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nutrition and nore particularly to a nethod of use

and nutritional conpositions containing a-glucosidase

inhibitors, and nore specifically - Touchi Extract.

BACKGROUND OF THE | NVENTI ON Touchi Extract (TE) is a

medficias B S T Flon £ TEBUPQSFIRARRSE ol B Exrmacr

fermented with Aspergillus Oryzae. Touchi Extracthas
~been shown to inhibit a-glucosidase activity |eading
to | ower blood glucose congentrations and HbAl c
val ues in indivi dual SEWINMCAJEEDD; apetes, similar to
Acar bose and Vogl i bose. Touchi . Extract inhibiﬁs
dhg presens inygationsselates geyaplly witritinasand srore pytiglerlpiorpgpethod of
-~ digestive enzynes |ike anylase, pepsin, trypsin, .
use andchymitianal, gaanposisions fqdairing pglu¢nsidesesinhibBors eandgnorggpecifically
~ oObesity rates have nore than doubled. In 2000, the US
Touchifixeded ence of obesity was estimated to be 31 % The
obesity epidemic is not limted to the US popul ation.
In the past 15 years, the preval ence of obesity anong
the majority of European popul ations has al so -
i ncreased 10 tBACRGROUNPr@RITHEIINVIERSTION/ e | i nked
obesity with an .increased risk of premature '
MRuERE Bxtrdet (TEYRASHAté@tdxhgctipoaiderd dTdemientdBbl bdals. Of oudBicAract is
i ncreases as excess body wei ght increases. (besity
derived Rdn 369U thatlHake Be¥AMEmeRRdeivh AdpérdDE: OkgaidISTdueki Bigatthas
- in the US, second only to tobacco use anong

been sHOWIME MG &g@?&ﬁ%ﬁ%e%@tiﬁ%ﬂ}eghiné {o 1bRe: 6& g1t RBESNEentrations and

enonstrate at weight” | oss al |l evi ates synptons and

o1 S R ARUAE A0 2B TR s B0 AR, Touc
Extractgj%ﬁig@é&ul}%g@%sgdf%gﬁgégy a}uy Qges %otl inmitzo%%z/d}g%gtlzv%%nzymes like
amylase, pepsin, trypsin, chymotrypsin or lipase.

~ In the past 25 years, US obesity rates have more than doubled. In 2000, the US
prevalence of obesity was estimated to be 31%. The obesity epidemic is not limited to the US -
population. In the past 15 years, the prevalence of obesity among the majority of European
populations has also increased 10 to 40%. Numerous studies have linked obesity with an
increased risk of premature mortality, demonstrating that the probability of death increases as
excess body weight increases. Obesity now accounts for approximately 112,000 deaths per year
in the US, second only to tobacco use among preventable causes of death. | It has been clearly

demonstrated that weight loss alleviates symptoms and reduces the severity of many chronic

conditions associated with obesity, including: hypertension, coronary heart disease, type 2
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di abetes, osteoarthritis and sl eep apnea. Moreover,

wei ght 1 oss prevents future illnesses by controlling
waie@enhozsng ri sk factors. Reduci ng body wei ght PeTEES1»e®B069624

shown to protect against cardiovascul ar di sease by

| owering bl ood pressure, total cholestero

| ow-density |ipoprotein (LDL) cholesterol and

triglycerides Simlarly, Metabolic Syndrone/Syndrone X

| ust t ab k f
disbeteg s PRI H31oGh B f%?(ﬁf'&% S5 qPh Bt Bieape it e by

| evat e ri cerides el evat ed
c"mr‘ﬂ[&“‘&‘{?g]iylé’étrg dgctorp ogv‘“ﬁﬂ tﬂ%llvﬂ’éﬁ é«e@t Pastissh ShasyrHo Prpsest against
chol esterol, el eyvated bl ood ssur e, dom n
carleV&B%%ﬁ djseagsihy. PWFII%%%WSS&{%FO@? cﬁ%ﬁﬂerﬁﬁ&wﬁﬁw dipperotein
tes. Individuals wth netabolic syndrone are at
alnﬂPh@?%%@bam}V§bw6$m§ard|ovascular di sease and coronary
heart disease and ot her diseases related to plaquing
oimilardy, Vigtabgliayndeomeidyndyqree X igja alysteicaf metghpdic gisk fq‘:ﬁés
) risk factors of cardiovascul ar di sease and coronar )
including glevated Blead elupese) glueose mteleraaep, fnaukin registapee, elgxated triglycerides,
el evated bl ood I'i pids (Total chol estero
elevatet BDI¢-plesilessarels Isiw high-dgnsjty dipopretejn (HIh) dhplestershotlesatedbitod
obesity, type 2 diabetes, el evated bl ood pressure,
pressutienahdpingnat glseisi;y,am-él;nﬂaann{atmy@tate‘;snmdmmﬂhrgmpom:dates. Individuals
pro-thronbotic factors. SUMVARY OF THE | NVENTI ON The
with mptabgardyndnomerré @nngredsed 5k ¢fanliomasdubat diseasgspd coronary heart
conposition or dietary reginmen containing
diseasezanglotieo disckms erelatdd tbiplaguig ottt aneryewalpsend typea digbetasu Shine of
Extracts. Touchi Extract and other a-glucosidase
the risk fabtiols df@asljovascuéar dissasetand torbiery hearbdibeasy inchnde iipabdiet fastlng
carbohydrate breakdown, will act to increase the
glucos@letevatad blvod dipids aTmtarbhofestgde,dagIonhéled(ﬂop @piglyderides), low HDL-
- (GLP-1) and glucagon-like peptide-2 (GP-2). GP-1
cholestafll, Sobksitys tyips 2l didbeteg) dlsard-bitdeneent, insisinl redistsire) Midippot,
and pancreatic beta-cell proliferation and
inflammegesnrigrs-thréméotinaceased pl asma concentrati on of
~ G&P-1 will inprove 2 WO 2007/ 140230 PCT/ US2007/ 069624

SUMMARY OF THE INVENTION
The pre.sent invention relates to a method of use, composition or dietary regime_n |
containing a.-glucosidase inhibitors, and more specifically Touchi Extracts. Touchi Extract and
other a-glucosidase inhibitors, as a result of their ability to inhibit carbohydrate breakdoWn, will.
act td increase the plasma concentration of glucagon-like peptide-1 (GLP-1) and glucagon-like
peptide-2 (GLP-2).
GLP-1 acts to stimulate glucbse-dependent insulin secretion, and pancreatic beta-cell

proliferation and neogenesis. The increased plasma concentration of GLP-1 will improve



glycemic control by stinmulating insulin secretion in
addition to the effect from Touchi Extract in
waledoasnia2go t he appearance of glucose in the bl opdI/USR7/@9624
acts to enhance intestinal structure and function by
i mproving crypt-villus architecture and increasing
enzynme and transporter activities. The increased
plasna concentration of GLP-2 will inprove intestina
tructure and functi.on and red e intestinal . "
elycermia (OTERbR. BTG TR Eraror R atOBAb RHES HHT Spm Tioth Extract i
Extract and/ r ot her a osi dase inhibitors with
delaying)thg appggrande;o @mcgiﬁ 1g él%eetg and cat echi n conpounds
- fromcocoa, w ne, grape seed and green
iGhordees Ernbaes figfling %ﬁwua%awumﬁwgv lwargngé%t-““us
- control and vasodil ation. Diabetes, starting from
architegtyie|apd jinfseasing cpaanesangd {EasPorisr petivities Hheingirased rpé%man
: dependence can_. be positively effected by Touc
- concengrriiqnaeftGlalird will imprope integting]|strisesutepnd Sunchen sid r@ii%ce intestinal
) Touchi Extract and/or other a- glucosidase =
inflammafiinbi t ors, i nhi bits the breakdown of carbohydrates,
thus prolonging the tinme carbohydrates are present in
tlih edditiore shd coenbarration €T elrhi Betray amijort dtleer pegiucgsidasainkibitors with
rise in blood glucose levels. This slower increase in
flavandd©@ le- i @itsthil ankdlca@chig borapaimds Abmetot 6 iime) grapaseedtafd green tea)
sl ow/ del ay the beta-cell secretion of insulin and thus
‘may iniPréWeBndSthead Gietien BY inhptevib@ dhycefiicldnfrél anBivadodilation.
concentrations of insulin, thus contributing to

IV ER4] §tBrtinD ok darlyenkalih rdsistanc@ el Itesiopaiul thsulimdéPehdence can
resi stance. For obesity, Touchi Extract and/or other

be posff‘iv&b' %@Q&E@ﬁ%?oﬁéﬁh ERIrdcPhRd Mt Hhexa&-t glhQsidaRY iANBito8! VARM Extract
rove satiety and delay gastric enptying
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_ gl ucose in the bl ood via act| GP- |
the t1m2 Gerpehyiratsparpetesent sy e infessine and Thﬁre%éfiﬁlﬂbllng the pOSt'pra“d‘al rise in

Syndr orme/ Syndrome X, Touchi Extract and/or other
blood gurgqsg &ygﬁsd Lis slower increase in post-prandial blood glucose concentrations can

thus slow/delay the beta-cell secretion of insulin and thus minimize exposure of the body cells to’
high concentrations of insulin, thus contributing to improving insulin sensitivity and decreasing
insulin resistance.

