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5 The present invention relates to infant fornul a
conpositions conprising isolated soy protein and

nmet hods of feeding infants with such a fornul a.
Background of Invention 10 Soy-based infant formulas
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source (see, eg, "Nutrition of Normal Infants,"” edited
by Fonon, p. 428, 1993). ISP is defined as t he nmaj or
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Genfeutmalyualltxsw soyreathinfans formalesprediints. 00% protei n on a
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the cr eans
flour led to excessive intestinal gas. In 1965, the first infant formula based on soy

protein isolate, more accurately described as isolated soy protein, was introduced in
the United States. Current soy-based infant formula products contain isolated soy
protein (“ISP”) supplemented with the essential amino acid L-methionine as the
protein source (see, eg, “Nutrition of Normal Infants,” edited by Fomon, p. 428,
1993).

ISP is defined as the major proteinaceous fraction of soybean prepared from
high quality, sound, cleaned, dehulled soybeans by removing a preponderance of
the non-protein components. Generally, ISP contains not less than 90% protein on a
moisture-free and ash-free basis, (Wilcke et al., eds., "Soy Protein and Human
Nutrition”, New York, NY: Academic Press Inc., pages 19-51, 1979). Harvested
soybeans are processed to remove the hull. The oil in the crushed beans is then

removed by solvent extraction to produce defatted flakes. Soy protein isolate is



renoved by sol vent extraction to produce defatted
flakes. Soy protein isolate is WO 2004/ 026046
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in a slightly al kaline solution, separated fromthe
i nsol ubl e pol ysacchari des and crude fiber by
centrifugation, and then precipitated by
acidification to approximately pH 4.5 to effect
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Im na
percentage of absorptlon of zmc from breast milk (41%). As a consequence, ISP-

based infant formulas are fortified at a higher level of zinc than are milk-based infant
formulas. Therefore, it is postulated that a reduction in the phytate content will

increase the bioavailability of minerals in an infant formula.

Consequently, a variety of methods for reducing or eliminating phytate from
soy flour and ISP have been developed. For example, Ford et al. J. Am. Oil
Chemists Soc., 55:371-374, (1978) disclose a process of adjusting the pH and

calcium concentration during precipitation of the protein from full-fat soy flour to




soy flour and | SP have been devel oped. For exanple,
Ford et al. J. Am Ol Chem sts Soc., 55:371-374,

W@ 1®48)60d6 scl ose a process of adjusting the pHENTUS2003/028984
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cal cium concentration during precipitation of the

protein fromfull-fat soy flour to -2 W) 2004/ 026046

PCT/ US2003/ 028984 elimnate up to 90% of the phytate.

U S. Patent No. 6,284,502 discloses a process for
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el imnating the P ytate in soy pro el ns ar

t REYRINS Riey H”@H’”lt‘h hore skifled intieeaiéf f i cacy of i nf ant

fornmulas conmprising ISP with reduced phytate content

has been studied in primate infants. For exanpl e,

Lonner dB¢ eficagy of IAf?@Eforglulagqompnsm]g ISR with, reduced phytate content

1ﬂ9§ ,b@(% %)ud{’e(@pm‘]&ﬁnéie Sﬁflalﬁ’t%e Fbh @f(arh;fﬂe aD& h?a? lé? agDAtﬁgryl‘?l Clin.

fant for la made W't

gfl‘éléit 3099 6RE): é%%%filsélﬁs%tﬁwt mf@ﬁlrh$9¢k§ﬁv¢r}keV%We§lran infant formula
ph@ﬂﬁ%lﬂﬂﬁﬂ@%—dh@bé@é $sp 2 Qr@ét@F‘tZI é:\}l%%)’pﬁlgﬁ da3|ﬁﬁﬂégrf[w lower

SP-formul a. However, they  observe ere

t H@SWéF@HPeFdﬁquﬁ hentinfant meakeys feshi esaiardaPtforauia. thawever, they

f epgBIaES no ZiTerENceP ORI el g8nSer e PRIt | |ﬁcl)r{k)éys fed these two
hdolyzedt0|rrprove|ts utility for patients th

HI8& sed nutritional status. An increase in the
degree of hydrolysis of the soy protein makes the soy

protein nore easily digestible. A variety of nethods
have Eeﬁﬁf%@OQPB@é@ heoPFyialbyonydrayzegyto dinprowe ifs Uity for patients
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di scl oses a mst hod for treating isolate s
\Ms%prﬁfedﬁ g@keﬁ {hg soy protein more easily digestible. A vanety of methods have

been developed to hydrolyze soy protein. See, for example, U.S. Patent No.
3,970,520 which discloses a method for treating isolate soy protein with proteolytic
enzyme preparations to form soluble protein hydrolysates with molecular weights of
200 to 900 Daltons.

