
formance. The Department of Science
and Technology uses patents as one of
the indicators to monitor the country’s
technological performance. This analysis
of utility patents issued to South African
innovators by the USPTO provides back-
ground and benchmarks according to
which future performance can be assessed.

South Africans were awarded approxi-
mately the same number of patents
annually between 1988 and 2001. How-
ever, as other countries increase their
efforts to protect their inventions, the
relative number of American patents
awarded to South Africans is declining —
indeed, the South African share has
halved from 0.13% in 1988 to 0.07%
during 2001. It can be argued that the
reason for this decrease may be due to
South Africa’s technology policies, which
may be inferior to those followed in
countries such as India, South Korea,
Israel, and Brazil, which have enabled
them to increase considerably their
patent ownership during the period.

Patent growth in the periods 1998–2002
and 1993–97 indicates a shift towards
modern technologies, such as biotechnol-
ogy, pharmaceuticals, computers and
peripherals, albeit from a small base. The
lack of an across-the-board increase in

inventive activities, coupled with the shift
towards modern technologies, may
indicate that policy efforts aimed at
redirecting the innovation system have
been successful. What are missing, how-
ever, are across-the-board efforts to en-
large the national system of innovation.

The science linkage figures indicate the
dependence technologies have on lead-
ing-edge and basic research. In terms of
South Africa’s patents, biotechnology
and pharmaceuticals are two relatively
leading-edge fields that have a high
dependence on basic research. In contrast,
the chemical industry generates patents
but is not as leading edge as in other
countries. Moreover, further research is
required to identify the reasons why
innovation in agriculture is not based on
more recent academic literature.

An Australian Research Council report4

notes that ‘the linkage between technol-
ogy and science is strongly nationalistic’.
This may explain the differences in the SL
figures between biotechnology and
pharmaceuticals on the one hand, and
chemicals on the other. These differences
may be the result of strengths and weak-
nesses in the respective fields in the
higher education sector, because basic
research in South Africa is produced

almost exclusively by higher education
institutions.

If the national character of the linkage
between science and technology can be
confirmed for South Africa, efforts to im-
prove technological per formance
in chemicals and agriculture should
emphasize interventions in the higher
education sector.
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Ethical and legal challenges in
enrolling adolescents in medical

research in South Africa:
implications for HIV vaccine trials‡

A. Strodea*, C. Slackb, C. Grantc and M. Mushariwaa

IN THIS PAPER WE REVIEW LEGAL AND ETHICAL
challenges to the enrolment of children in
HIV vaccine trials, and discuss two main

questions: ‘When can children participate in
research, such as HIV vaccine trials?’ and
‘Who can consent to child participation in
such trials?’ In examining the first question,
we discuss the constitutional framework for
research with children, and in particular the
meaning of section 12(2)(c) of the South
African Constitution. We submit that while
there are no laws specifically prohibiting the
enrolment of adolescents (provided that
the research protects a child’s constitutional
rights and ‘best interests’, and is not against

‘public policy’), there are challenges related
to the absence of an objective standard in
law for acceptable research-related risk for
adolescents. We outline some ethical chal-
lenges to enrolment; namely, that ethical
guidelines regarding what parents may
consent to their children participating in are
inconsistent, and that some guidelines take a
restrictive stance, effectively precluding HIV
vaccine trials with children. With regard to
who can consent to child participation in such
trials, we discuss current law, as well the new
National Health Act. We explore possible
inconsistencies between the Act and princi-
ples found in other children’s law, as well as
inconsistencies in current ethical guidelines,
and the implications this may have for HIV
vaccine research. Finally, we make recom-
mendations for future work.

Introduction
South African children are at high risk of

HIV infection. One study has found that

6.2% of 2–9-year-olds and 4.7% of
10–18-year-olds are HIV-infected.1

Another study has also found that more
than 4% of 10–18-year-olds were infected
with HIV and that 31% of persons under
17 had experienced sexual intercourse.2

Of this group, 31% had been sexually
active before the age of 14. In this context,
it is uncontroversial that children are in
need of preventative interventions. Safe
and successful HIV vaccines could form a
critical component of a comprehensive
HIV prevention package to reduce HIV
infection and disease in this group.

