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Reference for:

Ge~0,g¥aphic'§Divisioh: North‘Anteﬁca |
Jurisdiction/Origin: Cf’nﬁnemalUS,' Native " °

The Procter and Gamble Company (P&G) plans to manufacture thts mgredxent at thelr facxhty n
Phoenix, AZ. The mgredlent is psylhum hemxcellulose that meets the specifications of the USP
Monograph Details of the mgredlent 1ts manufacture and supportxve safety and efficacy data

follow.

IL Chemlcal Identification, M&liufa{eture andPtodﬂﬁ&A@ﬂlySiS i
Chemical Name | k | -

Psylhum Hemxcellulose ;’

Nomenclature T

Throughout its development htstory, psylhum hemxcellulose has been: 1dent1ﬁed genencally as
“Fraction B”, “Fraction BC” or “Marlett” These generlc descnpttons are used in several of the
source documents that appear in this review. Inall of these mstances, ‘the genenc description

refers to the matenal we call psyllmm hemicellulose

9034-32-6

Structural Formula

Proposed Formula-“Primary Structure of arabmoxylans of 1spaghula husk and wheat bran.”
Proceedings of the Nutntton Soexety (2003), 62 217 222 '
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tions of Use, Specifications and Proposed

Mechanism of Action i

Product Form | 5 , ,
The final product is a ﬁne, odorless powder T he powdered ill bé‘ supplied as a dietary
psylhum hemxccllulose up to
'»h eapmg T EASPOON in8

'a,dootor NOTICE Mix this

supplement in the recommended dosage amount of 2.5 gra

three times a d ay The dtrecnons f or u so will. b casf ollows
ounces of water up to three tnnes daﬂy Undor 6 yrs /
- product with at l east 8 oz (a f ull glass) o f water Takmg w1thout s ufﬁment lxquld m ay cause :

- choking. Do not take if you have dxfﬁculty swallowmg

Psylhum hermccllulose is a USP matenal It is controlled lot-to-lot" by testmg accordmg to the v
USP (Phannacopelal Forum,' ; Vol 30 (l) Jan -Fob 2004) :s

Followmg oxtractlon, pasteunzatlon, neutrahzatlon, deh

, »ﬁcatlons descnbed above.

k fmé drylng, the psyllium

of water taken three t1mes per. day "hi
g/day.  The product wﬂl also’ bc,l”‘_, v
chlldren under 6 without a physxcmn s gulydance :
“Dlrectmns One. heapmg TEASPOON in 8 ounces of wter
,years Consult a doctor. NOTICE Mxx this. procluct thh

, othree tlmes ’daizly_: ’ Under 6
8 oz(a full glass) of water.

‘Takmg w1thout enough hqmd may.r ,oa’use, ohokmg {la-.no‘ ;.:take 1f you ‘have dxfﬁculty,

swallowmg

Pro osed, Mechamsm of Act:onf S

'Psylhum hemxcellulose is cons;ldered to yconfer its beneﬁcxal health effects upon laxauon, stool- :

softening, cholesterol lowenng"'” | post-p and“xal glycemxc response through its water—holdmg, '

polymer swelling, and gel—-form,‘;: i’bl fy/.'\ lt 1s proposed that the psylllurn hemlcellulose, '
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polysaccharide binds water, thu incre

k ng the stool mass, volume cﬂ'id lubnc1ty, mducmg .

hemtcellulose s cholesterol lowenng,y effect occurs because the mcreased wscosxty of the aqueous

orbed so that they are lost

is bexng used to synthesxze :

glycemxc response

V. S afety A ssessment of P roposed Use of Psyllium H emicellulose a a Dietary

use of psylhum hermcellulose as a dletary supplement :

has been used in tradltlonal :

escnptlons It has also been

= (t-:eimgredrent m Metamucll® psylhum hemxcellulose :

etamucxl® contammg psylhum, was 1ntroduced mto the ,

market in the United States over ’70 years ago and has been on the market for several decades in