U.S. Patent No. 4,100,024 discloses a method for producing soy hydrolysates
with a reported degree of hydrolysis of 8% to 15%.

U.S. Patent No. 4,443,540 discloses a method for preparing soluble, low
molecular weight protein hydrolysates from soy protein isolate, by treating the protein



enzyme preparations to formsoluble protein
hydr ol ysates with nol ecul ar weights of 200 to 900

wadoon®46 U. S. Patent No. 4, 100, 024 di scl oses pCTES10031028984
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for producing soy hydrolysates 30 with a reported

degree of hydrolysis of 8%to 15% U.S. Patent No.
4,443,540 di scl oses a nethod for preparing sol uble,
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iR Bt A8, () i SRR AT o eSSy 2 Flpdson of
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(ejér%!eyo %% 0 SIShC?f pr‘?&lfcg%mercial ISP used to make liquid ISP-based

infant formulas is about 2%.

Soy-based infant formulas made with partially hydrolyzed ISP have been fed
to full-term infants to identify if the formulas are superior to a standard ISP-based
infant formula with respect to growth and development. Janas et al. "Tolerance of
Soy Formulas With Reduced Phytate/Phytoestrogens Fed To Healthy, Term Infants”,
Poster presented at the Second International Symposium On The Role of Soy In
Preventing and Treating Chronic Disease, Brussels, Belgium, September 1996
describe an infant feeding study in which term human infants were fed a standard
ISP-based infant formula or an infant formula based on partially hydrolyzed ISP for

two weeks. The mean weight gains for both formula groups were similar over the



to full-terminfants to identify if the fornulas are
superior to a standard | SP-based infant fornula wth

WO e@podio4¢ o growt h and devel opnent. Janas et aPCT/US2003/028984
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"Tol erance of Soy Formulas Wth Reduced

Phyt at e/ Phyt oest rogens Fed To Heal thy, Term I nfants",
Poster presented at the Second I nternational Synposium
On The Role of Soy In 30 Preventing and Treating
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t he wei ght gai ned by ; Yeni®las et al .
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1 hettiiods afoe fexalitigeintants caPrising pemldlstermg the present famaula to said
(b)_the isolated soy protein has a degree of

‘'ysis between 5 and 20% The present invention is
further directed to nethods for feedi ng infants

conpri sing adm ni [ Ia to said
infants. 15 Det ai dilegoes cp. iBh O v fention The
present invention is further directed to a nutritional
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N e o e Pt
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hé 1ho
hexaiphlostib decinositol kenapbdsphbte damtenh bbthe Fonniuteer nor e, t he
nutritional formula of the present invention contains
i sol at ed
Furthermore, the nutritional formula of the present invention contains isolated

soy protein that is partially hydrolyzed. Preferably, the present infant formula
contains isolated soy protein having a degree of hydrolysis between about 5 to about
20%, preferably between about 5 to about 19%, more preferably about 5 to about
15% and most preferably between about 5 to about 10%.

Isolated soy protein or “ISP,” refers to a composition which contains, on a
moisture-free and ash-free weight basis, at least 90% soy protein as measured using
the Microkjeldahl method for determining nitrogen (AOAC (1975) "Official Methods of
Analysis”, Section 47.021 Association of Official Analytical Chemists, Washington
DC). The protein content is calculated from the nitrogen content using the conversion
factor of 6.25.



soy protein that is partially hydrolyzed. Preferably,
the present infant fornula 25 contains isolated soy
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to about 20% preferably between about 5 to about 19%

nore preferably about 5 to about 15% and nost

preferably between about 5 to about 10% 1|sol ated soy

protein or "ISP," refers to a conmposition which

contains, on a 30 noisture-free and ash-free wei ght

basi s, LUy

Vi or of Bpis) ABRApBEHcRS YorRlnBh G oS R 186 s e yabitpnate

( Qﬁél&_)f mq)}ﬁtbl Gisal kriviemnhesdshybé acidhn aTIye;qlséfntltl&ot thephdshhagsl esters
[ [ a c , .

