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GUIDANCE NOTES FOR INVESTIGATORS

Working with Children and Young People

It is the responsibility of investigators to ensure that (i) they are aware of any legislation which could affect
their research with children and/or young people and (ii) that all of those involved in their research are aware
of these guidelines.

These guidelines are intended to apply to any research directly involving participants under the age of 18,
whether undertaken independently or in conjunction with a parent, guardian or other responsible adult.
Compliance with this guidance should help to:

e protect the rights of children and young people.

e reassure parents, guardians and other responsible adults that the University encourages staff to
observe best practice and that research is designed to protect the interests of the children involved.

e protect investigators and enable them to meet their legal and ethical requirements.

1. Making Initial Contact

Investigators should not normally contact children or parents directly. Wherever possible, contact should be
made via a third party (e.g. head-teacher or sports club).

2. Providing Details of the Investigation

2.1 Investigators should ensure that both children/young people and their parents/guardians are fully briefed
as to what is involved in the research, including details of how and when data collected during the study will
be used. Investigators should ensure that all instructions are clear and easy to understand and that an
opportunity to ask questions is provided.

2.2 ltis particularly important to ensure that children have fully understood what is expected of them.
Investigators should ensure that they use language appropriate to the age group of their participants and
issue clear, easy-to-understand instructions. Supporting documents should be presented in an accessible
format, see the Nuffield Council on Bioethics report Involving children and young people in health research —
getting it right (access the Magazine version for examples of formatting).

2.3 If very young children are participating in a study, investigators should consider whether or not written
information is appropriate at all. It may be better to use pictures or meet with the children to discuss what is
expected of them and demonstrate the techniques to be used.

Please also refer to the sections on Chaperoning and DBS Disclosure below.

3. Obtaining Consent and Participants' Right to Withdraw

3.1 Consent from a parent, guardian or responsible adult should be obtained for all studies (including
observations and demonstrations of procedures and techniques) involving people under the age of 18.

3.2 In some low risk studies parents can be given the opportunity to opt-out their child by completing a form
confirming that they do not want their child to participate. If the parent does not opt-out then their agreement
is assumed and the child can be asked for their assent. This approach would need to be agreed by the
Ethics Review Sub-Committee and will only be approved in exceptional circumstances.
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You cannot use opt-out consent if you are processing personal data under the legal basis of consent. It can
only be used for studies which are carried out under the public task basis or do not involve the collection of
any personal data. See Guidance Note on Compliance with Data Protection Requirements.

3.3 Where research is conducted with the agreement of the school, investigators should also obtain consent
from parents, guardians, or other responsible adults.

3.4 Children who are under 16 should be given the opportunity to indicate their willingness to participate
in a study. It is recommended that researchers ask children/young people to sign an Assent form indicating
their willingness to participate. This will not be taken as evidence of consent, as legally, this must come from
a responsible adult, but is regarded as good practice in studies involving children/young people. Children
who are 16 or over must be capable of giving consent so they can sign a Consent Form, but parental
consent is also required for those under 18 years of age.

3.5 Parents, guardians and/or other responsible adults should be given sufficient and appropriate written
information to allow them to provide informed consent. Precise details of the investigation should be provided
wherever possible in a Parents Information Sheet. If providing such information could interfere with the
validity of the study, advice should be sought from the Ethics Review Sub-Committee.

3.6 Consent to observe/record participants should be sought from parents, guardians and/or other
responsible adults at the recruitment stage. Further informed consent should be sought for the subsequent
release or use of recorded material, including archiving of data if this was not provided in the original
statement of consent. Explicit consent for the publication of photographs/videos should be obtained.

3.7 Children and their parents, guardians or other responsible adults should be made aware that they are not
obliged to take part in, or complete, the study against their will. All parties should understand that they are
free to withdraw at any point during the study without giving a reason for doing so.

4. Chaperoning of Participants

4.1 Chaperoning arrangements should seek to ensure that an investigator or other chaperone of the same
sex as the participant is always present. Where sensitive issues, such as the physical assessment of
maturity will form part of the study, procedures should be explained by an investigator of the same sex as the
participant.

4.2 Wherever possible, investigators should avoid situations where they will be alone with a child participant.
In all cases where investigators will have unsupervised access to children, they must follow the University's
Disclosure and Barring Service (DBS) Procedures (see 5. below).