‘-counter b ulk fiber 1 axatwe

: ‘doeumented by other ;scrennﬁc

ration of American Societies

| peristalsis ‘and thereby fac1htat1;
f layer at the mtestmal lumen prevents b:de acrds from being
hrough the stool Blood cholesterol is lewered because €
~ bile acids to replace those 1ost merease m vxscosxty
1ntestma1 lumen also delays absorptlon of sugars thereby a
Supplement”
As noted in the cover le‘tter,‘“f
is supported by an excellent F
psylhum hemrecllulose is an mt.
o~ Psylhum has a long hlstory of use throughout the world
tradltronal medlcme_.areas lexet;we,, emolhent demul;cent and dly
'and herbal medlcme The brand
‘Europe and C anada, and contmues to be m arketed asanover t
‘ Psylhum has an excellent safety Jecord whxeh has bee ‘
groups mcludmg the Select Comm ee,on Generally :,
the Expert Panel from the Life Sciences Research Offi
for Expenmental Blology (1993)
Psyllium husk is denved from--th
G psyllium is also known as !

- Asia, the Med1terranean reglon, and N rih

e seed of the Plantago ovata plant Bes;des Plantago ovata,
d sapgol Plantago ovatais an annual herb natwe to

: Aﬁ'rca Psylhum grows m sandy and srlty soils.

L

f_age of the stool It’s hypothemzed ‘that PSylhum SEORE

ids at the boundary of the" S



, Currently in th‘e US, ~pSY1fIiurn huskrsmost often used as

‘Sciences Research Ofﬁce of th

is an mtegral component of psyntum 'seed husk

percent of the psylhum avatlable ,;1; t b.\yorld market The US is the world‘s largest nnporter of

zpsylhum husk.

ﬁbcr laxatfiVe,,,in‘ foods or in
n (FDA) authorized the use
ntatmng psyllium husk. The

var,iou_s;ﬁber supplements. In1998,the ood andDrug Ad

of a health' claim in the 1abel’1ng of fo 'ds\_and dtetary suppl'

health clatm for Metamuc11® states that dtets low i 1n saturat«e'\ and 'oholeSterol tha‘t include 7

grams of soluble ﬁber per day from psyllmm husk as in Metar crl® rnay reduce the risk of
heart disease by lowenng cholesterol Cne adult dose of Metamucﬂ@ powder has 2. 4 grams of

thts soluble fiber.

~ Clearly, there is a 1ong«term htstory of exposure to psylhum hermceﬁulose m the form of -

a‘more concentrated form of

consumption- of psylhum-based produc s. Psyl li

the solubie hemlcellutose naturali pr ent in psylhum B ! ,;yactmproved physrcal and

chemtcal properttes refiect the lernova 1 .=the msoluble ; 1p1ds,k protems and. psylhum

seed components

Toxlcologx Studte : i el ;
The Select Comrmttee on Gencraltyf Recogmzcd as Safe Substances E(SCGGS) of the Life :
Feder tton of Amertcan Soctetxes for Expenmental Biology
of psy }seed husk, : m» as part. of Contract No. FDA 223-78-
2100 (1982). In addttron The ‘Pr ter’&,’ Gambie “Compan  has ”onducted several safety

evaluated the health aspects

assessrnent studles on psylhum ’ Alth 1ot een'pubhshed they were

conducted under GLP condtuons and arek Valuable m tio ,of p syllium safety. Thus, |

they are provrded to further support the afety of psylhum se whlch as noted above ‘
matertals are. "COMPANY

rson or company without the

CONFIDENTIAL and. are not to be relcased to any othe
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ther 0. 25% caicium or () 5%
b rals (Ca P, Mg, Fe, Cu, Mn,
Zn, Na and K) was 1nvest1gated Fecal and urmary tmne 1 Were measured at Days 30 :
and 86 and normalized for mtake Serum and bonexmmer attons were deterrmned aﬁer '

93 days. When v1ewed collecttvely,; the data 1ndlcate 'that th v __,lementatlon of dlets with

cellulose or psylh_um_ had _,po .vatdvexs:e e "ects on the rmneral excretton or status

: Effects of Ps lllum on Bioad;fm o

The cardtoexrculatory effects of psylhu t:’seed husk were evaluated by Fraschml (1978) Ma}e

