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Dr Helen Fisher, from King's College London, has contributed
an excellent article reviewing child assent in research. Most
of what she writes is universally applicable, but the legislative
framework in the UK differs slightly from that in South Africa.
According to both the Children's Act (No. 38 of 2005)
and the South African Bill of Rights, a child is defined as a
person younger than 18 years. Section 129 of the Children's
Act states that children older than 12 years may consent to
medical treatment on themselves and their children provided
they are of sufficient maturity to do so. Children older than 12
years may give consent to surgical treatment provided they
are of sufficient maturity to do so and assisted by the parent
or guardian. In children younger than 12 years, the parents,
legal guardian or caregiver may give consent for medical
procedures, while parental or guardian consent is required
for surgical procedures.

The National Health Act (No. 61 of 2003) deals with refusal
of consent to health services. The Act requires healthcare
providers (HCPs) to inform patients that they have a right
to refuse medical treatment, and it also places an obligation
on HCPs to explain what the refusal will mean. If a child over
the age of 12 years refuses medical treatment, even after
counselling, and is considered mature enough to understand
the implications of such refusal, the refusal should be
respected. Even if that treatment would be life-saving and
the parents consent to the treatment, the courts in South
Africa may well be reluctant to overrule the child’'s wishes,
unlike the UK courts. If the child is under the age of 12 years,
however, the child may be treated against his/her will with
the consent of the parents or guardian if that treatment is
regarded as being in the child’s best interests.

Research involving children is covered by the National Health
Act (No. 610f 2003) and not the Children’s Act. Participation
in research by a minor (i.e. a person less than 18 years of age)
must be accompanied by parental or guardian consent and
child assent. The legislation is currently under review, but
therapeutic research is distinguished from non-therapeutic
research in minors, and the latter requires Ministerial
consent.
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ABSTRACT

This article explores the issue of research in
children and whether it is possible for a healthcare
professional (HCP) who is directly involved in a
research project to accurately gauge the child’s
willingness to be involved in the study. Consent
for research participation requires participants
to understand complex information and, when
children participate in research, formal consent is
obtained from their parents or legal guardian. The
assent or agreement of the children should also be
sought, and the only difference between consent
and assent should be that assent is not legally
binding. The ethical principles underpinning the
requirement of assent are justice (i.e. recognising
children's rights) and respect for autonomy.
At the same time, the HCP should uphold the
principle of beneficence (doing good) by ensuring
the best interests of the children who participate
in research and simultaneously furthering the
interests of those children who will ultimately
benefit from the research findings. As children
taking part in research will not always derive
direct benefit from participation, the principle of
non-maleficence requires that harm must not be
inflicted on the research participants. The harm
principle features strongly in research ethics
guidelines and in research ethics committees’
assessment of research involving children. The
multifaceted nature of acquiring assent makes
it difficult to accurately assess the quality of a
child’s assent to research. This is particularly true
in situations where the need to conduct research
to benefit the wider community conflicts with the
needs of individual participants and, in the case
of children, the wishes of the parent. While HCPs
can and do accurately determine the assent of
children participating in healthcare research with
which they are directly involved, they should be
alert to potential biases or conflicting interests
that may prohibit an impartial appraisal, and, if in
doubt as to the validity of the assent of a child on
their study, should seek impartial advice.

INTRODUCTION

The use of empirically derived evidence aids the
provision of high-quality health care, but with this comes
the need to conduct research (Greenhalgh 2006).
In the recent past research participants, particularly
vulnerable groups such as children, have been subjected
to unnecessary and unpleasant procedures in the name
of research (Fox 2007). Indeed, the atrocities that
occurred in the name of research during the Second

Ethics articles are accredited for ethics CPD points. Please see the
questionnaire in this issue (p.112) and log in to the ALLSA website www.
allergysa.org and click on My CPD to submit your answers. Kindly send
submissions or suggestions for topics to the section editor, Sharon Kling
at sk@sun.ac.za

Current Allergy & Clinical Immunology 2013 August Vol 26 No.3

145



146

World War were the trigger for international recognition
that healthcare research should be underpinned by a
set of ethical principles (Diekema 2006). The resultant
guidelines, including the Nuremberg Code (the first
internationally agreed set of guidelines to be developed),
require, among other principles, that voluntary consent
for participation be obtained from research participants
(World Medical Association [WMA] 2004). Consent
for research participation often requires participants
to understand complex information and, furthermore,
is legally binding. Therefore when children under 16
years of age participate in research, formal consent is
obtained from their legal guardian. However the assent
or agreement of the children themselves should also
be sought (McHale and Tingle 2007), and the only
difference between consent and assent should be that
assent is not legally binding (Dimond 2005).