VREREREN SRS eaed) sy 0Ty WS Flen FBUF serorpag i L Food

f Boaneeh e 5hi3):p446H0 c(jlr%éht Tosi HELChenatiwd ergbles  sépartiion  and

héua%lﬁc\%Ve ho%tte\e{'mér‘?a%%(/ cﬁ%r@gsilglr g \%g %?é?egﬁégﬁ'ﬁgg ?el’l’ﬁagh%zlé{e?linositol

hewamfmphm?eeareisnﬁeﬂtabﬁwempmsphﬂte (i lfemisk TtvarHRISC phethéd: can be

aﬁ%és?i) Eo %&Sm%énﬁc#sﬁtble@ro%{)hétgjﬁr I d?@?&%ﬁu&%&ﬁeﬁe n%ﬁ)&atg has been

desropletedyori mrﬂhlly ﬁwdrdlyze’d Sceithec epn-Baztyd)atis4r 5504t IBHNSs.

The HPLC net hod enabl es separation and quantitative
determ nation of inositol triphosphate, inositol

t et r aphios gegree of hydrelysiel(conpaoninekrepset as ‘EpldHT) mefers tol the ratio
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whegieallyhipt ‘@Bepr‘nm lsbain. Quentﬂla‘meetiytetmmpm pfalthey cleaved peptide
1&5“';1%'63 an e :ptrE&gloﬂ%@Trﬁﬂ?oz)gﬁ{én%s@fonﬁ:n ﬁtekgnéﬂae?%erred to

rolysis (‘comon
e®HNBS, éWéh primaryt drvineats produde a nbrwnqpbere tbat ghspthisdight at 420

bﬂﬁdgr h‘éllrlﬁ@rx(sﬁ‘tﬂ &f%ofo?%eb&&@éd ﬁ%ﬁ%ﬁﬂ&%ﬁ@ﬁ@&%?@?ﬂqg%?oportional to

orlglnal protelin c
dﬁteewmbeatdf @mlmﬁ tetrmE\abQ@ap%drepéqgit bhylthe Hydradgsiscaipaptipé dgnds in

t . | ' id, -
IR BRF 198 0pL b S OBRAEERL Ml T i o colcited
amn r&eﬁleptﬁtlpﬁlo@lmframcﬂhecﬂfdphmcéi comaposifionoetbsaid ipghieinathe total
*BmodBr ol EBfid BUrRESH fop 8“888%[9#’50&@’6' oped in the

reaction 1s pro tion t he nunber of
am no term nal groups created by the hydrolysis of

pept i dqa% rE%@rHa belddfeu é&g@hov@e total nunber of
on

pepti de gi na Int rotein is cal cul at ed
%DH = (Peptlde Bonds Cleaved)/(TotaI Peptide Bonds) x 100,

and practically as follows:
%DH = [(S — B)/885] x 100,
where “S” equals the number of moles of primary amine detected with TNBS in 100

kg of hydrolyzed ISP and “B” equals the number of moles of primary amine detected
with TNBS in 100 kg of unhydrolyzed ISP, both “S” and “B” being expressed on a
100% protein basis calculated using the conversion factor of 6.25. If the value “B” is
not analytically determined, a value of 24 can be used as the average number of

moles of primary amine in 100 kg of unhydrolyzed ISP.



on a theoretical basis fromthe am no acid conposition
of said protein. The total 20 nunber of peptide bonds

WO poo8B0e 885 per 100 kg. The %OH may be cal cCRAHUSZH03628984
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follows: %H = (Peptide Bonds C eaved)/(Total Peptide
Bonds) x 100, and practically as follows: 25 %H =

