
WO 2004/062681 PCT1SG2004/000016  TITLE OF, THE IlV SrENTI()N `
Itl3AL COMPosmTIoNS POR.P.$i6STA;TP CGl1VDTT ONS  T3A r
GiiClITND OF TH INVENTIO S 'x+'ieT~ "f t1re:Inyentioir fhe;present
inveutiop re aces; gepera ly t i. compositions and methods of  using alit in
fltrprev ntroiz trr txeatiiterit;of dasard rs of the pros ate glarid_ ivfbre
specrticaity, the ip entroii relates to compositions and, methods for
prevention or  treatmept ofprostate cauunoma, bemgp prostate
hyperplasta pr prostat uis, and:fbr 7b rehevrng.s #optori?s' and improving
of jecttve signs of sueli prostate. dzsarders.  Background of the Technoto
y Cprreritly, itousafids'of drags.commor y`Used,azid preseribed today are
either derlueel rozn a plant source trr eo lain chemical it i-fations a:a plant
compound. Many of thee . inedlertaai farmupit' o s contain herbal, t;
onaponentsor l alracts 1 prri herbs: Tealroally speaking, an lietb is a small,
nozl=woody (%:e.1  fit Shy sr mitaedf:.a usual of peirennial.seed f tearizig
plant n which. all the, aerial,  parts die; back at the end of each grov/ rig
season As the void is more generally  wised: and<_as It isilse+i herein,,
air herb :is any plank 'or plant part which has. a.  m.edicuial pse 'Plitis, the;
term herb is,also generally used to refer to_the seeds, 20," i aves,:slslns,
flowers, roofs; berries; Back, ot any, othter'plant parks hot are" used for
beating. Tradttionally,..dieiaTy supplenren srefgire4to produdts,thade of
one.or  more of the esseritial nutrients, such as vitamins; rninerals, and
protein. Passage of  the etary Supplement Health and Education Act of
1994 (OSHEA) liroaderied 1 WO 2004/062681 PCT/SG2004/000016  the
defruition to `r cude;With sgiiie excetions; aty ptoduct:intended for
ingestion  as a supplement to the diet, This includes vitamins, riz iierals;
herbs, botanicals,  and other plant-de rz~eci substances; and arrlinp acids
(tl~e individual building  bloblcs of protein), arid cbncenttates; metabolites;
constituents and extracts of these 



5. substances... Dietary, supplements are usually in a.dosage form such
as:::capsules,  tablets, hqui4s, ppwders, soft gels,; etc, and generally are
not represented as a  oonven#aral foodor aSa stsl" ttam.ctfa meal or
of"tlie diet. (Dietary Suplezrleiit  Health ahctEdueatiou Act ofl994;
:,ectioaThtee) T'l .e passW of DS131BA established a ntw regulatory
framework fors dietary  li .L No `:10 - 1:0 supplements (Dietary Supple
ent:Heal h and Act: Pitt 417, 108;Stat 4 25.(71X94}}~;I S BA., winch
amends tlae Federal Food T3ti g  Cosmetic Act, allows suppl rent
7ltanufachzrezs ,to.make certain limited stater eiits  ofvutritiorial snpligrt
ford z taffy supplemetifs:itteludinga:statement oaf (1) 1aitns  a benefit to a
classical nut lent d fide cy, disease and tliseIoses prevalen e.of describes
the role of a nnt`rietit or dietaz ingredient:  15 such disease zn the l S , 0)
intended to affect the structure of fuuc tf on In humans,. ( ;);;characterizes
ttie  dooumenter1 meo(xatissni by htch a Hutt teztt or.,dletaryingredieht
acts to lna zltaifi  such sirnctiue or fiutctio , ttx. (4) 4escrilaes general
weII.tjeing fralii eonsutnptitin of  a nutrient or dieYazy'ingredient (Dietary
Supplement Health a Ad Education Act" 20: Publre L No. 10-417  6,10$
Stet 4325, 4329 (1 X94:)); Tlietary st pplements.at'e Waila@e MdOy
fhraugkz nary comz?tere3al  sources.' iictuding;l ealth.food stores; grocery
stores, pliarmaciea, and:by* mail..  11zstorically. in the United States, the
mostprevalent type of dietary supplement  was
amuliluitarniglniinerclltabict:or capsule that was available=uipl%adstaeies
by 25. prescripfion.or "over the counter. Supplements eontainiWg strictly
herbal..  2 WO 2004/062681 PCT/SG2004/000016  preparation were less
widely available, Currently in the Uniied.States, a wide.  array of
supplement products are available, and they include.vvitaniin, mitreral,
other  nutrients; at?d botanical supplements a4.1 Itas; ingredients and
eXfYacts, o atiiiual  and plant origin. 5 The prostate gland:_(or prostate) is
. a. walnut-siy ; nmcous pradueingorgan  



in males tliaf Iles I ust below the ur Clary blat her:: The prostate
typicallygrows and  enlargestbraughaut;life. The only laiown function
ofthe.prostate is to produce a  secretion that nourishes and protects, the
speru~ du ing rcprodu~ tion. The urea,  the oanaf'that iri most mammals
discharges unnefrorli l bladder, p sSes .through Y0 ti* prostate gland.,
Unfortunately, This uatossiieal feature createsproblexns; often  assgciuted
with lifficulty in urinattoi , as malesage. In moll the. prostate.gland is the
source" of several coisust9n diisorders  inclndmg prostatifis:and benign
prostatlo h periilasta t l?II), Wherein the prgstrate  gland becomes
inflamed ocenlarged pross;ts defined as at inflatnmauon _ar 15
infecttonoftheprostate gland While l3rostatitis may beeacute, associated
with  systemic ndtnps..of fever,:chills ancj rigors, most cases o prostatttis
are olirotne  and tend_ to be incurable with relatively frequertt recurrences
despite opttmaL  standard ilierap~t. Chronic , ostatitts f aflatnruatton or is
eauott erf'the prtiskat : is  common fo all adult men., It fs assq tafed wlt
virtually all cases of prostate: cancer 20 Ord is present in everypros..tate
biopsy z gardless of otthc ftndtrigs, hiomO  prostatifs_may' not cause
significant symptomsn, many then, I? g in others' it Dart be  a:devastating
disease that severely. affects the .:q laltty.ofi life af. ose afflicted: Itis
difficult.to.diagriose and even more difacultto treat: The no5t common
symptom o f chrome.prostatitis is pelvic pain, followed  23 by various
voiding symptoms, unpotence, and infertility'-, .Pair &omprtistatitis is,  3
WO 2004/062681 PCT/SG2004/000016  usua[ly'loeated.inthe geoixii
testicles, And penis,' just above the rectum or in the  suprapubie;area over
tlie,biadder.. Pain is 'frequently associated with ejaculation,.
Iypical.uotd)ng- symptoms produced by'prostatitis include getti; up:at:riig7
t to vdi L.(a octwla), frequency-anil:u;gency of urination, irxcomplete
voidth'g; decreased  5 force ofthe urinary strewn, intermitferxcy oftlie
stream and a;:need to push or sfraixi  0 :04 .Impotence ar erection male.
infertility are;also associate.  f: prg&tafitis, IT: 5 PatentNo, 6,197,309 to
Wheeler discloszs a Prostate -f6rxftnla  



corui?bsition sat t,to provide an all natural, non:.surgiea'l..pi ever tative of:
or 10. 'ituprovementto dlsardors of the prostate gland,:particularly, pre
statttts,and.for  relieving syrtipty s axz xnipraviug objective s gals.of
prbstat~-as. Ttxe formula of  the co?riposttig "prefcta ty 40 e e
followwwingredients each in'a tlierapeut1 alit' effcctlvoamount Vitamin
C,.Vitamin B6, Vitamin. E, zinc,. vein;  L alatiine" Exlutatriic acids saw
paliuetka, l'ygeum extra Pumpkin seed, Sfiiigtiig:  1.5 nettle, Ecbinaceai
arlia, iiitlcga leaves3 aixd. selenium; A ccording, In V Fheeler "rapt a ,; a
wide variety oftherapies for ixrostatitis. are  available, but tew actually
work in more than a ;5rnall perceatt ge of cases lone of  the standard ttent
tlettfis sable to unprovc the healtharld xvell jaeing pf the prostate. In tlxe
tttattnent oprostatiti , ph sicians:have traditionally xecoxrnnended  '0
everythigg from do ng.nci#luxig to xnultigie at d;'e tended Courses
of.ant3liloti'es;.  other drugs, and lifestyle changes, Those patients wlio
truly have an identifiable  infection of+fhe prostate"benefitirazn.aattbzotics;
These heed to :b colihitued fat af:'  Least 6-I2 week and, ih,some'cases,,
long-term or indefinite antibiotic suppression  Therapy is necessary: 4 WO
2004/062681 PCT/SG2004/000016  BP3-loccifrs, uatutallyin: most males
over 50 years:ofage: Atthis age; the  tnale:body begins. to. transform
tpstosterone (male sex hOiinonoj into d liydroxytestosterone (DHT)
atlugher i'evels-within the, p'ros'tate, Tlu:s is pfh arily  due to the higher
levels of the enzyme reductase; which causes the conversion of 5
testosterone to m PIT b: s a tph4egcy to hind to prtsstatl =;rece to cells,
ihich  ultiktiatelyxesults; nprostate enlargement Tt is. usually a benign c
ndi ion, of d  therefore,; in some cases there is no' need f ir, s rgery 11o
yev r,.enlargement of ttie  prostate ,gland cat cause many uncdmfbrtable
&td annnymg symptoms, Worseiu g symptplrzs rxlay require prostate
surgery Nearly 40(\000 prostate LQ surgical procedures arp
pexforined.annually to treat en Iai+gedprastates Numerous  labor'ati rzi s
ate oonducting research insaxi; attempt to (hid a burn otBPtL Further,
aecozdmg to Wheeler,;supra., treatments for prostate chsorrjers  