Sprague—Dawley rats w1th m—dwelhng blood pressure cath .

m»thc abdommal aorta via the
femoral artery were adm1mstered Metamucﬂ® powder (56 -day) or Metamucxl® Instant
MIX (560 mg/kg/day) for 31x days /wee s

rates were unchanged due to treaMents

:for' a penod of: Arterta} pressures and cardlac :

\Re_ roduction and Terato k-enlclif"

The SCOGS. report reported that psylhum fonnulattonsf kn;-aqueous suspensmn were admxmstered

by gastric intubation at doses \

and 10 gravid New. Zealand, whi mb%tts ’on days 6 to 15 and 6 to 18 after conception:
respectlvely Dosages of the “powder” formulatxon were 0 5 and 1 0 g/kg body welght and 0.5
f ;the rats on day 20 and the
tween treated and control .

and weight of live fetuses.

g/kg body welght for the “mstant dos formuiatton Ne

rabb1ts on day 30 of gestatlon,revealed no s:gmﬁca.ntv‘;d fer

groups in the number of 1mpI"‘ ions. or rcscrptlons, :

There were no dead or underdeveloped fetuses in the treav'; " ' and no extemal mtemal or

skeletal malformatlons found m the hve fetuses Anot he of p_sylhum seed_ husk gum

(P.ovata) in rabbtts was conducted by’ Mercatelh and assoctates 78). PSyIlizum seed husk gum
~was administered by oral mtubat” ;n 200 er 400 mg/kg of body wetght/day as a mixture of of the

gum suspended in 1/3 v/v wa,

thylene glycol 400) Test compound was, admmlstered :

S o

Vg/kg body wetght to 10 gravxd Sprague—Dawley rats" ’ |



~ NDI- Psyllium Hemicellulose - November 11,

from the 6" to 18" days of gestation; o deleterious effects were reported (Mercatell et al.
1978). L s g

In addmon P&G also conducted "’thg a, two generatton reprodu" ‘ and teratology study in rats,
(Sutton, 1993; HPCR 0397) and a teratology study in rabb1ts Wood 1994 HPCR 0605) at

Hazelton Laboratones, North Amenca

In the first study, male and female| Crl CD®BR VAF/PIus rats mne weeks of age (30/sex/group)
were fed diets containing 0 (basal dtet) O supplemented w1th 5% avicel, or 1, 2.5, and 5 %
psylhum for. 10 weeks. throughout the Fo. and Fy generatlons to assess the effect of psyllium on
male and female matlng perfonnance and fertthty, on the growth and devciopment of the
offspring from two consecutive generattens, on gestation, parturition, and lactanon, and on fetal
development and teratogencsxs ‘Clinical observatlons body weights, food and water
consumption, and reproduction and htter data. were recorded for the Fo and F; generations. In
addition, cesarean section data and feta} external, so,ﬁ, ttssu_e,.;s,ttd, skeletal examinations were

done for the Fay litters.

The only psyllium-related clinicaI 'obser'Vation during the Fo and Fjvv'gencrationsr were non-formed
feces. The mean body weights for males in the Fo and F generatmns ccnsummg 5% psyllium
were generally lower than those. of the controi groups throughout prematmg Mean body weights
for the Fo and F; 5% psylhum-fed females were significantly higher than those of the control
groups on Day 21 of lactatton Wlth 2 S% dletary psyllium, the mean body weights for the males
were generally Iower than the basa] dxct controls throughout the Fl generatlon These differences

were conszdered to be related to the dtetary psylhum

In the Fo and F1 generations me‘an cumulative body‘Weighf changes for the 5% psyllium-fed
males were 51gmﬁcantly lower than those of the control groups Mean body weight gains for thek
5% psylhum-fed Fo and F; generatton females were higher than those of the control groups
durmg lactatlon The dlfferences m mean body wetght changes were conmdercd to be due to the

dietary psylyhum

31
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In the Fp and F, generatiohs, 'the {sxgmﬁcam dxfferences in food consumpnon during prematmg,

and postmating for the males, and ‘durmg prematmg for the females were sporadlc and not related

to consumption of psylhum Dunngj gestatlon, food consumpnon was generally higher for the

