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ultimately be absorbed into the blood stream is a serious problem. Further, there is
abundant evidence that constipation may lead to a myriad of medical problems related
to the gastrointestinal track including colon cancer, possibly as a result of prolonged
30  contact between cells of the colon and toxin laden feces.
Unquestionably as a society, we are suffering from a deplorable lack of dietary
fiber. We are constantly warned by the medical profession and other experts that this
lack of fiber can and does kill. Our diets are replete with “empty” calories--refined

foods loaded with fats and sugars--and contain few whole foods. When it comes to
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a growing number of food products, ranging from baked goods to "shake-like"
beverages, contain added fiber in the form of soluble fiber.

It has been discovered that dietary fiber appears to moderate the rate at which

sugars and fats are absorbed from the intestine. In the case of simple sugars, slowed
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600 mcg in some 1nd1v1duals The Chmese scientists suggested a level of about 40

30  mcg daily as the minimum requirement, which is similar to the new RDA of 55
mcg/day. This RDA established by the Panel is based on the saturation of plasma
glutathione peroxidase. An intake of less than 11 mcg daily of selenium will
definitely put one at risk of deficiency.

Early epidemiological studies suggested a possible inverse relationship
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30  proanthocyanidins can reduce incidence of coronary artery disease and play a role in
the stabilization of collagen and maintenance of elastin in connective tissue.
Accordingly, there is a need for a composition which is easy to take and
provides a source of proanthocyanidins.

Phosphatides (also known as phospholipids) are a natural constituent of cells
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20 one or more phosphatides or salts thereof;
one or more flavonols and/or flavonoids; and
optionally one or more additional additives.
In yet another embodiment, the present invention is directed to a kit for

regulating a condition in a mammal comprising:

25 a container comprising:
i. one or more selenium compounds;
ii. one or more prebiotics;
iii. one or more phosphatides or salts thereof;
iv. one or more flavonols and/or flavonoids;
30 V. optionélly one or more additional additives; and
vi. instructions for use.

DETAILED DESCRIPTION OF THE INVENTION

In its many embodiments, the present invention is directed to compositions
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In one embodiment, a unit dose of the compositions of the present invention
comprises about 125 mcg of selenomethionine.

Alternatively, the concentration of selenium or salts thereof in the
compositions of the present invention can be expressed in units of ppm (i.e., "parts per

30  million"). For example, a selenium or salts thereof in the compositions of the present

invention are present in a concentration range of about 5 ppm to about 50 ppm, about
10 ppm to about 25 ppm, including about 5 ppm, about 10 ppm, about 15 ppm, about
18 ppm, about 20 ppm, about 25 ppm, about 30 ppm, about 35 ppm, about 40 ppm,

about 45 ppm, about 50 ppm, inclusive of all ranges and subranges therebetween
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dietary fiber can be obtained from plant material by milling or extraction under "mild"
30  conditions, e.g. under conditions of low temperature, low-pressure, and/or low shear.
The prebiotics of the present invention also include soluble (i.e., water-
soluble) dietary fiber, including any type of soluble fiber which is metabolized by and
promotes the growth of beneficial bacteria. This generally has a positive effect as the

beneficial bacterial can also tend to lubricate the stool and/or prevent the growth of
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It has been discovered that the compositions of the present invention
comprising combinations of prebiotics, for example, one or more native dietary fibers,

appear to moderate the rate at which sugars and fats are absorbed from the intestine.
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e.g., by evaporation of the extraction solvent(s), or using additional purification steps

as described herein.

Additional purification and isolation of the flavonoids and/or flavonols can

11



conventional nethods. For exanple, a plant materia
(e.g., grape seeds) is pulverized or finely cut and

WO b@n/0sss2 act ed using a solvent. As the extracPCDNS2006/043442
sol vent, one or nore hydrophilic or |ipophilic solvent

canishee xS Gl 088y, fSQBPk] @éthydsKhow® Bethé fiiarmiceutical arts for
adm xture. Such solvents ar&qgr ef erabl y sel ,ectgd from

solpyikving astiverphaanaggyticpl compeyKls) Suchpeihods cay Helyds. for example,

WW@PH’ASG eknt FARAAD 88BN cK@ﬁﬁﬁ@&pWﬁﬂ/@%wﬁﬁﬁﬁ@lﬂg@n d
met hyl et hyl ketone and esters such as nethyl acefate

aneiermpncdignid-ahgomatogsanhy s aleftstor fheombinsdpmliramples of the two-
59eneralbiVerd E)&Hh@h nPrud R & in W oA sbRibREBfaponkh® and

extraction tinme Is approxi ma.teli; from1l hour to 10
dapigmenisdre ¢xgaciedbuith a bydrophebiseplyerisughsas gelirsang ar peirlem

1t i Yanli irPlyhi Pis hArtitioNESintd% solvent such
e g S AR e Rl oL
mays héueaoelor edthylicthykewne it waseritp picaver penantheesianidins diom the

st andi |f '
L L T
100btcaiumadthrohatogesphppihehlvyesraganier suphanpmbaditd Ip129B or

resi due,. aa by filtration,or ce [ f]
G sty T R0, Hbsrsp oo i ey AR ol s as
| i auainghl plidse silitagdnevals phag/sdica blaaim ISP-2Anr $dpebeadeSP-207

]9 3 ,%{qﬁi] Iga ﬁgtga&]io{a %&gg’h%féc}stgahc%rrge{r/ lsJ dc‘T} élg g%ént%lg%(hLl%?O{: ﬁganl’?pqes of the

eX tpfepatatiGdhiglo bateorinasce,liq0id chifintagp gaaptly irichudah method which uses a
purification steps as.described herein. Additional

13D e R ORI UGG A SRS PSS e g pod
fl Wh dlﬂlsﬁs &ﬁd?ﬁl!aﬁlﬂlaﬁ&oﬁﬁlﬁrf doRchirdny a cb?ﬂiagucﬁ?rsil‘ex aetpAgain, these
met hods. known in the pharmaceutical .arts for puri n
actmepods Kar heesed fs desire SR ORI PRk THRST ar?ryythe"sg

| NGuteeatioh AettRYS MR @itict MRhRaSAit&2bMBRorasubktah@Rsuch as
col'um chr omat ogr aphy and/ or preparative

o hj gh
persp]és(, AerHemc §qb§|t@[pq§s é@@wgﬁrgw’ pg]ygm:@haélpgq, Qil contents and
20COTRERG QR be FRATBY 88mThe &rfi® dHRRNAAhSIVYRSIEs and/or flavonols

partition include nethods in whi ch oil_ sol uble

cormpothershy paHisdpideeproztheyanigin exeactsd figm grage seeds can be
hy de%ﬂ:ﬁ?'y %gﬁ@énégpfn ;E%H}ﬁhn@cswﬁh REERE dedcriB&L, fleRitiple, in Acta

et her an met hods in which the extract is
parDérmi ¥ewegeol.(Siockh. s 38./@R(1%98Eh as n-butanol or et hyl

From t na " arsaafts MY G0 B PP YRS RRPRHIREY b lbdposidons
25 hrafitheet m@em{imjcntiminm@riogmuﬁ Siomeabget 10angterabout 100 mg, from
chr toagr ' Kl '
R DI et PR h6R  to Stal 75 e MLl out 10
chhrngrbogriapiyy abdui 2hmgsaeutl Soag,rabeut 38 ogh akmit fpmgedbout 40 meg,
phase sjlica l.. rever hase sidl ic I i &l
- Savals e B an et SHRHES RATBGuTopE Ardlfiss md, Refro me
us efboat T5ang, iabsut S0 atg, aloubepingcbrutl da-2g) abdi Afplgesr abbutt 1@ mg,
reparative high performance |iquid chromatography
3 qonc‘gaaﬁveaoﬁgtrﬂ%ﬁs gﬁf{s EraB%eégheéebre&fSP'se phase col um
cont ai NifAgn@eriydirh@it, thdlshoums offdvastedsydndsr flavwaoRpebsent in a

h L
et un?tddose of the compositions of the present invention is about 10 mg to about 15 mg.