include.alplla l*lcickers, e;g,"S Y`I'1 N (tetazosin ILCl3
AbbotfLatgtatories,zlbbott;  11atk,Itrzapis), ,4~toer Phaiailaceuticalsr.t3:1r
andhat'Vir gzma and IS. FI C?lvl : tawsuloszp TCI, Boelttinggr ltl elheim
PharMaceuticals, Rzdge eld,  Conn ),win ch ate a ieszgned to relax the
muscle tensron, tn. khe prostate and In prove  urinary t't i',yv Tt eydo taklti
to znzprove; oitlhig difficult es and relax tenSioi lti h.  prostate f ow v ne
eX; the a?e expenSivea ed to tie takeiz ha efxnit ty zn high doses,,  #iaay
obeli hate significant side effects and do no't cure tli underlying pzoblem or
'20. pfe;Vex t reourrelices: There are also other treatments forprdstate
disorders For example, T'1t QS ffmastecide,. Merck Human'Healtlt, White
House Station, N.3) can  shrink prostate tissue, but there is, no proof it
helpsin the treatrpenf dfprostatltis;  Allopurinol, a drug that.teduces uric
acid levels in tlie.body, has.been.used.to treat 25 proStatitis based on the
theory that uric. acidcrystals may' fbrm in the.prostate and  5 WO
2004/062681 PCT/SG2004/000016  causc.inllanrmaiion, Ants-
nflatnMatory agents;, $nth as, ibuprofen, and hot sitz  baths have been
:.helpfulin.treatrng the discomfort caused by prostatit s in many  patients;
lath neither of these treatments actually cures the disease aad the ben,
.efts  wear off rapidly. 5 Iiti Wive yoi_ding: sympto"tps: may by relieved by
bladder relaxing agents  sitdhas bxybutynin (DITI :G}.PAN Mn
Corporation, Palo Alto, Calif-}awhile  antzdepressants such as
amitxiptyluic (I S A VTi A:straZeneca, Wilmington, l a l.)  Have been;
helpfit1 in various chhroniie pain conditions suck as pxastatit?s associated
w ith depression 1 afeedbacle beha~lozal t1ler py, re etral'to a pate
ethucaglil Sp psychological treatment have all been recognnaended for
gatients`withptostat hs - and ricdas onafly offer 5otne;reliel to selected r
tlivrduala:: T or the rirostpark,.  cgrrent lrea netxt lxtetlrbds lot prostat trs
are generally rather dtsappalnbng, Prostafie massage slus antcbiotics has
been used with some .success 



l owevez, proponents ofp stab massage lciraalptoned ax the Ptiili tptnes)
hav  l;5 little reprpducible.dzta to s ipport tbeir:methods. Other dravvbacles
include intense  d scatnfdtrlpatn at die time ofmassngez. the need for
accurate ctdtures oftite  prostatta fluid, aid a dopers ence oil nntibrotics In
ultimately effect;`tl7e cure. l Fiore are natural glptt tints iliac ave ;ft,., in
etilargemeutofthepprostate gland and;prostaEit s .:"[t is -widely
anceptedahat.zlua (l 114p, postti e effects iii redueiti'g an enlarged
pzostate, butstudies have xndre t d that  m p administered orally does not
reach ptostatit .tr5stie very eft ct ely Therefore,  the prostate,does not
neap its dull benefita Otherstudies Have shown--tat P- atbanutnextract .l
as definite effects in reducing *.M* f :oilia"prostate. ctensiye:stu es have
shot that. Saw-palmetto (ei coca re, pens} effectively  25. reduces. tlic size
of the enlarged:prostate.aria restores, function. ,Another natural:  6 WO
2004/062681 PCT/SG2004/000016  prOdliCt kn0 WWfo ,prodt7ee
berle{iioiai $l"heots on the ex 1arged prostate. 1s pumpkin  seed,
Pu`tnpkin. seeds have been used as a folk remedy for centuries, and it is
believed that 13ungarian gypsies, TJkra tualls agii sansylvanians do not
suffe from  13BH because they eat pumpkin seeds'i:tom:childhood as part
of their daily diet, 5 Addrtioi ally, aceordingto Whbelei: supra" the Chinese
use a combination of, three  amrn0. aciits glya ne, L alatiiue and glutamic
acid, to treat disor iers of :Clio  prostate: RO I ilv anlnrrtatuk uNafuralldts
Co, Helsili`a,Pinlbn )  is a prostate.fvraitila on ttle'rtlark having a.per.tablet;
formula:of Vitanxlp ,1 nig, Nit.' I t .B6. 1 t1 mg;, Vttaantts, (suceinatq},
51L1; ziiie ohelate; l b ntg, I  lp glycute, j20 mg, alamkie, t2D mg= Saw
palmetto; Lt? nig . Pygewn of zacznzr .  'ectract, l t}: trig, k geztttzafr
c~rnzls hezb, ail mg, puiiiplcia seed, 2o(i'iiig; Stmgritfg  ricttle leaves, 75
pig; Bol3inar a 25 xrrg; ~rtnI go Weba,20 rng, Wild ya?rt 0 m. gi  :and Clva
Uflir-IC) iris, TT:: Paei t lea 5A736,144 to _G deon:describes a inedieulal
teil merle _fcain  15 radisbes...The tea; is: used as,an anti mierobral or
anti inflammatory went atrii is  



repo tell y e eetivs:in iroathng prostatitis I!S. Patent No x,258,037 fo Tii in
descr bes a iheiapeutre coniliosztrr zi said  to -b tlsefiil fnr t}le t eatuleiit'of
both male aiid' leinale uragezutal cl sp cfe~s sash+as  prosia#le dtsorclers
afid bare iolintfss . 7tie composition eontams Pi gaunt or other .0 eztilaefs
t the trees :p# tlia T2gsaceae fa r ll F, together ylith a mono aikiiziafed airi
do  acid sucl as glycine3;L lutaimc acid ox.k alanii e:, II.S. PateutNo -5,43
146 to Peres describes a dietar"upplemixent  composition :foor alleviating
the symptgiiis asso'c aced: with enlargement of the  prostate gland: The
coinpositionincludes,pttanpkizi.seeds,,zinc,:iriagnesiitin, 25 sitamin.E;
Sitw'palrrsettot and Bygeum-afr'icanuzn, but does not include sfingirig  7
WO 2004/062681 PCTISG2004/000016  nettle, zinc, garlic; ginkgo;
glutamic acid, alanine, giycuie; Eclaeea'aiid Urn Prostate carcinoma is a
major cause of death among Wien. In the TI.  recent estunrates indicate
#hatwell over 300,009 ni n are diagnosed with prostate  cancer each year.
While: zkiagy of the shall, localized prostate cancer appeal tiat.to.  he Itfe
threatening, thoxe:tlia : pread to other sites in the body are `airitost
invariabl  fatal Conventional,treatmeniincludes`radte i1 prostaethrny>
nerve-sparing trostatecfomy, externat beam Woo, seed radiation, i
ryotherapv and'hormone  tliera aoh of fttese therapies has serious rid .
ffdets Ind' otlferl i itaiioxi attn  1.0' recurrence frequently occurs. Senun
1'SA (Prostate Speacfe Ai tigen}`xs3a dtagixt?sttc pardt ter fat  been used
to monitor. the stages of prostrate catneer rte elol rneitt and the progress
ofthe;tlz is ty 5erurnP ty #l measures e substanceemtttee(.h>jtlt b the
normal  biro"state (and aind :Yiy cancerous t slue an the prostate gland:
With nti'rrxial grostdte  l'5r gland, P tl`reads betlveen.U to 4 elevated PSL~
n her fan ) indicates astgn of pzostate Carcmgma, benign pro::state hyper
lasia ai prostatit s The li gli r tl} F ` 1  reading, ttie largo tixe volume of the
ca`t er. U. S. Patent loo , 65, 3 to hen et aI <iisalase's _aii herbal "crttii
tosifi`on 11 -d 



fo treating. icostatc cttnditiot}scomprisingmaterial from the following herbs:
2,d Pgnct pse do gtrsseng Tull; (sa'/rs Indtgottaa Fore Granoderma,lucid
ni Kats  euclrant(zerna iron.. foltum ",zpe , Glycytrlnxp glabtu L ,
,,Scutellaria bsecalzrrsis GdorI i Itabdosia rubescens,,Serenaa r..eliens
Pre'ferab y the 7iiateiial from eael  ofMph herbs. is an alcohol extract:of
dried, cut plants and, oft'he Pannx, The  pseudo ginseng. Wall and each
of the Wier, materials are prescnt in a dried, wieight 25 to-weight range of
about.1:_1-6. T49:compoitioh is a'dminisfered orally or by  3 WO
2004/062681 PCT/SG20041000016  supgos tart' Clien_further discloses
caxlibinIng adznilstrafion of the herbal  composition Withadministratioa of
a therapeutically:effective amount.of an  anticancer compound
effective.forprostate, catrcer, such as luieiiiizing.horinorie  releasing
hariixoxre, estrogen, ailtiaildtogen; gonadgtrapnin releasing hormone and
5 syntlietie.analogs tkiereof wlii lx have hormone ct~vrty, or of` other,
agents;:generaliy  e'ffecttve for ueatmezit of aufecttotis armabgliaricles,
Suali as anti otics, silt mciaahontes an! cytotoxic:agents. Tj. S Patent No
5,417,979 to Fan eta!:, discloses. co . 646n bItbe  herbs Ga oder n r l
iculurn Karst, Robe/osta ru/wscens and:G cyrrhiza glcthr Z,.  JO rtb other:
lierizs for treatmeti't of cancers other than,prostate cancer, it S , atcnl Na
,1721,41,,J-S-446 ee, et al closes CYdrtr r tl-i id i icitxt trt I CCM .10045
which p;oducesprateoglyaan (G009) havi g an effect o apfztUisior  itrtrt
unity. U. S Patent Igo 4rf13,591 WA laurada, r tal discloses 411
dmrrrapulwir for  uac asmg::tiic antitumor aetiyitses afmrfitoni) cm C and
doxor'bs xn h cittsptitorde  and decrga5ulg the side of edts assQciafed yith
tfi lr use c mprising an agileairs: or  girenns or anic soly nt e tract of a cll
de reparation of Asir gall helix,, Cirtnainori i corieX Itehltianztlaeradix
'aeonxac radi ,-Cfidix rhr o na  Atraotylois lanceae:.rlxzzota;;Ar7eliaae
radix,:Grtsenrailixxleroionatcl' 2G1 Glyc rrh zae radi .. also disclased area
rriethod..forpreparing this adthimolaluI  and a metl itd fax its.use
]u:addition, compositions and methods dot treatx s  