[(S - B)/885] x 100, where "S" equal s the nunber of

nol es of primary am ne detected with TNBS in 100 kg
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Stod4da24, toddohnafeht  For mul a, CODEX STAN 72-1981

(anmended 1983, 1985, 1987), which is hereby
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of a nutritional fornula

The nutritional formulas useful in this method preferably comprise isolated
soy protein having a phytate content of about 75 mg per liter or less and more
preferably about 60 mg per liter or less

Furthermore, the nutritional formula useful in the present method preferably
contains isolated soy protein having a degree of hydrolysis between about 5 to about
19%, more preferably about 5 to about 15% and most preferably about 5 to about
10%.



conprising isolated soy protein wherein: (a) the
i sol ated soy protein has a phytate content of about

wao@4mepoper liter or less; and 20 (b) the i soPEL/Es2088/§28984

10

15

20

25

protein has a degree of hydrol ysis between about 5 and
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| protgiig/t at € experi nental isolated soy protein
hydrol yzed to a DH of 6.3. A control fornula,
desi gnated as Sanple 1(b) 5 was an isol ated soy
prlotein with no nodificatilon of pr Late cont ent a]reg) a
DH of less than 5% Tableg 1 dE‘SC(I es the
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Example 2

An experimental infant formula was formulated with the isolated soy protein
Sample 1(a) which contained 60 mg of IP6 per liter when reconstituted for
consumption. A control infant formula was formulated with the isolated soy protein
Sample 1(b) which contained 300 mg of IP6 per liter when reconstituted for
consumption. Both infant formulas were supplemented with the L form of the
essential amino acid methionine, as known to those skilled in the art. Both infant
formulas contained the same fat blend of randomized palm olein, high oleic safflower
oil, coconut oil and soybean oil, said fat blend providing 5.8 grams of linoleic acid per
liter of reconstituted formula. Both infant formulas contained maltodextrin as the sole

added carbohydrate source.

The control and experimental infant formulas were supplied in powder form
which provided 670 kcal (2084 kJ) and the following nutrients per liter, when

reconstituted according to label directions.
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for consunption. Both infant fornulas were

suppl enented with the L formof the essential amno
acid nethionine, as known to those skilled in the art.
Both infant fornulas contained the sanme fat bl end of
random zed pal molein, high oleic saffl owBormuta |, Formula
coconut oil and soybean oil, said fat bl egda)provi di {ig))

5.8 grange@f T1Nnoleic acid per g0 Titer ofig 18
reconstjtuted formula. Both infant formnul contain
mal tod%i‘wqff‘f”%gp@ne sol e added™ar bohydr§$e sour ce.&sjo
The comgrol and experinmental ingant fornuggs were 36
supplied in powder fqorm. which provided 6 kcal (2084
kJ) an&eflr@y%’fq ”ﬁgeﬂ]ﬂﬂ)ri entsBper Iiterggv\hen 2589
r econshjithuiired accordi ng to | abelydirecti opsgg -8 WO 2500
2004/ 0%/6046 PCT/ US2003/ 028984 rmul a Forpul a (1(2\%‘,)5
(1(b)) VBR®¥EPn g 18 18 Phytic #¢id (1P6)4my 60 300
Fat g adnh €ar bohydrate (naltogdextrin) 9169 69 11
Vitamin A LU 2500 2500 Vitamn D U 425 5 \ﬁtam’g
E 1U 1Y@7IM8 Vitanmin K ncg 100M80  Vitat?h B1 100