For obesity, Touchi Extract and/or other a-glucosidase inhibitors will act to improve
glycemic control, improve satiety and delay gastric emptying further improving satiety in
addition to the effect from Touchi Extract in delaying the appearance of glucose in the blood via

actions of GLP-1.



inhibitors, inhibit the breakdown of carbohydrates,
thus prolonging the tinme carbohydrates are present in
wo b@7iimi2ecst i ne and t hereby del ayi ng t he post - ppEruszNN7/069624

rise in blood glucose concentrations thus mtigating

some of the sequelae of this syndronme. Another

potential role of Touchi Extract and/or other

a-gl ucosidase inhibitors is their ability to

stimul ate GLP-1, which .in turn_stinulates beta-cell

ilm Mstabalic Syndspme/Syadiame s Tongh Exrpgs and/grthensy-ghygosidase

gl ucose concentrations, and contribute to | ower bl ood :
inhibitdrp,pnhibit therbfr¢akdonam pHearbohydratdsr bnbprolanging dhetinse casbotiydrates are

pressure and abdom nal obesity. Both
presentiin ¢hel intestinesing themehy detegtingithopist-pabdial tsstin bog @luvosear y

di sease (COPD) are linked to inflammatory conditions
concentratibne tindanitigaingtsoms ©f tHersequethervd thinsyakdronkext r act and/ or

ot her a- glucosidase inhibitors will benefit the
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hyper gl ycem a which | ead to exacerbation of the

ability Rpsrﬂi%lﬂété’ GLPINSHiIAGHhe@as %qmma?e% msetarc@n GR0tiA 8ck@idn@hd @.ﬂhas help
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mucosal degeneration and wll. hel'p optim Ze
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response presented below _ In the case of commercially
J\hsmc&?ﬂs Rlpwna congenipatien of GER2dtam Hegksychi fyiact will help restore
stored for later use, a state which may actually cause

intesting), {yBggcierrienihuith BwlabeerpidRter sy tpmefal desemesetion and will

performance. Extending the period over which
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resection, including those with short-bowel syndrome and post-surgery for gastrointestinal
malignancy and ulcerative colitis. Further, Touchi Extract will help restore normal intestinal
function including the integrity of the gut barrier disrupted by intestinal inflammation.

The addition of probiotics and/or prebiotics can further i.mprove the intestinal structure
and function, and reduce inflammation as well as increase the immune responSe presenfed below.

In the case of commércially available sports products, excess blood sugar is stored for

~ later use, a state which may actually cause hypoglycemia that could negatively impact athletic

performance. Extending the period over which carbohydrates are metabolized to



nonosaccahri des for absorption through the use of
Touchi Extract and/or other a-glucosidase inhibitors
w0 g00vhezght to i ncrease the endurance potenti aPCDUS2007/069624
at hl etes consunming the product. The use of Touch
Extract wll help manage aberrant glucose and lipid
nmet abol i sm through its nechani sm of sl ow ng down
glucose nmet abol i sm and absor pti on and, thus, decrease
me. of .t he conpljcatjons assaciated with Huma
monosgeRRTifGa & ?%Wen%% through thentse of B%Hchbﬁ)etgacmdﬁor@%qr cglucosidase
Fi brosis (CF) have. obstruction of the pancreatic
inhibiterg és thought tosincrepss it engurance paterftial of ashietes pehsumingghe product.
function, such as insufficient insulin availability.
Tiiesise piBavichi Iiteqeyilldwlp mesage aberGrt glukeseadd tpiibettatmlism
" The use of Touchi Extract to reduce post-prandi al
througly ltsmeghenisrcefiskivang down ldcdre nietdbplisth and absarmaiph agd, Gyss, decrease
- fibrosis -related di abetes. Touchi Extract could be
some ofi theccomplicadue esspdsted piithrilingdn lginunodeficdeoncy Miituens, '
therefore decrease insulin spikes and thus be hel pful
iMostrpatieptsngith GesticyHierods (CBdavesbstinetion « the gmoeatic dutts, often
non- al cohol i c steatohepatitis patients. In addition,
leadingllio tedniffidiotit eaddcria® fiindtide sl a9 finsufficient @su@svailgbility. This
endogenous production of triglycerides, and therefore
insufficiencyphijead to OF @elated dRbetes) TheasagET Jubki Exa@eiituédute pobst-ptandial
fat in the liver, since the natural action of insulin
glucosé Sxcufkidn®\weiild bb Gelpfid @fimantgale Cyxa0 EiBrsisatdlAed dipbeisgh
entry of the glucose into the cells or by storage of

thhacit Bitas@ouRiGRised®TediRs _?f)ﬂlpiand&ﬂl Glucés excursions, therefore
triglycerides. The use of Touchi Extract in ora

decreag@Uhdullihispikad ariUR WITRIPESI ih BRAgih@theGype 1 Gidbhet&aARA is frec%uent in
patients wll inprove glycemc control and reduce

non-aldoh&kc Qéatbﬂé%@t@ﬁs‘ ;ﬁf@nt@ﬁﬁ’ a@difisH, T%Q&ﬁ |E‘x?r§<§t'09ﬁl§ b@r}ﬁglpful in decreasing
inprove the quality and raté of wound healing. The

endo ge%@t'i@eprf)éﬂc'tleﬁ‘ 8 urf, cheltlé’é%eaJdQEQbﬁgesmﬁnglta? b 'Pbl@ %h helPHE pdanage the

Extract can be dssumed. El evated ood gl ucose
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use of Touchi Extract to reduce the post pran

concenfhiGPHOURK Chy bl ‘é‘lu'c!)se%t@'tl‘f@ Zfis b6y §t0RBE bedle Qﬁl@!}éengymetlmes .

i ncl udi ng pressureul cers.
as fats, such as triglycerides.

The use of Touchi Extract in oral nutritional supplements (ONS) for critical care patients
will improve glycemic control and reduce the risk of infections and other complications and
improve the quality and rate of wound healing. The same rational for tube feedings containing
Touchi Extract can be assumed.

Elevated blood glucose concentrations are known to delay wound healing. The use of

Touchi Extract to reduce the post prandial glucose excursion will minimize the impaired healing,

including pressure ulcers.



WO 2007/ 140230 PCT/ US2007/ 069624 Pol ycystic Ovari an
Syndrone (PCOS) The use of Touchi Extract will help
worawage2she post prandi al gl ucose excursi on anBCT/US2007/069624
mnimze the conplications of this part of Polycystic
Ovarian Syndrome, including infertility. The use of
Touchi Extract will help nmanage the post prandi al
gl ucose excursion, therefore nodulating plasma insulin
nd m ni t he endot helial. dysfunction
Pobmyﬂ@éﬁ“ﬁ@“ 5“m8?@ég¢6g)dysfunction. In addition, ‘the
gnblnatlon of Touchi Extract with fl avanol s .
Tapusepfckayehi "é‘iﬁ‘&t %&@Wﬁnaésﬂwﬂ%&m%rﬁl%%%wwqwnd
green tea, mprove endot helial function by
mlmmlﬁﬁﬁ\e&emﬁbca@r)%@frﬁl@ p@ﬁ@f Polycystig QvadenP yndreras, inclyding infertility.
illustrative aspects of the present invention are
dasugmeldl qushidaitiast wiklcheln wanaggtherosiprandig] educoppragursioa,
ot her probl ems not .di scussed, which are discoverable
therefopsymadulating pdasmarinsudia spikepEmdmiFmizghs emd athaliehd yséungteqleading to
throughout, ranges are used as a shorthand for
erectiletiysfinptiom gn edditiomribe eoehiation of ouchh Extracs withtflavanolsepicatechin
range. Any value within the range can be sel ected as
and catg¢hén cemprunds from cobesn, wareg green Waen . iig@y impiose pindoglsdial’ fanction by B
| east one of' refers to the selection of any one
improvirerdwreniin dongiotiarad Yagodilatiomny conbi nati on of the
menbers. The conjunction "and” or "or" can be used in
the list of menbers, but the "at |east one of phrase
IThe tilNBtratvel dspddtd ¢Tghd priagindii®entiodraredaigab®to dlvel tR@pioblRAR herein
of A, B, and Cis shorthand for A alone, B alone, C
describddl @tPothér RoisleiBs ndt didssed, vhitnge QiscoVerable B4l skifeddttlsda.
Al'l val ues cont ai ned throughout this application,
including the clains are deened to be approxi mate,
whet her or not the term"about"” is used, unless

specifically stat g9rasnNPEOESCRIMAOR07/ 140230 :
PCT/ US2007/ 069624 The use of the term Touchi Extract

(AkFse @ thedighB@, falp&raE @de8Ys h ShdFRard AP YeRriBIngCas ARSKery value
that is wiihin the range. Any value Within the range can be selected as the terminus of the fange.
When used, the phrase "at 1¢ast one of"' refers to the selection of any one member individually or
any combination of the members. The conjunction "and" or "or" can be used in the list of
members, but the "at least one of" phrase is the controlling language. For example, ét least one
of A, B, and C is shorthand for A alone, B alone, C alone, A and B,.B and C, A and C, or A and
B and C.

All values contained throughout this application, including the claims are deemed to be

approximate, whether or not the term “about” is used, unless specifically stated as exact.



i nhibitor that would exhibit the same property in a
nutritional conposition or dietary reginme. The use of
W0 b@7t1¢0260 a- gl ucosi dase i nhibitor shall be i nterepPUS10eT069624

to include Touchi Extract 1in all instances. A dietary
regi men includes, but is not limted to, a conbination
of food and/or drink itens that fall into certain

paranmeters (i.e. food and/or drink itens that when
t aken t oget her contain a ratio of fat to protein of
heyuse of the ermgavehiFatiagt (TE) shall hgdaterpiried fognenstany onglueasidase
to rodents, aquatic manmmals, donestic animals such as
inhibiterghet veawdid et the aame property i aswitriticns! aigepitiopiogdictacoregime.
~and horses, and humans. \Werein the termmmamal is
(Bhedise bf the sermcmgbmiﬁiwse thhiti@t shall balisterpaged foeisclide TOURBY Extract
animal s that are capable of the effect exhibited or
in all instdneéxded t o be exhi bited, by the mammal . Di abetes as
: “used herein refers to states of physiologic function

tAafetak PegirdOifludes, GRS AdtYinel rt@ Y C%Hﬁméﬁ@xm)f:fo@@ 8nd/or drink
normal” insulin productlon and function to insulin

items tRA Hﬁnﬂxﬁf‘&){tanﬁﬁ%rﬁ’é&ﬁ heeaifdda AARRHZA @ans G (G tbg&her
not limted to: inpaired glucose tolerance, insul

contail £84i8 b8k & pidRH sEsHd insulin sensitivity, insulin
dependence, including type 1 and type 2 Diabetes

Weltérhﬁnangﬁaln%cm&k Sut anOEj‘nﬂR@ci &)Sroﬂéh% H&% ic kﬁlrﬁtm l? domestlc

not Iimted to: cardiovascul ar di sease, ysl |m

animal} ﬁl% Fﬂ}@ H@%ﬂn@%ms 13 ! nsﬁlaﬁsrkugl’f’llé @192{' ggé Scc#ﬁéand horses, and humans

1 on In resi st pr esent
Whereiélrﬁf@{é%tjn %Ehé]qtﬁ&l#g%] &%8 th? g?:ﬁﬁ%&%&%dﬁﬁegg%ﬁ%?a@gﬂgﬁogﬁe? ng{als that are

T SO SR S
%Il?el%gag IQ%éas 1 e?ﬁg ﬁef%rl_? USC(Q gtﬁa y?% otgf?TfE %ctloB(%li\a?tfriF%lgng a
continy''en K HRLAN Ry epﬁ'i’asﬁé“ @ifhsish o FERUTIOT ol pendency
and pancreatic exhaustion, including, but not limited to: impaired glucose tolerance, insulin
resistance, decreased insulin sensitivity, insulin dependence, including type 1 and type 2
Diabetes Mellitﬁs.» |
Co-morbities of diabetes include, but are not limited to: cardiovascular disease,
dyslipidemia, retinopathies, changes in collagen tissue, inflammation, and insulin resistance.