In another embodiment, the amount of flavonoids and/or flavonols present in a unit

dose of the compositions of the present invention is about 12.5 mg.
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whi ch uses a nornmal phase columm containing a carrier

such as silica gel. Again, these nethods can be used
w@200dmsd482d al one or in conbination and repeatBdl/YS20By043442

these purification nmethods, inpurities including

wat er - s alitsidb@vely) feGohdthEitDAGE Blatdneids aﬁd/&&ldVSnolmeéeﬁﬂthe

subst ances such as sacchari des and sac
oi ICOBBRIERE §fé‘ﬁ areseny we«m@n&a%geo@mreé Hn‘fsrog V 2“5‘”
Cr UdfnS ttﬁ@&ilcerﬁﬂaﬂori &thfd)tﬁ)‘(d%@ﬁd/@ﬁﬂ%ﬂél@ prebdn@ihaie tsnisRions

t her eby purified. proant hocyani di n extracte o
fr @ﬁf"@@é?ﬁ%‘“é‘é"éﬂ%o%%ﬁ DR abQbOAP ek ORI Or 00T TS & ?ut%nlOWt %

5aCGORKIRANG.S0 Wt 49 26oul B H A0SR S bikt *0@@ wifoR) rm(ﬂﬁf(ﬁﬁ@étféut 0.05 wt.%,
Acta Derm Venereol. (Stockh 428 (1998

f | &b Ei0gsviandboyt qu7a%ﬁ,cﬁb§utég® ‘ﬁr%s@ﬁt‘t q 0 wt- %?rﬁbpufo(b&fé

of Jihe aﬁgafmqlvw%%o&fo ohe, «u@ra%@m 13 Mrﬁaom 14w, about
am)unt (0] roma out ng tO about n(g from about

20 Orl§ widozebouit0. Wowig, abent . Fov. Ababent 051)8 w@/os oabd i Wik, or
n
gB{)lﬂ?&‘é% Y, i @Q&Me oérgll %geﬁﬁg%hbrégg‘?g?rerae@gtﬁ}t&n @wa@n the
lOab@,gncenﬁatmg of atvoertm& e flaypnoidb eud/orFhvenyls ia idafive @@thﬁgombmed
ab t
2baouds offen a0 hmifgndBoreBRALY 0nHl athfin HbicTHd

ng,phospbbticesve of all ranges and subr a’nges

t her ebet ween. enbo

{1 avonottee el 1o e TRt i orf e ko tayanols pypsent

t hen dxarcpmgoshmm of e ptelacmt mvestmntls abovehl s wn% te abdad 020 m %.
her

1557 Thpaimtaria it G S RAVHon 5T JRRCH S ornGrr L Hges

of thé‘l@anfbﬁiﬂoﬁd dfitieeysesefit ihveatipn BaBAOL 0110\»&1% tocbotd). Bheile. In

Al te atlve t he con r at. fl avonoi ds.
andPsEb e e bR RO PR LR R Rsent n
Pr eBefImpobVieRY dfaie giesantifved o B2B6&M 0118 Wit s of wt. %

For_exanpl e, the concentration of flavonoids and/or
fl é’\)’(?ﬁb‘!aé‘dﬁ? esent in the conpositions of the present

200 nvent i qRe pRGApRAIdaNREDIO P Dseth 1% dothpdiiasks o th2Gnwwhtidh include
about 0.10 wt.%to about 0.20 wt.% about 0.15 %to
ab Y pbarmcwwf%y aessptalginhgsPhBkiRie. incleingRut gt lg%q\g 10,0. 06

Wt p%bsﬁQ@dill Bolffé, M‘fos%tlé}@-@fhtan&m@ﬁe Vﬁhosﬂla@d%@-‘xﬂos@olgﬂd mixtures

"% ut 0.10 w % about
tbere@fba“bﬁ te@nishcwphawe @éuqedd)e@m aA;to ingludes o 1991%'0 is/hlch is the

69n Qblor goﬂtﬁar%m%for%%%ur@ofll?itu\‘\éllfy%bcﬁg%hogplﬂaades or

% out % or about O. . i'nclusive
250f IEbIOSPhDhWQ%s and subranges therebetween (wherein the

concent rﬁl% 'oR@oerlorg ?ﬁosBﬁatﬁgi flé ﬁV%@g gr% r%&gﬂt% a pnit dose of the

flavonols is relative to t conbi ne
sel c@mpumlcrommumsnt of fretyi abvutdd mg foabowid 08 ngaﬁelm@bout 20 mg to

contan e 3R taR PRR T s\ abam 4D ol AR AR 1b m, Mt 20
mg, about 30 mg, about 40 mg, about 50 mg, about 60 mg, about 70 mg, about 80 mg,
30  about 90 mg, or about 100 mg, including all ranges and subranges therebetween. In
one embodiment, the amount of phosphatide in a unit dose of the compositions of the
present invention is about 30 mg to about 40 mg. In another embodiment, the amount
of phosphatide in a unit dose of the compositions of the present invention is about 35

mg. In yet another embodiment, the amount of phosphatide in a unit dose of the

13



in the conpositions of the present invention is about
0.15 wt.%to about 0.20 w.% In another enbodi nent,

wo b@7osmsent rati on of flavonoi ds and/ or fl avonPCBUS2006/043442
present in the conpositions of the present invention

IS RpUitiGhsbf thttprdeediGnRREH is GbckP38Mng?0 | N yet anot her

enbodi nent, the concentration of fIavon0|ds and/ or
f I avono oRs akoadiment theeneop motssRhosRhatdes of ths sompesitiontof the

' nvﬁégehﬂﬂvénﬁo@mﬁﬁnsgs ];H%sﬂl{atu%l cEJ]ﬁ%HJE%Eﬂhgﬁ?@l $h8nolamine, and

phosphati des suitab for use in the conpdsitions of
thdﬂmﬁ$@Wﬁﬂ@ﬁBFﬂclude any pharnaceutlcally accept abl e

phospho 'Al&hfitwél{z‘ Ghe nBh BN &% éder& hRfL Sidsphatides in the
phosphat i dyl - I't ne, phosp atldy - et hanol am ne,

pho@pwasltlwlof thwsf#sp@l m@nt:!ormamba exnyesserbinainits of st Berrpxample
" phgs ?cﬁ@éﬂt&ﬁé o o'siﬁa%ﬁ?]ehc%ﬁ ei3e &b bbﬁ‘[“d 1‘6%5% to about 1.00 wt.%,

"1 ecl e co rC|a popul ar nane
f orabautrfi.30 wt% t@abcmat) 80 ait.Doy alomie 04D Mg tphtbgtp [§f0ivd s, influding
PhogRI IPLES; ablien RGO (IR 1 PROSPIALE 18805, bR 0.15
i nvention are’ present 1'n”a uni 0sé
10c onypi’sj dbootrD. zmwa% gt 22 of.%f atoot @Rbwt.%] Bbaut)0.26 wabo atbout