The acquisition of assent for participation in healthcare
research has legal, ethical and professional connotations
(Medical 2004; Dimond 2005;
Johnson and Long 2006). While acquiring assent may

Research Council

initially appear straightforward, in practice the reverse is
often true. This article examines the professional, legal
and ethical aspects of assent, and synthesises these
using a scenario to consider a question that has troubled
the author: can a healthcare professional (HCP) who is
directly involved in a research study accurately gauge
the assent of children on that study?

AN OVERVIEW OF THE PROFESSIONAL,
LEGAL AND ETHICAL ISSUES REGARDING
THE ASSENT OF CHILDREN TO PARTICIPATE
IN HEALTHCARE RESEARCH

HCPsarerequired by the professional bodies that regulate
their practicetotreatindividualsin their care with respect
and dignity (Chartered Society of Physiotherapists
2005; College of Occupational Therapists 2005; General
Medical Council 2006; Nursing and Midwifery Council
2008). As children are an especially vulnerable group
when they participate in healthcare research, upholding
these principles requires particular care (Johnson and
Long 2006). One of the means by which the respect
and dignity of children involved in research may be
upheld is by acquiring their assent to participate in the
relevant study (WMA 2004), and failure to obtain this
assent constitutes professional misconduct (General
Medical Council 2006; Nursing and Midwifery Council
2008). Regardless of their professional codes of conduct
HCPs have a personal responsibility to consider the
ethical implications of the care they provide (Cameron
et al. 2001). Although ethics committees must approve
healthcare research, such approval does not replace the
need for HCPs to be alert to their own practice.

Beauchamp and Childress (2009) suggest using the
common morality theory, which
principles of justice, beneficence,
and autonomy to consider the ethical implications of

incorporates the
non-maleficence

practice. In the following section these principles will be
used to discuss the ethical implications of the assent of
children to participate in healthcare research.

The notion of justice relates to that which is fair
and right (Beauchamp and Childress 2009), and the
aforementioned abuses of research participants have
resulted in the violation of justice during research
conduct (Ashcroft 2007). A variety of safeguards have
been introduced to minimise the risk of such abuses,
including the recommendation that studies are only
conducted with the vulnerable, including children, if the
same results cannot be obtained with competent adult
patients (WMA 2004). However, some question whether
such guidance is actually fair or right, as it restricts
the paediatric evidence base which is, in itself, unjust
(Harris 2005). The healthcare community now generally
agrees that, to treat children fairly, paediatric research is
necessary. At an individual level justice is promoted by
acquiring assent to participation, thus bestowing children
with similar rights to those afforded to competent adults
when they provide consent for research participation.

Closely linked to justice is the concept of beneficence,
or doing good (Beauchamp and Childress 2009).
This is relevant to children’s assent for research in
predominantly two ways. HCPs have a duty to do their
best by children who participate in research (Fried 2001).
Furthermore HCPs conducting the research, and children
who assent to research participation uphold the principle
of beneficence to those who will ultimately benefit from
the research findings (Harris 2005). While it is hoped
that research participation would allow both aspects of
beneficence to be upheld and that children taking part in
research would always derive benefit from participation,
this is not necessarily the case. Research, by nature, is
characterised by uncertainty. Hence if it were to be held
that participation in research must result in good for the
participating child, then limitations would be imposed on
the type of researchthat could be conducted. For example
placebo-controlled trials could not be undertaken
as children in the placebo arm, not withstanding the
possibility of placebo effect and inclusion benefit, are
unlikely to derive direct benefit from participation. Yet
such designs are important to ensure robust research
findings and advance practice (Bowling 2002), so to
overcome this problem, the principle of non-maleficence
may be applied (Beauchamp and Childress 2009). In this
context, non-maleficence requires that, even if direct
benefit is not derived from research participation, harm
must not be inflicted (Ashcroft 2007). This notion is
used by ethics committees considering new research
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who recognise that, while studies in which participants
derive direct benefit are preferable, if this is not possible
then research which benefits the wider community is
permissible, as long as children are subjected to no more
than minimal harm (Medical Research Council 2004).