The present invention relates to a method of use, composition or dietary regimen

containing a-glucosidase inhibitors, and more specifically Touchi Extract.

a-Glucosidase Inhibitors And Touchi Extract



i ke peptide-1 (GP-1) and gl ucagon-1ike peptide-2
(AP-2). GP-1is a hornone that is secreted fromthe
wenwoasi2ee L cells |ocated in the distal smal|PCT/US2007/069624
intestine and colon. G.P-1 acts to stinulate
gl ucose-dependent insulin secretion, and beta-cel
proliferation and neogenesis. G.P-1 is secreted in
response to nutritional hor nonal and neura
stinmulation, with the primary stinulus being entera
opehi Exiract (?Ehm ot - lupos dseesn i grsagiuco tii bty dudibit
i nhi-bitor that inhibits the breakdown of
carbohydiate breplidawre st is peledvenyiilhect thimcrenseethe plasio b@zaplataé@n af glucagon-
present in the intestine. Therefore, a greater anount
like pegtidecla(ddh)cimdighscagenylike peptitie-2 IQGLH'}?s).t al small intestine
and interact with the L cells to stinulate GP-1
SH@- bis admrmbbe thst is bedréted dmttha¢ndobne Iy tellsdsatadda teatistal small
the distal small intestine it may be fernented
intestingraad vaibmgGLEBHodcts to Bamnlateagligoserdepgbadérn atsulin seggation] dne beta-cell
production and secretion of GP-1 and G.P-2, and/or
prolifeitatien aslttiogénesiep Gldenis st¢reed fioretpodfe @InueriRMalabhérasBal dnd neural
brush border nmenbrane of the L cell can trigger the -

stimula$i8&veith $8 pAinaksdemiul@skifd dhtetal nliiRionNTHRAPEL Rt RS9 MRtural o-
concentratlon of GLP-1 wll inprove glycemc contro

glucomgEﬁembﬁerﬂatglﬂllﬁlﬁeﬁh@f)Je%»\fpr& 'Ehr-ggﬁ’ﬂ?éteﬁ? &%‘l (? tﬁe time

ayl ng t appear ance of glucose in

carboh{ﬂrﬁe%ﬂe%lr&eﬁ% rlfftegt';h%t gbgreﬁﬁ‘g fa %%Qerfa%%tt &%aﬁ%ﬁﬁ%ﬁﬂepﬁlay

ocate Int sta I ntesti ne

reach t ethQtQt sn‘gﬂb nt%stﬂfeta%dtlrﬁex%&%ﬂftﬁe \'Iflqiteﬁss‘ {ol srt]iﬂl a?% GY! tlugegreﬂglg It is

unction by inproving cryp arc ure a
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response O nu nmonal- “and

short-cfl]fltnJ a% cfs rﬁ#lt ?rﬁ gggp the .Prod%ﬁt%or@ sgcmatr(% (ﬁi éeryh a?d Bﬂ’% and/or the
dae%s#qésﬁf%%@ R B A
T. .
wigeer i EERlo @fa‘?gfésanﬁr&}tﬁ &abis igcaf efapdopiffyipa flfel i
7/ 140
improvB&peRISHE %‘dé“éé%ﬂ v e e Jo TRt @k iine i

qmmummeo?g%mme gﬁgﬁ)%pncentrat|on of GLP-2 will inprove

GLP-2 is a hormone that is seCrgted from the endocrine L cells located in the distal small
intestine and colon. GLP-2 acts to enhance intestinal structure and function by improving crypt-
villus architecture and increasing enzyme and transporter activities. GLP-2 1s secreted in
response to nutritional, hormonal and neural stimulation, with the primary stimulus beihg enteral
nutriti_on. Touchi Extract is a natural d-glucosidase inhibitor that inhibits the breakdown of
carbohydrates, prolohging the time carbohydrates are present in the intestine. Therefore, a

greater amount of carbohydrates may reach the distal small intestine and interact with the L cells -



intestinal structure and function and reduce

intestinal inflammtion. D abetes/M crovascul ar
w@oooplisad i ons (Ki dney/ Eye/ Nerve) An esti mat edPQB5S2007/069624

mllion people suffer fromtype 2 diabetes around the

worl d. Diabetes is the fourth |eading case of death

wor | dwi de, and conplications associated with di abetes

i nclude blindness, anputations, kidney failure, heart

. att nd nerve damage.,K These conpli.catigns are .
to Sﬂm\?léwmgéscrﬁfﬁﬁer 3% seq plgnd spagerEtian aU QLB Wil improve
) .concentratjons, of bl ood glucose._ Hyperglycema and
mtes“'}*}ﬁﬁréﬁul’i"s%ﬂ‘* ﬁ%@?ﬂ"& apg fedue thistgal MmO cr ovascul ar,
resulting in endothelial dysfunction and potential
bl i ndness, kidney failure and nerve damage. Diabetic -
.. nephropathy occurs in 20-40% of individuals with
Diabetes{ MiseqvasculagiGompligatinme (KiseeysExe/NWetve) di abet es begi n
treatment for kidney failure each year. Hyperglycem a.
1A esfimaicd dap aritien poanle Ruffes G0 ypo? dioheses relnibine wosldd Diabetes
progressi on of retinopathy. Neuropathy nmay devel op
is the fqusth/leading gasp af deati worldraide, and cpmpljqadions asserimedwith FHabetes include
progressi on of di abetic nephropathy, retinopathy and
blindness amputetings, &iiney &ilpregheant atdclbgnd rieget dagiage.ehase aomdplications are
bl ood pressure control. In addition, the conbination
related ¢¢ hiipsrg ientiatdefined arethveted ootventratiogh utbleodiglseose. Hyperglycemia
inhibitors with flavanols (i.e. epicatechin and
and hypainedmemiz cavpssutadsgé toohe odaoesculameesulgng areridetheliatalysfunction
i nprove endothelial function by inproving glycemc
and poteotidl btihdresg kidneyp thilust andmervEhliamagonbi nati on may have a
significant effect on inproving the delay in the
[yiatgtie asploopatiy ddeerstin 20-d0%se uhdividaaanwith diubetes Svith ~43,000
associated wth diabetes. Correlation Between D abetes
people &vitth dribetes bagih aesinfeat foCRiddéiat e ehelt ydar. SHgSglySenvi®is an
2007/ 140230 PCT/ US2007/ 069624 Di abetes and
indepedehdiiiskvfasiotfon thedhsdane afdMOgresvish Sfre@vpamar Weliphthy may
di sease (CHD) share a nunber of risk factors. For
develogxayehy inl ifdividualy &lith typd hdiabads. bithe Peogdéseids W Biabétictnephropathy,
>140/90 mmHg), a known CVD risk factor, are at a
retinop@th@ ah& hieurbpathyf €h bd @rakmpd By tightPycdmid fldedIsd pro@treaostrol.

In addition, the combination of Touchi Extract and/or other a-glucosidase inhibitors with

flavanols (i.e. epicatechin and catechin compounds from cocoa, wine, green tea) may improve
endothelial function by improving glycemic control and vasodilation. This combination may
have a significant effect on improving the delay in the progression of the microvascular

complications associated with diabetes.

Correlation Between Diabetes and Risk Factors for Cardiovascular Disease



i ndi vi dual s having normal blood pressure. Simlarly,
i ndividuals with high density |ipoprotein cholestero
w(@ piDz@B0260Nncent rati ons of 35 ng/dL or | ess or PCT/US2007/069624
triglyceride (TG concentrations of 250 ng/dL or
nore, both known risk factors for CVD, are also at an
i ncreased risk for devel oping Type 2 diabetes. In
addi ti on, diabetes itself may be considered a risk

factor for i.t ha en shown that persons
v\?l#ﬁwﬁ cardignise Ql%@:iﬁﬁ?fﬁ %&qnaévnfaféﬂéifseas&a(ﬁﬁ@tshare a
i me. of acute nyocardial  infarction and :

numberf R K [3REPT. BORFXapPlsy YaYiduasovith Bigh blaed messwe i(I\FaI> 14p198,
ocardi al infarction. The data above sugges

mmHgy, Héﬁnewa (/D figla factor, qreatagreaienisk fersleveleping gweu 2rftiakptes sban are
W th di abetes as though he or she was at increased

individpplg haing n@yp! blegd arepgure. N milady vindivighalg with hight dengityelipoprotein
other CVD risk factors. Insulin Resistance Insulin

cholesterod (HIphiat eoncenteptigehedr 33 mg/dl ortesswrgriglyceridsdil G eonceptrations of
whi ch- the body cannot use insulin efficiently.