(thi amvigamirel1 #RRMIAHO00 Vit ani mdg2 (ri bofibevi n) nmcgooo

Vi t am Y187 68 [ReBRGRal b r) meBeR. 0 9. 0 180 aci n 4499

6000 6QG@mITBé (Fridsisk)ntg 80 80mcg 600 600
Vitamin B12 (cyanocobalamin) mcg 20 2.0
Niacin mcg 6000 6000
Folic Acid mcg 80 80
Pantothenic Acid mcg 3000 3000
Biotin mcg 35 35
Vitamin C (ascorbic acid) mg 90 90
Choline mg 85 85
Inositol mg 100 100
Taurine mg 40 40
L-carnitine mg 10 10
Calcium mg 670 670
Phosphorus mg 500 500
Magnesium mg 67 67
Iron mg 8.0 8.0
Zinc mg 6.0 6.0
Manganese mcg 200 200
Copper mcg 500 500
lodine mcg 150 150
Sodium mg 190 190
Potassium mg 720 720
Chloride mg 433 433
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10 10 Calciumng 670 670 25 Phosphorus ng 500 500
Magnesiumng 67 67 Iron ng 8.0 8.0 Zinc ng 6.0 6.0
Manganese ncg 200 200 30 Copper ntg 500 500 I odine
ncg 150 150 Sodium ng 190 190 Potassiumng 720 720
Chloride ng 433 433 -9 WD 2004/ 026046
Pl%;(% UjggOS/ 028984 Exanple 3 The nutritional adequacy

TR xperinmental forrmula (1a) was eval uated by
assessTmgngfrittontzh adequaey of He enpesmahtal farmvla (éa)swesleyaluated by

ags%ggﬁgé&rmt% Hl%bo%yﬁ-ﬁ‘r{e%l ?rac@f Eé}ﬁec’nt 9:19 ngfaﬁgsln term

engt h, ead ci rcu ere
Mnfesitsal Grawth indivee vedre rtmdy \selgmtu@odmergaum hsad cnrcumference

S .0 [ , ' .
OB e erigl B2\ g bl R i i
a(2=s phagmdsiuny (Mg)dphiasbborans 6P )ofins {4rgyarfdoroppera Cmer e
assessed on a 10 conti nuous basis. Serum nmar kers of

protein status - albumn (A b), blood urea nitrogen
( BUN) , Tlenchccegalilitni arel (deeace of side fowadarwereatssdseed on a

bS&%ﬁHUbJLQ bgglg. géruﬂh narkers of protein status - albumin (Alb), blood urea
nitrogen (BUN), and creatinine (Creat) — were measured at the beginning and at the

end of the 12-week feeding period.

Healthy, term infants were randomized in a double-blind manner to receive
either the experimental formula (1a) or the control formula (1b). At enroliment, infants
were between 5 and 42 days of age. Their weights and lengths were between the
tenth and ninetieth percentiles for age. Infants had to be exclusively formula fed, and
able to tolerate soy-based infant formula for five or more days before enroliment.
Written informed consent of the infant's parent or guardian was required. Ninety-one
infants received the experimental formula 1(a) and 89 received the control formula
(1b).

Within the three days before enrollment each infant received a physical
examination which included measurement of weight, length, and head
circumference. Blood was drawn and serum was analyzed by a central laboratory
for Alb, BUN, Creat, Ca, Mg, P, Zn, and Cu. |

At the baseline visit, a medical history was taken. Feeding of study formula
began on the day of the baseline visit. The infants were fed ad libitum throughout the
study. Fifty-five infants (60.4%) fed the experimental formula 1(a) and 48 infants
(53.9%) fed control formula (1b) were male, and 36 infants (3 9.6%) fed the
experimental formula (1a) and 41 infants (46. 1 %) fed control formula (1b) were
female. A total of 129 infants (71.7%) in the study were white, and 39 (21.7%) were

-10 -
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the control formula (1 b). At enrollnment, infants

were between 5 and 42 days of age. Their weights and

| engths were between the tenth and ninetieth

percentiles for age. Infants had to be excl usively

f olackul ahé qetrcentegdies atbvehitecartdoblaclaindargs weba sedilar rifebwden the two
formula for five or nore days before enroll nent.
V@ngﬁmﬂﬁf&or med consent of the infant's parent or

guardi an was required. Ni nety-one 20 infants received
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Al b, BUN, Creat, Ca, My, P, Zn, and Cu. At the

baseline visit, a nmedical history was taken. Feeding
oResulisdy fornmula began on the day of the baseline

isit. The inf , | bi t :
5%t AP b o, SAPREe) B HT? D er sty
elapgar] oreavarbgd, dnarutha idfaals iatite dditiohgranp.s The 3ngey) gdstational age

: f I : '

SRR} “EhARC ) S 2 oyt A od 304 weoks o
i imfants &=d( ddhtroll fonulbe dT e merpo Ibirffoweights Ware) 348dr7e g for infants fed
f ; j VAT . -
| EFB yenfLhl  982 81T s il BihlF Bl v
P@/eUSL.003M GRE IR chil, aedpeciiely; padceearaead oircumhfetencanat birth
b j pf i o , . '
oVEE 17 g 16 oL L) REf U et 85k Moo e
phipdy gadupeward cliatcathnsighificant abbasghimer i ncl uded
measur enent of weight, |length, and head circunference.