In order to develop safe and effective
vaccines for adolescents, they themselves
will have to take part in clinical trials
designed to assess vaccine safety, immune
responses and efficacy. The South African
AIDS Vaccine Initiative (SAAVI), in collab-
oration with the HIV Vaccine Trials Net-
work, is currently planning an adolescent
vaccine trial protocol for South Africa
which is scheduled to begin around 2006
(H. Jaspen, pers. comm.). This provides an
opportunity to debate in advance the
range of ethical-legal complexities that
relate to adolescent participation in HIV
vaccine trials.

This article focuses on the ethical-legal
complexities related to the enrolment of
adolescents in HIV vaccine research,
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namely legal challenges relating to when
adolescents may participate in vaccine
trials, and who may consent to adolescent
participation. Post-enrolment challenges,
such as the management of disclosed
high-risk or unlawful activities by adoles-
cents, are discussed elsewhere.3

In this article, adolescents are viewed as
persons between 13 and 18 years of age. It
should be noted that we use the term
‘child/children’ interchangeably with
‘adolescent’, and submit that a child is
a person below the age of 18 years, in
keeping with section 28(3) of the Consti-
tution4 and section 1 of the Child Care
Act;5 a minor is a person under the age of
21.6 Some confusion arises, however,
with the undefined and apparently inter-
changeable use of the terms ‘child’ and
‘minor’ in the National Health Act.7 The
proposed Children’s Bill8 should clear up
this inconsistency in our law, by setting
the age of majority at 18.

Background
Investigators seeking to enrol adolescents

in HIV vaccine trials will have to recruit
teenagers who are healthy, not infected
with HIV and prepared to undergo regular
high-risk behaviour assessments and HIV
testing. Early trials may not confer many
direct health-related benefits and a
number of risks are possible, including
discomfort from vaccine administration;
unknown risks related to the vaccine
product itself, the potential for testing
false-positive on standard HIV tests;
anxiety and discomfort from intrusive
questions relating to risk behaviour;
stress from repeated HIV testing; discom-
fort from blood draws for a range of tests;
and potential for stigma or discrimination
should participation be disclosed.

Section 12(2)(c) of the Constitution of
the Republic of South Africa4 (hereafter
referred to as the Constitution) states that
everyone has ‘the right to bodily and
psychological integrity, which includes
the right not to be subjected to medical
or scientific experiments without their
informed consent’. This constitutional
principle forms the over-arching frame-
work for South African laws and guide-
lines on research with human volunteers.
All laws, policies and ethical guidelines
must be consistent with this provision.
Within this framework, we consider two
key ethical-legal challenges in enrolling
adolescents in HIV vaccine research:
• When, if at all, can adolescents participate

in research, such as HIV vaccine trials?
• Who can consent to adolescent partici-

pation in such trials?

When can adolescents be enrolled in
research such as HIV vaccine trials?

Legal framework
There has been academic debate on the

nature of the constitutional framework
for research with children. Van Oosten9

argues that the use of the word ‘their ’ in
the constitutional prohibition on experi-
mentation without informed consent
means that consent to research will be
valid only if it is given by a person who is
competent to consent him or herself. As a
result, Van Oosten submits that, generally,
a parent or guardian may not give proxy
consent for a child to participate in
research, where the child him or herself is
not legally competent to provide this
consent.

Others, such as Van Wyk,10 argue that a
literal interpretation of the words used
in section 12(2)(c) of the Constitution4 is
inappropriate, and that a value-based or
purposive interpretation is required.
Accordingly, Van Wyk argues for an inter-
pretation that promotes the constitu-
tional values of human dignity, equality
and human rights and recognizes that the
purpose of the right is to protect individu-
als from being research subjects without
informed consent. This interpretation
allows for a parent or guardian to provide
informed consent, where a child is not
capable of doing so.

We submit that the approach adopted
by Van Wyk is the correct one, for a
number of reasons. Firstly, the Constitu-
tional Court has favoured a value-based
interpretation of the Constitution over a
literal approach, particularly as section 39
of the Constitution itself requires this
approach.11 This section12 states that
‘[w]hen interpreting the Bill of Rights a
court, tribunal or forum ... must promote
the values that underlie an open and
democratic society based on human
dignity, equality and freedom’. Further-
more, section 39 of the Constitution
requires courts to consider international
and public international law, and allows
for consideration of foreign law in the
interpretation process. Research on
children, with proxy consent, is consid-
ered acceptable in many countries such
as Australia,13 the United States14 and Scot-
land,15 provided various requirements are
met, such as that the research includes
acceptable levels of risk.16

We submit that the framework created
by the Constitution for research on
children is that research may only take
place provided informed consent is
obtained, (whether by the individual or
another legally authorized person) and

other constitutional rights and obliga-
tions are respected.