Children’'s assent to research relates most closely,
perhaps, to the principle of autonomy. Autonomy is
defined as the right to make choices (Beauchamp and
Childress 2009), and respect for autonomy requires both
that individuals are assisted in making choices and that
the decisions they make are respected (Beauchamp and
Childress 2009). Exercising autonomy requires decision-
making abilities which, in turn, require the capacity to
attain and process relevant information; abilities that
are acquired with age and at different rates by different
individuals (Griffith 2008), and thus upholding this
principle when caring for children may be complicated
(Boddington and Gregory 2008). While good ethical
practice requires that children under 16 provide assent
for research participation (WMA 2004), legal consent
must be still obtained from the child's legal guardian,
usually the parents. Yet parents and children do not
always agree, resulting in situations in which HCPs must
balance their professional and ethical need to uphold
a child's autonomy with their duty to adhere to the law
(Boylan-Kemp 2009).

While there is limited legislation and case law pertaining
to children's assent to healthcare research, there is some
legal precedent within health care per se. Failing to obtain
consent for research participation constitutes battery
and/or trespass, and may result in the HCP facing
criminal and/or civil proceedings in the law courts (Fox
2007). Although consent for non-medicinal research
is currently governed only by common law (Medical
Research Council 2004), since the Medicines for Human
Use (Clinical Trials) Regulations 2004 were introduced,
informed consent to research involving medications is a
legal requirement. While these regulations require that
consent to research participation is obtained from the
legal guardian of children aged less than 16 years, the
views of the child also have a place in law.

The historically held views that the opinions of children
are not important are changing (John 2007), and this
change was reflected within health care by The Family
Law Reform Act 1969, which states:

‘The consent of a minor who has attained the age of
sixteen years to any surgical, medical or dental
treatment ... shall be as effective as it would be if
he were of full age; and where a minor has by virtue
of this section given an effective consent to any
treatment it shall not be necessary to obtain any

consent for it from his parent or guardian.’
Family Law Reform Act 1969 s8(1)

Differinginterpretations of this section of the Act resulted
in the lawsuit of Gillick v West Norfolk and Wisbech
Area Health Authority.! In this landmark case, which is
used internationally as a benchmark for children's health
care, a mother challenged the right of a health authority
to provide advice or treatment to her teenage children
without her consent. She took her case to the House of
Lords but was finally ruled against. In another similar
case? a mother challenged the right of HCPs to provide
contraceptive treatment to her children who were under
16 years of age, arguing that such treatment contravened
the Human Rights Act (HRA) 1998 which states:

1. Everyone has the right to respect for his private
and family life...

2. There shall be no interference by a public authority
with the exercise of this right except such as is in
accordance with the law and is necessary...for the
protection of health or morals, or for the protection
of the rights and freedoms of others.

HRA 1998 (c42) Art 8

However the judge in this case also found against the
mother, corroborating the judgement in the Gillick case
by Fraser' that: ‘parental rights...exist for the benefit of the
child and they are justified only in so far as they enable the
parent to perform his duties towards the child...” (p. 70).

Arguably these cases have changed how HCPs view
consent and assent in paediatric health care, and it is
now accepted that children’s wishes should be given due
consideration (Dimond 2005). Indeed the Medicines for
Human Use (Clinical Trials) Regulations 2004 stipulate:

‘The explicit wish of a minor who is capable of forming
an opinion and assessing the information...to be
withdrawn from the clinical trial...is considered by the
investigator.’

Clinical Trial Regulations 2004 s1 Pt2 (4)

The Gillick case helped to clarify that children aged less
than 16 years can consent to treatment, although no
lower age limit was applied and the primary condition
requires only that children must be able to understand
that for which they are providing consent (Al-Samsam
2008), a notion often referred to as ‘Gillick competence’
(Delaney 2007). However, assessing the level of a child’s
understanding is complex (Boddington and Gregory
2008) and determining Gillick competence can prove
difficult. This may leave HCPs unsure as to a child’s
understanding of complicated issues and trying to
balance the legal rights of the child and parent.
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It is unsurprising that HCPs in such quandaries have
turned to the courts for assistance and case law relating
to two scenarios exists. The first considers the course
of action when a child attains an age at which she may
be considered Gillick competent and refuses medical
treatment to which her parents consent. While the Gillick
ruling permits that children may provide consent despite
the wishes of their parents, as yet there have been no
successful cases of children dissenting from treatment.
In the case of Re M,3 for example, a girl of 15 refused a
heart transplant which her mother consented to. The
judge ruled against the child citing a similar case, Re W*
in which a 16-year-old was prevented from refusing life-
saving treatment for anorexia. In both cases, the ruling
judge referred to the Children Act 1989 s 1 (1) that: "...the
child’s welfare shall be the court’s paramount consideration'.
He acknowledged that, while the child's wishes were
important, there were situations in which they may not
understand the ramifications of their situation and so may
not be considered Gillick competent. In response some
have argued that the law only acknowledges competence
when the child agrees with those in authority (Fortin
2006).

