
According to the APA, postponement of the debriefing is permissible if scientific or human values 
render this necessary (Article 8.08 b APA), provided that the scientific interests involved outweigh 
the additional burden on the participants (e.g. being left with a ‘lousy’ feeling). 
 
8. Independent contact person and/or complaints procedure 
 
Is there an independent contact/independent expert? 
For some (major and more invasive) studies, the FERB advises appointing an independent contact or 
expert whom participants can contact with questions and/or complaints. In principle, this contact 
may be a fellow researcher (whether or not working in a different department) who is able to 
address such questions or complaints. “Independent” means that the contact is not involved in the 
study itself. The FERB takes the view that an independent contact is not necessarily required, but 
that the necessity increases with the greater invasiveness of the study. If participants wish to submit 
a complaint, they may alternatively send a response to the anonymous email address created for this 
specific purpose: 
 
Complaints contact email address 

Participants can voice their complaints about the study via this email address:  
klachtenfunctionaris-fetcsocwet@uu.nl.  With this option, the faculty also meets the MERB 
requirement as regards an independent contact for participants' complaints. 

9. Coincidental findings 
 
Definition of coincidental findings 
Coincidental findings are findings in subjects during their participation in a study for which the study 
was not designed and which the researcher was not looking for. Coincidental findings may either be 
physiological (EEG, EKG, EMG, SCR, eye movement measurements) or psychological (e.g. the 
discovery upon the administration of questionnaires of dyslexia, intellectual giftedness, severe 
depression or suicidal tendency).  
 
Coincidental findings in physiological measurements 
The potential discovery of results that may be important to the (health of the) subject, raises a 
number of questions: 

1. How reliable is the measurement instrument, in other words: how certain is the researcher 
that the finding is a coincidental finding? Will the researcher not raise unnecessary fear and 
concern in the subject by informing them of a potential (medically relevant) deviation? In this 
respect, in research with questionnaires or experiments, the question is whether there are 
standard scores that indicate as of which score the finding should be seen as a clinically 
significant deviation.  

2. How important is it for the subject to be aware of the coincidental finding? Is there an acute 
health risk? Is it something the subject would otherwise not have known? Can anything be 
done about it? 

3. What is the best way of conveying to the subject that something may be found by 
coincidence? How to ask in the consent procedure for permission to discuss any potential 
deviating findings with the subject? 

 
Coincidental findings in psychological measurements 
In case of coincidental psychological findings, the following questions are important: 

mailto:klachtenfunctionaris-fetcsocwet@uu.nl
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1. Is it self-reported (that is to say, might the subject already be (partly) aware of the issue)? If it 
is self-reported, it may be assumed that the subject already has some insight into the topic, 
but this is not necessarily the case. Self-reporting in studies where acute problems (e.g. 
serious suicidal thoughts or behaviour that may be an indication of the development of a 
severe eating disorder) may be revealed, the important question is whether someone should 
be informed and, if so, who (the subject or their GP?)  

2. Was it found using a clinically validated (perhaps diagnostic) instrument?  
When the measurement method is clinically validated and is also applied in a standardised 
manner, there is a clear criterion for feeding back the scores that exceed the standard. When 
the measurement method is experimental and not validated, it is fair to say that feedback on 
these data is not useful, unless they clearly reveal alarming issues (e.g. suicidal thoughts). 

 
Procedure for coincidental findings 
The FERB believes that there should be a procedure for findings that are potentially clinically relevant 
and become apparent in the sampling or analysis of the research data. In this case too, the more 
invasive the study, the more the FERB values such a procedure.  
The FERB proposes to convey clearly in the informed consent procedure: 

- whether the study comes with a chance of clinically relevant coincidental findings; 
- that, if so, the subject will be informed and will be advised as to whether they should contact 

their GP. It is relevant to specify here that there will be no clinical evaluation (as the 
researchers at our faculty are not (being trained as) doctors).  

- In studies into invasive topics like abuse, or depression or other disorders, the FERB deems it 
wise to include in the information to be received by the participant whom they should turn 
to if they have concerns or mental health complaints. 

 
Furthermore, the researchers’ procedure in case of potentially clinically relevant findings should be 
made explicit on the registration form. For instance: which (senior) researchers will they consult 
about its clinical relevance; who will contact the subject if this consultation indeed reveals that the 
finding is clinically relevant; and to which professional or organisation will the participant then be 
referred (e.g. their GP).  
 
10. Insurance 
 
Human subject insurance 
The Faculty of Social Sciences has taken out human subject insurance with CNA. The Faculties of 
Veterinary Medicine and Science are insured under the same policy. The insurance policy is annually 
renewed (on 1st of October). It applies solely to studies that come under the Medical Research 
(Human Subjects) Act and are not exempted and not insured via the MERB. The insurance certificate 
can be requested from the FERB Secretary. It may be necessary to do so for MERB applications. 
 
General liability insurance 
Utrecht University has a general liability insurance that may be claimed, should the need arise.   
The liability insurance policy sheet can be requested from the FERB Secretary. It may be necessary to 
do so for MERB applications. 
 
 