S0P POy el S ot ST R

rrg abati)38 @t}%nggouabmm %0atoyt 0.4bwtivs, Sdun@dd antibbd00.46

ST T T

t he.ehwet. vesiout 0.58 F0S, ebrdnootbc)rem%, alidme() amw%, abdut 0.64 wt.%,

1 GBSyl B e wb oSt it 6 AR A0 oo 074

anok s abetmel ms%t abouD@78FRUN bRt 0. sdnwstxh aiduele.82 Wt.8, about
unit dose of the onp03|t|ons of the i nvent i

t
s b Ybaaboirt0 56 WL 600k SR B1 Y AP RENE To ehrat BSB M P
of  RESPIRHI.Aeatolt R96RL6, Q&ﬁﬁo of wt. %eﬁmppso it 90 $ncBksive of all

t he present invention i s about 36 . In_one
entigegerent subfqnée%h@elaﬁtvv%r(@h?sﬁaéfpﬂf@p?edl&gﬁ%lfofton@ or more

26 OMRRSHati @R oPfalls AR T RS EBLive B Ylfe%hl‘BﬁleQ Qﬁgﬁﬂt§ §Sselenium
phosphati dyl choline, phosphatidyl ethanolam ne, and

phoesptpaidsyPrebininsi flayionoids ansfon fevanelsyandphesphatides).
conggikib @il Afiest € Oone or nore phosphatides in the
conpositions o % he present invention can be expressed

i n uni t sThefcomposiionFef the preagsit invertion comenrtionpllt inelndedditional

L
250 4z®idMOn%atidnt1a@m p19seB0 onthatgne ionmborechiddigiond) @dditifes bee be
Bﬁeseﬁﬁ Oﬂ%\t % t%éco po?é’tlogsg %1 166%611: 1§%éné%n éﬁﬁm co iﬁsi%'o%@ of one or
) Mpreabiemhm&oﬁx@owds OGne abmute piebZ@Biceton®or mbmﬁav@flcﬂ(ﬁ; and/or
: t{/gvog(g% ut gn%% mre ﬁospﬁ)a(%lldgs, 81‘ gi%rn%ivgl/gr, i Qc?&ilttion({b %tf‘é selenium

compound, one or more prebiotics, one or more flavonoids and/or flavonols, and one

REEERR.

3

==

or more phosphatides, the compositions of the present invention can also include

additional additives such as a diluent, a filler, adjuvant, excipient, or carrier.
Non-limiting examples of suitable additional additives include, for example

liquids, such as water (e.g., saline) and oils, including those of petroleum, animal,

vegetable or synthetic origin, such as peanut oil, soybean oil, mineral oil, sesame oil
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about 0.38 wt.% about 0.40 w.% about 0.42 w.%
about 0.44 wt.% about 0.46 w.% about 0.48 w.%
wW@abwansa3b0 wt. % about 0.52 w.% about 0.54 BET/U$2006/043442
about 0.56 wt.% about 0.58 wt.% about 0.60 w.%
abqyl 13- 18. W ad¥itioat@dftioRal Gddivtes%an mblUE alilG6y, stabfizing,
about 0,68 wt. % about 0.70 wt. %. about 0.72
abdhiekeyingsluricaiing anheplorme pgenfi cygipigy shch gs Sf%mmm%mh paste)
abgpnnfel8 u%e,%ct@@%&ro% datih, nPAlt, BROBéur CohSKk, Mlhca(’/@el (or
about 0.8 % about 0.88 wt. % about O. 90 wt.
abmtlméalgﬂl%k S%lunaﬁsmtefglwrwowst%%ﬂm@nwww%w tale,
52bQyliiuf) AR riak, dfed AU 5BRerdf, pfbpylehs; laliRblY atef, efbbhol, urea,

ranges and subranges t hérebet ween” (wherei n the
cod@@ﬁnf@llulewa Wg@a@wrhmﬁté qélﬁélsed t Adwsthg porgpgsitions of the

hes &0t ihvenfiél &h élY&ucfeof O8chir IRt Sucfas fructose,

selenlun1conpoun gmf |ot|cs flavonoi ds and/ or
f | asparems or mdlquhcﬁszqd $3G@@)1ne)Aﬂ%MOF ing pgents AHe asipgrRerKig oil

B e T

10r egdieainacentichily isdiditi¢ prapdrativdd Whondle spemasitiotsead th@cpresent
addi t | I e
S0 VD0 BEFTRLE, phadha DRt qer
conﬂmnﬁmmMNaUy&bthe present |nvent|on can consist only
of one nore sel um conou
pr ebi ot :ié%reovgﬁ avhen ﬁqe cplélp?siltgé\[/%ls r?g %8 greg%g }n%ntmﬁ a‘ia‘eo%rg]i)ared in the
andiomn ef © ttabiled bEplnhuhs pdmpdsiliess may baddated madelal}eilgmtegmtlon and

ddition to the sele
155y epesphenct thsiasgngingl e o enghirc pol PG ishy.
an Chroviging b sigdigedRRGPh@E hit@Sendedgeriod wptisi.t Sﬂmlvelfy prable
present |nventhan can al so_incl] ude .addition

D A SRS 3 AL S iy B CorpLRg Aelso sutable for

eX Cdrplilye4tminiStered @Brh{a@.fnds Hlahe InvedtiohN gF o2 ﬂﬁﬁﬁ)lbﬁﬁ fordns, fluid from
SU|tabIe addi ti ona addltlv S. i.nc

qtbp a%wrog]in_}elﬁ sglgo%g{ngrthe(cé’tpﬁl eis P#?fg y tgﬁ grl%}pg goquound which

20 NCdwiddll ROi§IRE EheQlzeR @ ﬁgﬂnﬁé&‘ﬂpoﬁlﬂbﬂﬂﬁougﬁ Qg @ﬁ@ﬁhﬁ 'I(Hese delivery
synthetic origin, such peanut oil, soybean

) RIS AN Prd eI dpy delivery ﬁmé'éf‘o%qpa?ﬁed fo the

add ﬁl&eg Ralaiadg ﬁlﬁﬁl&ﬁﬁe cAthst REHEBoRYXA ltlh’@rd%];ar material such as
stabilizing, thickening, lubricating and colorin

ag egiy@roleampwém or glyearol stsamtedpastrliodie usedar 1 Pipsstte) |
”H”{Hﬁ ?me@ H"Qi@ﬁ d, Jaﬁ%{s@%&l’calﬁ HishRSfoudts l)ﬁtvétﬂng &wrﬁulmfymg

rice, our Ica gel (or colloidal silica),
2530dagﬁms,§tre>ﬁrlaliﬁrmggag¢u@r ol rmnost earate, nmagnesi um

st eé&?ngﬁsm&@lo?t eslggéﬂ{mlnchl oride, dried skimmlKk,

ene ycol, water, ethanol, urea,
ker atin Thce:binpbsﬂm,s Oﬁ’dng mresntions exgrisefnbin acgubatins nipepik e,
Al's t.he. oo ' '
i nc 1S<Hders fnc Sbutt Pgtqﬁnl?ed té rE‘Sloﬂ g&ggh?dsﬂqdégég#, gés}elﬁgirhpoplexy,
fruqﬁmmhmuaspmdmmmﬁ dmesmnmhamnmamh@qunbsamﬁmanwﬂhbm