1%, 2.5%, and 5% psylhum—fed Fo and F females than for the control groups ‘The increase in

food consumption during gestatlon can be attnbuted to the mgestlen of psylhum

Water consumptlon was mcreased for the 2. 5% and 5% psyihum—fed F@ males compared to the
control groups. throughout prematmg S1g11ﬁcant dlfferenees m water consumption during
premating for the Fo females were sporadxc In the F; generatlen, the water consumption for the
5% psylhum-fed females was generally mcreased durmg prematmg Durmg gestation and
lactation, water consumptxon for the F() and Fl f emales was generally hlgher than that of the

control groups.-

During lactatxon for both generat:ons, _the mean water consumptlon for the 2.5% and 5%
ylhum—fed females was sxgmﬁcantly hlgher than that of the control groups ‘The increases in
water consumption for the 2 5% and 5% males and females were conmdered to be related to the

dietary psylhum

There ‘were no psylhum—related effects on repreductwe perfonnance, including matmg
performance and fertxhty There were no sxgmﬁcant dxfferences n the sperm evaluatlon
parameters. Pup weights were sx.gmﬁcantiy reduced for the 2.5% and 5% psylhum-fed groups in

both generations. There were no psylhmwrelated effects on fetal development

In the Fo and F, generatlons termmal body wexghts were sxgmﬁcantly lower in males given 5%
dietary psyllium compared with males gwen the basal d1et No toxmolegxcally important changes
in absolute organ weights, organ—to-body welght percentages or organ—to—bram welght ratios
were observed There were no psyllmm—related macroscopm or Instomorphologlc changes in the

Foor F1 generatlons

It can be concluded that when psylhum was admxmstered to Crl CD®BR rats connnuously in the
diet through two generatlons at concentratlons as h1gh as 5%, the no-observable—adverse effect

levels were 5% for matmg perfom:xanoe and femhty, 1% for offspnng growth and development

2



The second study conducted by P&i;

: con51dered to.be related to treatment
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(hased on reductions in pup we1ghtsat25% and 5%), and 5% " for*;fetalf d;evelopment and

teratogenesis.

' (Wood 1994; HPCR 0605) was a developmental faicity

study mctudmg assessmg the teratogemc‘kpotenttal of psylhu’,

,nfyfed to pregnant rabbits
before 1mplantanon and during organogenesxs Mated Hra ( Firabbrts were received on

e1ther Day 2 3, or 4 of Gestatlonjand‘rf'assiﬁgned}at ,randorn;to ve groups of 20 ammals each Four,

groups recewed a basal diet of Purt 2 C

ied Rat _ o ‘which psylhum was added
at levels of 0%, 2.5%, 5.0%, or 10% Punna Certrﬁed High i

Rabblt Dlet #5325 used as a

" second control-diet, was fed to another group Ammals recewed then' respectxve dtets on a

restricted ration basxs on the firs expt and ad lzbztum thereaﬁer through Day 29 of

Gestation. Cliriical observat1ons for }'hty/morbldlty were performed twwe daﬂy Body
weights were recorded on GestanonDays 0, 4,7, 10, 13 16, 20 24, and 29. Food and water
consumptlon were measured daﬂy begmmng on- Gestataon“ﬁ)ay 4. Cesarean sections and

necropsies were done on survi i ammals on Gestatlon Df

29, *and the fetuses were removed

for external v1scera1 and skeletal exammattons

ylhum tyere conﬁned to fecal

ﬁndmgs Ingestxon of the 10% pE umacontamlng dret resuite_ n lower mean body wetghts and

body weight gams (mcludmg bod welghts and net body wetghtvchanges corrected for uterine

weights). Mean food consum ' )] : groups that mgested the psylhum—contammg diets
tended to be lower than that of «bo k conrrol groups durmg gestanon, and were sxgmﬁcantly lower

for most intervals. Mean water. co umptlon of the group consummg 10% dtetary psylhum was

mgmﬁcantly lower than that of the ontro} groups throughout* estanon

The ﬁndlngs observed at necropsy among ammals that recel e d"the dretary psylhum were not

