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RESEARCH HIGHLIGHTS

For many years, there has been a search 
for supplements that might improve the 
development of children with Down 
syndrome. Following a careful review of 
the literature[1], this team designed and 
conducted a randomised control trial to 
investigate the effects of two of the sub-
stances which have been suggested as 
having potentially beneficial effects, anti-
oxidants and folic acid. The paper reviews 
the theoretical and research evidence for 
the possible effectiveness of these supple-
ments.

The team recruited 156 infants with 
Down syndrome under 7 months of age 
(mean 4.2 months) and randomly assigned 
them to one of four groups. One group 
received a daily oral dose of antioxidants 
(selenium, zinc, vitamin A, vitamin E and 
vitamin C), one group received folinic acid, 
one group received both antioxidants and 
folinic acid and one group received a pla-
cebo. All the supplements were made up 
to look identical and only the pharmacists 
knew which children were in each group. 
No one in the families or in the research 
team knew this information until the end 
of all the data collection (at the end of the 
trial only 11 of 138 parents guessed cor-
rectly – consistent with chance). The sup-
plements were taken for 18 months unless 
side–effects were an issue (17 had side-
effects which led to them stopping, 15 of 
these on anti-oxidants). There was evi-
dence of good compliance with the daily 
supplementation.

Outcome measures included develop-
mental measures and biochemical out-
comes. The developmental measures 
were the Griffiths mental development 
scales and the MacArthur communica-
tive inventory. There were no significant 
differences in developmental, motor or 
language outcomes for any of the groups 
at the end of the study (mean age 22.9 
months). There were also no significant 
differences between the groups on any 
of the biochemical markers measuring 
enzyme activities or markers of oxidative 
stress.

This was a large well designed trial. A 
randomised control trial is the gold stand-
ard for testing the outcomes of interven-
tions. The sample size was adequate to 
detect small but significant changes as a 
result of treatment if they occurred. In the 
discussion, the authors point out that they 
did not use the large doses used in some 
commercially marketed products claim-
ing (without evidence) to benefit children 
with Down syndrome. They used the 
doses considered safe for this age group of 
infants, pointing out that there is no evi-
dence of the safety of higher doses used 
over long periods. They draw attention 
to evidence that refutes the widely held 
beliefs that vitamins are harmless. In the 
words of the authors:

“this study provides no evidence to sup-
port the use of antioxidant or folinic acid 
supplements in children with Down’s syn-
drome. Parents who choose to give sup-
plements to their children need to weigh 
their hope of unproved benefits against 
potential adverse effects from high dose, 
prolonged supplementation”.
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No evidence for the benefits of commonly 
recommended supplements from a gold 
standard trial
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Colours of the Soul, artwork by the stu-
dents of the Mexican School of Down Art 
at the John Langdon Down Foundation, 
Mexico, has been exhibited throughout 
Europe over the past three years, and 
continues its itinerary in 2009. Mean-
while, the Colours of the Wind exhibition 
will be on display in Tokyo at the Cervan-
tes Centre recently inaugurated by the 
King of Spain. It will then travel to Beijing 
and Shanghai.

See the next issue of DSRP for more 
information, dates and locations of these 
exhibitions.


