
in children often means comparing two different
drug regimens. Since both sets of children receive
therapies currently considered acceptable, ethical
considerations are mainly confined to ensuring that
the design of the trial is statistically sound.
A controlled trial of hyposensitising injections of

allergens in asthmatic children differs from the fore-
going example in that some children (the controls)
receive injections of inactive material. This might at
first sight seem ethically questionable. However, the
following consideration may lead to such a trial
being judged acceptable. Until the result of the trial
is known the children in either the treatment or the
control group have a chance of gaining an advan-
tage. The active therapy may prove superior and
those in the treatment group gain an advantage.
If, however, there are unpleasant or harmful side
effects from the active therapy, the control group
will have gained some advantage by not being
exposed to those side effects.

X-rays and isotopes

An authoritative pronouncement on the ethical
propriety of irradiating children (i.e. the use of
x-rays or isotopes) for research purposes has
recently been given by the International Commission
on Radiological Protection.3 It states that 'the
irradiation, for the purposes of such studies (i.e.
of no direct benefit to the subject) of children and
other persons regarded as being incapable of giving
their true consent should only be undertaken if the
expected radiation is low (e.g. of the order of one-
10th of the dose-equivalent limits applicable to
individual members of the public) and if valid
approval has been given by those legally responsible
for such persons.'

This means, in common parlance, that exposure
to x-rays could be justifiable where the dosage was
comparable to the normal variation in natural
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irradiation received by, say, individuals living in two
different parts of the British Isles. In fact, using
modem equipment, a single radiograph might fall
well within such dosage limits, and thus be classi-
fiable as a Negligible Risk.

Parental permission and co-operation. Agreement by
the child

Parental (or guardian's) permission should nor-
mally be obtained-with rare exceptions such as the
comparison of two treatments for some emergency
condition-after explaining as fully as possible the
nature of the procedure. Whether or not this should
be a signed, witnessed declaration remains debatable.
It is an advantage if the parents can be present
during the procedure. Although the law in Britain
does not recognise an 'age of consent', children
much younger than 16 often have enough under-
standing to collaborate altruistically in a project.

New drugs: new immunisation procedures

In general these should first be tested on animals,
then on adult volunteers, then on older children
able to take part voluntarily in the research, and
only then on younger children. However, there are
instances where this sequence might be inappro-
priate; for instance in the development of a vaccine
against respiratory syncytial virus where few unin-
fected subjects may be available above the age of
infancy.
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British Paediatric Association
Standing Ethics Advisory Committee
(1) The British Paediatric Association has set up a
Standing Ethics Advisory Committee. The function
of this Committee will be to offer advice on the
ethics ofresearch projects involving children.

(2) The Committee will respond to requests for
advice from individuals planning research projects,
from local ethical Committees, or from editors
of journals but its opinions will not be

binding. Approval of research projects must
remain the responsibility of statutory local ethical
committees.

(3) The Committee will base its opinions on
guidelines drawn up by the British Paediatric
Association and if it is consulted often enough it will
in time establish some uniformity of policy for
research in children throughout the country.
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