At Week 12, bl ood was drawn and serum was again
anal yzAt basaling| the iBlaNis iOr batexpeameng| gRup \Were appdoxitnately two

gRrS%%Qp&%eerf ?:_\’9 &%rgﬁ%{ tﬁ/ﬂgg IVJ e? ir{gér}gégf ﬁglthap;rglegrgﬁﬁp @4%@2’&5 days).
The mean weight for the experimental group was statistically significantly greater
than that of the control group (4068.4 g versus 3894.8 g; p < 0.05). The mean head
circumference was also statistically significantly greater for the experimental group
than the control group (36.9 cm versus 36.4 cm; p < 0.03). There was no statistically

significant difference in mean length at baseline.

At Weeks 4, 8, and 12, the infants in the experimental group were statistically
significantly heavier, on average, than the infants in the control group, even after
adjusting for gender and for the baseline differences between the two groups. At
Week 4, the mean weight for the experimental group was 5018.8 g compared with
4599.9 g for the control group (p=0.0001); at Week 8, the mean weights were 5870.8
g and 5386.5 g, respectively (p=0.0002); and at Week 12, the mean weights were
6610.1 g and 6049.7 g, respectively (p=0.0001).
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39.4 weeks for infants fed control fornula. The nean
birth weights were 3481.7 g for infants fed
experinmental fornula and 3402.8 g for infants fed
control formula; mean birth lengths 15 were 51.1 cm
and 50.2 cm respectively; and nean head

¢ espoct oS ok Shranis ' GerdcoPe R Mo g < Ppent grous

Sbuzhthg couupe olkireestadly anc gielajer Sorgthe ﬁrnfatatatfedabxﬂ:mm@ntai dormula at
WS?% §'B Eeg’r Iy%{}\ghe fgg%fgg%ent%f(@@ ng}? %%%%gllépweyght from
t ba“‘*"me“@W%kaﬂnWSS Br2 g/hgidasorhme ohange dtgm bﬁsbhae\tcs WeRR.Bwas 8.1
d . Ih f

< BlBleys 2 1iF Ehanke: Pl el B FRR {Z RS s Ry B aFor the

coomrod) Igrcglpotne ¢henge il weightfremshasgitne. \geelp4<wa?s @5)g/kg/day, the

[ enc | sg at | stic
< CERITOE Tomh PR 48 USRS 7 0 By Bnf b g o st o
t Méeekd2twazl 6.8 gfgfay36. 9 cm ver sus 36 4 cm p < 0.03).
There was no statistically 25 significant difference
in nmean |length at baseline. At Weks 4, 8, and 12, the
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Wei re 5870.8 g and 5386.5 g, respectively

I(“égge.hggggwe%lém "at Week 12, the nean weights were

6610.1 g and 6049.7 g, respectively (p=0.0001). -11 WO

2004/ O%ﬁg HaftsH tH@%Qﬁ%r{r&Mgrﬁ%%i‘o% \Dgre sﬂt%ﬁcacl’lgl ggxﬂi@gﬁtly' iBhger, on

Wer e const St
o‘aeerag@ethem Uhs énfarits ti éhes tomiyol @rmbpgﬂbﬂieeks f4o|8 tahé 12, even after

' %@Qﬁ@ OIIOF gerﬁfé? %éa g%g%a?s:eﬁlieegéiﬂ&eﬁ?%t tbe’t\ﬁ%ﬁrgg ng'ghelz rrpean length
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¢ )
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f5m£3§&|\)e@qpt<oo_w_ 4 was 6.7 g/ kg/day, the

At Week 4, the infants in the experimental group had statistically significantly
larger head circumference, on average, than infants in the control group, even after
adjusting for gender and the baseline differences between groups (38.9 cm versus
38.2 cm; p < 0.005). Later measurements were inconsistent across the 21 clinical

centers involved in the study.

