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Children with autistic spectrum disorders. Il: Parents are

unable to distinguish secretin from placebo under

double-blind conditions

J Coplan, M C Souders, A E Mulberg, J K Belchic, J Wray, AF Jawad, P R Gallagher,

R Mitchell, M Gerdes, S E Levy

Background: Standardised measures
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Arch Dis Child 2003;88:1-3

of behaviour have failed to detect short term improvement in

children with autism following freatment with secretin. However, it is possible that standardised meas-
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child’s group assignment.

Results: Twenty seven families guess

ures are insensitive to dimensions of child behaviour that are nonetheless detectable by parents.

Aim: To defermine the ability of parents of children with autism to guess, under double blind
conditions, whether their child had received secretin or placebo.

Methods: 2x2 crossover randomised blinded study, comparing the effect of synthetic human secretin
2 U/kg to placebo (saline). Sixty two children with autism (aged 43-103 months) were randomly allo-
cated to two groups: group 1 received placebo, followed six weeks later by secretin, and group 2
received secretin followed by placebo. At the conclusion of the study, parents were asked to guess their

ed their child’s group assignment correctly and 27 guessed incor-
rectly. In 48 instances, parents based their guess on perceived improvement; in six cases, parents
based their guess on perceived deterioration. Six families saw no difference after either infusion, and

USA offered no guess. One family dropped out after the first infusion, and one family was lost to follow up

after the second infusion.
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to reveal improvement in children with autism follow-

ing secretin infusion,' it is conceivable that standardised
measures may be overlooking a key dimension of subject
behaviour that is detectable by parents. Therefore, as one
component of a multifaceted study of secretin in children with
autism,' we asked parents simply to guess whether their child
had received secretin or placebo, and to provide the basis for
their guess.

ﬁ lthough standardised behavioural measures have failed

METHODS

Participants

Subjects were 62 children with autistic spectram disorder
(ASD). Eligibility criteria and subject characteristics were as
previously defined.'

Assignment of study drug and freatment procedures
Subjects were randomised into two groups. Group 1 received
saline placebo initially, followed six weeks later by human
synthetic secretin (ChiRhoClin, Silver Spring, Maryland).
Subjects in Group 2 received human synthetic secretin first,
followed six weeks thereafter by placebo. There were no statis-
tically significant differences between groups with respect to
racial distribution, age, gender, or severity of autism.
Additional details regarding methodology were as previously
described.'

At the conclusion of the study, but prior to unblinding, we
asked parents to guess which infusion they believed to have
beent placebo, and which to have been secretin, using any cri-
teria they wished. Here, we report on the result of these
parental guesses. We also compared the parents’ impressions
with the results of the parental Global Rating Scale (GBRS),
and delta scores on the Communication and Symbolic Behav-
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parents of young children with autism are unable to distinguish the
short term behavioural effects of secretin from placebo.

ior Scale (CSBS) (see Rapin and Katzman® for details of these
measures).

RESULTS
Results were obtained for 60 of 62 subjects (one family
dropped out after the first infusion, and one family was lost to
follow up after the second infusion). Twenty seven sets of par-
ents guessed their child’s group assignment correctly and 27
guessed incorrectly. Six families perceived no difference after
cither infusion, and offered no guess as to which infusion they
believed had been secretin, and which had been placebo. There
was no statistically significant association between likelihood
of guessing correctly and any of the following variables: child’s
age, duration in study, severity of autism on the Childhood
Autism Rating Scale (CARS), randomisation group, or gender
Most parents (23/27 of those who guessed correctly, and
24/27 of those who guessed incorrectly; ¥* = 0.164,p = 0.685)
based their guess on the perception of improvement following
one or the other of the two infusions (table 2). Perceived gains
included increased language, improved eye contaci, and
increased adaptability to environmental change. One family
guessed correctly on the basis of a generalised flush following
secretin infusion. Six families based their guess on the
perception of deterioration following one or the other infusion,
apparently reasoning that if there were any change in their
child’s status, then the antecedent infusion must have been
secretin rather than placebo (which presumably would have

Abbreviations: ASD, autistic spectrum disorder; CARS, Childhood
Autism Rating Scale; CSBS, Communication and Symbolic Behavior
Scale; GBRS, Global Rating Scale .