250 mg/dls at inpre; beth &newie tislo faciorsfonk ¥, areealsomt paincgasedmiskdbr
insulin secreted by the pancreas i's not able to

developing dype 2 Habeteor to cells and thus bl ood gl ucose
concentrations increase while the cells are deprived
dh addivon dmbgteniselfithay Heocomsidered amisk fastor fied CYDoasdt has been shown
gl ucose and energy supply to the cells, the pancreas

that pesseny witletypa ddiizbewn havel atsgh incideiearf dedth abtidy of adukesmyocardial
resist or do not respond to even high concentrations

infarctioh andBaMeianrglagiValy ps@ poegnlosis fardongatetrh sudvivabatter aspocdrdiatjinfarction.
in high blood glucose or type 2 diabetes. Touchi ,

The datadbbeciuggest/therefoid) eat -is glvisablsitelaes ah idividhad msth diabetes as
inhibits the breakdown of carbohydrates, thus

though(hie @k sitgivartat ifvgeabédiskcfar OVIDY eventithe ddivipif Y668 not ha\tehﬁhe_r CVD
10 WO 2007/ 140230 PCT/ US2007/ 069624 intestine and

risk fadtérer eby del ayi ng the post-prandial rise in blood
gl ucose concentrations. This slower increase in
post - prandi al bl ood gl ucose concentrations can thus
sl ow del ay the beta-cell secretion of insulin and

InsulintR¥gitaltani M ze t he exposure of the body cells to high
concentrations of

Insulin resistance is-a generalized metabolic disorder, in which the body cannot use :
insulin efficiently. Insulin resistance occurs when the normal amount of insulin secreted by the
pancreas is not able to unlock the door fo cells and thus blood glucose concentrations increase
while the .cells are deprived of glucése (energy). To maintain a normal blood glucose and energy
supply to the cells, the panéreas secretes additional insulin. When the body cells resist or do not
respond to even high concentrations of insulin, glucose builds up in the blood resulting in high
blood glucose or type 2 diabetes. Touchi Extract and/or other a- glucosidase inhibitors, inhibits

the breakdown of carbohydrates, thus prolonging the time carbohydrates are present in the -
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insulin, thus contributing to inproving insulin
sensitivity and decreasing insulin resistance.
wOb@sgitsoe3ue to its ability to inhibit carbohyP@EHUS2007/069624
-breakdown, it is proposed that Touchi Extract and/or
ot her a- glucosidase inhibitors will act to increase
the plasma concentration of GLP-1 and G.P-2 as
descri bed above. The increased plasma concentration of
) .GP-1 will jnprove glycemc. copfrql . inprove satiety,
intesting g ey JgLaN e RARBRGIE H361% RGPS EMSPBVORgE oSy yPhis
in addjtion to_t effect from Touchi Extract in
slower jpcreass w%%@a%ﬂﬁ?%@%? cofceRtEians sanithis svydelay the beta-cell
.addiition, G.P- 1 concentrations are reported to be
secrethnégdresggn iapd Hwe gunimigs the grposare ofthebedy p(*é!s tp Righ concentrations of
.- . additional, Touchi Extract and/or other a- glucosidase
insulin; thps ¢pngriuting gp RPrQRg insalin @ggby@h‘gﬁt@cn@pm@g meylin resistance.
medi cal food products, the levels of GLP-1 could be
increased and returned to nornal levels. Metabolic
~Syndrone/ Syndrone X Touchi Extract and/or other a-
Obesityy| ucosi dase inhibitors, inhibit the breakdown of
car bohydrates, thus prolonging the time carbohydrates
&g tpiteshility tp inhibiecarbahydratefreakddwnhié isqasgposetbthal Tovghi Ergract
post-prandial rise in blood glucose concentrations.
and/or dtheso-sglossidaseniahidasms will altlto ddreagd the pRema comentrativini o GH.P-1 and .
can play a critical role in regulating many of risk

GLP-2 ha8és0fibedabd & | PlicSiflcrehsel plasih 38iehtat )i GRIPEL whiPMErove glycemic
bl ood gl ucose concentrations result in: 1. |ower

controlCIMPE6VY daftbty QRS d8lhy gdsAfbnplyiRg Giriel Abroving AWBY in'2AHRiSn to the
of conversion of carbohydrates to |ipids

effect fkdnh TOhHE B.irsl® $n deY} the Appearh8s &t gludod- O bR H erPdddition, GLP-
3. lower abdom nal” obesity; 4. |lower insulin

1 concdnBdliSrisHE Rported tb%‘é@éc}u@éddfﬂ@bggqmi%*ﬂ:lqglg.o{fherefore, the additional

PCT/U82007 069624 bl oo pressure; 6. |ower Ieyels_of
Touchi']ﬂ(ftxla@t%;& pﬁela&g%lhwsﬂgp{lhh it&ﬁ% Q/rc%ht' I%LJ su éle}mht% %r bifler
turn can lower The risk of chroni ¢ di seases

s FQSHTAE s 1< BRBL BRI 5he T B v

GLP-1, which in turn increases satiety to aid in
wei ght- | oss of weight nmaintenance. In addition, G.P-1

Metabo%itclgg}t{hr%%]%?sy?lgltoarﬁe%?l | insulin secretion and can

Touchi Extract and/or other a- glucosidase inhibitors, inhibit the breakdown of
carbohydrates, thus prolonging the time carbohydrates are present in the intestine and thereby
delaying the post-prandial rise in blood glucose concentrations. This slower increase in blood
glucose concentrations can play a critical role in regulating many of risk factors associated with
metabolic syndrome. Lower blood glucose concentrations result in: 1. lower concentrations of
insﬁlin secretion; 2. lower rates of conversion of carbohydrates to lipids (triglycerides, VLDL-

cholesterol, LDL-Cholesterol); 3. lower abdominal obesity; 4. lower insulin resistance; 5. lower
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t hus hel p | ower bl ood gl ucose concentrations, and
contribute to |lowered blood |ipids, inflamation and

wao boosripese ¢ fact ors, bl ood pressure and abdom PEr/US2007/069624
obesity. Heart Health/Cardi ovascul ar Di sease/ El evat ed
Li pi ds Touchi Extract and/or other a-glucosidase
inhibitors, inhibits the breakdown of carbohydrates,
t hus prol ongi ng the tinme carbohydrates are present in

t he |n stl nd ereb Iayln t he pos i.a
blood ansglére T avegfr i Belerean BOTORLS fopiars 2 |°§wgrcﬂ in turn can
i ncrease in blood glucose concentrations can pla
lower the righ edghrgnig %l%esraéwaéﬂ Vigh msiholis syndome; Soothige P%‘P%“al role of
associated _wth netabolic syndrome. Lower bl ood
Touchld?()@]@gslé itg 6‘?\‘5@’#? sampigkecGLRd  which jin tugn increages satiety to aid in weight
concentrations of insulin secretion; 2. lower rates
loss ot greighpmaimtanppgs. dp additions Iﬁhfr Lstimgulaigs b¢t@-|cgl§ insulin secretion and can
égrlg cerides, VLDL- cholesterol, LDL-Cholesterol);
thus hefp lowg o@glylgqaﬁerq:gnce@b'gtgqqsyand@onqr]@mﬁo lavestgd ood lipids,
resistance; 5. |lower blood pressure; 6. |lower |evels
inflammptionnd shrertbiotin fagters, blaod phessure adhdoménal abesitpf  whi ch
in turn can |ower the risk of cardiovascul ar di sease.
Anot her potential role of Touchi Extract and/or other
a- gl ucosidase inhibitors is their ability to stinulate
Heart I@tath/Cardibvas¢ulanDisease/Ebtvated Ligtidss bet a-cel |l  insulin
secretion and can thus help | ower blood glucose
Clonclsmxtatt antdor othBto Ghutbsidiye tithibitors, onabiecthe biealaddwn of -
l'ipids, inflammtion and thronbotic factors, blood

carbohPdre&s Uh& pbidn SRS eHE tihad ca?mgﬂltaiés ard RN i tlgoﬁfe%tﬁ%t dn\iQhéreb
ul nDnarQﬂExS%age ( COPD) WO Zggh/140230 Y

delaymgq HRLPRAERPAGAN biddareditiose Qﬁéérﬁl‘dﬁt)ﬁsv el"h%ﬁl(’)‘@é"r%dfease in blood

sease patients suffer frominflammti on and bl ockage -

glucos@EorcBfiratiBROSn Wy orfIRET BRSIA Sedullfinb nfdRl b he risR £GP Lls)éomated
oxygen to tissués. |ncreased frestrng energy

with m@t?égﬁﬁdéyh%ﬁle' $ 0MRPBHBBd bftcGR Qn&HgaﬁJns 'réuf?fn{ qnlﬁv%§ H&Egntratlons |

hat wast | ng is the consequence of nbal ance

ofmsuhﬁfsa&&nme@qur rhfd akﬁoa@a@mﬁw%%ﬁydf ?1st91 g@g gg&m&e'vwb

studi es have not ed subj ects "W t have

cholestleR)WD]i @ﬂglefstgﬂ)@)t quwtep%ofn%'l UbAIHR! 48 1M dr Qgg&%s%ﬁ%@% lower

tion, i nsuli n-resistance an

blood }ir%{égfg.tlgwéﬂgbmhﬁﬁﬁmg@&fj:intd't%ﬁlb@ﬁg fang)'rQ gh 'o¥ Ghich in turn can

lower the risk of cardiovascular disease. Another potential role of Touchi Extract and/or other
a-glucosidase inhibitors is their ability to stimulate GLP-1, which in turn stimulates beta-cell

insulin secretion and can thus help lower blood glucose concentrations, and contribute to lowered

blood lipids, inflammation and thrombotic factors, blood pressure and abdominal obesity.