| avoring a h,. as rmi nt
3% n]@g}ll@?&%gg %aéﬂ%rcbgestg% p%&bﬁ%rrés 81@ Célﬁ(%rders Pnk(fd to constipation
pr esieh i ingsage flksmial Renortheidddrritable bowel syndrome (IBS), colitis,
diverticulitis, varicocele, and cholelithiasis (gall stones). In addition, The
compositions of the invention can perform various useful physiological functions

including reduction of serum cholesterol, limitation of insulin secretion, and
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pharmaceutical ly pal atabl e preparation. \Wen the

conpositions of the present invention are intended for
wheosans@ensunpti on, the additional additives aP€T/v52006/043442

phar maceuti cal grade. Moreover, when the conpositions

of &E@er@ﬁ&%ﬁ@%wbl@(’%ﬁ&ﬂ TR, BE G@ﬂﬁ&ﬁlohﬁofttheplfeﬁﬁhmnoéntﬂn
t abl et or t he conpositions

del @g/2len Rt & &g rgpting Pr 5841 2HpE GP?TP?%OWE Figh oo presShre, dabetes

gasif @l g‘f’y%%ﬂnfhalThE rc@iﬁbos(tﬁ)ng of th¥iebenfihveitfoR fatealso useful in
coat | ng here % . provi di ng a sustal ned action over an
str

extrégidﬁdlg@éﬁﬂiﬂd@n P ne. Sel ectively perneabl e

Jrenbr an gfhe SHhbiRARE o %e%m%&%%s‘ of ﬂ{e 1ﬂveﬁﬁ6ﬂ ¥ a9 ih isHibrgistic
conmpound are al so suitable for oral @g adm ni st ered
&

conpaiandsloapt exhibi thwffﬂctsovhen edministaredkseraaiely f or s,

fluid fn
i mhi bed I&@t&ﬂ% gﬂ){%{ ogg{.é[gcg%%gﬁt?‘ J@%\?\ﬁfleglgveh% %Q?Mb&lﬁo%s are
di saplvaw%ebhﬁy gl in vaterimgryrand bonporrdicisn Therigyrgriomprovides
apeft oc?s f I&?ﬁl?mg &lsbrd&s é F&rffi'ﬁlfsﬁﬁtf% t? @%at@én?gf eﬁileefﬁ&lve amount
essen al erocorder - del 1 ver e as opposed to
1G heoﬁamomdmmrocﬁﬁ theimvaition. rrﬁhzﬂ:baatm iy @memywl, including, but not
f or A tine er ol
{teéa?agt(g gy @ é‘flycer olongfgrggb?{élﬁgﬂt%e Eﬁ%m 1@%39%1%1@
The pr esedious deliveryisystemsare kfiowdg sigr, @dqaps;datloalns Bpasomesi n

m nor armu s of wet enul si,fvin H
o PR Sy Rtochlen bebeflos b LS BE R HaBimiQr
CONpRgiduh®8Sthenvéhi@ni membﬂ@mammsmaeﬁ islleft the dlscretion of the

lﬁr le?ﬂl)'lrllagt%}{og%, Ak gféls:} Idligarl ﬁé{% {egg%ghed&cgr eq[r)x 1|on In most

apopk@ndes, aaﬂ;mﬁﬂfahsﬁ tvilbresiinid tigh ralosde @S at [TA3esonmnfoisd doimpngnds
of the invention ar | so useful i.n regulating

con%ﬁt?‘?)!i]f’f“&’rﬁmé‘ﬁa the; bipedstream 8o BTEHE™) or di sorders

l'i nked t1Q 26ASt Rt InRAt, HeEBmMPSurids bEGE invahtidna¥e bt delivered in a

henorrhoids, irritable bowel syndrone qgl BS4)§ 29 %

di vegsidle mrlewgple@éewﬁ%ﬂeéwé Longeh |0A0IGisnee0LLs (15%31 reat et
261 ORE S LiphfbnRd &t {he MMeragy'6f 1GROMAS Dide@idUn@Tahdde Lopez-Berestein

I nvent | on can perform Vvarious useful physiol ogical,

f unend Bellsr (ede). déss e Eatkeph-9A3 8PS HEPUT-BRFEHRETEI HIDI» PP-
I ngfﬁgipgeeo%enérgﬁyibw) secretion, andaccel eration of

evacuat | on.” Thus, the conpositions of the
pr esent Inetanothsnempedimensdheieetnaundsse the igygnfipgy C%lrbe delivered

r eg édnﬂgll d@ﬁﬁs%% %té?lﬁ Of Ghe eHl'hbgchmkahloqurHﬁ g Y ﬁsed (see Langer,

ypoyl ycem a. The conpositions of
Zﬁ)f esmm, Seﬁmerl98b|¢Rﬁ©rlfaRsfaBm@ﬁuEng h4:2ehdughyad et al 1980

Obe Sl A3 ERR oIS 168TRY BRlL PRI 33106745 OHRABRRL S
HePnvent i8h can 4c yrnergistic tway and
not embbditmiett, pdiﬁnaidmuemlmﬂve ashdi (piedVlediend Applirationseify .

| " ‘irtglﬂ:% l{aeﬁet L V%ﬁ%% IndW&e ‘(’e%?@oéﬁé pROSBOE A6, Fla. (1974);

1 ons
Controlled Drug Bioavailability, Drug Product Design and Performance, Smolen and

30  Ball (eds.), Wiley, New York (1984); Ranger and Peppas, 1983, J. Macromol. Sci.
Rev. Macromol. Chem. 23:61; see also Levy et al., 1985, Science 228:190; During et
al., 1989, Ann. Neurol. 25:351; Howard et al., 1989, J. Neurosurg. 71:105). In yet
another embodiment, a controlled-release system can be placed in proximity of the

target of the compounds of the invention, e.g., the liver, thus requiring only a fraction
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advant ageously useful in veterinary and human

nmedi ci ne. The invention provides nethods of regul ating
waele@onsass by administration to a patient of aPCT/US2006/043442

effective amount of a conposition of the invention.
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eNCRREUER I tR el Rw Hy%ﬁ@éi‘eﬁ)-% N8 cidneP 2ot 127 9333) may be used.
m crocapsul es, capsu es, etc., and can be used to

admi ni stibpnes Mﬁ@wmﬁﬁmwéﬂwﬁﬁentménm of
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practitioner, and W || depend in-part upon the site of
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adrﬂl\'%nﬁ&{ ﬁa&n't% 44 fobm B Pie f)lns,tl&%n 8l RASE cQ}f)suﬁ:E dap&dds
sone o e conpounds o I'nvent 1 on | nto

bl codginingdiguids, @wdelssegremulwn;ustalmd—aﬁ@ﬁw@rmélﬁﬁw» fppesitories,

t heenﬁ?ﬁ&ﬁ%%%oﬂf H}? shgh\éﬁgwcgﬂsgﬁefc?%g ll_lgeédlﬁﬁ%ﬁ? @guﬁs Rlixirs or

vesi C hger
10Sci aapiothePfpdm $@2ablelﬂéf3®‘e Dittea exagiplesiof sultahletpﬂlngIQaluvnhlcles

AR i G i RS U iy, e

353ndm8in{ch) Bf) C;Olﬂpo$man-s B¢ ﬂ@spt&sem invietnticgh, are mﬁhe ®iii-082Fapsule

