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CRITICAL REVIEW OF A CLINICAL TRIAL OF R-TETRAHYDROBIOPTERIN AS A
NEW DRUG FOR TREATMENT OF AUTISM

Shinichiro KADO
Child Psychiatry Unil, Kyoto City Child Welfare Centre
Ryutaro MIYAZAKI
The Second Hirakata Primary School

In 1986, a new drug, R-
tetrahydrobiopterin  was reported to be
effective for treating infantile autism. But,
as there is necessary concern about the devel-
opment of new drug, especially those for
treating psychiatric disorders, we here report
evidence that contradicts the suggested
effectiveness of R-tetrahydrobiopterin and
have reviewed the results of its clinical trial.

Naruse and his colleagues hypothesized
that for some autistic children the cause of
the disorder might be a decrease in the
metabolization of serotonin or cate-
cholamines, or both. Several lines of evi-
dence support their hypothesis: 1. Children
with untreated phenylketonuria develop
autism. 2. There is a decrease in serotonin
and catecholamine contents in these children’
g brains. 3. In a few autism cases, there
appears to be dysfunction in the transport of

the amino acids phenylalanine or tryptophan.
4, The metabolism(s) of serotonin and cate-
cholamines in rat brain is enhanced by the
injection of R-tetrahydrobiopterin to the lat-
eral ventricle or peritoneum.

We point out several shortcomings in
their experiments : The illogical development
of their hypothesis regarding the etiology of
autism. The very small number of experi-
ments that were required before the clinical
trial was started. The fact that no rating
scale for the drug's effects was established
and, lastly, the misunderstanding of the prin-
ciples of statistical testing.

Author’s Address:
S. Kado,
Kyoto City Child Welfare Centre
Takeyamachi-Sembon-Higashi,
Kamigyo-ku, Kyoto-shi 602, JAPAN

e -



