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Study Information Sheet

for participation in the study: Developmental diagnostics for children with disabilities:
Development of the Bayley-4-NL Low Motor/Vision version

la. Introduction and purpose of the study

The Kinderacademie Groningen, Radboud University Nijmegen and Pearson in a study into
improving a test to measure the development of young children. Your child is eligible to
participate in this study. We would like to ask for your help in participating in this research.

The research focuses on the Bayley developmental scales, a commonly used instrument to
investigate the development of children up to 3 1/2 years of age. The standard version often does
not give a good picture of the development if there is a motor or visual impairment. This while it is
precisely in those cases that it is important to be able to make a statement about the level of
development and the learning opportunities, in order to be able to develop an appropriate treatment
plan on that basis.

That is why a special version has been developed: the Low Motor/Vision version. For
example, this version has enlarged and easier to handle play material and an increased color
contrast. With these adjustments, a motor/visual impairment does not (or as little as possible) form
an obstacle to the examination of intellectual development and language development. In the
current research, we are going to develop the Low Motor/Vision version for the latest version, the
Bayley-4-NL, and investigate for which children it is and is not suitable.

1b. The research

We will test approximately 120 children with a motor disability (cerebral palsy) and 120 children
with a visual impairment (whether or not combined with a motor disability) with both the standard
Bayley-4-NL instrument and the Low Motor/Vision version. Both versions are taken in one
session, which takes a maximum of 90 minutes.

The test consists of the components cognition (intellectual development), language, and
motor skills. In the assessment, an assessor administers play like tasks to your child, one-on-one.
Tasks are targeted to your child’s age and developmental level. Examples include: responding to
different people and objects, playing with blocks and pointing to and naming pictures. A person
(you or another carer for your child) who knows the child well will be present during the test
administration.
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All tests are taken by a behavioural scientist from the organization that provides guidance to your
child . All tests are administered by an experienced test administrator at a location most convenient
for your family. You will also be asked to complete a short questionnaire (10-15 minutes) about
your child and family. A person from the organisation will complete a questionnaire about what is
already known about your child’s development and impairments. Info from dossier. If you wish,
assessment results can be shared with your child’s therapy team with your consent.

There is no risk associated with participating in the study. As with other developmental
studies, we try to make it as attractive as possible for your child, making it fun to keep
participating. During the test administration, short breaks will be taken as often as necessary. If
your child does not want to cooperate, the research will be stopped. The research has been
independently reviewed by the Ethics Committee for Social Sciences (ECSW) of Radboud
University and there is no formal objection to this research.

2. Privacy

2a. Use of your personal data

The study requires the collection, use and storage of personal data from you and your child.
Personal data refers to information that identifies you directly (e.g. name, e-mail address) or
indirectly (e.g. gender, date of birth) as a person. In addition, the current research also requires the
collection of special categories of personal data in order to answer the scientific questions and
publish the results. The categories of personal data we collect and for what purpose are listed
below.

Personal data that can be used to identify you directly:
- Torecord your consent to participate in this study: your name and your child's name
- Tosend you the link for the questionnaire: your email address

Personal data that can be used to indirectly identify you or your child:
- Gender of your child
- Your child's date of birth
- Postal code (only the 4 digits) of the child's place of residence
- country of birth of you (both parents/guardians) and of your child
- education level of you (both parents/guardians)
- First language(s)

Special personal data:
- Information about your child's development, limitations, possible diagnoses and medication
(obtained from the responsible remedial educationalist of the organisation)
- information about prematurity (whether and how much your child was born prematurely)

In the consent form, you will be asked to give explicit permission for the collection, use and
storage of the above-mentioned (special) personal data. As you can read in paragraph 2b below,
the collection and storage of this data complies with strict privacy regulations. If you do not agree
to this, you will not be able to participate in the study.
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In addition, in the current study, a video recording will be made of some of the test administrations.
The recordings are collected for scientific purposes, namely with the aim of being able to look not
only at the test result, but also at the test progress. If publications refer to parts of these video
recordings, this will never be directly or indirectly traceable to your child. This will therefore
always be done in an anonymous manner.

A video recording will only be made if you give separate and explicit permission for this
recording and use/processing of the data. This part is not mandatory; Your child can also
participate in the study without your consent for a video recording.

You can also separately consent to the use of any video recording for other purposes, i.e.
educational purposes (e.g. use during a lecture) and presentation purposes (e.g. presentation at a
conference). This permission is also not mandatory. It is therefore possible to give permission for a
video recording, but not for the use of the video material for educational or presentation purposes.

Any video recordings will be kept for a maximum period of 10 years.

2b. Confidentiality of your data and data processing

The information you provide for the purpose of the study will be handled carefully and is only
accessible to authorized employees. Personal data that the researcher collects about you during the
study will remain confidential. To guarantee your privacy, the researcher stores your personal data
encrypted/pseudonymised. This means that your name and other data that can directly identify you
or your child will be kept separately from the study data. Only by means of a code or test subject
number can it be determined which research data belong to which person. The link between data
that can identify you directly and the other research data is stored in a key file. This key file is
encrypted and/or password protected. Any video recordings are also password protected. Only
authorized members of the research team of the Kinderacademie Groningen have access to your
personal data. Other parties involved in the research, including Radboud University Nijmegen,
Pearson and external persons or organizations with whom we collaborate, do not receive data that
can be traced back to you. In reports and publications about the research (e.g. scientific articles),
only the anonymised research data are mentioned.