See _gener not h
co %ﬁrﬁfﬁgf ]yf}t I‘}\Z 7 gﬁ% 50 ﬁﬁe{) gmgoquln\e/ne e c@r#dsﬂwﬁ? of the
conjréseht invkntiend &a$eths Yanaiha Iplowdﬁ‘e Leydd @ndthe rmbodinpuiyhe

y be used ee La su rooefto 1987, CRC .
150 o opdfongt et nid Bo i nefoh b P
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36M conglelgment route, for example, orally, topically, by absorption through epithelial or

mucocutaneous linings (e.g., oral mucosa, rectal and intestinal mucosa, etc.) and may
be administered together with another biologically active agent.
Administration can be systemic or local. In certain embodiments, more than

one composition of the invention can be administered to a patient. Methods of
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conpositions of the present invention. For exanple,
the conpositions of the present invention can take the

wo coomiosd431 abl ets, pills, |ozenges, pellets, capSUUSHNG6/043442
capsul es containing |iquids, powders, granules,

SUSHAIRA6EICREE bﬁ@efré'fh'ét&lirﬂltéﬂ% infrbhR9Al Sdrhl0 §ubﬁﬁgual intranasal,
emul si ons, aerosols, rays, suspen5|onﬁ & f&% #
aqUFYagina S%qna@qugﬂsrectg ¥ L!PPI dnhalafipgyior fopigally wele, todhegars,
SUinlogdh bfosf Rh1p Ust8kin Fiaho o aih Rissti@fiorSid lletft&b |tl& d1scret10n of the
pharnaceutlca1 vehi cl es are described in "Rem ng

Phaxastitiensr.iaaa Wilkeepent wcpartyiporthpsite pf the fpnditiqng Hbmost instances,
senbaghi{iBRtion ME-GAMTR AR rEFer@%f e cbllﬁﬁosﬁﬁd?ﬁﬁ me 1h‘fb‘t‘1ﬁ6ﬁ fopn

are 1nthe formof a capsule (see e.g., US. No.

5, GoimyB pptakebyaesilher enbodi ment, the conp03|t|ons of

the pre I vl den

e P R ke DU ot DR T NS mo

pr esmppsifions efithe drveatian Ipeplly frthe @?emlromeeénf teptraeis This may be

su 0 I r

o ngagl?gvc‘éd {?) 8)%%11‘53% %d ﬁ)cﬂ b fwa o? I?ﬂgt[](m %}pt E%%lta&)?%gﬁ?éogn asa
10c arcrdam)alnjd'ocﬂl Stfmlcedlm\mg hur%wéq' g.0in gonjugesion yyithteovquing dressing

tings a oup

R By iR P P e SAMBAELY RRR b shliBsiorysorby

f 0 od&nanﬁhnﬁmpﬂanmaié gmplam bamg;bﬁaaporemﬂo oali-pazos, oit gedatinous

n f.the inventio f.ormul at e
o Bt e P e LR of Rocrs, Joug,
c o g idinient) add Astratior’ @n be by lireod injetkien atahd site (dbrofolmeraite) of an
ei ngs. | n _another enbodi nent, the conpositions of the
rnéﬁ%@%ﬁ“ﬁgp%mﬁqﬁgﬁered orally. Conpositions for
oral delm mﬁﬁhbr BRPodiBent]tht bémposition &f prppakddsin atferhl witshle for
| ozenges, eous or OI|%1SUS en3|on
I

povMEN SR e er mdlpRl 38 agwraﬁssfﬂ&rgf’r Y ?%{%Fgct apyjjeation

exapRisotedArads! Yn ACREiRIaGHR] B fGORNNESH tantikd 1ﬂ@hyde(mr1tdﬁy1ﬁg
one or nore additional addltlves as ﬂescrl Eﬁ

Al tagenafs &draptethingg REBTIIHER PAMBRCTE- S HENSUR BB em%?elerm
2()be @%mléakl%b IR gistit) S dIBdr chiRhof Sdditivis kel hrd Gnown! in th@Industry

opi cal , dermal, transdermal, recta{ {
sI oandméqdefag@pmlramlpogﬁlp@r(g g, ghyeerig BB KFRs Freolpeletylene
| nVaRlHo &hyi%ycohsl ﬂﬁd@bﬁb@hﬁfd@ %119,ycréamé GRMGERNEBN Inf2Q4iti6n, the
for®exanple, oraf topically, absor ption’ t hrough
e p| qomapopiEpnsmt thmmm}tlmebmsmw wplﬁgescwognds thgt pve a beneficial
MUCORAY of R OﬁJres hhglteﬁﬁ(glk rgu RRFAA 3%1901) re%%srg%bfurg Blugs
administered together wt her bi 6l ogical |y active
25 gefnem pAudsti ann@ndaatS| (gg b@tﬁlatfé hysh@xmsele&)ror Flsdading pragervatives
cer nore than one conposition of the
inJ%%%@oﬁgggﬁ% adn1n|stered to a patient. Methods
of admi n |1§1erad¢11t1mnoﬁ vadburdepcdptreticas ef tho enlianerr glgerirphave been
i ntrana
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5-fluorouricil, 5-FU, is a model compound for examining the characteristics of

)
o

1

hydrophilic compounds in skin permeation studies. Thus, the addition of terpenes in
polylene glycol (up to 80%) were able to enhance the flux rate into skin.

Dimethyl isosorbide (DMI) is another penetration enhancer that has shown
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the condition. In nost instances, admnistration wl|l
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i 8&95 ﬁﬂﬁ§®solﬁie!9 irﬁﬁe TEdrhi, of Gife@ivhs Ddkase aid Ciukbt, $ppeziBerestein
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vari ous concentrations of the enhancer glycerln have
beeﬂlS@h@dmel@@ée &mulatienst FEPSERABess eIBiAND RerRspAY, SEPGY i n

De né-\?? Li3Rs, S arfd! other %&%@ntaﬁ@ﬁr USE 1Rbnd &ﬁmﬁﬁﬁer@ Qﬁé‘-‘d

at i on enhancers wi t h aqueous propyl ene gN
havehaahsnsutidallyaccepieble aghidlé isy» cepsubnfsesre, ¥ SpPaalNo- o, 698 155).
del I‘ Qh #R,
oL QK B AP BBt i
2 x aRhannagutitad S cibreoes diyet. iVtMarsinof hydr ophi li ¢ conpounds

i n skin . perneatiaon I T . L
ter penesﬂ}erP TSt CPmlggstltlilciql l Y IRU%E' %1% E@%%?Q%éden? g];)tﬁge C(%néponents
enhafthe mtvbl&lohl U(zommnts nf tthe skvemtionDinemsistiyd indivakiel aétioe”

oW A ReE UPTRR R PP Rl st s Digggprstiots.
wat eiie d¥inseé phadphatides ad sulistthereof, and one or more proanthocyanidins. Each
30  of'the components of the present invention, as described herein, may be in the form of
extracts containing the component as well as other compounds for materials, or in
purified form (i.e., the component itself). The term "effective amount" in regard to
the components of the invention refers to the amount of each component necessary to

provide a clinically useful effect (e.g., preventing, regulating, reducing or
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illustrative embodiment of the composition of the present invention, the prebiotic is
30  one or more fructooligosaccharides.