The second area of case law considers situations where
HCPs and parents disagree as to how the best interests
of a child are met. The Children Act 1989 exhorts the
courts to consider the welfare of the child, and it seems
reasonable that this should also apply to HCPs caring
for children. When determining the welfare of children,
particularly the very young, it is usual to refer to their
parents. However, parents may not always be able to
determine the child’s best interests and the courts may
again be asked to rule. In one such case,® the parents of a
7-month-old baby refused to allow her to undergo a bone-
marrow transplant but were ruled against. In another,®
parents refused a liver transplant for their 18-month-old
and had their wishes upheld. These differences illustrate
the complexity of the assessment of a child’'s welfare
and while, to date, the courts have not heard a case in
which the child has been old enough to offer his/her own
opinion, this situation does arise in clinical practice.

Itis clearthat there are a variety of professional, legal and
ethical principles that should be considered in relation
to a child’'s assent to research participation. These
principles will be now be synthesised using a scenario,
described in Box 1, which is similar to situations that
HCPs may experience in practice. The synthesis explores
how children’s assent to research may be approached
and considers a question that the author has pondered:
Is it possible for an HCP who is directly involved in a
research study to accurately gauge the assent of a child
on that study?

Box 1

A drug that has been shown to cure hay fever in
adults is being trialled in children. This double-
blinded placebo-controlled involves 6-weekly
subcutaneous injections, and children participate for
3 years. In accordance with the requirements of the
Ethics Committee that approved the study, the HCP
obtained consent for participation from the mother of a
6-year-old girl, Anna, and assent from the child at the
start of the trial. Initially Anna was happy and relaxed
but after 6 months she appears withdrawn during the
appointments, and cries during the injections. The HCP
becomes concerned that Anna’s behaviour suggests that
she does not want to participate in the study and asks
whether she wishes to continue in the trial. Anna shrugs
her shoulders, but the mother replies that they want to
carry on. The HCP again asks Anna whether she wants to
keep taking part in the trial, and Anna shakes her head,
but her mother states: ‘She's just being silly - I'm sure
she really wants to carry on." What should the HCP do?

trial

ACQUIRING A CHILD'S ASSENT TO
PARTICIPATE IN RESEARCH; APPLICATION
OF THE LEGAL, ETHICAL AND
PROFESSIONAL PRINCIPLES TO PRACTICE

In the given scenario the HCP fulfilled her professional,
legal and ethical duties at the start of the study by
acquiring Anna's assent and her mother's consent
for research participation (Dimond 2005; Fox 2007).
However, consent/assent is a dynamic process and may
be withdrawn (Medical Research Council 2004); hence
the HCP should reassess this. While Anna’s mother
reconfirms her consent, Anna intimates she does not
want to continue in the trial and therefore the HCP must
consider a variety of legal and ethical principles when
deciding upon a course of action.

Anna has stated she does not wish to continue in the trial,
and the Clinical Trials Regulations 2004 require that
an active request to withdraw from research by a child
who is capable of assessing the information and forming
an opinion should be upheld. Although this wording
is somewhat subjective, it relates closely to the notion
of Gillick competence described earlier, and the HCP
should therefore consider whether Anna understands
the information required to make such a decision.

The knowledge and skillsrequired to be considered Gillick
competent develop throughout childhood (Griffith 2008)
and may not be held by a child of 6, particularly when
considering the complicated knowledge that is required
to understand a research study. Ondrusek et al. (1998)
found children under the age of 10 have limited ability
to understand most aspects of research and usually
defer to their parents. Conversely a study by Wendler
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(2006) showed that, while children may not comprehend
the intricacies of research, they do understand specific
procedures, and make autonomous decisions regarding
particular aspects of the research. Hence while Anna
is unlikely to understand all facets of the research study,
she does understand certain aspects: that the injections
hurt and will continue for a long time, for example, and
this understanding may be underpinning her desire to
cease trial participation.