tumor bearing;pa'dents ire disclosed. . U. S. Patent:No. 4. i 8,495 fo
Okuda e discloses a composition for  red ping cancersymptoms by
itnproving.lipid metabolism atxd eluiiinatiiig ter'  25 reduoingg anorexia in
tumor-bearing patients throug_li.nlutition. of th.e lipid 9
degradation-promoting action of toxohormone L, which comprises an
aqueous or aqueous  organic solvent extract of one or more crude
preparations selected from the group consisting  of Astragali radix,
Cinnamomi cortex, Rehmanniae radix, Paeoniae radix, Cnidii rhizoma,
Atractylodis lanceae rhizoma, Angelicae radix, Ginseng radix, Hoelen and
Glycyrrhizae  radix. Also disclosed are a method for preparing such a
composition and a method for  reducing cancer symptoms using the
composition. There is thus a need for compositions and methods for
prevention and treatment of  disorders of the prostate gland, particularly
for prevention or treatment of prostate  carcinoma, benign prostate
hyperplasia or prostatitis, for relieving symptoms and improving  objective
signs of such prostate disorders, and for maintaining prostate health.
SUMMARY OF THE INVENTION In a first aspect, there is provided a
composition comprising the following herbal  and other components:
Radix Asparagi; Radix Angelicae Pubesentis; Radix Trichosanthis;  Radix
Scuttellariae; Radix Angelicas Sinensis; Radix Dipsaci; Cortex
Eucommiae; Medulla  Junci; Rhizoma Anemarrhenae; Caulis Akebiae;
Herba Dianthi; Semen Plantaginis; Cortex  Phellodendri (fried); Radix et
Rhizoma Rhei; Rhizoma seu Radix Notopterygii; Olibanum;  Fructus
Gardeniae; Radix Astragali seu Hedysari; Rhizoma Cimicifugae; Radix
Bupleuri;  Myrrha; Gypsum Fibrosun; Radix Rehamanniae (crude); Folium
Pyrrosiae; Rhizoma Acori  Graminei; Rhizoma Dioscoreae Hypoglancae;
Radix Linderae; Herba Cistanche; Radix  Paeoniae Rubra; Rhizoma
Dioscoreae; Semen Euryales; Cortex Mouton, Polyporus  Umbellatus;
Radix Rehmanniae Praeparata; Medulla Tetrapanacis; Semen Coicis;
Fructus  Horedi Germinatus (Poria); Radix Aconiti Praeparata; Rhizoma
Alismatis; Cortex  Cinnamomi; Herba Asari; Radix Glycyrrhizae; Stigma
Maydis; and Phaseolus Radiatus L. In a second aspect, there is provided
a dietary supplement comprising the  composition as defined above. 



10 In a third aspect, there is provided a composition of matter comprising
a mixture of  the following herbal and other components: Radix Asparagi;
Radix Angelicae Pubescentis;  Radix Trichosantis; Radix Scuttellariae;
Radix Angelicae Sinensis; Radix Dipsaci; Cortex  Eucommiae; Medulla
Junci; Rhizoma Anemarrhenae; Caulis Akebiae; Herba Dianthi;  Semen
Plantaginis; Cortex Phellodendri (fried); Radix et Rhizoma Rhei; Rhizoma
seu Radix  Notopterygli; Olibanum; Fructus Gardeniae; Radix Astragali
seu hedysari; Rhizoma  Cimicifugae; Radix Bupleuri, Myrrha; Gypsum
Fibrosun; Radix Rehamanniae (crude);  Folium Pyrrosiae; Rhizoma Acori
Graminei; Rhizoma Dioscoreae Hypoglaucae; Radix  Linderae; Herba
Cistanche; Radix Paeoniae Rubra; Rhizoma Dioscoreae; Semen
Euryales;  Cortex Mouton; Polyporus Umbellatus, Radix Praeparata,
Medulla Tetrapanacis; Semen  Coicis, Fructus Horedi Germinatus (Poria);
Radix Aconiti Praeparata; Rhizoma Alismatis;  Cortex Cinnamomi; Herba
Asari; Radix Glycyrrhizae, Stigma Maydis, Phaseolus Radiarus  L.; and
Ganoderma Lucidum; wherein said components are present in said
mixture in  amounts such that said mixture is effective in a mammal for
preventing or treating prostate  disorders including prostatitis, benign
prostate hyperplasia and prostatic carcinoma. In a fourth aspect, there is
provided the use of a composition as defined above for the  preparation of
a medicament for the prevention or treatment of prostate disorders. In a
fifth aspect, there is provided the use of a composition as defined above
for the  preparation of a medicament for ameliorating of the symptoms
associated with prostate  disorders. A primary aim of embodiments
disclosed herein is to provide a composition having  beneficial effects in
preventing and treating prostate disorders including prostatitis, benign
prostate hyperplasia and prostatic carcinoma. It is also an aim of the
embodiments disclosed herein to provide a composition that  is beneficial
to various symptoms of prostate disorders, including elevated blood levels
of  Prostate Specific Antigen (PSA) and irritative voiding symptoms such
as 10a getting up at night to void (nocturia) and otherwise excessive
frequency and urgency of  urination. 



It is a furtheraim of the embodiments disclosed herein to provide a
composition for  preventing and treating prostate disorders that has all
natural ingredients, has no adverse  side effects, has no interactions with
any medication, and may be taken orally in solid or  liquid form in various
other forms. 10b Yet another aim of the embodiments disclosed herein is
to provide a method of  preventing and treating prostate disorders and of
maintaining prostate health using  compositions of this invention. These
and other aims are satisfied by the disclosures herein by providing a
composition comprising herbs and fungi or extracts thereof, which is
useful to prevent or  treat prostate disorders and which can also be used
as a dietary supplement to maintain or  improve prostate health.
Combinations of herbs and fungi and extracts thereof, according to  the
invention, profoundly improve the conditions of patients with prostate
disorders  including prostatitis and prostate cancer, and alleviate
symptoms such as elevated serum  PSA levels and nocturia and
otherwise excessive frequency and urgency of urination. One embodiment
of the composition disclosed herein comprises at least 44 particular
herbal or other natural components, or extracts thereof. Preferably, the
composition further  comprises Ganoderma Lucidum. Preferably material
from each of the herbs or fungi is an  aqueous extract of dried, cut plant or
fungal parts. It is particularly preferred that the herbal  components and
each of the other materials are present in relative amounts (dried weight
to  weight ratios) that lie within particular ranges disclosed herein.
Composition of the invention are preferably provided in an ingestible form,
such as, for example, a powder,  capsule or tablet. The disclosure further
provides methods of treating prostate disorders including  prostatitis,
benign prostate hyperplasia and prostatic carcinoma. One such method
can be for  treating prostate cancer in an individual in need thereof which
comprises administering a  therapeutically effective amount of an herbal
composition described herein. Preferably, the  disclosed method further
comprises 11 administering a therapeutically effective amount of an
anticancer compound effective for  



prostate cancer, selected from the group consisting of luteinizing hormone
releasing  hormone, estrogen, antiandrogen, gonadotrophin-releasing
hormone and synthetic analogs  thereof which have hormone activity. The
disclosure also preferably provides such a method  further comprising
administering a therapeutically effective amount of a compound selected
from the group consisting of antibiotics, antimetabolites and cytotoxic
agents. Disclosed herein is a composition comprising the following herbal
and other  components: Radix Asparagi; Radix Angelicae Pubescentis;
Radix Trichosanthis; Radix  Scuttellariae; Radix Angelicae Sinensis; Radix
Dipsaci; Cortex Eucommiae; Medulla Junci;  Rhizoma Anemarrhenae;
Caulis Akebiae; Herba Dianthi; Semen Plantaginis; Cortex  Phellodendri
(fried); Radix et Rhizoma Rhei; Rhizoma seu Radix Notopterygii;
Olibanum;  Fructus Gardeniae; Radix Astragali seu Hedysari; Rhizoma
Cimicifugae; Radix Bupleuri;  Myrrha; Gypsum Fibrosun; Radix
Rehamanniae (crude); Folium Pyrrosiae; Rhizoma Acori  Graminei;
Rhizoma Dioscoreae Hypoglaucae; Radix Linderae; Herba Cistanche;
Radix  Paeoniae Rubra; Rhizoma Dioscoreae; Semen Euryales; Cortex
Mouton; Potyporus  Umbellatus; Radix Rehmanniae Praeparata; Medulla
Tetrapanacis; Semen Coicis; Fructus  Horedi Germinatus (Poria); Radix
Aconiti Praeparata; Rhizoma Alismatis; Cortex  Cinnamomi; Herba Asari;
Radix Glycyrrhizae; Stigma Maydis; and Phaseolus Radiatus L.  In a
preferred embodiment, this composition further comprises Ganoderma
Lucidum. Additional embodiments of the composition disclosed herein
may include a  composition described above, further comprising at least
one herbal or 12 other component selected from the following group of
components: Bulbus Lilii; Cirri  Reticulatae Viride; Cortex Moutan Radicis;
Cortex Lycii Radicis; Faces Trogropterori; Flos  Lonicerae; Fructus
Alpiniae Oxyphyllae; Fructus Aurantii Immatures; Fructus Cnidii;  Fructus
Corni; Fructus Schisandrae; Fructus Arctii;Herba Cynomorii; Herba
Epimedii;  Herba Leonuri; Herba Polygon Avicularis;Radix Achyranthis
Bidentatae; Radix Aconiti  Kusnezoffii; Radix Angelicae Dahuricae; Radix
Aucklandiae; Radix Clematidis; Radix  Codonopsis Pilosulae; Radix
Gentianae Macrophyllae; Radix Ophiopogonis; Radix  Paeoniae Alba;
Radix Polygalae; Radix Stephaniae Tetrandrae; Ramulus Cinnamomi;
RhizomaAtractylodis; Rhizoma Belamcandae; Rhizoma Corydalis;
Rhi.zoma Ligustici  



Chuanxiong; Rhizoma seu Radix Nototerygii; Rhizoma Zingiberis Recens;
Semen Biotae;  Semen Cuscutae; Semen Dolichoris Album; Semen
Pharbitidis; Semen Persicae;  Spica.Prunellae; and Stigma Maydis.
Preferably, compositions disclosed herein comprise an aqueous or alcohol
or  aqueous-alcohol extract of each specified herbal component. Other
forms of the specified  components are also contemplated, however,
including mixtures of dried forms of the  specified crude components, such
as whole dried plants or plant parts, or powders of ground  dried plants or
part, or powders of extracts or decoctions of plants and other components.
In a particularly preferred embodiment, the disclosed composition
comprises an  aqueous extract of the following herbal and other
components in the specified ratios of dry  weights compared to the dry
weight of the least abundant component (as recited in Table 2,  supra):
Radix Asparagi (6:1); Radix Angelicae Pubescentis (6:1); Radix
Trichosanthis (9:1);  Radix Scuttellariae (4:1); Radix Angelicas Sinensis
(1:1); Radix Dipsaci (1:1); Cortex  Eucommiae (1:1); Medulla 13 Junci
(1:1); Rhizoma Anemarrhenae (4: 1); Caulis Akebiae (8:1); Herba Dianthi
(8:1);  Semen Plantaginis (6:1); Cortex Phellodendri (fried) (8:1); Radix et
Rhizoma Rhei (4:1);  Rhizoma seu Radix Notopterygii (1:1);
Olibanum(1:1); Fructus Gardeniae (7:1) Radix  Astragali seu Hedysari
(15:1); Rhizoma Cimicifugae (4:1); Radix Bupleuri (4:1); Myrrha  (1:1);
Gypsum Fibrosun (18:1); Radix Rehamanniae (crude) (15:1); Folium
Pyrrosiae (9:1);  Rhizoma Aeori Graminei (6: 1); Rhizoma Dioscoreae
Hypoglaucae (6:1); Radix- Linderae  (6:1); Herba Cistanche (1:1); Radix
Paeoniae Rubra (6:1); Rhizoma Dioscoreae (9:1);  Semen Euryales (6:1);
Cortex Mouton (1:1); Polyporus Umbellatus (6:1); Radix  Rehmanniae
Praeparata (1:1.) Medulla Tetrapanacis (6:1) Semen Coicis (8:1); Fructus
Horedi  Germinatus (Poria) (9:1); Radix Aconiti Praeparata (6:1); Rhizoma
Alismatis (6:1); Cortex  Cinnamomi (3:1); Herba Asari (4: 1); Radix
Glycyrrhizae (3:1); Stigma Maydis (18:1)  Phaseolus Radiatus L (31:1);
and Ganoderma Lucidum (1.1) Compositions of the disclosure, particularly
compositions comprising extracts of the  specified components, optionally
further comprise a pharmaceutically acceptable carrier,  diluent or
additive, for use as a pharmaceutical composition. In another aspect, the
invention  