Chronic Obstructive Pulmonary Disease (COPD)
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Carbon dioxide is the end-product of glucose
nmet abol i sm by m tochondria. As a result, COPD
w@ai07am230 on hi gh car bohydrate di ets have to eRCIERPO7/069624
nore carbon di oxide fromtheir lungs. Providing
Touchi Extract and/or other a-glucosidase inhibiters
W Il benefit the individual through reduction of
hyper gl ycem a which | eads to exacerbation of the
ndi.tjon caus b i dative stress increased by
G QPrE Filmovans iiostes patceS B gt G Rrgor ag blockage
Adapt ation GLP-2 .is.a hornmope that is secreted from
of the g RGP T LA G PO BARP B Yo oeisages; Hicresagd festing energy
~intestine and _colon. G.P-2 acts to enhance intestina
expendigyine it ¢qipraon HCPBR@nd #iis B@Fni WF’ER?’I th@ wasiing is the gqngeguence-of an
. architecture and increasing enzyne and transporter
imbalangetbetpyaen gaerexsintaks and expendigyreq Crass-seciiopy stidias have noted that
- . nutritional, hormonal and neural stinulation, with the.
subjects, piithejabetss haglloserdungmynetinndhay indiyidualsewitheut diabetesi In addition,
- Extract is a natural a-glucosidase inhibitor that
both insulinrresistanceraad KIQPAk e linkesk to irfianypagrendisiongang| cxirdgrivgstress.
the tinme carbohydrates are present in the intestine.
CarbonTheyids i§ithe end-pregusholeglucnse metabelisnt by mitaghimdtiasApayesult, COPD
reach the distal small intestine and interact with the
patienty orckigh sarbolydeaté digisdiave @ eRcltange moet ¢agpon diteadé fromabeiekings.
pl asma concentration of GLP-2 will stinulate '
Providing Tesdhi Batraadapbosthery-giuopsidage inhitifess willrbeaéfitrtee adididual
function of the intestine, including, but not 13 WO

| troug PRBATAGR B RETLMTEANTEH Q6RO RxabirbRIHILS coBlIFRRhisBby
i (0]

nutrients and water, secretion of protective nucins

oxidati P élrekdTRBRAGH BR iblsod gl RS flGR#pRd barrier- protection
agai nst pat hogeni c bacteria. Thus, Touchi Extract wl|

help restore intestinal function in patients with
mal absor pti on secondary to nmucosal degeneration

Gutlnté{t@ﬁg),qﬁt@sttﬁglMggpttyﬁoﬁancer cheno- or radiation-therapy
otal Parenteral Nutrition (TPN)-related gut atrophy

Q}Tﬁy}h ‘sraqm%h@maﬂggé&a&ﬁromQﬁ:éjérﬁoi:rlir{eme éé‘ll'srl@t!aﬁ:tdql(fj tH¥Ufistal small

dysfunction
intestine and colon. GLP-2 acts to enhance intestinal structure and function by improving crypt-

villus architecture and increasing enzyme and transporter activifies. 'GLP-2 is secreted in
response to nutritional, hormonal and neural stimulation, with the primary stimulus being enteral
nutrition. Touchi Extract is a natural a-glucosidase inhibitor that inhibits the breakdown of
carbohydrates, prolonging the time carbohydrates are present in the intestine. Therefore, a
greater amount of carbohydrates may reach the distal small intestine and interact with the L cells
to stimulate GLP-2 secretion. The increased plasma concentration of GLP-2 will stimulate

intestinal adaptation, improving the structure and function of the intestine, including, but not
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critically ill & septic patients burn & trauma
patients surgical & nedical patients acute
w@anecnereso tis intestinal inflammation in acti vVRCT/US2007/069624
i nfl ammat ory bowel disease Thus, Touchi Extract wll '
hel p optim ze intestinal function including nutrient
absorption in patients follow ng bowel resection,
~including those with short-bowel syndrone and post -

. .. surgery.for.gastrointestinal .malignancy and ul cerative, ..
limitec g qBSgrbtionsof Hiasnts apd e YR £F oFeL YIRS apcgmanunoglobins,
._hor i.ntestinal fynction including the integrity of

and ‘mP‘i?é‘g%{?ﬂmBréPth%ct“oHF‘%?“Eﬁﬁ?%tgo%ﬂ?“i RCEERT nal i nfl ammat i on.
Patients with an_inflammtion- ¢ ronise ut barrier .
iﬁ’(‘:‘F’ chifeqtragt Wil helyrestprs, lat@@wabﬁ%qgwslfl@ﬁg?q%%wnh malabsorption
critically ill & septi¢ patients burn & traum

secondgryitp é‘mcgsai desppsratiRvasioisesbWlT/ US2007/ 069624 sur gi cal
& nmedi cal patients acute pancreatitis intestinal

- icAPeARRRING-GRradintigetthesepY BD cancer cheno- or
radi ati on-therapy In effect, Touchi Extract will help

- ot Gareatsrgd Nugritiand A8 ND iclated et araphie(PN (pisitionipatienitle
infection by pathogenic gut bacteria and diarrhea.

- Qs@éillﬂﬂeés-tﬁlﬁéggédﬁfm(é@nt hat coul d benefit include
i nfl ammat ory bowel di sease (Crohn's disease and

- $ricieslill\deseptic ipatienys i rritabl e bowel syndrone,
short - bowel syndrone, malabsorption, o

- burn & trauma patients

- surgical & medical patients

acute pancreatitis

- intestinal inflammation in active inflammatory bowel disease

Thus, Touchi Extract will help optimize intestinal function including nutrient absorption
in patients following bowel resection, including those with short-bowel syndrome and post-

surgery for gastrointestinal malignancy and ulcerative colitis.

Further, Touchi Extract will help restore normal intestinal function including the integrity
of the gut barrier disrupted by intestinél inflammation. Patients with an inflammation-
compromised gut barrier include:

- acute illness-related gut dysfunction

| critically ill & septic patients

- burn & trauma patients
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di arrhea, constipation and gut atrophy due to
transition fromparenteral to enteral nutrition or
WO a@i7asi2en/ chenot herapy. 3 Heal t h/ Probi oti cs H¢EUS2007/069624
addi tion of probiotics, preferably Lactobacillus
reuteri, can further inprove the intestinal structure
and function and reduction in inflammation as well as
i ncrease the immune response previously noted with L.
reuteri,. | ddi.tion, there is the possibility of a
- @8%‘?#%‘?‘8&”@?”'% probiotics and prebiotics to
i ncrease the gut structure and function as the
} AEHEPARTEAUYSh " of  GLP-2 woul d be increased, optimal
amount s, of butyrate woul d be produced through
- P@?ﬁﬁﬁf AOMaLAR It 3¢EVHHIBi ot i ¢ can have direct effects
on the gut inte%ritg and i mmune response to insult.
- SBReE Fhemgyog dALoBENG RN d i ncl ude but not be limited
' to fructooligosaccharides (FQOS), _ :
gal act ool i gosaccharides (GOS), inulin and partially
hydrolyzed guar gum Specific probiotics could o
il effecteTenshi Fgrachwil| halp mesage sompliasigneini thesg patiesity which include
) Nissle 1917, L. rhammosus GG L. casei, L. johnsonii
infectien bysprthaggnic gyt bagteriagnddiorrbed. a breve, B. bifidus, and
Sacchronyces Boul ardi. 15 WD 2007/ 140230
FoP¢ilis 5o 0BY6 2unt conld beteific indhide inflramoator¥rbiomvebdisaant (Crohn’s
Bot h physically trained and novice athletes perform ng
diseasqranderlcerative xelitis) sgitildy bbwelgyndrpmggshngsboswel symidroge, siatapsorption,
require a steady source of carbohydrate to maintain
diarrheactonstifagiof end guatrepigetieie tramsiison fEonmpanesterl toyensaraliduaktion or
. -sports products describe how the energy in their
radiatigrdetootherapyqui ckl y net abol i zed and avail abl e for use.
However, quickly absorbed carbohydrates increase
bl ood sugar which in turn increases insulin activity.
The natural action of insulinis to |ower the blood
GI HedthfPaobiotiescent rat i on t hrough pronoting entry of the
glucose into the cells or by storage of the gl ucose.
I Thetaliéition s £probiodosyprferhtsll |Lycrayaiilat fres Noah etk aApolsS the
t he excess blood sugar is then stored for |ater use,
intestiral ﬁflgh&e i fufctiohyand eédudtidnyind AlEEmAydnas WetieRiigerédddthe immune
cou

response previously noted with L. reuteri. In addition, there is the possibility of a combination of
TE, probiotics and prebiotics to increase the gut structure and function as the concentration of
GLP-2 would be increased, optimal amounts of butyrate would be produced through

fermentation and the probiotic can have direct effects on the gut integfity and immune response
to insult. Specific prebiotics could iﬁclude but not be limited to fructooligosaccharides (FOS),
galactooligosaccharides (GOS), inulin and partially hydrolyzed guar gum.‘ Specific probiotics
could include but not be limited to L. reuteri, E. coli Nissle 1917, L. thamnosus GG, L. casei, L.

johnsonii, L. salivarius, Bifidobacteria breve, B. bifidus, and Sacchromyces Boulardi.
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negati vely inpact athletic performance. Extending the
peri od over which carbohydrate is netabolized to
w@bkwmcose3d or absorption through the use of TouR®/US2007/069624
Extract and/or other a- glucosidase inhibitors is
suggested to increase the endurance potential of
at hl etes consum ng the product. Human
i mmunodefi ci ency virus (H V) Human i munodefi ci ency
~virus infected individuals receiving highly active
antiretroviral t herapy (HAART) experience netabolic
rmalities including hyper|ipidem a and insulin
Athlet‘F@%‘if%WE"e nhepeeBihbi nati on of these findings has been
ternmed the |ipodystrophy syndrone. Because HAART is
HRatiyphigically Brinehand neyiqejafdaiepperfanvingapoderate exerqiser @ysling,
a growi ng concern of increased cardiovascular risk in
jogging, ispiaping efphiequirgaistoadysarrse gf cashohyHeatert-masntaincetivity for
derangenents in glucose and |ipid honeostasis. The
extendedsperiofls. Toowmiercltyraxailably spiorth produetadesgubalisy therenergy in their
gl ucose and 16 WO 2007/ 140230 PCT/ US2007/069624. |ipid
productistqaitskly metabdlizedigid aviagabte &draisé. sitowéves | quiskhppbdenhed carbohydrates
gl ucose netabolism and absorption and, thus, decrease
increass bimwdohgdr vehidoinpiinn gedréasesinad maetivtye dThei naturdlasiin of insulin is to
Cystic Fibrosis Cystic fibrosis (CF) is characteri zed
lower thy blobd skgas eancettrasios through promoeng eftryorfglangipcdse ataltiervglls or by
the pancreas. Most patients with CF have obstruction:
storageodf thdglugmn.dn elxt dase diiamerciblly avdilebld ispartstppoducts, the excess blood
i nsufficient endocrine function, such as insufficient
sugar ib then lsioredafeniatealnid, aktate Wiicls map acthiliyciaaseclyypoglycerhiaaltht tould
CF-rel ated di abetes. The use of Touchi Extract to :
negativegtingactisietipeafotinatcegExtenti i pericd @RS which@dibdhiirate is
hel pful in managi ng CF-rel ated di abetes by reducing -

metabd126d R)e%ﬁjccfs@for %&ﬁﬁtﬁ)d thubh the @@sf?ducﬁmxda@nar@h%hﬁk ke
st eat ohepatitis (NASH) n- al cohol i c steatohepatitis

glucosid%sﬁﬂhlﬁﬁ Or? ”scs%‘ggésie%% 1lﬁ:frea§@{hg ¥nddr¥ifle pg{eﬁﬁ‘{ﬂ%? aih%tésrb%nsummg the

sence
product.