Review of weight-to-length ratios of the infants indicated that both groups
experienced normal growth during the study.
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change from baseline to Wek 8 was 7.0 g/kg/day, and

the change frombaseline to Wek 12 was 6.8 g/ kg/ day.
wdaoFlzmomean wei ght change from basel i ne was hPQiEs2003028984

the infants fed experinental fornula at each point

measured. The difference in the rate of growh was

greatest during the first four weeks and smallest in

the last four weeks. The difference between the

groups in nmean wei ght change was 1.5 g/kg/day from 15
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nore effective than the control formula in supporting
grom h of the human infant. 10 The isol ated soy

protei n-based fornulas currently on the market are
prepared so that they provide 67 kcal/dL ("Soy
PnwitatisCRdreed isior nul as: Recommendations For Use In

I nfant Feedi ng", Pediatrics, 1998; 101: 148-153).
Accordingly, the nmaxi num phytate content of 100 ng

per | i Aenutritiorsat domaldam der veadng hanianviafﬂnitmmo@ﬁsing isolated soy

car t

BR3P 5,100 0 5ol Rty 0Pt B BRon m er

ofitke or iepgcarfd (b) fsaidnisolatiet! rwutprotdlap‘xasta dggrbemmhydrelysis within the
irit sential attributes thereof and

a%@?&fﬁg\q ®ference should be made to the appended

clainms, rather than to the foregoi ng specification,

28 oS A3 BBl S ONEE S e 110 oo

Acontemtidf i76mag pérditenor eesEor f eedi ng human i nfants

conprising isolated soy protein wherein: (a) said

i sol ated soy protein has a phytate content of 100 ng

p&r 5Thetfermwa df edsm 2ndhé¢rein saiddsdﬂaiatiaice/dpr@@n has a phytate

pr j hydrol ysis within the range
ofgégg%é%ggggp%ﬁﬁ#ﬁ)gle%%r mula of claim1l1, wherein said
i sol ated soy protein has a phytate content of 75 ny

\F/)\/I%rer lel tnl'ﬁé all‘lgr{jmdlf% ilng 13th|%§1 %85 %Qteafsogt@{)tglnéhas a degree of

cbmretyslsovlthﬁothergaqwroﬂ&toé9%or l ess. 4. The fornula of
claim1l wherein said isolated soy protein has a degree

of 15 hydrolysis within the range of 5 to 19% 5. The

f &r mul Ahefforhula wf tlaimtie wiiereis sbid iscloledt sy wolgirphas eidegree of

hﬂ?dr%lygg%? ﬁﬁthﬂ the range of 5 to 15%.

6. The formula of claim 5, wherein said isolated soy protein has a degree of
hydrolysis of within the range of 5 to 10%.

7. A method of feeding a human infant, comprising administering to said human
infant a nutritionally sufficient amount of an infant formula comprising isolated soy
protein wherein (a) said isolated soy protein has a phytate content of 100 mg per liter
or less; and (b) said isolated soy protein has a degree of hydrolysis within the range
of 5 and 20%.

8. The method of claim 7, wherein said isolated soy protein has a phytate

content of 75 mg per liter or less.

9. The method of claim 8, wherein said isolated protein has a phytate content of
60mg per liter or less.
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to 10% 7. A nethod of feeding a human infant,
conprising adm nistering to said human infant a
nutritionally sufficient amount of an infant fornula
conprising isolated soy 25 protein wherein (a) said
i sol lat ed soy Iprotei n has a phytate content of 100 ng
per liter or less; and sai.d.i sql ated sqy. protei
o aTagiediocos! Sgt &1 PSRBT TPRHG SPARIEE TGS hgree o
A1 Es o il Bichalg@bf Slorign 7, wherein said isol ated
soy prote| n has a phytate 30 content of 75 ng per
liter or less. 9. The nethod of claim8, wherein said
h$0! atgd HUHUELNCIHIRE 18 Wharkiatsaid ROkt sayf profeiimyaperdegree of
liter or |ess. -14 WD 2004/ 026046 PCT/US2003/ 028984
merWﬁé“@fBPHB%ir%\geafélt% 9% wherein said isol ated soy
protein has a degree of hydrol ysis of wthin the
range of 5 to 19%5 11. The
WRer eilhe sratapd §6?'ﬁ%a1’s\8§}erﬁﬁnoﬁaé‘r ﬁoﬁ’g@sd 3oyd8r§}eéré hgg a degree of
nzﬂjr{)glsﬂé%tﬁm%é%rggetd?%téao%e of 5to 15% 12. The

thod of claim wherein said isolated soy protein
has a degree of hydrolysis within the range of 5 to