provides a dietary supplement comprising a composition of the invention.
Preferred embodiments of disclosed compositions provide a composition
of matter  comprising a mixture of the herbal and other components listed
in Table 2, wherein the  components are present in the mixture in amounts
such that the mixture is effective in a  mammal for preventing or treating
prostate disorders, including prostatitis, benign prostate  hyperplasia and
prostatic carcinoma. Preferably, mammal in which this composition is
effect  is a human 14 being susceptible to or suffering from a prostate
disorder. In particular, such mixtures are  effective for reducing serum
levels of Prostate Specific Antigen (PSA) that are elevated  above normal
and for reducing irritative voiding symptoms of prostatitis. In preferred
embodiments of the disclosed composition, the mixture is effective for
ameliorating at least one effect of a prostate carcinoma in a human or
other mammal having  such a tumor. Ameliorated effects of a prostate
carcinoma include but are not limited to  reducing the growth rate or mass
of the carcinoma. Disclosed herein is a method for prevention or treatment
of prostate disorders in a  mammal including prostatitis, benign prostate
hyperplasia and prostatic carcinoma,  comprising administering to the
mammal a composition of matter of the invention,  periodically for a time
sufficient to achieve prevention or treatment of the prostate disorder in the
mammal. In one embodiment of this method, the disorder is prostatic
carcinoma and  the administering is performed before surgery to remove
the carcinoma, to reduce the tumor  size and to cause better separation of
the .tumor from surrounding normal tissue. Preferably,  the administering
of an invention composition periodically is conducted once or twice daily,
or at least about three to four times a week. The method of treating
prostatic carcinoma optionally, further comprises  administering a
therapeutically effective amount of an anticancer compound effective for
prostate cancer, selected from the group consisting of luteinizing hormone
releasing  hormone, estrogen, antiandrogen, gonadotrophin-releasing
hormone and synthetic analogs  thereof which have hormone activity, or a
therapeutically effective amount of a compound  selected from the group
consisting of antibiotics, antimetabolites and cytotoxic agents.  



Method of using each of these 15 agents for treating prostate cancer,
prostatitis or other prostate conditions are well known in  the art. Disclosed
herein is a method of ameliorating symptoms associated with prostate
disorders in a mammal, preferably a human being suffering from such a
disorder, including  prostatitis, benign prostate hyperplasia and prostatic
carcinoma. This method may comprise  administering to the mammal a
composition of matter of the disclosure periodically for a  time sufficient to
achieve the desired amelioration. BRIEF DESCRIPTION OF THE
DRAWINGS FIG. 1 shows the reduction in weekly average tumor volume
of mice injected with  human prostate (DU145) tumor cells in three groups
fed differing amounts of an herbal  extract of the present invention,
compare to the control group during the course of a six  week study. FIG.
2 shows the influence of the herbal extract on tumor incidence after
inoculation  of mice with human prostate tumor cells. FIG. 3 shows the
influence of herbal extract on the distribution of explanted tumor  weights
in each treated group. FIG. 4 displays the mean values of explanted tumor
weights in each treated group  with scatter ranges. FIG. 5 shows the
influence of herbal extract on tumor volume at explant, measured  from
gross photo images. FIG. 6 shows the influence of different batches and
doses of herbal extract on tumor  incidence. FIG. 7 shows the weekly
average tumor volumes of mice in various groups fed  different batches
and doses of herbal extract and the Control group. FIG. 8 shows
photographs of selected explanted tumors visually illustrating the
reduction of tumor size in animals treated with the herbal extract. 16 WO
2004/062681 PCP/SG20041000016  



OR 9 shows the influence of herbal. ejctract on mean lurnor Weight:at
exptant:for various baGclls and doses.of e{ract,. FIG :10:graphieally
shows the.ilifluenee pflxerlaal extract on tumor cell  proliferatiion2 as
measured by Proliferating CelfNuclear- Antigen (PCNA);:as an  5 ux
iaator;of cellpt Sliferatian rate. FIG 11 shows
photographszafselectatl.fiuuor section stained foa I?C1~1A,  illustrating
typical visual fields for various herbal extract doses T"G l2 shows Q1e:it
luenee afhccbal exttact 41t:the WeeIdya erage ivtncu  valunie.of lmge
in:various,groups fed;.tiltlerent batchc t d doses::ofhei`bal e%t tt t  1b and
the Control group PIG Cr 13 shop s the ii fluehee riflaezlsel `e5 tract trn
menu tf or wel lzt;at  explant fo r the sauw uuee used M J( 12 I IQ 14
shows individual *ar weights of u nee included in the ave g"s
showniaf:7kG 33:-. l PIG l ,shows the dtunce;nfherbal : Xfract n:Ei inpi
cell.pralrfetafihin, as.  ?treasured b,y Nfr as an zudiea#qr of.cefl p
glifetation care, for selected.:arinu al  groups ut:ta thn4 exparrn ent with t u
i differeiit r xtractbatches DETAiLED.D`ES Jfl TIOI~I.(SW'JCTI~+`.IN ENT
OI+,'` 2Q 7[lie, presentinv nhg as basocl'w part. Agri the fit Ingthat
aqueous  extracts crude pregaratlans ofvariqus combinations a eiiixiponeri
s`selected. rdri  the group listed iii able li be1ow:hat e beneficial e tscLot
pabsfatc dtsoriicrs:  includatig:prastatlfls benignprostatb hyperplaasia and
prbsfatle carcinoma. During  along-term prostate dtseaseresearch effort
tlie. inventors offhe present invention 25f ft thiulafod nunietdt s heibal-;
azuinal- and uxiner4Used,eompos bons and  assessed their effectiveness
in treating irritative voiding symptoms; elevated scrum  PSA levels and
prostate cell. tumors inhuman subjects a11d/oranimal models: 17 WO
2004/062681 PCT/SG2004/000016  The compositions: of file present
iurvenfion were developed. as a result of 



many cYizi[caI,assessmel s,using various herbal-based cnmposii.iobs to
treat  prostate disease symptofns, As discussed herein, the compositions
of tlze'present.  invention, can be. used instead of or In addition to
convefitional drags to control 61  relieve t1te.symptoms, of
prostate_condibons during the r, active>stages arith tq  prevent prostafe
conditions,before the becrizfie:active Initial studies-by" iie  inveritgrs led. to
the discovery of e ective citiitposrttobs coi tpr ing vatraus  conllii2xafions of
componor is listed in Table I, below Subsequent experrir drtt tion  by the
iitiv tztors.led to the discovery of a preferred comp'osition:eouipixs rig the
It); . campgnerZ'ES described m Fable 2, b lotiv. Herbal compositions
afthe present uivention melude component"s' torsi  plant speetes oftt%e
various_taettexa li'sted,in t ble 1, bet w 'fic~r<arkipdsitiyM o  the mttentfon
daft also include various additional ingredients, such, as minerals ce g;,
calciprtr sulfate),'antmiil products or phatipaoezitiezily acceptable carriers
1 Udlgr floe s individual components,of tlze. chin sosition; and e tracts
ftwreof; are  desarzlied to greater dfail below: Factracis ofcomlios
fions,ofthe present invention can be produced lid  extracting crude
preprattorss" ofcomponents:selected from h. T group corisistiirg  ofthq
op?itponenls hstetiin Lable,l., The crude= reparations oxtyplo ed
according  2t)..' to the ifiueilti ort liay be obtained froii . commercial soltrc s
or by tnetliods we l kno vii a the of i at Chinese herbal inediolne ualtty sta
adards for most ofi ftie  herbal :aitd other cpmponenis. used tn'cotdzposit
qns according to tle present  invention ate set fordf, for nstat ce, in the.
CHne,e bhamaeq seia 1l 99( ) Typically,. an herbal composition of'tfie
wvenbori is prepared from.Ieaf  2 and/or;root andlor'bark portions of
:several spezfia typos of plants that,, in cciinbit Sorx,.have'Ynarked
andsignif carit;effeets in tfie,prevent on and ireatznent  of prostate: cond.
itions.. Numerous herbal. f`ormulations:and extracts,. ficlucimg most:  or
,all oftlie components indicated in Table 1 wbte examined. F'ollowi'ng
experimentation, the preferred ingredient niixtUre indicated in Table *2
was derived..  1& 