While there is currently no law prohibit-
ing adolescent participation in research,
current legislation does not deal specifically
with consent for adolescent participation,
nor how to determine acceptable levels of
research-related risk to which lawful
consent for adolescent participation may
be given. In the absence of specific legal
provisions, therefore, we submit that
currently a court would consider a child’s
participation in research such as HIV
vaccine trials to be lawful if:
• the research protected and promoted

the constitutional rights of the adolescent;
• consent to participate in the research

was not ‘against public policy’; and
• the research was ‘in the best interests of

the child’.
These are discussed in more detail

below.

Protecting and promoting the
constitutional rights of adolescents
in research

Section 7(2) of the Constitution provides
that ‘The state must respect, protect,
promote and fulfil the rights in the Bill of
Rights’. This is a positive obligation to
ensure that rights are fulfilled. In this
context, ‘the state’ would include organs
of state such as the Medical Research
Council (MRC). For research to protect
the constitutional rights of adolescents,
the research should not infringe any of
the adolescent’s rights (such as the rights
to equality or dignity). This means that a
negative duty is placed on researchers to
prevent adolescent participants from
harm that infringes their rights. There
is also a corresponding obligation to
promote the constitutional rights of trial
participants; that is, a positive duty is
placed on researchers to take active steps
to ensure the constitutional rights of
adolescent research participants are
realized.

Ensuring research is not against
public policy

In terms of South African common law,
no person may consent to something that
is contrary to ‘public policy’.17 Recently,
the courts have held that constitutional
values, including human dignity, equality
and non-sexism, should be used to deter-
mine ‘public policy’. ‘Public policy’ should
also reflect the ‘interests of the commu-
nity’18 and therefore the consent would
have to be in line with the concept that
parents have responsibilities towards,
rather than rights over, their children.19 In
this context, consent to research would be
lawful where it protected and promoted
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an adolescent’s rights to equality and
dignity, did not expose them to undue
harm, and recognised a parent’s or guard-
ian’s responsibility to protect adolescents
when enrolling them in research.

Ensuring the best interests of the child
Section 28(2) of the Constitution states

that ‘a child’s best interests are of para-
mount importance in every matter con-
cerning the child’, and research involving
adolescents would need to take due con-
sideration of this principle.

The ‘best interests’ principle requires
that a range of factors be considered during
decision-making in order to promote a
child’s physical, moral, emotional and
spiritual welfare.20 The best interests prin-
ciple is useful, as it requires consideration
of what may harm or benefit the child.
Although South African courts have not
applied this principle to research, they
may well follow the approach of English
law, which recognizes that it would be
contrary to a child’s ‘best interests’ to
submit a child to an unacceptable level of
research-related risk.21 This argument is
supported by the fact that section 71(2)(a)
of the National Health Act7 specifically
states that ‘therapeutic research’ may
only be undertaken if it is in the child’s
‘best interests’. It is more complex to
determine the application of this principle
to so-called ‘non-therapeutic’ research.
It is argued by some that while such
research may not be in an individual
child’s best interests, it may be in the best
interests of children as a class.22

The new National Health Act
The National Health Act7 was brought

into operation on 2 May 2005, by a presi-
dential order in the Government Gazette
(No. 27503, 19 April 2005). However,
section 71 of the Act, which deals with
research on or experimentation with
human subjects, has not been put into
operation. The reason for its delayed
implementation is not known.

Nevertheless, in line with international
trends, section 71 of the Act provides
specifically for research with children.
Importantly, it establishes that consent by
parents and legal guardians to medical
research is lawful in certain defined
circumstances.23 In establishing the
conditions under which such consent
would be valid, the Act deals separately
with so-called ‘therapeutic’ and ‘non-
therapeutic’ research, although the Act
fails to define these terms.