Anna's mother has stated that she wishes her to continue
to participate and while there is no legal precedent
covering a situation in which a child wishes to dissent
from research that her parent consents to, within case
law relating to health care, children have not been able
to dissent from treatment if their parents consent.>*
Thus as Anna's legal guardian her mother may consider
that she has the right to overrule her decision. While it
may be easier for an HCP to accept this decision rather
than challenge the mother, the case law described
earlier2¢ highlights that this right must reflect the will
of the child and uphold her best interests. Yet parents,
however well-meaning, have not always been found to
fulfil these criteria. Rossi et al. (2003) found that, in
certain instances, parents will actively ignore the clearly
articulated wishes of their children regarding their
research participation. Furthermore the courts have, on
occasion, considered that a parent’s decision does not
uphold the best interests of the child.®

To treat Anna with the respect that is required by law
and their professional and ethical codes of conduct,
the HCP must independently consider whether Anna’s
participation in the trial is in her best interests, a concept
that relates closely to the notion of beneficence. Yet this
principle has two applications within this context. The
HCP must act beneficently towards Anna who is in her
care, and furthermore by conducting and participating
in this trial, the HCP and Anna are doing good for
the wider community. Some have argued that, to be
moral agents, individuals have a duty to participate in
research (Harris 2005), and that considering children
devoid of such morals, because of age and a lack of
understanding of the wider issues involved in research,
does not uphold their best interests (Harris and Holm
2003). It could be suggested that Anna is too young
to fully understand the wider implications of her
participation and so her wishes should not be upheld.
Taking such a viewpoint is contentious, although if
the first aspect of beneficence, that Anna will derive
benefit from participation, could also be said to apply,
the HCP might defend such a decision. However, the
study is a double-blind placebo-controlled trial and
it is not known whether Anna is receiving the active
treatment.
the active drug, research, by nature, is experimental

Furthermore, even if Anna is receiving

and so there is no guarantee that the medication
will be beneficial.

The HCP therefore faces a dilemma: to provide evidence-
based care it is necessary to conduct research and the
HCP's involvement helps to uphold the principle of
justice, in that she is contributing to the development of
a potential new cure for children using a drug that has
been shown to be effective in adults. However, the HCP
also has a duty of care to Anna and is accountable for this
care to the relevant professional body (Dimond 2005)
and through the courts of law (Hodgson 2007). The
notion of non-maleficence may be useful in overcoming
this dilemma. This key ethical principle, to avoid doing
harm (Beauchamp and Childress 2009), is reflected in
professional codes of conduct, the case law detailed
previously,*® and legislation such as the Children Act
1989 which asserts that the welfare of the child should
be at the heart of all decisions. While it could be argued
that the duty of an ethics committee is to ensure that
research does not violate this principle (John 2007),
these committees may only judge whether a clinical trial
is likely to cause harm in the majority of the population.
The HCP conducting the research must consider Anna’s
individual circumstances and, despite the wishes of
Anna’s mother and the potential benefits to society of her
continued participation, if the HCP considers that Anna’s
participation in the trial is likely to cause her harm, this
principle should take priority and she should withdraw
her from the study regardless of her parents’ wishes.

CONCLUSION

This article aims to explore the assent of children to
participate in research and to question whether is it
possible for a HCP who is directly involved in a research
project to accurately gauge the assent of a child on that
study. In considering the direct and lateral application of
a variety of legal, ethical and professional principles of
a child’'s assent to research it is apparent that there are
times when these principles oppose each other. Although
it was not possible to explore the opposite scenario, when
a child wishes to participate in a research study that her
parents do not consent to, it is clear that the multifaceted
nature of acquiring assent makes it difficult to accurately
assess the quality of a child's assent to research. This is
particularly true in situations where the need to conduct
research to benefit the wider community conflicts with
the needs of individual participants (Fox 2007) and, in
the case of children, the wishes of the parent. The article
highlights that, while attempting to uphold the best
interests of the children participating in the research,
it is easy to believe that, providing a study has ethical
clearance and the child's parent has provided consent,
then one's ethical, legal and professional obligations
have been met. The ease with which a child's wishes
may be overlooked, particularly when the child has not
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reached an age at which she is likely to understand the
intricacies of research and so may not be considered
Gillick competent, is also evident. While HCPs can
and do accurately determine the assent of children
participating in healthcare research with which they are
directly involved, they should be alert to potential biases
or conflicting interests that may prohibit an impartial
appraisal, and, if in doubt as to the validity of the assent
of a child on their trial, should seek impartial advice.
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