WO 2004/062681 PCT/SG2004/000016  TheExamples belriw
pro#ide'defailed saientifc results 1hat.caribe uscd'by a  skilled artisan to
prepare and adz mister the compositions of the present:inQeution Crude
preparation n'used h the present . invention, are typically 1 iade frogi
putef-hatural Chi iese herbs-which are individualfywashed; dried: and
ground into  fine powder, then : extracted, tot example,.whii medical: ion
exchange.water (andloi  alcohol or an agngous alcohol solution)
separately, and: then mixed together.  Alternatively, the herbs ,and
other'companents>may be mixed prior to extraction., o r  the Components
be secttierttially exttacted niing one or more,voinmes of saTveni. 1 a gray
went, the resultant ri ixture is typically lxied,. smashed, screened,  10 and
tlzex mixed with aily ad It#tonat components. The;fi al eomposztign eq i be
iticorpi rated into at y'means; lot a convenient mode of adiui istrati on, with
oral -Igo rota being the referr d adnlltiXStra1ion ra ethad as
exeinphfletllierein  More spec pically, dried herbal compogepts such as
940 000*  e Z etraridtae may bt ;ground iota tine o Yder to provide a
eri}de,preparaho 1 fllfeltiat vel , Beth maybdecooted (1 e:, boiled-down)
with water, far instance,  1x e first usitlg to t iiiaes,rfatei by weight as :the
total weight ofFhe herbs, their  iistzt et fit times. as i iuch x titer by Weight
as the total hen bal wean T 'tune or  each decoction step preferalzly is
about one to about twelve hours, tuore pre erably  about t burs Ike
maternal zesulfaag from dre cledoetions is.ihen mixed aria 20 a ltered
(audr if ueeessar-y, ogneeixtratecl e g, b'y e~rappratlorl ar i ophiltzaiiorx)
P  as to con nfrate the filtrate tip a heavy:paste ,.,1?o ders cif
other.pomponexifsiuap.  %then be added to the host y paste; tfdesired,
and the res ltant product can then be:  inixdd, dr} d, pulverized, sieved and
tt ixed again until desirably ltomdgeheous,  The resulting powder eati'be
placed into contaiiers or capsules for' oral. 2S adiiiiiistratlOft iOCTA8. i t
extract of the invention also cart tie obtained by extracting a mixture of
One:or rrtore of tlae~abave. crude ~repatations or: bymixiig, extrac}s.from
eacli. c'rud'e  



preparation: For iristkti e, one:or riiore erade.preparatlons maybe
extracted;with  r~afer alone'or v titer comprising 5'-S0 w/v% of a water
nusc ble organic solvent 19 WO 2004/062681 PCT/SG2004/000016  stick
as ad alcohol (prefetably ethanol), filtering the iSned solution and
optionally drying by canv9ritional i iyingmea ts such as- spra~y.'-dryiug,
freeze  drying :or concentration drying. Extraction can be earned out,at
room temperature  or with flea tiztg; 7ieatin at soci o) C. is'preferterl. The
extract canbe used--;per S. so,.in liquid form or prepared inpovcder, grant
e, tablet, or capsule form mixed  with coiivezztzougi-gdjuunnis )r additives
The, extractor activ(,' ;ngred eats therein  can optiicmallybe purified by
conventional means, such as dialysis or chromatography. A.pxeferred
method ofproducing extracts of the: intrention is  exemp}i t i a. xample 1,
belo v. Xll Cozizpositzoizs ottlx present invention izd pax(ipitlar appfidatzti
z as dietary  supplemefitsf rthetreatIu
itof'certainsytnptdn[siusuallyassociatedwithvariois.  irestatedgrtd1tions; ud
diseases, cspecia[ly pra's`tatztts and bt nzgit prostr tiii l yperpl04-;00m): eil
s prast to areznotaa i-Iowever, compositions of die  iziverztz t?.are tzse
:for the`1reatment10 fprosfatit%s lzk s rnptcrms egardless:.othe  15 a tuai
cause o Fthe condztlog and regardless. oft c TI S Food and ljlus;, t kltx
m*atio {ti17 ) catepc ry txrw1ue the compositions are Glassifierl Utiliz ng
is eSui is pxovlded:he ctu, a. skilled artisan caareadrfrp acttee
and.develq'p't'hp  dietary an i tllerapeutw methods nnriztted hexehi awl zn
flie appended clauu ; Gliiitese h rbat omponouts` that MAY be inoluded:i i
obrnpbs tibns of ttze  2iiwenti+ap lr'sted`ip abie below, by melt ii4al name
:and a4 nrricsn anti l tz#anrcal source zidrneCs), along ~vath two npn
herbal eoiaponents (Gypsum  brgsuzfi,:for:whrcll the llstod source:is:
mineral calciwil<sulfate),, and l aecs  Tfogroptetop, foi which th listeel
source is a nual (dying' squirrel Yeeesj: 



20 WO 2004/062681 PCT/SG2004/000016 Table 4. Herbal and. Other
Com'porlehts and "Sources  Com on Source Name '  Medicinal sand's
(Botanical Source. Name)  E#ulbusLiii Lilly bulb (Cilium brown %var.
viriduluna_ Bator, Li(iurn purrtilum DC;  Z;ilmin Iancif(c)tiznn i l unb.)
Caulis Akebiae CIematis stem (Caulis akellicr: tr oliata,  z4kebia quint ta,
.1nsk lo,ehra nrianehur ienis, Rcmzliiculaeere.)  Gztrz Reticzllataa r de
Fruit dr periear, (Aquas reticulate  liznco, fa llily RutaEeae Cortex ivlautan
I finis Ivi utorl (root) bark (P aeonia  suf/ruticosa,Audr (fnii ily  ltaiuncu`Iacc
c) ortexitlraui}4xill' Cassia lark Cortex l cuznniiae l~> ed`]~ark o hardy rizt
b ce (E# conanifa'u marde's :Oil c ;; family  J3uoonimiac e}' Cortex T~yeii
Karlin s Wotfbarry i lc (Lyciuint uhrnetgse 1kTl ll. a .  or cintnzIiarhanun
,family  8o1anaceae)_ t ixrkex-i?l ellodez,d (fxaed): Cedarec bark
(J'he7(6r endranaYnuren e  Ruin ot, V- Mao, RitaceacJ  ees fro rogferc r'i
1 % zaznu T r go; reroru ;, Wa Lirzg Zbi;  f~+ tgsquine( feces (Z'rrlgaterus
xa thjpes Native Bd*ard , family  



Petduinistiiiae', Vitus Lonicerae` Elcneys'ueklu-flower; Lonieera flower
(Lonicera,iaponaca l tii:nb L; Tnnrcc, a  hypog1ouctl Grit; I on eera eoY sa
C, Latnri ra d r- . I & k~ elzc{) FoIiuzxr, yz slat Pyrroslaleaf;IFyrrosra lingua
($hurtir )  Farwell, P shearers ) Ching, and P' "  ps blosct (moist) Gluiig,
faztzily J. Psi. o mceac) P uetus A 1 iirilae O yph liae". I31ack cardamom,
bdtcr eardarnom,  o. yy hylla Mi fruettis Ai rantiA matures _ Immature
bitter orange fruit (Citrus eat z:utiurn L.; Cain us'sineusas-Osbeclc),
Pruetiis Cirld i Cn diem fruit (Cnra'ruu? mannicri (L;)  Miss. Fnictus Cora
Coitus fruit;. Dogwvood fruit (C,o> nut  of cinalis<Stub., et Zeta.) F rides
Ga'rdeiii"ae Ga e "7asii ine fruit . - Piuetus.}loredi,Crerxninatus"
Germinated;barley'(tnalt)  (Poria) 21 WO 2004/062681
PCT/SG2004/000016 Table: 1. Herbal and Other Components and
Sources  Corriinon Source Name  lViecllcirlal Name. Botarii al clta:r e
1Vame Fructus SSebisandrae Schisandra hut (S'cl2isanilra.chinensis
(Turez) RAIL, Schbcu'dtr'a sphetitriitlierrx  Rehd, et \T1fs.) Fructus ArCS
klrctiuru fruit, Bulciggtc frttit_ (tlrciiu.}n  Gano lerriia Laci'duin Ganoderina
Luciilurn,: Royal ,Gaup  



(reislu, lingzh.i, biladi:-op', \'Q b.,asidior ayc te, lalzt laless fu gas;  fhm
Pol.:: oraeeae) : `  suin.) ibxoslttl.: Calcium sWate ki ba A orl (Asar1)
Manchurian' ildginge s i' d  herb (Asr ! i ithet rrsl cpardes Fr. "vat . . .
mandshur~ourn (Ma7C in) K,itag., r staruin,  sieboli ii I q. vial eatclens'ep I
iakgz.or  ?f;5't3ruth sii'bold ii t4iq., faitlily 1, rrisraloebiaceae) 1- rba
~Cistanche Dried fleshy -stein v'it1i scales of desert  living Cistat
ebcY(C`i`Maflehw rleveriwola  Y C Isla, family Orobanchaceae t erba
Gyriislitorii: Dri d flesk3~-stem of ongar  Cynomoriurn El^erb
(Cynoztien-iuii  sangw ictrm`Rupr,, f'awily C noYn.oriaeea e F;erbaDiaiitlii
Wholepl ttof'pittk anthus(Diwuhus'  su : r us-L.,..Dia tfiu~s; chzifiei is'L.)..
erba`I zzned?r. Dried aerial=part of;epi nedlum" (Epimediuifi. brevwonz m
A'Iux i ,  rtretliwn pgifta upr(Slab. et  Ivl ?aiti Epitnexlitt n pzibest efts M, ii
pixediuln vuskalsee T S In or  1ptec3iarrr 'koi eur4tim z akh4" 1asti(y
$erberi .ccae) Tlerita l eonur `: Dried a.P " - oatit. wort;Herb  (iieon"tit ushe
eropl lius Sweet airily  Labiatae)' 



Flerba l'iil j! bTU A~ cularzs ole pfaut;of common knotgrass herrb  Pol  (:.
3'gpr2tttt2'[tytc~tilcrt'e L" farx}ily Pot' b aceae  Medulla I"und . Cor lmon iv,
usli 11h  MeduIla'Tetra'anec s R oe a er. lout u  Ofibanum $tankincense
Phaseolus:Radiatns. L Mun " bean. Pol penis Umbellattis Underground
tub erlike`grovvths  (scleratia) of agarc, an' edible:  initshroom (Pgty' bras
itmbellatus)  22 WO 2004/062681 PCTISG2004/000016 Table 1. Herbal
and QtherCamponents.and Sources  Common Source Name  IVleiiicina!
Name (Botaliical Source lla p) Radix Actiyfatbflnis Bidentatae. Two
toothed AchytantliesRoot  (Add ran(es bidentata 131., family
Amarantliaceae) Radix Aeoniti IcusnezofiYi ICusinezof . Monkshood Root
(Acola,rfutiz  Kiis zezOffzi Raichb. family  Rununeulaceae) Radix, coi~ztn
Praoparata, Monkshood Mofhez` (Axial) Root  (4&oniwm car michael!
DchX., family  R:anunculacee Ras~1x An eitaae Tt but}dae Uaaunan
Aagelipa Root (ng lic .  a urz a, "Fisch ex ll'affrn., l3.eath. et.  I-Tool f, var..
folnlosona, Bons::Shan :et .  Y lan; family Umbelliferao 12adix Axi eltcae
Pnbesaoratis Arrgalica rant (AizgJli&apzzbesceizs  