In a particular embodiment, a unit dose of the compositions of the present
invention comprises from about 10 mcg to about 500 mcg of selenium compounds;
about 100 mg to about 1000 mg of the prebiotic (e.g., dietary fibers); from about 10
mg to about 100 mg of phosphatides, wherein the phosphatides are selected from the
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present 1 nvention lotic I1s one or nore
25 r ua:lhmmlt bfjseteatmhemipesd, prebiotic, and flavinoid and/or flavinol is about 10-20

parts per million, about 15-20 ppm, or about 17-19 ppm. In one embodiment, the
amount of selenium compound, based on the total amount of selenium compound,
prebiotic, and flavinoid and/or flavinol is about 18 ppm. The amount of prebiotic,
based on the total amount of selenium compound, prebiotic, and flavinoid and/or

30 flavinol is about 97-99.999%, or about 97-99.998%. In one embodiment, the amount
of prebiotic, based on the total amount of selenium compound, prebiotic, and
flavinoid and/or flavinol is about 99.998%. The amount of flavinoid and/or flavinol,
based on the total amount of selenium compound, prebiotic, and flavinoid and/or

flavinol is about 0.10-0.30%, about 0.10-0.20%, or about 0.15-0.20%. In one
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an amount rangi ngﬁ}%ﬁ(ﬁ?}l}oorpc%rMore/ﬁcfdﬁlogal%gdl\m’es% (based

on the total weig he conposition In an
al t er natlnve ilbisgsticrrmpdimeneofthamehod efdpmpregent iggention, the

pr ﬁ%r%gltogé ﬂvgﬁlrﬁt dcffa. Clﬁ%n&tﬁgﬁ{) %l%%ﬁm@ﬁf ¢ tR€MEMbY BT the

one Or nore prebiotics, and one or nore
25 | aptestni mvamh,ahe pichivtins|ziicomhenanrpanethesfillesgpiys qrphodiment of

gg g%egmd o? g. pr Q re]nttnlik% %&,F ﬁ’le \P?%g#gtls Q%Iﬁ hﬁﬂﬁler l111u_strat1ve

pre aV|no 'S
aboehbddimaQ oﬁﬂnetlm:tlpﬂrof thel préset invahiaen, tlmfprcz@tppmnemr more

abogt t17 19 I n one enbodi ment, the anount of
sel &fif ﬁ?ﬂgeﬁ%@gaﬂquas based on the total amount of
sel eni unmeasheaullcstrafivedmiaidinngnt afttle flethod nbHihd peeseht gwention, the
36 ! a\s/ellenn?lllm Icgml?otﬁ%gg aré:L %regg i ;I' L|11nei‘ REPSH comp%sﬁ‘” gn O tfte present
invention in an amount of from about 10 mcg to about 500 mcg. In another
illustrative embodiment of the method of the present invention, the one or more
prebiotic is present in a unit dose of the compositions of the present invention an

amount of from about 100 mg to about 1000 mg. In another illustrative embodiment
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based on the total anmount of sel eni um conpound,
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'nt Alg@r‘ Piat {ARIFREL (Bl cdlfehh R EpRQNP: o
o iy i

verticulitis, varlcocele

3n cbond(sjmtrethontdf ifi@si k5 r(pgaiolzosxpm(b@)ed offthe tQtelrWnlght eftheat i ng
i sorder cl udes

O oRueriery’ B endfiEPeRhENER bAle Hoalol dhhk Bibskdivention, the

Sy npinpostiafs aﬂiﬁmlsiersmtodaanammaleannpnge dnieer fyiord mghlcfalls at

rocesses,.or nmech in Ahe di .

19 RTEai D SR dTEon” B ARy et BRsf o8 Mt o e
et doatpokition)r Egatlodtiet agbalinan df the arettiod ofitheprasert invention, the
O 1 P BB 51! bR or s
sel tﬁ&'bdt)]{rﬁt G@mﬁtat H foss raﬁ)g’iﬁgl f6m rmgusavtm &0, 58 WES; (baseé omthe total
nor e phosphati des or sa

fl a%ﬁlaloéﬁiegﬁmwﬂqnp a s‘i?lsr effgwg Pigae Shng Rethg present

20701 @vétidh, thOfiposidEhst ddi@Eistered toad'hnhmhaulsdoh@?ﬂsélﬁe or more
enbodi nent of the nethod of the res(fnt i nvention, the

pr ebavenoids and/og fiATonekcs-& orhAPTaFdRsHFNIFINg 3 SPRCEpirRHons ranging
embegth 08Byt 9% td 0120 WES84e@bn tho SotAVRSEMbT the ¥&fipds@idn).t he

prebiotic is glucomannan. In another illustrative

embodi nmeneneherembodimeniod thsrmethed ofthesapsent IRVRHERARE he
pr GQJ 51@10111334 1st£:1‘e@ ?J a mhiim3NQlpeke dednitdt b2ty Bereof at

enbo e method of the present invention, the
2pr etnng«mt@thng; r@ngglg(ﬁ'ormﬂ;i gpm to 20 ppm, one or more prebiotics at

concentrations ranging from 98.0 wt.% to 99.5 wt.%, one or more phosphatides or
salts thereof at concentrations ranging from 0.45 wt.% to 0.55 wt.%, and one or more
flavonoids and/or flavonols, e.g. proanthocyanidins at concentrations ranging from
0.15 wt.% to 0.20 (wt.%), based on the total weight of the composition.

30 In another illustrative embodiment of the method of the present invention, the
mammal is a human.

In another illustrative embodiment of the method of the present invention the

administration is oral.

In another illustrative embodiment of the method of the present invention, the
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fructool i gosacchar ides. In another illustrative

enbodi nent of the nethod of the present invention, the
W@ edogfsas2 conpounds are present in a unit dosePOf/UB1DE6/043442

conpositions of the present invention in an anount of
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t e
S i e SO DASH 0 RFAL 0 00 b A Ot it s
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the pr eﬁ}ﬁtbtco}nggs S8t Qe r#r@s%nt(‘iﬁwﬂﬁ 1# %dn%%dﬁﬂﬁ@t&é@%sei &itble dose

to a ma I'se orne of nore flavonoi ds and
25 | avoneising afl. ogtheommhduui oanpdmnty afifhdicorspasition (e.g., all of the

concentrations ran % ot
(b aSQpoyents are pfeg?né% %glforﬁlt orpaﬁoo%'aeerg}(lc‘rgxﬁﬁe glta'gﬁtwtq y? the
an Otriﬂﬁzﬁdlﬁhmqjoﬁm’ﬂi ofakhe (tdﬁﬁ)Oﬂlelh oﬁhe)prel;dnmnWIEwa mén be
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430 SR S P LB B P o
r an gf dagh fodpmdubbeopipdném, o2@s fpanateqiné doa;es b indivixtueboratikmses of

at
30  two or more components. For example, the composition of the present invention can

be administered, sequentially or simultaneously, as a first unit dose comprising the
selenium and prebiotic components, and a second unit dose comprising the
phosphatide and proanthocyanidins components. Of course, any combination of unit

doses comprising any combination of the component of the present invention could be
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concentrations ranging from98.0 wt.%to 99.5 wm.%
one or nore phosphatides or salts thereof at
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o v v Rdd e ol o o B ndigg e e, 37 one
2Pr 0BAhdiRBR! £kiPEMRIsing tcotipesifiéSofthe postnyintiendion comprises:
conponents adn1n|stered to the patient. Thus, for
exanpl e, AjcPnigiRer QRPHSBYse of selenlun1conpounds is
about 20 ”Eg<%@%Pnﬁhﬂﬁknﬁmgmﬁ&o&hﬁ conmposition is
adn1n|stered if the unit dose of the composition was

i ncr easeld to<1@09m0ﬁﬁéd%ﬂﬁ¥=dose of sel eni um conpounds
woul d then be, ahpy %re‘%ﬁxo?phﬁﬁ&s off ks Matkdor:doses of the

ot her conponents o e conmposi tion woul d |ikew se
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v. instructions for use,