2c. Retention period of your data

The consent form you signed will be kept for 10 years after completion of the study. The link
between your directly traceable personal data and the research data is stored for a maximum of 1
month after completion of the research. This means that you can request to have your research data
removed up to a maximum of 1 month after completion of the study (by sending an email to
Bayley4@dekinderacademie.com]). After that, your research data can no longer be deleted, as it
will only be stored anonymously. We will therefore no longer know which research data belongs to
you.

During the study, fellow researchers from Radboud University Nijmegen have access to the
anonymized research data. After the study ends, the anonymized study data will also be shared
with Pearson, the owner and publisher of the Bayley-4-NL and Low Motor/Vision version. There,
the anonymous data will be stored indefinitely.

If video recordings are made, they will be kept at the Kinderacademie Groningen for a
maximum of 10 years after completion of the research. These recordings cannot be anonymized
and will therefore not be shared with Pearson. You can revoke your consent to the use of the video
recordings at any time and request that the recording be deleted. To be able to do this, you will
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receive a code from the researcher. Only with this information can you request that your study data
be deleted. Therefore, store this data carefully. If you want to have your research data removed,
please contact the researcher by sending an email to Bayley4@dekinderacademie.com and provide
the code.

2d. Sharing your data

Non-anonymous data and any video recordings will only be stored at the Children's Academy
Groningen for a maximum of 10 years after completion of the study. If you give permission for the
use of video recordings for educational and/or educational purposes, the video recording may also
be stored on Radboud University's secure server. As also indicated under 2c., the anonymized
research data will be shared with fellow researchers at Radboud University Nijmegen during the
study and shared with Pearson after the end of the study, who will store it indefinitely.

2nd. Right of inspection of supervisory authorities to control the investigation

The anonymous research data is also stored at Radboud University. Some persons and institutions
must be able to access this research data. This is necessary to be able to check whether the
examination has been carried out properly and reliably. These persons and bodies that may obtain
access to your anonymous data and possibly video recordings (see 2d.) for verification purposes
include: authorised persons within the Behavioural Science Institute of Radboud University or
Radboud University itself (e.g. a dean, director or data manager) and (inter)national supervisory
authorities (e.g. the Dutch Data Protection Authority and the National Board for Research
Integrity). They will keep your data confidential. You will be asked to give permission for this
inspection. If you do not want to, you cannot participate in the study.

2f. Learn more about your rights when processing your personal data

The Kinderacademie Groningen is responsible for compliance with the General Data Protection
Regulation (GDPR) when processing your personal data. The researchers ensure that your privacy
and the conditions attached to it are safeguarded and comply with the Netherlands Code of
Conduct for Research Integrity when conducting this research. You always have the right to
withdraw your consent to the processing of your personal data. Your personal data will then be
deleted. More information about your rights in the processing of your personal data can be found
on the website of the Dutch Data Protection Authority
(https://autoriteitpersoonsgegevens.nl/nl/onderwerpen/avg-europese-privacywetgeving).

3. Findings that may be of personal clinical importance

If you give permission for this, the results of the test will also be used for the guidance of your
child from the institution. The collection is planned as much as possible at times when diagnostic
information is also required for the guidance of your child. In this way, the knife cuts both ways
and your child and the organization are burdened as little as possible.

4. Future research

After participating in the study, we may want to approach you for future research, for example to
check how your child's development is going a few years later. You can indicate on the consent
form whether you agree with this. If you agree to this, your child's name and age and your e-mail
address will be kept for a maximum of 5 years. Participation in this future study is also always

Informed consent Bayley-4-SNA study, SN



voluntary and your consent will always be asked for your participation in a new study. You can
have your contact details removed and/or withdraw permission to be contacted for future research
at any time.

5. Voluntary participation

Your participation in this study is entirely voluntary. If you decide that your child will not
participate in this study, you do not have to give a reason for this and this will not have any adverse
consequences for you or your child. You also have the right to withdraw your consent and
terminate your child's participation at any time during the study. This also has no adverse
consequences for you or your child.

6. Compensation or Revenue

If you give permission for this, the results of the test will also be used for the guidance of your
child from the institution. In addition, by participating your child in the study, you make an
important contribution to the development of a suitable and well-researched instrument for
developmental diagnostics in children with disabilities.

7. Contact Information
If you have any questions, comments, or concerns about this study, please contact the investigator
in charge:

Selma Ruiter

De Kinderacademie Groningen
selma.ruiter@dekinderacademie.com
tel. 06 1588 77 03

If you have any questions, comments or concerns that you would prefer not to share with the
responsible researcher, you can contact the BSI Research Data Officer of Radboud University
Nijmegen via dataofficer@bsi.ru.nl. The BSI Research Data Officer is an independent confidential
advisor for research-related matters and is not involved in this study.

8. Conclusion

With kind regards,

Selma Ruiter Linda Visser
De Kinderacademie Groningen Behavioural Science Institute
9718 JV Groningen Radboud Universitat Nijmegen
selma.ruiter@dekinderacademie.com linda.visser@ru.nl
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Radboud Universiteit Nijmegen
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