Human immunodeﬁcigncy virus (HIV)
- Human .immunodeﬁciency virus infected individuals receiving highly active antiretroviral
therapy (HAART) experience metaboli;: abnormalities including hyperlipidemia and insulin
resistance. The combination of these ﬁndings has been termed the lipodystrophy syndrome.
Because HAART is helping to extend the lives of HIV patients, there is a growing concern of
increased cardiovascular fisk in lipodystrophic individuals given the co-morbid derangements in

glucose and lipid homeostasis. The use of Touchi Extract will help manage aberrant glucose and
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al cohol abuse. It is frequently associated with type 2
di abetes, netabolic syndrone, obesity,
whyeenhizpd dem a, and extensive small bowel resPCT/US007/069624
‘I'nsulin resistance plays a central role in the
devel opnent of this type of fatty liver disease. These
patients have high postprandial triglyceride |evels.
Touchi Extract could be used to reduce post-prandi al
pse exc rsions, .therefore  decreasing insulin
lipid mg*ﬁmilswgth%la R nechnismeploing down g Pﬁgﬂ%ﬁ@ltsw@dzbsorptwn
betes that_is common in NASH patients. In
and, thlésd FHFaSH SOMGRIcthF cmlrcawns&émcaﬁqéewmﬂwT in
decreasi ng endogenous production of triglycerides,
and therefore may play a role in hel ping manage the
accumul ation of fat in the liver, since the nat ura
Cystic kifasisn of insulin is to | ower the bl ood sugar
concentration through entry of the glucose into the
Captistibypsip (Clotip ehagectasized he thigkuseerstionssio appmbesofzpsgadngt iscluding
such as triglycerides. 17 WO 2007/140230
the panpregy. ¥8RODAIOBIBHMCE bpverdbstauction 0é thetparesaticrigatsceften leading to
hyperglycem a is a common problemin those
1nsufﬁceeq§ gnc? asting ﬁ@cm suahl aggmsgﬁiment pisyken aalilabiptyy This ansuffeciency can
traumatic, and /or iatrogenic stress. The critica
lead to Qﬁrrglapedtdighqtesr"ﬁ@msc eEToucht Bxtsict® rgduce pes-pramiidl ghicngg excursions.
and insulin adm nistration to decrease hypergl ycenm a
could be helpfid in meodgimg CF-eclatsd diabetes Horedindingsht maed foe medebeiaswdin
| ower post prandi al peak glucose to occur due to
secretiadel ayed enzyne action on carbohydrate pol yners and
ol i gosaccharides. Inproved glycemc control in
critical care patients has been proven to inprove
out cones, for exanple, faster and stronger, wound
Non-aléuhalic sigatoliepastis (NKSI€X | ons, and decr eased
conplications. The use of Touchi Extract in oral
MNobhraldohohiastesolpphiitise ks advahcedrstdge 0 fattgaiver Jisdab@inlthe absence of
wi Il inprove glycem c control and reduce the risk of
alcoholiabheC ltiiofisquatly adsbéiite€ iRty dighiespetabsRy YH@rohldobesity,
quality and rate of wound healing. The sane rationale
hyperlipidemtay el dxeadive gtalt 86wl rodedGonl Mata fih resistandplagddlcddtral role in the
assuned. The tube feeding is often disrupted due to

develof;ri;l&ﬁlé ee?aﬁb th e Si0fatP IRdr i sRgke\WTidde pit@nReHav€Righ pbhtpRadiaf ©igH ceride
levels. Touch?Extract could be used to reduce post-prandial glucose excursions, therefore
decreasmg insulin spiking and thus be helpful in managing the type 2 diabetes that is common in
| NASH patients. In addition, Touchi Extract could be helpful in decreasmg endogenous
production of triglycerides, and therefore may play a role in helping manage the accumulation of
fat in the liver, since the natufal action of insulin is to lower the blood sugar concentration

through entry of the glucose into the cells or by storage of the glucose, sometimes as fats, such as

triglycerides.
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the hours available for feeding will may cause
hypergl ycem a.. Touchi Extract will reduce the degree
wokoohgpesgl ycem a. Wund Heal i ng El evat ed bl 0oORPCTUSZOF@69624
concentrations, malnutrition and aging are known to
del ay wound healing. Patients with diabetes are a
hi gher risk for devel opi ng peripheral neuropathy over
tine. This leads to a | ack of sensation in the |inbs,
particularly the feet and lower legs. As a result of
the lack of sensation in peripheral neuropathy, an
.. Jrritation will often go unnoticed until a wound .
(h“wa@égﬁrs The heal ing of such wounds is difficult for a
pat i ent mn%h dlabetes The use o& Touchi  Extract
Rirgrdaducst PRESELY SR SFOryNALRIEBICRE frasp SipeiFRdne physiological,
m nim ze the inpaired healing. The 18 WD 2007/,14023Q
physwthppmsgewwe%z@nd é(?ra%taeewége%i Bhscribispli carrepatient requires
vascul ar di sease wi.th tinme which will cause del ayed
intensivreglngasg mortieyng addesulia pdmpististien @ré@@@&hype@}wemsﬁ i to insulin
~of arginine to NO and citrulline. Pressure ulcers (PU)
resistange el qughislexrast enehles f kwer pesterandial peakedpcoprotgyocpi die 4o dejayed
mal nouri shed and inactive persons. The skin of the
enzymehatiion lop carbohydsate ablyersvnd digosapchatdese bpproyrdeglyegmic control in -
failure under - pressure. Individuals with di abetes
criticallvaneepatients hasrbeers prpven wkimpfovRldutenthes, Heryexamply, fastepandottepager
to recover and heal after a PU has devel oped. The use
wound bfaliigufemier Bftctians, andderadaseddompbiestions. THeusesETouchi Extract in oral
concentrations aids in prevention and healing of PUs.-
nutritiodel sppylements @waritiaal cﬁ;pmdﬁaﬂew(levmmmis centioband feduce the
probl em that can affect a woman's nenstrual cycle,
risk of frfédtiohs and, otharrcomplsations arsliliprovertiaquedityoandaatd of wound healmg
resi stance, heart, blood vessels, and appearance.
The saifip eatiohhle dbd tybe Eﬁﬂiﬁgs qoatairemng SowheEztrach taphberdssimddor Theytpbe
+ 2 diabetes. PCOS is typically managed pharnmaceutically
feedinghistolften tiipugialueto (e ueaploaigaombibirfgoviti thy patisht.dlipker feed rates in
bi guani des that act by decreasing hepatic glucose
the hous eilable 8t fagiing WII @¥PcdusShiy per] fe2hfia. tToutHi Extrdttguitl redies the
have been shown to increase the rate of
degree of hyperglycemia.

Wound Healing

Elevated blood glucose concentfations, malnutrition and aging are known to delay wound
healing. Patients with diabetes are é higher risk for developing peripheral neuropathy over time.
This leads to a lack of sensatioh in the limbs, particularly the feet and lower legs. As a result of
the lack of sensation in peripheral neuropathy, an irritation will often go unnoticed until a wound
occurs. The healing of such wouﬁds is difficult for a patient with diabetes The use of Toﬁchi

Extract to reduce the post prandial glucose excursion will minimize the impaired healing. The
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pregnanci es in wonen that suffer from PCOS and
infertility. The use of Touchi Extract will help
worawage2she post prandi al gl ucose excursi on anBCT/US2007/069624
-mnimze the conplications of this part of PCCS.
Erectil e dysfunction (ED) Erectile dysfunction (ED)
appears to be highly prevalent in individuals wth
di abetes (around 50% at 50 years of age) and nor e
., ..Sev h he r f
dlabetwi%vs[o%atyer?rﬂwraﬂu%seﬁaaﬁé%ﬁgp U Reh Sl e ttSved healing. They
atjents.. ED is hij correl ed to | tiple vascular
also ha ‘?%l?s %I%F@Ptscomé\‘?fa‘og F}X‘QE’“&}H andgtrulling i fest at i on
of endothelial dysfunction jn general, alerting the 1
\Rﬁsmvf%@%aqﬂew%%ww%élgezﬁsk%ﬁy%r.bep&ﬁow qn n%uﬂshed
: underlying _silent coronary bed atherosclerosis; I
and maavgeopea@aé%la@ﬁkmdﬁ therdderlydd ypicgHy thinnes andsuserpiible ta ﬁadluﬁenunder
the presence of its chronic conplications. Because of
pressur?#@dwmu@lsmlﬁl dighetnsdgyean igerepsed risk pHBY wnd thep alspitaks longer to
di abetes, a nultifactorial approach is warranted to
recovernd hepl adist # BB has deysdnpsd. The use ebTousi Exteast f9anqiniginbettppglucose
use of Touchi Extract will help manage the post
concenfsptigngiaids iy pigrensionand healingef PUker ef ore nodul at i ng
pl asma insulin spikes, and mnimze the endotheli al
dysfunction leading to ED. In addition, the
conmbi nati on of Touchi Extract with flavanols
Polycygtissd catan StindrommdPC@bechi n conpounds from cocoa, wi ne,
green tea, . . ) may inprove endothelial function
ACQSisrdwiltigproblpmehiteac effeat o woar’ smssttinlaytlesfertifitg, sormones,
conmbi nation may have a significant effect on
insulinipnqaiuotiomandtrb@statek sheartyblobrbvssady) aed sppearande. Spexifically, PCOS
m crovascul ar conplications associated with di abetes
patientagrewehilgh aisk fordypei XdiabeseswWPCOS égpichidy mahagdy pharmatdutinally with
wi t hout diabetes. It should be appreciated that the
the usefif €d@vphage\(Metfommin) snd@herlbigiahides that dchBy d¢veeasing hiepatic glucose
enbodi nents descri bed above, but includes variations,
productiorlard igmpidv@rifsudin Geritivity aBegiianideshayd ibeanshowaab intedsdthe rate of
the follow ng clains.
pregnancies in women that suffer from PCOS and infertility. The use of Touchi Extract will help

manage the post prandial glucose excursion and minimize the complications of this part of

PCOS.