With regard to therapeutic research,
section 71(2)(a) of the National Health
Act7 requires such research to be in a

child’s best interests. This demands an
assessment of whether submitting an
adolescent a particular intervention is in
their best interests by weighing up
various factors, such as the probability
and magnitude of risks, and benefits. It
requires risk to be determined on an
individual basis rather than setting an
objective standard independent of the
particular adolescent. This individual
application has been held to be both the
strength and the weakness of the best
interests principle. The Constitutional
Court has averred that the principle’s lack
of content allows an investigation into the
needs of specific children in specific
circumstances,24 while some academic
writers argue that its lack of content has
meant that it has failed to provide a
reliable and determinate standard.25

With regard to non-therapeutic research
on children, the National Health Act7

replaces the best interests principle with a
risk standard. Section 71(3)(b)(iv) of the
Act states that the research must be
approved by the minister of health, and
she may not authorize such research if it
poses a ‘significant risk’ to the health of
a child, or ‘some’ risk that is not out-
weighed by benefit. If early HIV vaccine
trials are classified as non-therapeutic, as
is possible (see below), the minister must
determine whether the magnitude and
probability of the risks in HIV vaccine trial
interventions pose a significant risk to
adolescents. Difficulties may arise as the
Act does not define ‘significant risk’, nor is
it a term used in South African ethical
guidelines.

To sum up, in terms of current law, a
parent, guardian or child could not
consent to participation in unaccept-
able research. The types of research that
would be considered unacceptable
include studies that infringe the constitu-
tional rights of participants, trials that
expose adolescents to unacceptable risks,
since this would be contrary to ‘public
policy’, and trials that are not in the ‘best
interests of the child’. Although the new
National Health Act attempts to create
legal certainty regarding child participa-
tion in research, it fails to provide objec-
tive, clearly defined risk standards for
determining when it is lawful for a parent
or guardian to consent to research with an
adolescent.

Ethical framework
In the absence of a clear legislative

framework on the participation of adoles-
cents in research, we argue that the courts
would also seek guidance from national
ethical guidelines, to establish the norms

and standards of ethical research. Current
ethical guidelines do establish the condi-
tions under which adolescents or their
parents/guardians may consent to partici-
pate in research, including the level of
research-related risk to which adolescents
may be exposed. However, these ethical
guidelines pose challenges to those
planning and reviewing trials as there is
currently no one set of national guide-
lines, there is some inconsistency among
guidelines, and one set of influential
guidelines appears to preclude HIV
vaccine research with adolescents.

Existing ethical guidelines
The current MRC guidelines on medical

ethics, General Principles,26 are very
restrictive and limit parental consent to
research classified as ‘non-therapeutic’ to
‘observation’ research with risk levels that
are ‘negligible’ (that is, the risks of daily
life in a stable society, and routine physical
or psychological tests). Importantly, no in-
crease over this ‘everyday risk’ (referred to
as ‘minimal’ in some guidelines) is
allowed. HIV vaccine trials do not fit
easily into either one of the classifications
of ‘therapeutic’ or ‘non-therapeutic’
research; however, in terms of these
guidelines they are likely to be classified
as non-therapeutic, as the guidelines
provide that, by definition, healthy volun-
teers will participate in non-therapeu-
tic research. HIV vaccine trials are more
accurately intervention research and not
observation, and are likely to involve
interventions with risks exceeding ‘negli-
gible’ or ‘everyday risk’.

The other set of widely used guidelines
for clinical trials are the Department of
Health’s Good Clinical Practice Guidelines
(GCP).27 They would not preclude adoles-
cent participation in HIV vaccine trials, as
these guidelines do not restrict parental
consent to certain kinds of study designs.
They also allow a more flexible risk level.
Specifically, they assert that generally
(there are exceptions) adolescents should
be exposed to research risk commensu-
rate with daily life or routine tests. How-
ever, research involving a greater than
‘everyday risk’ is allowed. If the research
does not hold out direct benefit, a minor
increase in risk is justified by the develop-
ment of ‘generalizable knowledge’. If the
research holds the prospect of direct
benefit, the increased risk is justified by
this direct benefit.

Future ethical guidelines
The MRC recently released guidelines

specifically on research ethics for HIV
preventative vaccine trials.28 These guide-
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lines state that adolescents are eligible
for enrolment provided the risks of
interventions that will not confer direct
benefit (for instance, additional blood
draws for lab tests) approximate ‘every-
day life’ risk, or a slight increase over this
risk is justified by a risk-knowledge ratio;
and interventions that will confer direct
benefit are justified by the benefits (for
example, providing counselling on ways
to reduce HIV infection).

Now that the National Health Act7 is
operational, the National Health Research
Ethics Committee established in terms of
section 78(1) will be empowered to issue
national ethical guidelines. This may
provide the best opportunity for harmo-
nizing certain contradictions in existing
ethical guidelines.