Ma cin f, biserrata,. Shan, of \'uatl;.  Paid Uinbelltferae) Radix iui elieae
Sincnsis Gfiiaese Ari g elica Root. adr A 5ra Cochinclinesa i s ara s Root
Radix Astragals seu I-1edysarl ltle.Fnbranous M lcvetcki L oaf.
/Mohgolzan Mi eteh Root  Radix A ucidand ae Common Aucklandia Boot
(Aiialslandia:  lappaDechet; famrly;::Compos taa)  Radix l3uplettri Cl
ziese`Fho oiuax Root fl ed TIionn ax Resat  TRadi~ Ciernaudis IRow and
rhizome of hineseClematis.  (CtelYz fis ch nensrs Cisbeck, lemciti
laezalsetala Tall or Clezzatzs manshurica,  Ru S , familyRthrnnc tla ae)
Radix Codanopsns ]' loslilao Pllose Asiab l Root odcrate;Aslab Il ,
Rool/SZechwon Tara shen Rout: Radix Dapsacl Di wets rook, `l<easel
root (Dipsacz{s  Radix et Ttlla oa a Izei Oriel root rld rhizome (Rhubarb
(Rheum pabnafum L Rhetzznz tan tzuzsz2r axim ex `Iteg Or Xtnez rn  i
ezrzale Ba lt, amil <Puly apaeea );  nttanae M lorapl ltao l atge
leafGenttan Rtsot (Genfiana  Ttadlx Ge rzzaci aph3l~a Pall. ,.
Gentiurra,.'sYrarirairea  Maxim. , Gentiana erasszcaulis Dutli e  ax Unrk or
Ge#rtiana dahurica Fisch- family'Gerifiariaceae Radix Glyeyrrluzao";
Licorice root .L1 uoric Root.  Radix Linddrae Radi : Ophiopdgoriis Dwarf J
ilyturf Tuber''(OphzalibgW  



faponieus Ilamb., I er-Garwl,.family.  Liliaceae) 223 WO 2004/062681
PCT/SG2004/000016 Table I. Herbal and Other Components and
Sources  Common -Source Name ~ ethc rlal. Name, Botanical S'o.urce
Name.  Rath :Paeoniae.Alba \Vhite Paeony Root Radix Paeomae:Rubra
Red PaeoiiyRoot Radix Polygalae Th nleafl4l lktuort ROOt (1'ohrgala tenu:
6lra,'Will . or Polygala sibirica. L.,  family Poiy~ alaceae ". .
RadtxRehainamuae (crude) Dried tuUezi us reliii atiTiia root
(Jelzrnivnua:givii iosa Gacrtn Libase or  RelZrttttr?rtta-gtutinosa Z
ibasd3b. F.  bueiclimgeri is, Chao et Scinl . lsiao) Radix Rehnaanniae
Piaeparata Prepared,reehrnannza:rpot (Rehn nnza  lu(inasa Libosch Ract
Sex ttellarta ; . Bakal skullcap root eutelltlr let,  buicaionsts oax ;% atncl
Lalziatae  Radix Slephantao etraizi3rae Po rstamett iapllatzla,Root ( tt hari
a ref gntlrtg S oor ;:family  1vle is rniaceae)' atlix Ttl'cliasantlk s o golian
Siia egotird Root  (1'rtehos nzthe~ klrilpit ttl axiax: or  sevcrai species
oUbe sauce genii ,.  faj my Cut t bitaceae Iarntlips Ciiinamotit Driest yotiri
stem.of Cassia T sy (r i iwniomtbn cassia Prosl, family  L;auraceae) 



l liizoiiia Aeon Cir iiitie Grassleav'ed eetflag-Rhizatha (Acorzts
RzaintneusSoladd amfl Araceae)  Rlxizoina :Alismatts; stem tuber tsf
Qrieutal\Vatelpla~a airl;; (AIfxtttataci orientate (Sate,) 7lzep,  fate ily
Alisinataccasi ' Rhszoma Aneniarrhanae. Common i\neirlarrlaeua Itliizo' e
izoma A tractyladis Large head racty1odes ?u me  rr<act fodith n acro ti
ae hp ltoidx  (. )  f.. 'ity Cpm osl ae) :.? S lttxpiiia 13elanic to lae ' Bl,
ckberrylily Rhiizot e QBelwncgnda  .ln zzs 1, fazaitly ]xtdacea ; l
bizosna'Cirnic iigae Lar`ot,Yfohuliou Btil band 2hizome:.  Itliczofna
Cotydalis. Dried tuber 6M t ustxo (dry44 1ts.  liirtskrzsrtariovrz Beds;,
faru:(ty 1?'a ,aveioeue) Rhlzoma:liosebreae Rhizome of Chinese yarn,
I7iascorea;  T O Rhizozua.Dioscoreae-Ffypoglaucae I olcoro,
Hypoglaucoti-, C(?)Wt Yitn Rhizome (Dioscoren ltypoglauca Paltbm  and
several other species'of=the same  genus;'arriily Dioscoceaceae~ br atiriie
s .eoies of Stntl'ax, 'amil : Liliaceae)  24_ WO 2004/062681
PCT/SG2004/000016 Table 1. Her'bal.,and'Other Components and Srces
Common So rce Name M di ih 1 Tame (Botahid'a Source Name)  ttlu om l
igttsti'ci GhuatsX ong Dried rhizome and root of Chinese.  Lovage _(L
gt~sticu h szrxense Oliv; or  



Liguslicutn jeholenre,Nalta' et l itag'  farililY. Umbelliferad l izomaseu 1Zad
x N otofietygii Notopterygiuim rootand/or rhizome  (No!opterygium
xtzeist?{ z Ting ex H:`l'.  Chang; of N..jb besi! Roars, farni'ly .  ilnibeIlife a :
Rtuzurq ;ngxbei s Rec ns: Fresh Ginger:Xthborr e;;(Zfn Der:  off
cinaleGVlld) Rose , tarnily. ' $uz iberaceae S men S a a ota seed
-Arborvita seed (bi tt#  orienialis ( ;} EndL) ,_ semen Coicis. Co de seed { r
7acrytr#a tobt < var  ma=yaen {Roman.). Sta. fl S~rcherz usctatae l~adtte
seed, uSoufa seed (cuss f a  t hiti'~#tsxs Lana , Lustuta iapc mica
Ghoisy) ~Semera D4'l.ichoris, c lb m C ite hyacinth beau  meta T izjales.
orlon 1~7 ;yal Seed men T?Itarhitklis. drbitis Suit ~Ixhat burs nil ( j Choir
otg family '  or .Pharbatis i?upur d4.1 Cp avo1Vulad`eae A .. Semen
planUigiga > 1?rled, ripe ti,antaul see f (3 fantagA  other species of the
same;  asrahea La. : , .... . , eius, amtly ~'Ianta "~acda~ St menPorsicae
Persica seed,'Pe'ach seed (I"runus pa -sica U 4 Batch ,Pruuu r avzdiaha
(Garr ` Fra'ncl ,  



~'picaPrundllnc Pni ella spike, Scitheal spike (Pn Melia uut a ;rs L.3- amity
Lab atae). gma a dis Cziaii style arril stagii `roan srlle( ea  m . ';s L , am y
Gtambieae) :. r ' In:_a k Terre i etu&tsdui cut, th herbal cct ohtion
includes'atleast t e first  4tl components listed is TWO 2, belo;& which are
selected from Table 1. i54bi :  pref'erably', the extract also xne1udes
component'45:iti Table 2, namely, Ganoderma:  S Lneiduni.  25 WO
2004/062681 PCTISG2004/000016  'I'able',2,:, Com onents oF,a Pre$e
.red Err~bodirrterit Amoutit Ratio to Least Porcerit.  Mt Component ni Al
undanit wfw 1 Rac k A.spazagi .640 6 2,34%  2Radix
AngeiieacPubescentis 640 6 2.34%  3 Radix Txiehosanthis 866: 9:
3.14%6  4 Radix Scuttellariae 384. 4 1.40%o  5 Radix Augelieae S nensis
100 1 0.37%  6 P tlx;Ili .S,#1G7 0.37%  7 Cortex Euanmmxtiao 100 1;
0:$7%0'  Medal a Jurie% 1,00 :0.37q 9 i}llizoilla Atseillarrli ztae 3.$4 .: 4 _
9 40QI  10. Caulis Akebiae. 768... 8 2:$'I'%  iki D at tli 7'68 8 2.81 % 12 Se
eri Plantagidis 640 6= 2 34% '  1; Car tex:`Phellodendti (fine j 76 6. 2 $1 %
.  4 l~adiX t RhizA i s ll i 3 tl 4 1 4d9/a 1 Rillzrit is sea 12ac11xzI*tot fiery u
1"O0  Q7llraiixl 0.3.7%.:  '1 Fruc,'`'s:Gard ~i ae 668 7'. 2 4,4% 77. 



8 l adtjc.:Astra ai sea H dy sari 1500 16'. 5 48%  1611uzouna Cimic ih ap,
884 4 14 %  adi ,$tl leuri 3$4' 4.:.. : , .. `i 40%' 21 M rrlta' 0 l 0 3 .22 CY
suin Fibtosan .. 1;320 18 6465fo: , . .  o  ~~3 i2adix
:tteha~iiaunrae'{ozude) '(SX;~~7; .. 15 . 5 48,(d ~2 Fo)iu=ii;Pyrrosiae $ix0
M 9 : 3=1.4%d  ;26 i hizorna"Acgri rrauvziei:. 6:4'q 6;.. 2134%  26 IthX
tirfia Dioseor~ae iI ' ;oglaucae 6 0 ;6 2 34%a  2 adtx' inclcxap; 640 6 2
34%  28 l48tba' istarfic)z : 100 ;: 1 fl 31%  00 d~ aeoniae 11ti a +3340 0,' .
.  Rlyzgtxta U?OSOYFTe1 T Set en: E .. ales.: .64,0 `: 6 : 2 34%  6 Cone
_Mou q.'" 100 1 ', 0 370  8.'3 Pol orps,U # ellatus ;... 640: _ 6'`: ~ 34%  34
Radt ltelzlilaimiae Prae' Grata 184 1` 0 37%o  35 Medulla Tetrap'anac7 -.:
641;1'' ;6 " 2.34Fl  36 Semen Coicis . 760. $ ' 2 8'1 % `  3.7 Fruefus:l o
ed%Gerniiixatus (l orr y. 8;60 0::.. $ 14;% 2 34%a..  38 Radii.Aconit ,lxrae
a a#a: 34't Q. 39 lUjizoraa Alisi{ ati's 640 6 2:34%  .40 Corte :Ginnainonu
32Q 3: X1.1.7%  41 Plerl}a s r 384. 4. . 1.40%  42 Radix Cii.. cyrrliizae
324 3% 43 $tigiilaMaydis: 1820 18 6.65%  44 PiiaseoliisRaidiatus L 31.00
31 11.33%  45 Canddeima Luciduni 96 1 0.35%  