Erectile dysfunction (ED)

Erectile dysfunction (ED) appears to be highly prevalent in individuals with dlabetes
(around 50% at 50 years of age) and more severe than in the rest of the population. Its etiology is ,
multifaétorial in this subset of patients. ED is highly correlated to multiple vascular risk factors

and can be considered as a manifestation of endothelial dysfunction in general, alerting the

19



20 WD 2007/ 140230 PCT/ US2007/ 069624 CLAIMS What is

claimed is: 1 A conposition conprising at |east one
w@2@huen3d dase i nhibitor. 2. A conposition as BPCHUREI7/069624

in claiml wherein said a-glucosidase inhibitor is

Touchi- extract. 3. A conposition as clained in claim

1 further conprising at |east one flavanol. 4. A

conposition as clainmed in claim2 further conprising

ne f.l av. ositian as imed in
physicigh 5 555 ey inapginn bed R RPraraone afe Sapendep the
cat chln and catech n co nds A
poor C%lgﬁb%ffs#l%e@ dOg i iengerp eﬁsa s COPRLFiions-dlesse of e
mumpw@losr.es S SPE8 ”l‘s""»k%e °§, ?%w!lﬁ?éﬁeé’ %Sns%facncn‘% Wartanted to
claiml1, claim2, cla or
getan %mﬂl fespoRpe "atreqt@gﬂwhow@ewﬁ eBhwe@f TsuchAEéEsfﬁs &4l helgnanage
as clainmed in claim7 wherein said prebiotic is at
the post praadialglacase exquesion, toreforepgdulptiag @lalglgp@qsallql 9p1kes and minimize
drol yzed guar gum 9. A conposition as clained in .
the end@{l@pﬁh (%sfugptggnnlﬁ ingtodiliy In additiopy the pemabipgtianipd [Touchi Extract with
conprising at Ieast one probiotic. 10. A conposition -
flavanqig(epicatephinl andycai¢chimsompamadseliom segog, winghsrean t€a,i. s . hmay improve.
| east one L. reuteri, E. coli N ssle 1917, L.
endothelied Rmstiors bamproving lyeemiciconireltand sasodilation. Jiis apabiinagion may
bifidobacteria breve, B. bifidus, and sacchronyces
have a pigoifigantieffection. imprayinggbe delaypin the progeessieniof the glierpyasgylar .
claim2, claim3, or claim4 further conprising at
complitasmes assneiatpd wlithalidbeteansiwell a4 mdividualsevipr endotbtlial dysfunction

without diabetes.
It should be appreciated that the present invention is not limited to the specific
embodiments described above, but includes variations, modifications and equivalent

embodiments defined by the following claims.
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21 WD 2007/ 140230 PCT/ US2007/ 069624 12. A conposition

as clainmed in claim11l wherein: (a) said prebiotic is
w@rooraaeso one of FOS, GOS, inulin and parti al | BCT/US2007/069624

hydrol yzed guar gum and (b) said probiotic is at

| east one L. reuteri, E. coli Nssle 1917, L

rhammosus G5 L. casei, L. johnsonii, L. salivarius,

bi fi dobacteria breve, B. bifidus, and sacchronyces

boul'ardi.. 13. A dietary-fag conprising at | east

one a-gl ucosi dase inhibi? 4. Adietary regine as

.claingd,in claim 13 wherein said a-glucosi dase

“mmnﬁﬂWFﬁlf%r is Touchi extract 15. A dietary regine as

1.

2.

10.

1.

claimed in claim 13 further conpri.s;. at | east one
A porgpesitinn compgising apieast opg opglugo SdnbiPEed | n clai m 14

further conprising at |east one flavanol. 17. A

A dompasitjorrasgiaimediin ddimi hwhlergin sgida-glugssidase mhiiiter el ouchi

wherein said flavanols are at |east one of
ex@pttcat echin and catechin conpounds. 18. A dietary
regine as clainmed in claim15 or claim 16 wherein said
Akbmapesiidisas ctiimegd medlsin I funthart congaisingoatdeast oredtawanolwi ne
or green tea. 19. A dietary regine as clainmed in claim
A bmpédittdnaskfaimed i dRid fudthecdoipiisihg 4tuedshate flavanol.
conprising at |east one prebiotic. 20. A dietary

A lc8Rb&RiGHSas@AAinb® th d1finCI @t Blaik 4 Wiherein saidAavdinpls aly o ldast
is at least one of FOS, GOS, inulin and partially

od'éXﬂL%Filc?{téﬁﬂn BiMBEat@HIR codboursdi et ary regi me as cl ai ned
in claim13, claim1l4, claim1l5, or claim16 further

ACORBbIiGoME: Mimb@aSdlaif® op Rk Atvitkreisaid AawinBls@Figinate
reginme as clained in claim21 wherein said probiotic

frb aleadt @RS bf QBa, lwine or green tea.

A cbmposition as claimed in claim 1, claim 2, claim 3, or claim 4 further comprising

at least one prebiotic.

A composition as claimed in claim 7 wherein said prebiotic is at least one of FOS,

GOS, inulin and partially hydrolyzed guar gum.

A composition as claimed in claim 1, claim 2, claim 3, or claim 4 further

comprising at least one probiotic.

A composition as claimed in claim 9 wherein said probiotic is at least one L. reuteri,

E. coli Nissle 1917, L. rhamnosus GG, L. casei, L. johnsonii, L. salivarius,

bifidobacteria breve, B. bifidus, and sacchromyces boulardi..

A composition as claimed in claim 1, claim 2, claim 3, or claim 4 further

comprising at least one probiotic and at least one prebiotic.
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12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

22 WD 2007/ 140230 PCT/ US2007/ 069624 reuteri, E. coli
Ni ssle 1917, L. rhamosus GG L. casei, L. johnsonii
wa@ 2003aki29@r i us, bifidobacteria breve, B. bifiPCEUSEINTY069624

sacchromyces boulardi.. 23. A dietary regine as
clained in claim113, claim214, claim15, or claim16
further conprising at | east one probiotic and at
| east one prebiotic. 24. A dietary reginme as clained

ai.d prebiotic is at |east

in claim 23 wherein:. , '
Alﬁﬁ‘@p%sf‘tllqﬁcﬁ,d"(‘%‘? {%: ‘ﬂ?}f’ﬁ( ﬂ)‘%{%ﬁelﬁar tially hydrolyzed guar
7 G saiprenioticds a6y P 0%, Ty i pafiEfgfyarolyzed

casei, L. johnsonii, L. salivarius, bifidobacteria
bEBYFEUMBANG f | dus, and sacchronyces boulardi.. 25. A

net hod of treatnent of a patigent .tha enefit fr

a(b) saidgrrobipiéc i5 apleast Qag Ha@gterli ’rﬁ"ﬁ)‘it}\?léﬁﬁ‘? fglg ET'i]ilgmf}%%uﬁo &

as clainmed in claim25 wherein said a- cosi dase

" R Faset br 1oNBSON b4l vaziker B figobagigria ¥e’ﬁﬁ’|‘¥o S8l

claimed in claim?25 further conprising at |east one

f Isesehremyces bgilardihe et hod as claimed in clai m26

further conprising at |east one flavanol. 29. The
Antittirydegime chmprigiug ptrleast aneane2Bicosidase #hRITs. wher ei n sai d

flavanols are at | east one of epicatechin and

ACHUES S me QE PRSI cBOn 13 eheraii fuddloaguwbidiseeahibitords ai m
25 of claim 26 wherein said flavanols originate from

T8Lchi €8st One of cocoa, wine or green tea. 31. The
nmethod as clained in claim?25, claim26, claim?27, or

A8 2o S Lhifthed RUMHHNT13i e komBAsihg ANRaROAGRIR¥NGI.
A dietary regime as claimed in claim 14 further compri‘sing' gt least one flavanol.
A dietary regime as claimed in claim 15 or claim 16 wherein said ﬂavanols‘are at
least one of epicatechin and catechin compounds.

A dietary regime as claimed in claim 15 or claim 16 wherein said flavanols
originate from at least one of cocoa, wine or green tea.

A dietary regime as claimed in claim 13, claim 14, claim 15, or claim 16 further
comprising at least one prebiotic.

A dietary regime as claimed in claim 19 wherein said prebiotic is at least one of
FOS, GOS, inulin and partially hydrolyzed guar gum.

A dietary regime as claimed ih claim 13, claim 14, claim 15, or claim 16 further
éomprising ét least one probiotié.

A dietary regime as claimed in claim 21 wherein said probiotic is at least one L.
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23.

' drolyzed guar gum and
24. A%ﬁé@é?%mﬁ%% nc "3 IWZ%E?[‘ ‘one L. reuteri, E coli

25.
26.

217.
28.
29.

30.

31.

