


: ,Tle Procter & Glmble Company:
: Mason Business Center -

Masan, QH 45040-9462

: svooMasonMomsomrym;F S

B wwwpg.com e

 November 11, 2005 ‘

Ofﬁce of Numﬁ@nal Products Labelmg and D etary Supplements
: ood Safety and Nufrition o _
FoodandDru Administration 'f'*l“ BT N e
15100Pa1ntBranchParkway : Pl g : E P e
College Park, MD 20740—3835

. Re: New Dietary Ingredlent(NDI)N sylhumHemxceliuiose

Dear Sir/Madam: , ‘
‘ ;In accordance. w1th21 CFR § 190 6 7The P» ter ',k~';Gambie ~ omp ”ls,herebynoufymg the f 5
Food and Drug Administration (FDA) of its | ent to - ATy

hemicellulose. Psylhum hexmcellulos
whxch is cm'mnﬂy mrketcd under the an

kpowder in 8 ounces of water
of ,psylhum ‘hemicellulose of
d for use by cmldren under 6

The recommended daily intake will be

to be taken up to three times per da
7.5g/day. The product v will be labelec}
unless pmv:ded under 2 physman s gmdance

: : ents on thﬁ premrket notlﬁcatlon
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the subject dietary mgredlent W
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wh
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Psylhum henncellulose is listed as an appmved acnve mgrcdi Laxanve Drug Products for Over- :
the-Counter Human Use Tentative Final Monograph (FR . 5, 1985; FR 51, #190, Oct. 1,
1986) at an oral dosage. up to 30 gram daﬂ n div ams per dose for adults and
children 12 years of age and over. | i 5 grams daﬂy in d1v1ded :
doses of 2.5 to 3. 75 grams per. dose
OTC drugs that do not have USP. (
~ final monographs. Consequently, P st
was reviewed and' pubhshed in fina forr
Monograph. - ‘ 8
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Based on the fact that psylhum. hemicellulose is an EDA approved active mgredlcnt for OTC laxative
drugs at doses of Up to 30 grams daily G is aware that the agency considers this ingredient

-~ safe for oral ingestion. Additionally, psy ' c

component (75%) of psyllium husk as a’
psyllium hemlcellulose ‘has not been se
‘supplement in the US before 1994 P&G, i
of this mgredlent. o

1y years However, since
tely marketed one salubie fiber dietary
mng thlS NDI to support I tm'e dletary supplement use

We beheve that this document prowdes
as a dietary (ﬁber) supplement mgredlent
75 days from acceptance of this notificatio
this notification, please contact Dr. Nadia St. 51
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; aﬁer a pemd of at least
' y questions. regardmg :
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