26: WO 2004/062681 PCT/SG2004/000016 Tal le 2. Gorr doh Ats of a
Profersed Eitt3 odim0llt  Amount Ratio,tol.east: Percent.  Nr ' Component
rri Abundant wTv i Total. 28,640 100,0.0%  Tho exaot proportiaii of the
Chinese herbs and.4ti or components in the  eompositittn will depend on
tKe concentration of the aeti e zngred eats fouritl  naturally in each. e
tnppnent: I suig.the guidance prof itl d herezn and a asii S knowled e Af
drug :prcparationand pharmacology, ong skilled in the urt could .  eas4y
adjus't-the proportions of the separate componehts'of the eoing~zsztion
scr as  to obtain a scampi sitlon rluch lrasthe therapeutic effcrtts discuss d
and ftts vp' in  tlic e at ples 1efo3ta. the discusstan below regarding
praporttc pa ofuagred%it in  the cpntpo4ta-04n are pzourdetl es exempies
enlyaiad sn a;v a f~tiaik:.#he scope o.f :10 file present anvoxflibn fsauz
gpiiludin Eviy:acsyel ee ml?znatA4n offt~r disclosed herbal  annd
non,herb l aoa poltehts rlneh Piave the intettzled of setof relie~tltlg
symptoms  a soc t i"tit i pi st to of ctztinns as d scusse titer i 1 partiz ulaz,
t] e indtvidu it caxzxpppent aniotnts ofthe=pathcuIafly, preferred
composition of the.  nvention i escribed;ln Table 2 X be varied, for
instances cut ulli if pr Incteas, d  15 by tv~ti t lel depeiYding on t11 4 Tt of
the Indi: ideal con pohepts In :this par'ficularj preferred &M
diment':described to ` ble2, th' herlal  eorltpasitcou cif tile.in entiOf;
co4ipfls s; at1 ext at t made rri eaobsbf #lie 4 '  conapotten a to f elite s ~n
e.relative amounts (W/w:at t~s ofcrude prepai niq ) .  shown therein,
compared `to the Ieast abundant compo~sents fhb yield rtfrtry
powdered.oxttaet ~ ijtfure:p eparedfrom the reldtive.a nbinits oCi ude dried
lietlial- components'stiovrn a Talble 2 is;about 5 to 6%. For itista3ice, one
exemplary  pzeparationbegtu? v itti;lq g p drleii;he4 s at4tt$ez comport
tints as spec etl in  27 WO 2004/062681 PCT/SG2004/000016  Tabie2
,prepaie5.as.desoribed in Example., i yielded 54g gm oudried powder  



extract (about 5.5:A yield): Reeonu eigded kiunia .flail dpsage of the
above p rt cizlarIy preferred  embo4imentisprei,'erabty in.flie- range
of.abput 12 to 24gm once orvt ce perday,  i 4Aare p .5 mare. preferably
X2-18 per day, for, aaxruzzraum . hnze period of "onevvetk  to 6,60t ,30
days: Gontinva zce bf`this reguzieit'aftfie invention, along with a  proper
balancsd diet results in, continued amelioration ofprostate ciandt4oos i
chiding=prostatit s, benign prasta}e b perplas a, and t restate rnal g izcy.
Further , Elie regimen. is suztthle as preparation for sur ,cal treatn :ertt tb
help solid  1Q tumors }o'becom solatedagd encapsulafed *ifh respectto
surrouzidm tissile-sd that ttt j jazz #uote easr~ be-rernovei3 .
T7aeregiiizen is ~Isf a suztals e for pexii dip  use zn agtizg mert "f ee o
syz ptoms gfprastahtis and, ben.4gn prostate,hypexirppliy  (j1P), tq :prod
ent oc"gtizrence~ pf .SA -q t ynzp}pins ivk?zcinclu e pel~na pani din t
groin, test of s, ans1 penis), and/or voiding symptoms .ihctudzng getting
up at nu t 1S to void tut turia);,iYo ueitey a-4* genoy 6furitiatzoni i complet
voiding,  ti creased:force oft4ze.urrnary stroaut~,plterniattgnce of tlz
stream 4 ,4 rzeed tp  push or sit iai to vo d, and,imfantanee ar erection
dzffioui es arrrl tnalo zzz ei lity.  assoozated -vgtMi litpstattt4s: Tn. arty e
en tt as important to emphasize that the  regimen must include an
adequate d eC:in atherr"especats to ensure that the sutsier t 2d" oM
niouiil'tfie rettgisite dtsease Iighti'g response(s):. T e herbut compostttons
and extracts .thereof of'the invention axe  ;piCOferably:admuzIsteted
orally and cienhe 4iropared as foods oiii~eptable fla~ot  and texture.
bysim ethods generall} known in the art: The herbal compositions and  e
tracts also.can be used in the form of a dietary supplement ox as.a "di 25
emal,  - preparatiori,.;rpr erainple, m. solid, sezrzi=solid or liquid ipzm
which contains the  28 WO 2004/062681 PCT/SG2004/000016  



a0.mpositi iii of the present inveritibn, as.an. extractor ss a purified active
,ingredient either alone in admixture )V E an organ ia.orinorganic canter or
exeipient suitable for external, enteral or. parenteral applications. The
active  ingredients.may be.--compounded116r:ezatuple, with the usual
noa-tp4q  pharmaceuticalJyacceptal le tamers fnr tablets;,-Pellets, eal
sules,,suppps tones,  solution az emt to is, suspensionax awl sny other
form suitable .for use: 1 orratulatioits Qf the:presp it
invgntlgn:encogapassthose: wbtcl11t dude t rrlers such  as talc,
.water,.glucose, lactose, umacaela, gelatin, an tal, starch paste, m nesln it
tdsilicat _corn_starch? lcer tm, eoll tlal silica, pobgo starch, ?area. aasd
10 tether carders suijable far use in manufncturin :preparatt'ons, in solid,
einisplid`.4r  lzctwd foq t lnadclition aulti Nary, seat lizang, iielceAxttxg and
colaiin a eiifs artd  petilimps.may be lased . Fprprep nixg
stilit[,cplnpCisitartt ssuch as tablets oc-ca sines; the extract pr  prlnct Zal
active mgredretits:are mrxed vltli apit nxcta elzttcal cazxier e g,,, 15
convent YO al tabletui 1n redlents stteh.as corn: starch, lactose, suarrise~
sarli tal .  falc, stearic; aeid,vmgnesnij stea$; dic j iium;phgsj4iate. or
goms) and otl  ptiarmaoe i4xcal dtlueuts {e g. watery 0 lozm a sohil
prefoxinulatioz eornposit a i  t ontaintnga substantially lioziingennous
maicture of a CQ1z posltto l o tlxe present  i#iventaohx,.tir a nqn fbxxe
ph"at kxaoeaztictall aeceptni3le salt'thereo en xefetr g ail to the pret`
nnnlatiat cgrhpositlorls as: substantially hom: gearpy5, it is hieant that  tiie
active: n clients aro dispersedevonly throughput tlre. coxitposiiion so that
thp..  Ooulpositidil may be readily subdivided into equa y effect
ve.urtit.dosage orms  such as tablets, pills and capsules This
solidpreforniutationcomposition is.th ri  subdivided''into;unit tlgsage foivla I
iowzi in tlie:;att, prefetalilyin:capsules: `Tablets. 25: Or pills of tfiee novel
composition can be coated or:.othertivise, compounded to  29 WO
2004/062681 PCT/SG2004/000016  provide adosage form affarding tile
advantage of prolonged aot'idri 1?or eXaniple,  ale tablet or pill can corupr
se: an inner. dosage an outer component, the lattcr'being  



in the form of an envelope over tlie.former. Liquid foibis, in whi:chtsovel
compositions of tl e:pre'sentinverttibnm`aybe  5 incorporated
foxadmitustratibp o ll} or by`irijectfou, include, aquepus solutia ;  suitably
flavored syrups, aqueput or o g suspensigns, and flavored ernuls pns with
edible oils such .as cottonseed oil, sesame oil :coconut'oil, orpeanut on as
Well:as,  dittcirs and similar pharmaceutical Vehicles: Suitable diiapersrrig
or suspending  agents for'agtfeous suspensions rllclucle synthet c natii al`
ums, sue$ as Crag canih, xQ acacia, alginate, dcxtran> sodium.
carbpxymetllyl cellulose, mefhyIi ellulase, poly inyipyrioh e orgelafm l~q u
prep4ialtons for oral 41,1" tratiara flay  be pfesenwil as n aw produc't
forzeconstztutt6n-w fh wager ox other suitable  vehceles"liefort pis ..Such
liquid repsrattpn may bepl fared by dpnventxa at  megnp with
pharmaceutically`aecclitableadditives such as;suspending agents (e.g. t
sarbltol syrup, metCiyl cellulose pr hydrogenated edible fats} emulsifying
agents (e g , legitlnn ar acaeras, non aqueous 1ucIes (e g, al}nond Oil,
oily afters or Gt1iY!  aloobol), pteservati es (e.g. methyl ot?prdpyt
pydmxybenzo4es or sorbic cid)r.  and artificial or ilati rat colors.aad/pf
sweeteners. For buccdl acIminianatlon; the  ogxppopttlon may take the
form Of fiabl to or lozenges for r~ulated uI_ceti ent z1 1"  20 manners.
Compositions of the .invention also any be fpruiulated and aclministcxe
via conventional sllppasrtory technolojies. The extracts or aetLYc
compounds theroof may be formulated for poi enteral,  ai miWstration by
injectlpsmmuch includes using aonvep$ ouat caflxeter zatiaA.  techniques
_or infusion. Formulations fozr.injection.may:be presente& in.unit dosage
25 form, m; ampules, or in multi-dose containers;. with an added,
preservative. The  30 WO 2004/062681 PCT/SG2004/000016  corriposit
ons iiiay take such folxm as stzspenslons, so1Afiolls or ezuirlsions in. oily
or aqueous vehicles,. and.riiay contain fonnulating;agents such
as.suspending;  stabilizixrg,. and%ot dispersing agents. A1teznatively,
tlic.activ ngred tints may be in  powder foam fot reconstitution with a
suitable vehicle, e g,.ste ile pyzogen-free 