N

wherein the one or more selenium compounds, one or more prebiotics, one or
more phosphatides or salts thereof, and flavonoids and/or flavonols are optionally

each pre-measured into a respective unit of use amount.
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The conposition of the present invention can be
adm ni stered as a single dose conprising all of the
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rnat’i ve eac t co rovided in
25 e pacighteofitin ¢on¢osagré ﬁroatrwﬁier anblodammt@f@péqt@éthe present
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er admnisterea as a sl ng unit osa e
f 0 r % Gémsed @i the teea oteight of the comyatisizion) dh amthwn@mh@e@&of the kit

L on _of r
hoSh sty 1R
m)r 8&@%‘5 DVEROP & gj‘ A%en aolPérgf (\%:é%?hi ? %pg or pr g’\@/al, de
eac meﬁa‘offahgesl frogh 046l wa% m@rﬁjo;vtém {smsed on the total weight of the
30  composition). In another embodiment of the kit of the present invention, the
concentration of one or more flavonoids and/or flavonols ranges from 0.15 wt.% to

0.20 wt.% (based on the total weight of the composition).

In another embodiment of the kit of the present invention, the concentration of

one or more selenium compounds ranges from 15 ppm to 20 ppm, the concentration
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proanthocyanidins 92% soluble)
Phosphatides (includes 36 mg

phosphatidylcholine, phosphatidyl
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20

The composition of Table 1 is in the form of a powder comprising the

indicated components. Approximately 7 g of the composition of Table 1 can be

27




illustrative enbodi mrent of the kit, the one or nore
flavonoi ds and/or flavonols are present in each unit
waleme/056a3an anount of from about 1ng to about BOT/I§2006/043442
anot her enbodi ment of the kit of present invention,
t hem@x@d Gt waaér 0B fuicH and BEnsOmedBy Bie PLicRNbNBr GVIP BB Gily, as
ran q@(Llrom 15 ppmto 20 ppm (based on the total
g f the conposition). In another enbodi nent of
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0.20 wt.% (based on the total weight of the
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sel eni um conpounds ranges from 15 ppmto 20 ppm the
concentrati onof one or nore prebiotics ranges from
98.0 wt.%to 99.5 wt.% the concentration of one or
nore phosphatides or salts thereof ranges from 0. 45
w.%to 0.55 wt.% and the concentration of one or
nore flavonoids and/or flavonols ranges fromO0.15 w. %
to 0.20 wt.% based on the total weight of the
conposition. The invention also provides
phar maceuti cal packs or kits conprising one or nore
containers filled with one or nore conpounds of the
invention. Optionally associated with such
contai ner(s) can be a notice describing the
manuf acture, use or sale of conpositions. In another
enbodi nent, the kit contains nore than one conpound of
the invention. The invention described and cl ai ned
herein is not to be |imted in scope by the specific
enbodi nents herein disclosed, since these enbodi nents
are intended as illustrations of several aspects of
the invention. Any equival ent enbodi ments are intended
to be within the scope of this invention. I|ndeed,
various nodifications of the invention in addition to
t hose shown and descri bed herein will becone apparent
to those skilled in the art fromthe foregoing
description. Such nodifications are also intended to
fall wthin the scope of the appended cl ai ns. Exanpl es
A suitable conposition of the present invention is
shown in Table 1:
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The conposition of Table 1 is in the formof a powder
conprising the indicated conponents. Approximtely 7 g
w@boowloss4eDnposi tion of Table 1 can bem xed w t PCTIVEEENN6/043442
or juice and consuned by the patient one or nore tines
daCL)}LlM&S needed. Various references have been cited

he in, each .of which is incorporated herein by
EReame iF s entirety for all pur poses. CLAI M5 What

| s1,cl ai Aeshnpssitioch.coMpAsingosi ti on conprising: one or

nore sel eni um co[rgounds ong or nore prebiotics; one

or nor M5ROEPHAFICRE SFPSHITs t her eof ; one or nore

5fl avonodrﬁoaﬁ@&@greﬁlb@gonm ds and opti onal |y one or
nore addi ti onal ~addit.ives. conposi tion of claim

1, mhercéﬁer?rFWéel%h@F@‘}P‘éﬁﬁﬁoéﬁ?ﬁtﬁgl?ﬁW is selected fromthe

gr oup CR%k flokdWavehols SldpstifldMdnotddindm sel enite, sodi um
sel enat e, sel enonet hi oni_ ne, _sel enocystei ne, sel enium

pr ot ei rettiegallyque eRmarh sdfitinel addidvesnel at es, and
m xtures thereof. 3. The conposition of claim 1,
wherein the one or nore prebiotics is native dj etar
10f | Ber . Hhe cprwogiBeroisilaindmnwhireia|thy selenium granoppy S RgegRifrom
Or Y Su QBE@%&% o Seldnurs, %bﬁ%%gleﬁxfeo B st selenomethlomne
consistirn caclia gum gl ucomannan, oat fibe
fr sﬁdmgya’tcg@s ssotiem prateinatesneeleaiurnimiae pojf §hft1ﬁ§9r» élaﬁ mixgres
Th F‘pOSItlon of claim1, wherein the one or nore
phospehatl des are selected fromthe group consisting of
phophati dyl - chol i ne, phosphati dyl et hanol am ne,
phgsphat. n [ : : :
155" bonpseriraig) Siam A A GERA F iord AEEE R e fuive
f | diccinpliserand/ or fl avonoi ds are selected fromthe
group consisting of grape seed extract and white pine
extract. 7. The conposition of claiml1l, wherein the
c odcent Thd domtpositiow nclaim llmmeremehemetmmw@bmti@ is seheyted

The,conposi t i f claim1,
wh 3t he BRI b Elnd fiherdi ot RO RRh R © S T
20" am@edoligosatchaides, whd orhtn®Bndtheeo0 9. The conposition
of claim11l, wherein the concentrati on of one or nore
5. The composition of claim 1, wherein the one or more phosphatides are
selected from the group consisting of phophatidyl-choline, phosphatidyl-

ethanolamine, phosphatidyl-inositol, and combinations thereof.

25
6. The composition of claim 1, wherein the one or more flavonols and/or
flavonoids are selected from the group consisting of grape seed extract and white pine
extract.

30 7. The composition of claim 1, wherein the concentration of one or more

selenium compounds ranges from 15 ppm to 20 ppm.