>e ‘ause of thelr low ] cxd

Mean corpora lutea, 1mplantatlon' snes, total resorpuons» -ar

received the test matertals were comparable to those of the controi groups There were no

related to psylhum treatment Fetal mal;ormatlons and vanatlons seen in the groups exposed to




~ general recogmuon of the safety of related food ﬁbers (gu

- All of the inform_ation: c_ij__te’d rau

NDI - Psyllitm Hernicellulose - November 11, 2005

psyllium throughout gestation were cither Euw\'in;iuqideuce or were comparable with the findings

seen in the control ; groups. &

It can be concluded from thls study that the no-observable-adverse'effect level for developmental

toxicity is 10.0% based on the lack of adverse f etal ﬁndi

However, mgestmn of psyllium
'resulted in lower maternal body welghts Iower body welgh gai andxwater consumption at the
10.0% level,,,,and abnopnal fecal ﬁndmgs and lower food eonsumptmn at an dietary. levels of

psyllium tested.

Pl'ogram in 1982 on related'G AS - ,’ e

gum arable) When companng psyl‘lum to related GRAS f s, mnlar physi'omgieal“eetions* are

seen (e. g guar and cholesterol 1ow ~”~1"aiiiat:ion,modull glucose absorption). There is

also has general recogmtlon of safe ty bythe ;medica‘lkattd;}s

CompariSOns between psylhum and guar in the P&G 91~day study referenced above

weight increases, food and Water‘(to

demonstrated similar physio "ts, (GI morphology by hf-:__t mleroscopy, intestinal

ion, body welght gain, etc.). Psylhum and guar aIso-

sed on results from a P&G 28 day morphometncs study.

produced similar mtestmal effeets :

The s1x-month dog. study 1dent1ﬁed in the SCOGS report above, as weli as the 25-week rat study,

fand the P&G 91 day subchromc toxmxty study all lndlcate ne mgmﬁcant tox1c1ty or lesmns seen.

Finally, the :hjsto,r}yjof extensiyg ; anexpesure *‘th*~}1$¥11*‘: G ‘tammg drugs (over 70 years of

use iﬁ the U.S.) and r‘nOnitoring of drug adverse reactions {‘h{ s a ed no unforeseeable chrome

toxxclty or carcmogemcxty concerr s, S

‘,c;provzdes support for the safety of psylhum hermcellulose as

an integral vcomponent.of,psylfg. SRS i
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Summa of Ammal T oxxcolo

Since psyllium. hemxcellulose com

reasonable expectanon of a good margx ) ,‘of‘ ysafety The lack of any toxwologzcal ﬁndmgs from

any study on psylhum husk and by extensxon, its. major co,_ 1

eoded;u:\se.’ P. sylhum huu,sk is
s/kg of body weight. There
gystudy in'rats or rabbits given

suppomve 0 f a reasonable e xpectauon oi s afety from 1ts

pract1cally non—toxxc in acute an mal studies at a dose up

were no maternal embryotox1c or teratogemc‘ effects m ate

up to SOO mg/kg psylhum over ‘most. o the gestanonal_ 1 d( In severfal early subchronic

feeding studies in rats and m ﬂa ite number of dogs, psylh | _sﬁk did not produce any

- adverse tox1colo.g-1;cal.. effects. These S ciearly eonstxtute a sufﬁment database to evaluatev ;

the potential toxicity of psylhum; . generally and as present m psylhum husk

V1. Efficacy Studies in Animal Models

~ The detatls of the efﬁcacy data an |
’conducted by The Procter & Gamol
These are provxded as comparauve
materials are COMPANY CONFI ‘j TIAL ;
person or company without the written. permlssxon of Th =

deal with propnetary technology that IS GOnﬁdentlaI and is not related to safety Their

presentation here is to pro_yxd
~ hemicellulose in stool SOﬁe O ;and cholesterol 1owermg n expenmental ammal :
models The efﬁcacy data support the fact that psylhum hemlcellulose 15 the actxve component

of psylhum seed husk See summ‘mzed data m appendlx A

VIL Human Studles

'Psylhum has been extenswely studxed as a ‘“noﬁosySte‘f H

cholesterol lowering agent, in the

treatment of constlpatlon, fec mcontmence, hemorrhox cer&tiVe coli’tis in 'appeftite ;

suppressmn, as an antldlarrheal agent and in Type 2 :D'f ‘
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Information

was tested in over 2400 subjects during t _"fsztlme penod

' All research was camed out m the I ited

Studyname e Respondents

EASI Employees

EAS2.