To sum up, while current ethical guide-
lines provide detailed guidance on the
kinds of studies parents may consent to
adolescent participation in, and the
acceptable levels of research-related risk,
the guidelines are inconsistent. Further-
more the MRC’s General Principles,26

which apply to all MRC-related research,
are highly restrictive and would in all like-
lihood prohibit adolescent participation
in MRC-related HIV vaccine research.
Currently, the MRC — through its lead re-
search programme, SAAVI — coordinates
all HIV vaccine trials in South Africa.
However, the MRC guidelines on HIV
vaccine trials will supersede the MRC’s
General Principles because of their recent
publication and their endorsement by the
Interim National Health Research Ethics
Committee.

In summary
The key challenges regarding when

adolescents can be enrolled in research
relate to the failure of our existing
common law and the National Health Act
to set a clear, objective risk standard for
research on children or adolescents. This
is compounded by a lack of uniformity in
the ethical guidelines. These challenges
make it difficult to determine what sort of
research is acceptable, and courts would
have to consider a range of constitutional
and common law principles, as well as
ethical guidelines, in each instance.

When section 71 the National Health
Act is implemented, the acceptability of
adolescent participation in HIV vaccine
trials will depend on how the research is
classified; if vaccine trials are classified as
‘therapeutic’, it will have to be shown to
be in the best interests of adolescents to
participate. If vaccine trials are classified
as ‘non-therapeutic’, the minister of
health may approve trials only if they
pose less than ‘significant risk’, or if
the risk is outweighed by the potential
benefits of the research.

Who consents for adolescent
participation in research, such
as HIV vaccine trials?

Legal framework
Until they reach adulthood, children

have limited legal capacity to make deci-
sions without assistance. Accordingly, our
common law provides that children are
generally unable to consent to medical
treatment unless their parents or guardians
provide proxy consent on their behalf.17 A
number of statutes have altered the
common law by providing children with
the capacity to make independent choices
in certain defined circumstances. Thus,
children are able to consent to the use of
contraceptives and HIV testing at 14, to
sex at 16, or to a termination of pregnancy
at any age.29–31

Independent consent by the child to
research

Currently, there is no law setting out the
age at which children may consent inde-
pendently to medical research, as alluded
to above. However, section 39 of the Child
Care Act5 allows a child of 14 years
or older to consent independently to
medical treatment. Some legal scholars
have argued that therapeutic research
can be likened to medical treatment in
terms of the Child Care Act, implying that
a child of 14 years or older can also
consent independently to therapeutic
research, and a parent or other legally
authorized person may provide proxy
consent to therapeutic research on a child
below 14 years.32

The National Health Act7 changes this
assumption. Section 71(2)(a) provides
that therapeutic research must be carried
out with the consent of the parent or
guardian of the child and, if the minor is
capable of understanding, with the
consent of the minor. Therefore, once
section 71 is implemented, even thera-
peutic research will require the consent of
a parent/guardian, and children will be
unable to consent independently to any
form of medical research until they reach
adulthood.

Persons authorised to provide proxy
consent for the child

Which persons are authorised by law to
consent on a child’s behalf? The common
law provides that parents, guardians or,
failing either, the High Court as the upper
guardian of all minors, would have
authority to provide consent for actions
which the child is unable to consent to.
Section 39 of the Child Care Act5 deals
specifically with consent to medical treat-
ment, and provides that a parent or
guardian must consent to ‘medical treat-
ment’ on behalf of a child who is under 14.

Section 53(1) further provides a person
who is given custody of a child under the
Act or the Criminal Procedure Act33 the
authority to consent to the provision of
medical treatment for a child, provided
such treatment is not ‘attended with
serious danger to life’. So, those who
equate therapeutic research with medical
treatment may (until the implementation
of section 71 of the National Health Act)
argue that parents, guardians and persons
who are the custodians of the child can
consent to therapeutic research on children
under 14.

The draft Children’s Bill34 also recognizes
the parental rights and responsibilities of
other caregivers, with respect to consent
for medical treatment. However, as
discussed above, the National Health Act7

provides only parents or guardians with
authority to consent to child participation
in research. Other caregivers will not have
the authority to provide consent, even
though they may be the de facto parents of
the child.

