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NIRS under validation:
Advanced Medical Technology Programme
in Japan

Astheinterviewee for the feature news about
near-infrared spectroscopy (NIRS) application
in psychiatry (Nature 469, 148-149; 2011), |
provide additional information on the Japan’s
Advanced Medical Technology (AMT)
Programme for precise understanding of its
editorial (Nature 469, 132; 2011).

AMT is regarded as an intermediate stage
between medical research and clinical

application stages. Ministry of Health, Labour



and Welfare defines AMT as the technology
that needs evaluation for clinical usefulness, i.e.,
‘whether the technique is ready for the clinics’.
NIRS has been exclusively approved as an aid
for differential diagnosis of depressive state
presumed to result from mood disorders and
schizophrenia. At the end of 2010, only 9
hospitals, chiefly university hospitals, met the
AMT requirements stipulated by the Ministry.
Patients should give their written informed
consents after gaining a complete
understanding of the AMT, and their costs are
not covered under health insurance. Hence, the
AMT represents the technologies that are under

validation.

All these characteristics are quite similar to
those of clinical trials of new drugs (Phase
1I/1I). After validation, only those yielding
successful results in many patients will be
introduced in clinical practice and be covered
by health insurance. In the sentence ‘Japan’s
advanced medical technologies programme is
blurring the line between protocols that have
been properly validated and those that have not’
(editorial), ‘is blurring’ should be revised as

‘situated on’.

We are now submitting a manuscript of a
multisite validation study with data of more
than 500 patients and 1000 controls, and have
also started its replication study by using data
obtained from the AMT Programme. Although
NIRS have several limitations compared with
other functional neuroimaging techniques such
as fMRI, NIRS application is useful in the field
of psychiatry owing to its strength of
monitoring brain function in rather natural

settings (real-world neuroimaging).

NIRS

Nature

Nature 469

2011 1 13

Nature
Editorial

Feature News
469, 148-149; 2011
Nature 469, 132; 2011

Nature

to offer better

care to people with mental-health problems is a
noble motive

their attempts to use

it seem sincere, and not motivated by profit

they are

following Japan s advanced medical
technology protocol properly and offering, in
good faith, a diagnostic test that they believe

works

The tests have not
been reproduced in various clinical settings as
one might hope
There is ... much less clear consensus on how

to apply them to mental health

needs to have science alongside desire at

its heart
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in the absence of clear-cut
biological markers for such disorders, doctors

depend on subjective examination

NIRS

2010 easy, quick and, perhaps combined with
9 other diagnostic techniques, could be a
Nature powerful tool, if the right validation studies are
done
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