EAS3  Employess
EAS4 = Employees o

EASS ‘Employees

EAS6  Employees

EAS7

product is coded w1th the name Marlet e

- respondent

00
100~

00

Mariett Usage

lium Hemicellulose and Related ,s,afe_ty. :

'1 fall smgle dose*
o voncc daxly for 3

' days i

: l full smgle dose

once daﬂy for 3

: : days :
' No Marlett -Control

full single dose

oncedaily for3
;i,da‘ys:; b |
. 15 ﬁﬂ! doses (1a day ,
e for 5 days)
i l -mu §1ngle dose

 once daily for 3

| fdéys.

No Marlett -Control
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EAS8 ‘ Employezs . ‘;91'2\‘0 i3 1/3?"0'f éfsi!}gl’e dose

= SR ; P R N ST = "jforSdays) |
 Upto3x daxly

ConceptFit  Consumers 20
~ (Baltimore) e o Sagc forupto 14 .
lh"l_"puch‘ T Cons;ux”ﬁe"rks{ 1 f‘t' 40 : ,,Up to 3 xdaxly
A

ol usage farupto 14

b s patiele
(multi site US) ' Sy CLRE

In Téxi‘ch Phde{nix e

ey
up o 14 days

Single Product Conswhers 650

_ -Bases R Consumers k   ,380;3 g Up tondaxly for
. S /uptol4daYS '

*Full smgle dose = 2 S g/psylhum hemmcllulose (Marlett) Giw ’ s
**QOne transient and_non-senogs event was expenenced m " -Touch" study, a female
experienced itchi_ng_ of her skin : "
‘unexpected or serious even |

exposures. -

ve DrugProductsfor Ov.,er-
0, #10, Jan. 15, 1985; FR 51, #190,
, Oct 1, 1986) The recormnend orali_,kesage for adults and children 12 years of age and over is

Psylhum hemxcellulose is an apprc;)ved a' tive mgre

the-Counter Human Use TentatlvcyiF {al Monograp (FR

up to 30 grams dally in d1v1ded doses ; e For chxldren 6 years of age to

“-to 3 75 grams per: dose Based

under 12 ‘dosage 1s up to 15 grams daxiy in dxv1ded doses of
~onthe fact that p sylhum hemix -ellulc VS[,hStﬁd as an FDA approved active mgredlent inthe
laxative tentative ﬁnal ano ;-aph _gency agrees that this mgredlent 1s safe for oral

ingestion in OTC drug us:f:, -




5. 3 grams per eatmg occasmn, for I-, :ﬁf
year-old males. For the 90‘ percenh e ¢

per eating Qccasmn for 1 to 2- year-

‘to 18 year-old males

Fu‘rther, on the basi‘s’ of usﬁa‘l-{

ralsed no safety concerns. b y th h
would not increase appre(:labl, ; ’
products centammg psylhum yseedfr % t syl :
level would equate to consumptxon of 18 7 5 grams ef psy._k m hef TiCE liiilese from the ps’yllijim

seed husk.

,Slde Effects/Toxncl'g 5

No adverse effects of chmcal f'gplﬁcance ﬁ'om consummg psylhum seed ‘or husk have been

: ,1tam1n or mineral content in ‘
000) of 93 healthy mdmduals ‘

ges i n s ome m easurements of

,reported in clinical studxes There were a}so ne changes rerte\d

any of the studles referenced abov A ,5; week study by’Ohv'

‘did find there were some smal buts taustlcaiiy sxgmﬁc" tc

'mmeral and vxtamm levels andfm seme hematolegl an | exmeal parameters None of

these were of chmcal s:gmﬁcance w1th, he possable excepuen
Biz levels As noted by the Expert FASEB; Panei m 1993

m or mmeral absorptxon or metabehsm from a long

gmﬂcant changes in vitamin

: 'di'e'no anecdotal or clinical

o observations of possible- effet‘ o1

history of use of psyllmm»—co nt
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'{laphylams, chokmg due to esophageal blockage from' ‘

granular forms, and asthma havej en reported m the hterature related to psylhum o) cautlon

must be exercised in allergy‘prone

uals and those w1th ”fﬁculty swallowmg The

;majortty of the allergtc responses we,re due to occupaﬁonal 'xp and contmuous ‘handling.