The participation of the child in
decisions affecting the child

Our law shows an increasing focus on
child participation. For example, even if
children do not have the capacity to
consent or act on their own, section 31 of
the Children’s Bill34 provides that in any
major decisions which are likely to
change significantly, or have an adverse
effect on a child’s health, due consideration
must be given to any views and wishes
expressed by the child, bearing in mind
the child’s age, maturity and stage of
development. By contrast, the National
Health Act7 provides for additional
consent of the child only where he or she
‘is capable of understanding’.

To sum up, while the National Health
Act provides much-needed direction on
who may consent to adolescent participa-
tion in research, the provisions appear to
be inconsistent with broader principles
contained in other children’s legislation,
such as the move towards allowing
children to act independently at certain
ages, promoting child participation in
decisions that affect them, and recogniz-
ing the parental rights and responsibili-
ties of persons other than parents and
guardians.

Ethical framework
Ethical guidelines adopt differing views

regarding the persons with authority to
consent for incompetent children. The
GCP27 guidelines provide for consent
from a child’s ‘parents or legal guardians’
for clinical trials. If HIV vaccine trials are
classified as more than minimal risk
(‘everyday risk’) with no direct benefit,
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permission from both parents is required.
Trials classified as more than minimal
risk, but of likely direct benefit (which
may be so with Phase III HIV vaccine
trials) require the permission of one
parent.

The MRC’s General Principles26 take an
apparently restrictive approach by pre-
cluding parental consent to adolescent
participation in non-therapeutic inter-
vention research; however, they take an
apparently permissive approach by by-
passing parental consent for children
over 14 to research classified as therapeu-
tic. The MRC’s recently released guide-
lines on research ethics for HIV preventa-
tive vaccine trials28 allows that ‘a parent’
or guardian must give consent, and a
child must give assent to preventative
HIV vaccine trials.

To sum up, currently, major ethical
guidelines are not well harmonized on
the point of who consents for adolescent
participation in research.

In summary
The key challenge regarding the question

of ‘who consents for adolescent participa-
tion in research?’ is that the law does not
provide adolescents with the independent
capacity to consent to medical research.
This position in the current law is not
alleviated by the National Health Act,
which requires parents or legal guardians
(not other caregivers) to provide proxy
consent to all forms of medical research
on children and minors. This is com-
pounded by the inconsistency in the
approach of ethical guidelines regarding
who may consent for adolescent partici-
pation in medical research and trials.

This has several implications for HIV
vaccine research, including that it may be
difficult to recruit adolescents who may
be reluctant to involve their parents or
guardians in trials that monitor sexual
behaviour. Additionally, an adolescent
with a caregiver who is not a parent or
legal guardian would lack the required
authority to provide consent and so be
unable to participate.

Conclusions and recommendations
There are many challenges to enrolling

adolescents in medical research, includ-
ing HIV vaccine trials in South Africa.
Currently, there is no legally defined risk
standard, and we argue that the new
National Health Act7 still fails to provide
an objective, clear risk standard for ‘thera-
peutic’ and ‘non-therapeutic’ research.
Now and in the future, research ethics
committees (RECs) and our courts will
need to rely on the principles emerging
from the Constitution,4 ‘public policy’, the
‘best interests of the child’ and ethical
guidelines to guide decision-making

around when lawful consent to adoles-
cent participation in research may be
given.

This means that different conclusions
may be made regarding the lawfulness of
adolescent participation in HIV vaccine
trials, on a case-by-case basis. However,
we submit that where due consideration
is given to the principles underlying
public policy and the best interests of the
child, as well as the view of more recent
ethical guidelines, adolescent participation
in HIV vaccine trials will be considered
lawful.

As a result, key areas for future work
include:
• Advocating for the development of a

clear risk standard in law for beneficial
and non-beneficial research interven-
tions with children

• Establishing the meaning of the term
‘significant risk’

• Obtaining clarity on how HIV vaccine
trials enrolling adolescents will be
classified in terms of the provisions in
section 71 of the National Health Act7

• Establishing the criteria that can be used
to apply the ‘best interests of the child’
principle in a non-individualistic way,
so that it is useful in the context of
research

• Harmonizing key ethical guidelines on
child participation in research in the
development of new national ethical
guidelines

• Developing the capacity of key stake-
holders, such as RECs, to understand,
apply and implement the new criteria
for establishing the lawfulness and
ethical nature of research with adoles-
cent participants in medical trials.

• Building consensus amongst key gate-
keepers such as RECs on the kinds of
protocols that could be considered ethi-
cally and legally sound.
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