5. Disclosure and Barring Service (DBS) Disclosure

5.1 The University has produced guidelines to identify situations in which it is necessary to check an
individual's criminal record through the DBS procedures. In terms of research involving children/young
people, it is likely that the following scenarios will require a DBS disclosure to be undertaken:

¢ Investigators with unsupervised access to child participants (i.e. if an investigator is likely to be alone
in a room with one or more children/young people).

e Taking physical measurements from child participants.

e Requirement for child participants to remove any clothing.

e Recording child participants on video.

e Testing of new equipment.

e Ifrequested by the sponsor of the research.
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5.2 Investigators who think they may need to follow disclosure procedures should contact Human Resources
(for staff) or the Academic Registry (for students) in the first instance. Investigators are warned that
seeking DBS clearance is a lengthy process which needs to be initiated well in advance of the
commencement of a research project.

6. Subject Matter

6.1 When working with children and young people, extreme care should be exercised to ensure that subject
matters/procedures which may be upsetting or frightening are avoided wherever possible. Research must
not appear to encourage illegal behaviour such as under-age drinking or smoking. If the research involves
testing a product/service, special care should be taken to check:

The product is safe to consume or handle.

The participant does not suffer from any relevant allergy.

That ethnicity, religion or culture is not compromised by asking the participant to test the product.
That the participant is not asked to test a product/service which they are not legally old enough to
use.

6.2 When devising questionnaires, care should be taken to ensure that the language used, and the nature of
the subject matter, are appropriate for the age of the participants.

7. British Educational Research Association

The British Educational Research Association has adopted a set of ethical guidelines for educational
researchers which will be relevant for any investigators conducting research in schools.

8. Further Information

The above is not intended to be an exhaustive list of considerations when planning research involving
children or young people. However, it is hoped that these guidelines will encourage researchers to adopt
best practice and familiarise themselves with the relevant legislation.

Please refer to the University’s Safeguarding Policy.

The following websites may also be of interest:

e Protection of Children Act 1999

Nuffield Council on Bioethics — Report on Involving children and young people in health research —
getting it right (2015), including a magazine formatted to be accessible.

The Royal College of Paediatrics and Child Health

British Psychological Society

HRA Research Governance Framework

Disclosure and Barring Service (DBS)

Market Research Society Code of Conduct

ICO Guide to the General Data Protection Regulation
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Examples of Young Persons Information Sheets

4 Ques: Who will lead the study?
1 Ans: The study is being carried out by Ms Ancther, who is studying for o higher
Ques: What will I be asked to do? degree at Loughborough University, and is a teacher at your school

Ans: You will be asked o fill in a short questionnaire about physical activity at
two different times.

A

!

You may be asked o take part in a short physical activity session each day.

Ques: What are the possible benefits?

Ans: Information from this study may or may net help you but it may help other &

' children. 79 ’.-5
You may also be asked to fake part in a small group discussion with around 4-5 The findings from the study will help us to develop physical activities that may 172

children. The group discussion will be led by Ms Anther during the normal help children to be active or more active.

sehool day and will be recorded to help her to remember what you have said.

A small group of children will be asked to wear a small device called an activity
monitor (similar to one shown in the picture below) which will record their L)
activity. Your parent/carer will be contacted separately if you are chosen to '
wear an activity manitor.

. Ques: What are the possible risks?

1 Ans: Taking part in the study will not couse any mare risk than any other activity
you may take part in at school.
Al activities will toke place during the school day but will not take place during your
play and lunch times.

- If you have any warries or concerns you can talk to Ms Another or an adulf you
a trust.

Ques: Will my taking part in this study be kept private?
Ques: How long will it take?

TP Ans: Yes. All the information will be kept private and no-one will be able to tell
Ans: The questionnaire will take around 10 minutes to fill in each time. 1 ? d who you are from any of the results as your name will not be recorded. To ensure
Each group discussion will take abeut 30 minutes. If you are asked to wear T 7 all the information you give is safe, it will be kept on a password protected
on activity menitor, you will wear it for 5 days ot three different times " ' computer and will be destreyed ofter 10 years.
making a total of 15 days.
Ques: What will happen fo the results of the study?
: P Ques: Where will the study take place? Ans: The results of the study will be included in a report which will be
31 ? Ans: The study will take place at your schosl. : written by Ms Another. A summary of the main findings of this report
will be shared with your schoal You can ask for a copy of the findings or
have the Findings explained to you.
Ques: When will the study begin and possibly finish?

Ans: The study will take place between October 2016 and April 2017
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