Khalili et ral:.-,,._(2()03) ~prov1d,e_a recont case report and rewew ) f otfature._

IX. Clalms :
A product (Marlett) contammg ps

umhemlcellulose will e:f_; arketed as a ﬁber supplement

utilizing wording such_ as “an eqs y way to mcrease youf datly ﬁber ” It 1s the intent of The

Procter & Gamble Company product with clatms mchcatmg that it promotes |

regularity and éctive G'kaut\l‘ct(io .
psyllium husk. Other bulk-fof ing
carboancthylcellulose, karaya, m 1 ) ract, pols

fibers have laxative effects becausel 1di

P : pnmanly thmugh mechamcal effer ,

rotic ;:to prevent consnpatlon a.nd
its potenttal _comphoattons. Stratn. n may lead to dtvemcular :
disease and hemor:r,hoids“.?Théto 1s ] v kreasmg evxdenc _that a diet htgh m fiber and low in fat
may help in the preveption,\-rtiétt go ea:tment of certam condtttons It is also well known

- that Americans ~consume only

hem"icellulosel ’,c'ontains*a«high?love‘fi f soluble ﬁber that 1s' afe and»»-can assxst in provxdmg and

maintainihgzr;ormal bowel functxon o

X. Safety Assessment Summary

The safety of psylhum hermcellulose has been well estabhshed afatﬂy ;comp’r’;ehensive; set of -

animal studles (Appendlx A) m addttlon to the large da.tab/‘é voijaféty *studies on psyllium
dlscussed previously. No. ev1dence for ,acute toxwlty or a_ erse ,Ezvvﬁfects were found, and in
subchromc feedmg studles in rats?and dogs, doses exceedmg 500 m '}g body ‘weight/day of

psyllium husk of whtch .75_%, 1S psy

1 he mtcellulose have not resulted in t,ox1cologma1 effects.
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with any treatment related developmc

A hlstory of use. that spans more tha;n 70 years for psylhum seed husk as wcll as many chmcal ,

from either manufactunng or bulk:i i

this issue: “Thls product rnay cause

- Since psylhum hemwellulose compnses’ "5% of psylhum |
psylhum seed husk prowdes the equlvalent of 7 88 gram 1um hemxcellulose or 131
etyfi_ data revxewed in this
Iose at 2.5-7.5 gra:ms/day

(125 mg/kg/day) poscs 1o safety ccncems; The OTC }axatxve monograph supports dosmg of 30

grams per day. e _ .;

‘in the future The US FDA ( 1998)
; 'health claim for soluble ﬁber from k : m- \ i v ,
disease. The Expert Panel of the Llfe;k “ ‘nces Research Ofﬁce (1993) also evaluated the safety
of using psyllium seed husk >0 y edxent and concluded that 1t 18 safe for the mtended

uses. This Expert Panel stated sthat-xth.

s ~no'ev1dence in thc avallable mformatxon on psylhum




husk that demon'strateS’ or. suggeétsf

-NDI‘-Pskyiliméﬁfﬁenﬁéél‘lukise - Novembern gL

is used ina number of food categ ries
consumpnon of as much as 25 gramss/day of psyllxum seed h

“component of psylhum seed husk (7!

suppo_rjtiv?é of the same safety conclu

the levels proposed.

%), we conclude tha

sion for psyllium hem

grounds to ‘uspect a hazard to the pubhc when it

at ‘;1eVels f ,:addmon that wauld result in totalr '

' extensxon, as the mtegral )
gnc.e ;mt;ed above is clearly

g ;jzgs‘;f:fa dxetary fs_upplemem at
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