39% 1Recld - isbiaRdOdoy prokewt a6t m@ymanmbetum bba mbdicament for the
manuf acture of a nedic

NGRETAT T2 AUSEy R VGO UAEanes Ko i T pagddeedings. the

fn?&ﬁéa?&e?\t bélh? in BAROfoBANGE i |bfath©rmmatfhrefeéd|nmsafd iafants, wherein
i nfant formnu

for f d
431 51 SOPROGReY SE i B MG oS BE APD el i e Pz )
NBidA5olhi88 SopP Brotdih has a degke(ddhydrblysiaindthinsibé ednge of 6yand 20%.
protein has a degree of hydrolysis within the range of

5 and 20% 14. A conposition for use as a

aﬁalr g?g E%Pg?irl?unl gﬁ}‘%scg‘gg?iﬁtmmub@mg?d reotripesitiéro baingfin the
ifama et ap dpfand forpYa s ﬁeﬁ@g h n%gl o %n %pt fc'o%wgla containing
‘é\%‘cﬁ%tgﬁn t%og ?}otélﬂl Ahbem @)%@loﬁn@&la’@ﬁ@@lpﬁohaﬁh&s @Ipynytateecontent of

100 mg or less per liter; and (b) said isolated soy protein has a degree of hydrolysis

within the range of 5 and 20%.

15. Use of an infant formula containing isolated soy protein for feeding infants
without intolerance to cow milk-based feedings, wherein (a) said isolated soy protein
has a phytate content of 100 mg or less per liter; and (b) said isolated soy protein

has a degree of hydrolysis within the range of 5 and 20%.

16. A nutritional formula for feeding human infants, said nutritional formula being
in the form of a concentrated liquid or a powder, said nutritional formula comprising
isolated soy protein wherein: (a) said isolated soy protein has a phytate content of 15
mg per 100 kcal orlless; and (b) said isolated soy protein has a degree of hydrolysis

within the range of 5 to 20%.
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20 100 ng or less per liter; and (b) said isolated soy

protein has a degree of hydrolysis wthin the range
w@bood/ozds 20% 15. Use of an infant fornula coPtHUSI003028984

i sol ated soy protein for feeding infants w thout

intol erance to cow m | k-based feedi ngs, wherein (a)

said isolated soy protein 25 has a phytate content of

100 ng or less per liter; and (b) said isolated soy

piotei A coh@ssnaoml&gmse asfa phetimatsigical, m’auti h:bmpbkiﬁorr heigge an infant

A nutr I eedi
o o2 for 2Rednd Jurtprr ek S8 nBf Rirbd, Beirg™ R P pam of
f ooroeofratad dlqnmd @ntar;aiveidarl satwmﬂarrblformula)mzlﬂalnlng asaﬂated soy protein,

B h?rgl n&\?\g%'ﬁl :Haqgce %)f § edn ﬁg@? é)thg%[ &t%rﬁto ?Xgh%er 100 kcal or |

5 plegsand (bpsdie igolatéd &y prptgire hasl 8 Oegeal of dmyddo@ss witinmdthébainge of
sg%d gﬁolated soy protein has a degree of hydrolysis
PPNt he range of 5 to 20% -15 WD 2004/ 026046
PCT/U82003/028984 17. A conposition for use as a
phar maceutical, said conposition being an infant
formula for feeding human infants, said infant fornula
being in the formof a concentrated liquid or a
powder, said infant fornula containing isolated soy
protein, wherein (a) said isolated soy protein has a
phytate content of 15 ng per 100 kcal or 5 less; and
(b) said isolated soy protein has a degree of
hydrolysis within the range of 5 to 20% -16
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