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)l F5C Activities in 2006

() "Food for Specified Health Uses" containing soy isoflavone

In January and May 2004, MHLW issued a request for the assessment of three "Foods for Spacified
Health Uses (FEHUs)" which had soy iscflavona as their ingrediert exhibiting health functions (tha
componant that affects the physiological function of the body).

Aftar two yaars of prudant discussion, taking into account the amount of isoflavona from foods darivad
from soy boans that is taken by Japanase in their regular diet, in May 2006, notification based on the
results of the assessment of the three FSHUs was issued fo the MHLW: *The safe limit of daily
supplmantary intaka™ of soy isoflavona (as aglyconas) via the F3HUs is 30mg per adult parson®, and
"Pragnant women, fetuses, infants and young children are not recommended to ingast supplemantary
soy isoflavone over regular diet, because of the lack of scienfific data for the risk assassment of thosa
subjects”. Along with tha notification, the Commission emphasized the soy itself is a nuiritious food rich in
protein and calcium of plant origin, and that, comparad to the Westem dist pattem fch in animal protein
and daily products, the fraditional Japanase diet pattern rich in soy protein is relatively low in fat and
calorias, and hanca considarad haalthy in some aspacts,

In responss to the nofification, MHLW has prepared guidelines and has been providing guidance to
haalth food businasses on the managemant of tha soy isoflavona FSHLUs.

"4 Daily supplementary intake: This is the amount of soy isoflavene aglycone consumed via “Food for
Specified Health Uses” in addition to that consumed as part of a regular dist

s Soy iscflavene aglycone: Mormally, in foeod, the soy iscflavone meleculs is bound to a sugar maleculs
(glycosylatad form) In the body, the sugar is removed from the soy isoflavens (aglycone form) mainly by
the enzyme activities of bacteria in the intestine, and the aglycons is absorbed from the intestinal tract
into the blood stream.

() Coenzyme Q10

In August 2005, MHLW requestad tha assessmeant of the "so-called functional food™= Coanzyme G0

Az a result of the discussion at F3C, since there was insufficiant information on tests ralating to tha
long-term intake and on the effects on the endogenous metabolic systems, it was concluded that it would
ba difficult to establizh the safe upper intake level of Coanzyma G110 based om tha information submittad.
Motification was izsued to MHLW in August 2006, FEC also indicated to the Ministry that ®it shoukd
provide thorough guidance to business oparators so that they should: take responsibility for confirming
tha safaty of the long-tarm intake on the basis of dosage; provide information=on ingestion precautions;
and collect caza examples of health hazards™

In response to thase assessment results, MHLW broadly publicized the-assessment results of FSC 1o
local govemments and relevant organizations, and provided its own guidange to businass operators,

' So-called functional foods: Of foods sold and used as that contributing to the maintenance and
promotion of health, this refers to foods other than “foods with health
claims" (being foods that contribute to the replenishment of nutrients or to
apecific applications, and which are divided imto “foods with nutriemnt
function claims” and “foods for specified health uses"), which is regulated
by the government