23 WD 2007/ 140230 PCT/ US2007/ 069624 32. The nethod as

clainmed in claim 31 wherein said prebiotic is at | east
wor@70§02600S, GOS, inulin and partially hydrol yrenu§ar/069624

gum 33. The nethod as clained in claim?25, claim 26,

claim 27, or claim?28 further conprising at |east one

probiotic. 34. The nethod of treatnent of a patient

that can benefit fromas claimed in claim33 wherein

reﬁﬁg’igg .gcroylg\iligsflé E9 1I N %Zttrlr’ﬁ%lgg%g C%fi kase[ ﬂ"Lo%%L%iiEL. %ﬂughusi

dey SA) riy |do rlabr B. blfldus and
blglg%% {regsf{r%f:eélg ard TOHRS> 'fq?}rgb of treatnent as

Ar%ae?%fﬁé?g‘%‘Sﬁ%FIF‘%‘i‘eﬁd“S laip Z%sﬁlal%“ st &1 7°;e%é%ﬁlfa¢ LY.
imed in claim35

) i ic. 36. .Th hod J
e o%sgrog’ Oﬁfce%f’é’f e 008 BreBioBibar “one of “Fas,

3 s abggﬁ%angﬁgﬁf%ﬁo%ﬁwcasgpaﬁiﬁ%‘?f’am@m P

sacchronyces boulardi.. 37. A nethod as clainmed in

c B8 8L ang| aj m 26, claim 27, or claim28 wherein said

p tient has.at |east one of the fallgow ng: D abetes,
e L b

PreaiReebipisisie [7at@ar St HIEE; E- opaidy stppmgosus GG,
senS|t|V|t co-norhidities of diabet esB
c&r @38\ ks lonsgniigh sseliwasius, Ribfdnerya heur B difkas®d coul d
benefit from decreased |ipoproteins, hyperinsulinem a,
hy#rehranpicaebaudardings or at risk for fatt y liver,
obesity, abdom nal obesity, would benefit from .
Aimgthasef tecatnient 9f a pasightthitenar benefit from atdkeasy ongassighicesidase
enptying, Metabolic
inhibitor.
The method as élaimed in claim 25 wherein said a-glucosidase inhibitor is Touchi
extract.
The method as claimed in claim 25 further comprising at least one flavanol.
The method as claimed in claim 26 further comprising at least one flavanol.
The method as claimed in claim 25 or claim 26 wherein said flavanols are at least
one of epicatechin and catechin compounds.
The method as claimed in claim 25 or claim 26 wherein said flavanols originate
from at least one of cocoa, wine or green tea.

The method as claimed in claim 25, claim 26, claim 27, or claim 28 further

comprising at least one prebiotic.
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32.

33.

34.

35.

36.

37.

Syndr one/ Syndronme X, COPD, woul d benefit from i nproved
structure and function 24 WD 2007/ 140230

w807/ 069624 of the intestine, mal absorpCT/082007/069624

intestinal inflammation in active inflamuatory bowel

di sease, Crohn's disease, diarrhea, constipation, gut

atrophy due to transition from parenteral nutrition,

gut atrophy due to radiation therapy, gut atrophy due.

t o _radj at her,a ch SIS
T}?%edﬁ Cllad‘@ﬁ‘ifn cilal 3w Blggld%’éﬁ%t}c 1% httl@gt ?JJ )

rom’ e ance or mance,

Gﬁ%@%@'}ﬁ: AR gﬁéegygﬁ%é{é%@ s Te fo'nbtr ioi'aus Caré
Pat

Th?gaétﬁwgas c@%‘?@%\l\‘ﬂfgg’éﬁgmﬁgé@ﬂﬁﬁe il?’wb rect| le

sfunct on or ectile dysfunction secondary to
coéﬂpé‘ﬁ’éﬁé% a%@“eﬁ\m:i?ﬂ“ﬁod as claimed in claim37 wherein

said |ipoprotei are

I d
memlitee@fmp?weﬂ%%ﬁ tsg%ﬁ?rarn a%%}5f EERA 53

clainmed in_ claim37 wherein ? \9A£
WheTpE P PEiFHisp 2l 185 OB L Tewige L 58 Mgefetor?! £ hamnosus
pro-inflammtory state .or prothrophotic_s
G%Lh@éelab jehnsppibd-- s N@rigs, mfwi’emiae‘?fﬁves QrE‘ ‘ﬂbﬁ F‘B??t has

mal absoption fromat |east one of. cancer, cheno-
sac¢tepmpees bpwldidat i on- t her apy, TPN-rel at ed gut at r ophy,
acute illness-related gut dysfunction, '
Thy inethedipf eatment as glaimed inslaim g prlaiRep cllarf%a?‘pa)r claim 28
secondary to surgery, secondary to medicine, or acute
fupthereomptrisingt least, on@prabdiis Andh at [eash PRERIEPIALIG| ai m 37
wherein said patient has irritable bowel syndrone
The wrthad a$ daisteddmelaign 35 pbsteiionel resection, short

bowel syndrone, ulcerative colitis astrointestinal
c dmceidyprebioticels af leagt ongipf Hﬁ&eﬁr@%ﬁnulm%@amally hydrolyzed

illness-related gut dysfunction, being critically,
beuagewepndc, being burned, trauma, surgery, nedici ne,
acute pancreatitis, intestinal inflammation, cancer,
cl(ensmid priokiotipis, at teastrome Lateuteni, E. coli Nissle 1917, L. thamnosus GG, -
L. casei, L. johnsonii, L. salivarius, bifidobacteria breve, B. bifidus, and
sacchromyces boulardi..
A method as claimed in claim 25, claim 26, claim 27, or claim 28 wherein said
patient has at least one of the following: Diabetes, increased insulin resistance,
decreased insulin sensitivity, co-rhorbidities of diabetes, cardiovascular disease,
coronary heart disease, could benefit from decreased lipoproteins, hyperinsulinemia,
hyperlipidemia, has or at risk for fatty liver, obesity, abdominal obesity, would

Beneﬁt from improve satiety, would benefit from delay gastric emptying, Metabolic

Syndrome/Syndrome X, COPD, would benefit from improvéd structure and function
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therapy. 42. A nethod as clainmed in claim37 wherein

said Critical Care patient can benefit from 25 WO
wWQo@7n4020230 PCT/ US2007/ 069624 at | east one oPCT/ES1087/069624

and stronger wound healing, fewer infections, and

decreased conplications. 43. A nethod as clainmed in

claim 37 wherein said patient has a wound that is or

needs assistance in healing and can benefit from at
east one o

| - f d : i . :
R oot A P g e
e a a [ | ai. ' ' -
s ?Eﬂhg%égsqaiﬂvngla{‘;“??’ Eymuuih, BARLGPYY R € patiifogson.
met hod,  of administering to. ' iti
R A e o o
ragJaionsheroay SRRSO IR oA Patelt 1% dflafte;

. said patient is a mamual._.47. A nethod of . .
aﬂdlsrm pArfrRARGeghyreanimumynodeficiency i §V~‘31°5?Pf%sés’ pypicehplicy
~claim45 wherein said patient is human. 48. A .
stepsqhepatitist is adrriticrk e PAde.hiaga bVQPP%ﬁ?‘ 1y fingedsaysiriansed
conprising adm nistering the dietary regi.ne of
hesftes, GPlsyicriavarign Samdrage (GRS ReriDYMIHPL OETPALY t o
a patient a dietary regine as clainmed in claim48
dysfumcdomsesendarpirdiaistesi s a manmal . 50. A method of
adm nistering to a patient a dietary regi ne as clai med
38. Ajmetldduasrelaiiged inadainy 37 wharein said iligpprojensargafieast onsof Ao
met hod of administering to a patient a dietary regine
trigghy cettidgseidLi aholgbtaiotangBLDL cholesterol. ‘

39. A method as claimed in claim 37 wherein said patient with hyperinsulinemia has at
least one of: pro-inflammatory state or prothrombotic state.

40. A method és claimed in claim 37 wherein said patient has malabsoption from at least
one of: cancer, cﬁemo- therapy, radiation-therapy, TPN-related gut atrophy, acute
illness-related gut dysfunction, being critically ill, septic, being burned, trauma,
secondary to surgery, secondary to medicine, or acute pancreatitis.

41. A method as claimed in claim 37 wherein said patient has irritable bowel syndrome
from at least one of: post bowel resection, short bowel syndrome, ulcerative colitis,
gastroihtestinal cancers, intestinal inflammation, acute illness-related gut
dysfunction, being critically, being septic, being burned, trauma, surgery, medicine,
acute pancreatitis, intestihal inflammation, cancer, chemo- therapy, or radiation-
therapy.

42. A method as claimed in claim 37 wherein said Critical Care patient can benefit from
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43.

44,

45.

46.

47.

48.

49.

50.

51

52.

wherein said dietary regine is a food or beverage or

conbi nation thereof. 52. A kit conprising at |east one
w@booa/1i@ed or beverage or conbi nation thereof BOCBUSI007/069624

regi me of any one of clains 13-24. 26

at least one of faster and stronger wound healing, fewer infections, and decreased
complications.

A method as claimed in claim 37 wherein said patient has a wound that is or needs
assistance in healing and can benefit from at least one of: faster and stronger wound
healing, fewer infections and decreased complications.

A method.as claimed in claim 37 wherein said PCOS patient has infertility
associated with the PCOS.

A method of administefing to a patient a compbsition comprising administering the
composition of any one of claims 1-12. |
A method of administering to a patient a composition as claimed in claim 45
wherein said patient is a mammal.

A method of administering to a paﬁent a composition as clairhed in claim 45 |
wherein said patient is a human.

A method of admihistering to a patient a dietary regime comprising administering
the dietary regime of any one of claims 13-24.

A method of administering to a patient a dietary regime as claimed in claim 48
wherein said patient is a mammal.

A method of administering to a paﬁe’nt a dietary regime as claimed in claim 48
wherein said patient is a humaﬁ. |

A method of adr_ninistering to a patient a dietary regime as claimed in ciaim 48
wherein said dietary regime is a food or beverage or combination thereof.

A kit comprising at least one of a food or beverage or combination thereof dietary

regime of any one of claims 13-24.
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