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Objective: There has been notable increase in
the use of psychotropic medication in chil-
dren and adolescents in Japan, the use being
“off-label” in most of those cases with vari-
ous psychiatric disorders. However, little is
known regarding their actual off-label use.
This survey aimed to examine the experi-
ence and attitudes of psychiatrists and pedia-
tricians belonging to the Japanese Society for
Child and Adolescent Psychiatry regarding
such off-label prescribing in children.

Methods: A prospective questionnaire was
sent to 1,970 psychiatrists belonging to the
Japanese Society for Child and Adolescent
Psychiatry. Return of completed forms was
taken as consent to participate in the survey.
Results: A total of 696 (35.3%) completed
questionnaires were returned. Ninety-one per-
cent of respondents reported experience with

off-label prescribing for children. While 80.1%
of the respondents stated informing the pa-
tients and/or guardians regarding the off-la-
bel application of medication, only 33.6% of
respondents discussed this issue with both
patients and guardians. A significant differ-
ence was observed in the rate of refusal of
off-label drug use following discussion of this
fact with both patients and guardians, and
when it was discussed with guardians alone
(50.2% vs. 32.4%; p<0.001). In addition,
80.1% of respondents were not labeling such
prescriptions as being off-label in the medical
records. Antipsychotics were the most com-
mon agent being prescribed off-label, followed
by antidepressants and mood stabilizers.
Overall, 73.3% of the respondents stated
need for evidence-based clinical guidelines re-
garding the administration of psychotic medi-
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cations in Japan, and systematic monitoring prescribing, alongside compilation of evidence
of side-effects. in Japanese children and adolescents.
Discussion: Off-label prescribing was common

in the practice of child and adolescent psychi- Author’'s Address

atry in Japan, as elsewhere. A standard pro- N. Tsujii

tocol informing patients of off-label drug use Department of Neuropsychiatry, Kinki
is needed as well as a standardized educa- University Faculty of Medicine

tional program for child psychiatrists. Over- 377-2 Ohnohigashi, Osakasayama, Osaka
all, further comprehensive study is called for 589-8511, Japan

to verify the multifarious aspects of off-label