8. The composition of claim 1, wherein the concentration of one or more

prebiotics ranges from 98.0 wt.% to 99.5 wt.%.
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phosphati des, or salts thereof, ranges fromO0.45 w. %
to 0.55 wt.% 10. The conposition of claim1, wherein

wo b@7osqsent rati on of one or nmore fl avonol s anPtDUS2006/043442

5

10

20

25

30

flavonoids ranges fromO0.15 w.%to 0.20 w.% 11. The
conpositi on of claiml1, conprisi ng: 15 ppmto 20 ppm

of .one nor e um co %10 99.5

ot 956 of T FBmpsifigy & B SPaD rognigptiaff ShSuBore, o
of pleaphatidesiror @ltpthespl) edngebefBond 0.45 alt.bstotOiSrvedth, 0. 15
w.%to 0.20 w.% one or nore flavonols and/or
flavonoi ds; optionally one or nore additional
adgo.t i VBS;conpesigdoftdieém QpRE&sih iat dofsehtrafionuTeneor meree

sel.eni um unds one re prebigtics, one or
mof! %Voﬁﬂléé‘%cﬂg‘p gmgsrrag@p%gmt%{gr‘ggfﬁ to 8%“61'{?5 or nore of
the fl avonols and/or flavonoids are relative to the

total wei ght of sel enium conmpounds, prebiotics,
ph(l)lspha?heﬁéglpé$ltl%‘h?ﬁ°éalmHe?‘%‘%ﬂ“smgnd fl avonol s and/ or

fl av0n01sdﬁrm 20 pﬁhﬁoﬁa@&%bklsaem% c6hpbuidd;, in the
form of powder. 13. The conposition of claimi1, in

the f or?ﬁ QL% g 98; BaviSp efPUGIOf gererekietics:14.  The
conposi § ioRt Of c}o @%@'v&p%of dridr, } Hl%fe SHO A s R B8 EheRlofNOT €
addi ti onal Itlves. . conposi'tion conmpri sing:
one or Grbret. %ép 8rluvh’e gmmm@ flavpnels nd/proflayonoids;
pr ebi ot R .s..and/ or flavonoi ds;
and opt(lgpgﬁgﬁl %Sggmg%ragglfrnéﬁa\a{g@@!tlfeg’n al additives. 16. A
met hod Wlarein elgmoamdntrgtiqms of prgay imete selenbmuyléanipetndsy one or more
d| | n,& AL S t

}%r'rmﬁ)ﬁc Wossgﬂﬁg%n% sgl?s tggggofn’rf%%is(ﬁ% lofo]l%o}e%f the flavonols
co amf/wrsﬂammandsar@mlam«: ® theto@hivaightodispleninadsompoendsprehiotiss,

e R R T T

optionally one or nore additi onal additives. 17. The
d | ai m 16, _wher ei. gnd §
e e R PR LT O @ oeoee

at heroscl erosi s, henorrhoi ds, constl pation, high bl ood

ressureg, s . . . .
P ?? . ’Fhe composition of claim 1, in the form of a suspension or solution.

14.  The composition of claim 1, further comprising one or more additional

additives.

15. A composition comprising:
one or more selenium compounds;
one or more prebiotics;
one or more flavonols and/or flavonoids; and

optionally one or more additional additives.

16. A method for regulating or treating a condition or disease in a mammal
comprising administering to a mammal and effective amount of a composition

comprising:
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di abet es, hypogl ycem a, digestive problens, obesity,

diverticulitis, and stress. 18. The nethod of claim
waego7mbaEsei n t he condition or disease i s constPEBRUSING/043442

19. The nmethod of claim 16, wherein the one or nore

pr ebi otoemer aroee ®Ehdot @ohponnds; t he gr oup consi sting of

acaci a nnan, oat fiber,
f nct ool?q‘bg]ég’%é Olflaécs and conbi nations thereof. 20.
The nethedr eforeplmsphaties onkats diereof;he concentration of

one or nore sel ni u nds.ranges from15 ppmto
20 ppmorffrm?ﬁe ﬁ% ‘@? V%I?OM{ E% wherei n the

5 concent ¢paioh4lly obk opmeredidditiona agdigtdsot i cs ranges from
98.0 wt.%to 99.5 wt.% 22. The nmethod of claim 16,
wherein the one or nore phosphatides are selected from

t Rw.gL ODlibdrﬁflﬂ(&i (&tcilaﬂ'ﬁ 16f wiRhelp hﬁtdoﬁdﬁlorgdﬁfﬂlsieﬂ@ is seleicted fro(rjn the

phosphat i - ano ne, at i -1 NPSj . an

P REPAALTBHE CHUREOE Crost, horlpd oRBE Ao Ficck Sk ipg0 pEasire,

WhefaBdtes, hﬂ@g@@aﬁﬁmlg@hv@&oaém@ Bedty, diMrBculiiiosab sidsdes,

or salts thereof, ranges fromoO0.45 w.%to 0.55 wt . %
1024, The nethod of claim 16, wherein the concentration

of 1gne Pl HRA& (ﬁfi chiiiNg | \%he'i‘é'iﬁl hRfcohdiBMPAAUisBsc i 8O EREpatibRM

0.15 wt.%to 0.20 wt.% 25. The nethod of clai m 16,

wherei n the manmal |s a human. 26. The nethod of claim

169 Wheggd lﬁetﬁ@a & AI18] $h&Eih BR dn§ oPhiBle Mﬁ&g aﬁersa%awfmm

27. A kit for g atlng a condition in

coﬂ‘f@rgr@lpn?gml%img@ @@pm@nme@lm@nﬂg oatjfibery ﬁr@cf@iah&?@?cehandes
ssekﬁd‘éo%{ﬂn&‘a%l?ﬂii one or nore prebiotics; iii.

one or nore phosp atl des or salts thereof; iv. one or

nore flavonols and/or flavonoids; v. opti onal | y one or

no ad V.

Us 28 f{fxel}ﬁaﬂ%l ?facqja?ﬁlc |6a\91§er§1§i % Va‘éhcan{rﬁf’ og%%% gﬂ‘g?lfe gélenlum

selcempmds:xangastﬁrmdslSppmetocﬁOppme prebi otics, one or

nore phosphatides or salts thereof, and one or nore

flavonol s and/or flavonoids are each pre-neasured into
20a 2és pefhé methothoftclaf l6swhaen tirt con@atrafiduenflon¢ orhore Ipedbimtics

27, 0 re prebiotics is selected

eremgf ?%B[ﬁf{]?&%‘@{?rom acaci a gum gl uconannan,

oat fi ber fiructooli gosaccharl des. 30. The kit of

a{z;n t2 ﬁl%erlgstﬁ (f g.tn clgn%ewovrel erein tlﬂ:oorn% 0 morep pl?’%gplhg‘gges are selected

from the group consisting of phophatidyl-choline, phosphatidyl-ethanolamine,

25  phosphatidyl-inositol, and combinations thereof.

23, The method of claim 16, wherein the concentration of one or more
phosphatides, or salts thereof, ranges from 0.45 wt.% to 0.55 wt.%.

30 24, The method of claim 16, wherein the concentration of one or more flavonols

and/or flavonoids ranges from 0.15 wt.% to 0.20 wt.%.

25. The method of claim 16, wherein the mammal is a human.
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sel ected fromthe group consisting of
phophati dyl - chol i ne, phosphati dyl et hanol ami ne,
w@b@spbast dyl -i nositol, and conbi nati ons t her eBET/US2006/043442

26.  The method of claim 16, wherein said administering is oral administration.

27.  AKit for regulating a condition in a mammal comprising:

a container comprising:

5 1. one or more selenium compounds;
ii. one or more prebiotics;
iii. one or more phosphatides or salts thereof;
iv. one or more flavonols and/or flavonoids;
V. optionally one or more additional additives; and
10 Vi, instructions for use.

28. The kit of claim 27, wherein the one or more selenium compounds, one or
more prebiotics, one or more phosphatides or salts thereof, and one or more flavonols
and/or flavonoids are each pre-measured into a respective unit of use amount.

15
29.  The kit of claim 27, wherein the one or more prebiotics is selected from the

group selected from acacia gum, glucomannan, oat fiber, fructooligosaccharides.
30.  The kit of claim 27, wherein the one or more phosphatides or salts thereof is

20  selected from the group consisting of phophatidyl-choline, phosphatidyl-

ethanolamine, phosphatidyl-inositol, and combinations thereof.
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