5 water;,. before. sa ~2zitintet7gr[ :isPPrcist~t~'X'tzza pr P~ cig%'tassfon
xtt. ~dxd 3V~ic~.  t5lAfia.; ;xtraet' The cztlact us*z#1 this study was px
paled by=lytrpbzlzzat on of  .0 an, arlu 4us e ira t `tea") p e nt ezf: ow the
9 mediepial: eorntZau zzts Ixsted r  Table 2, shove, by;sequentzal: e*tract
on andlor oiu1M11z taon of'each o&'the tpomeni irzate als W tli a sftigle
n(#c utrt of lien W tier at:or near ttie roiling pbitit  ftypteally^100 cc 't later
pet :100 l cf total slarttng'rnater al), ere traettiin of.  the lastcompouent,
tbe-soiuti n was allowed`tQ tool fo ioorrt tepxlte attire nil 15 nitered'kt
ouakz a ptipex 1xlter 4 g , ?llat#rzan i , fio renio e mst~l toe matet a$s;.
AIthftalDse s; Control diet ' 1'u x:5001 rat ebpw Purina Testbzet, R
hmQnd, ll ,  T est Dlet #1,: l ur~rta;$001 rat 011ova co t 3tizng 40 rtzgfkg
bei baT e tra t.  Test Diet #2 Pnrttia 5401 rat chow eor taznutg 4$Q mg&g
herbal extrnot; 20 Test-Diet 9#3 ?nrn a.'5001,xat chow coxitalntitg 7 0
mgGfcg lietbal eictract: .  611ttest d>etswere prepared by '.urnia
TastDiet,,T2ic nipzi IN azf$ suppl ed  sterile ( aztTtna madtatzgn Purina,
fairy dose was 4erzved flout human  consumption levels proportioned
to:uiouso:weight. This quantityy:was :then added to the diet at azraveiage
daily consumption volume, for. mice,  31 WO 2004/062681
PCT/SG2004/000016  EXE? T? l IT TM f EST N: A4 Aniinalst Species
Mouse Strain: Severe combined umnuno-deficient (Said) Mee 5 puree;.
University of fsrizoga; Arizona ;dancer Centep..Tucsoti,AZ  87724.
`N:zgfte 29 Nu belt/ ex, 32/m ale o> female:,  



B 7EttsbaxttYr>., 10 fl iusmg 'ho<a tmals were:brnised o_per cage-ni tru
ti-isalats r.cages  on Wood havxn s, I oodt f aeh autmai receaveti. ofr Lad
4%a lv ou at ipt ad'fibxttu7  'be feed; t5 analysed by tl; e:manuSeturer fok
Obncel aticnts Ytspecafk cLh avy  rhetals, #latoxm oIYtortiSaEed
hydrbc0b1 ns>P s, oxgai%oplxcssp tes~ nd  speccfied nntne ts. Afker titz
ors cells zyere tid led zute the n fed,.test ap r v?c e fed the herby ,e et
sleet lnaoz)rptatcd mtt~ f?u aara 00l bast. diet and.the  gnirol grdufa Was
fed fyutna 500' diet Withoute tae . Water Tap':watez was avaifab e ad
libitum l i : grater u as toutine y  azaa(yzed on a retia s~'5t ve b sis 1 z
specXfzed,"ni rgarg i tsmi:pesticides, hey  7Q., metals, atlc Iinity andhalgg
ris, nvirariaiierit mlta:r on s were::cbntro11ef1 at atezti ezatuYe-of* F`,.16
F anet af. a humiid oSR%o: { :Rlo in abcardancevitfk tiz f`ttH C aide felt tiri
dare  aid Use of Laboratory.Ai itaals, 32 WO 2004/062681
PCTISG20041000016  C, Procedure Generals Groups.of-SCID. mice
were zxljected.subuutaneausly cv tli cells (1  x 10 aells7naouse) derived
from tlie:prostate csreitroma eelr'line; Dlii45 (Gaiter et a1., Prod. Natl. Arad
S l.. USA, 93 749753 (i 996) All 4 grOtips' were  S u3Jaeted~vi%f uror
cells and: imiiietliately.plaotd an rllltexerit feeds: agcdrdiiig to  group
destgiiati ozt The 4 . coups were, as follows 1), cbn cal group rnaiiikaut
:urn  tegular P.urrna 5001 ' rat diet; 2) test :group placed-on Purina 5Q0'Z;
-rat dret containing  a dose aft40 mg/kgherbal>extfaat; 3)testgrcup Placed
On Purina. 5001 rat diet  containing a dose .a 480 trrg/kg herbal'a~tttact ;
placed on Pz 1 2 3001 ra1E.d t` 10 etsntaintn a dose of 720 mg/kg herbal
extras `l.'he feed was prov died id 1lbittun.  uuidr Size yeas gran# ie~I 3
times a week us a ch ip and Yecor'ded  1vltc were sacrificed at 5 6 vk and
t rlnbrs, ha vested and processes( for  



liistojogichl evaluation Mice: were azlesu1ctized, tumors were eitpesedc
grass  phptagraphs were taken and samples were expl cited, I he samples
Were }riaced in 1 - f asfochoiceCN fiaat ve rtdpr; ceased Apr ligbtin irtls p
4 P P 14 006)i ._ The  s pies, were sect oned, place i on Slides and
stained with : &I (.OP A14.Q03a)  rri;addition each sample will'l e
~zmniiiiolrtsta eusacaltp stain d;tuitli fr x..C .G7 '  i z3 004) aitd
Prol:feratttzg ell l uoIear ~itdger (P NA)to d t miino cell  pr`:olifetanon rate.
20': la rneriment;#1 30 mi ce were inJectei -wlt'h 7410& Dli14S tumor
cells.  Mice were:divided snto gtopps. and immediately placed.
on'Puima.500i irodent.d%et  ad' lil tum containing herbal extract as
fo11owsa Group 1 Q;024% (wtw).  Group `2,:; 0:p48Vi (w/w)  25 Group 3:.
0.072% (w/w) 33 WO 2004/062681 PCT/SG2004/000016  Group 4:
Control, go eXtraCt Qnee tamer was csfablished, tlimbrs were measured
.and Tpcorded 5 fancies a  creek: At .6 wks alt tutildrs.:were ezplanted.
Gross photographic iEnages. ~veie  taken, and all tumors were measured
and Weighed. Tumors were divided as 5. foltewss 273, to Jbstochoice~
ativeand 1/3'to: freeze withisopentane in liqu d  tutxogon. - ~'ssats T
IG.,'1. Sligv~s Ehe:reductxouaszwweei ly average prvglt a rfanice
inlectectwith human prstate (1)1114.) tiimoz'cells iii 1tee gronj s d drEf riig
T"0 amoiuit 'atherbal e~tira t, r oil ated fo the Control tonp~ ditbn ;the cotlx
e ofa six-week sfudy Iv[eatll~iriiprvs~ltunedri the coiitxitl anair s xe ch d
peat ,  ,hetweenabout 0:3ant10 .cm beteeil abtitxt 4d S weeks aver
3nacutaop  with t mor Bells, Each tested dace of h zt at extract z d dect
the trsean tniitot  olunieinatlose;clependent jaimei .lh~s,meaiitumoi telut
gf`azxrtu ig.giYen 15' feed with0 024% (vl herb 1 ei trac peatced at about
0 0 em , .whei Bas thus  



y it -0, 0 f $ (ivt u).herbal exftde peaked tt air i t 9.15 , c sx and,$losa With'
07 /v`. (wiw) horbal B et reaphed a highest level o nbgpt p R, iza3 td. at t
ie; er of  the stiidy.~i after'fhetuixaor toluene ofthe ater gtaups ktad
peaked:'., FIG 2 show's the infl'C ence pf harbal bXfi`?ct of tuxiltt inci enc
after 2Q inoculatignofmice~4vit1xhinnanprpsfatetuinor.celis Theperoe
tageofmaeeWith  palpabie:.tumors in the control group re&ched
aplateauai;:about O% IZetWeerr a out  2 and 3 weeks:after. i#idc_ufation
wxtli:iuinor cells. only tie highest tested.:dose of  herbatvkx tract
(0<072%% (vi/t F)) delayed' the incidence ofpalp"able
tuxnot~'ivit11:100%a  ine'tdeace o; cctiriiiig_only at 6weeks," 34 WO
2004/062681 PCT/SG2004/000016  FiG. 3 and FIG: 4'shtivs.the influence
of herbal extract On tumor weightat explant (i e ,..lie., elyd.of the study, 6
weeks). F1Q.. 3 shows the d 'stributaon Of  explanted tumor weights in
each group, whereas FIG. 4 .displays.tlie..meart values  W tli scatter
rauges..A.ga ti,.onlylho highest`tested dbse-:of herbal'extract (O x72%0 S
{yYl t)) Showed a sigtuft aria reduction ire expianted turnor w4i ht, b a
factor a '  about:two from: a wean of about (3.098 rains is tke coptrol
getup" tU a mpa4 cry  out D:042 grans: FF'IG 5 shows the nfluene other
bal e tr ct on t uric~r vial rive at explaz  measured. tone grciss
phtsta-images: Tumor vall need g iietally i ere' propoi st?tiat  1,0. to:tumor
Weights and, again, piny the highest ten e4 dose::a.? herba'l:extract (O
072 p (w/w)) showed a,sl tiahoazlt:Xeducapi?::in pItood tumor tc1um ,
xperi cent #2 : valtcaftou of Larger lrmo`r taoeeihim a ia1 ce811d;16 t"t h
of l rbaJ S have. ... . 5; 3t?:rnzce were in~ectetl y ttli 1 xI O~ I iJ14 t ip r r
cells, as in;Example 1  (where 7 x 10~'cells were used)3 and wore
dlvideLtinto groups arj4 itmnedla eL7  placed g ;Purina 5001 roderlt'dtet
ad libiturii cc ntatuurgJierbal eaciraet' 1h a broader  range of 1os s, as
fallow;, soup 7 0 )072% (fir/w) ("o14' ea trap. f#1 samebate as E a~flpl l).  



20' Group 2 .1.6672/u t ilvu) (4na "extract batch 2 oracle as:in L ille l
Group 3 (3:024% (w/iv) extract #1 same batch as';Example 1)  Group 3 x;
024% (v ttiv) (",oXil'.':extracl #I =same batch a's,Example 1) G r o u p 4
6,0241a .(iwIwj (":new?' ctrad batch 02, natlp as:iu Example 1)  Gidup .5t
6,649% ( i/w) ("bld'.'_ oxtfaet#1=wine liatch-as. .Exampte l)  25 Group 6
0:0488Q(w/W) ("hew" eictractbatch 92; made as.in Example 1)  35. WO
2004/062681 PCT/SG2004/000016  Group ? 0.072%n id" extract #1 =
same b'ateh. as Example 1)  Group 8 0.072% (w/w) ("new" ektraet.batch
#2,:made as`in Exaii 10 1),  Group 9: 0.72%n (vr/vV). NIP extract:#.l. =
same hatch, as:l xa lple 1)  Group 10; 072% (w/vi) (".new" ektract
batch-42, snadeas:in Example t) S Gtqup I I-~ Contralti o extract Fupiors
were measured and recorded 3 times a reek azid. a 6 weeles ix mars
Were explanted and processes) as in Example t; above:. RResiiltis.  F,.,l it
slio vs the it Iuetr e of tl Brent batched a d dries of herbal exflct  0 ari
tumor ncitleiice; I lte percentage ofinlee thoutpalpable hors irc the Gontepi
gtqup i7 to fall aftex 2 w elcs. aeaed rliedt3% # alzogt 4;:weeks a t  i
ttretllatio -tvitli tiitnot ells: The lugttieat taste 3 do e of her-al extract 7,%0
(t /w) frt7rii bath lsatohe (#1 d #2) s~ uiYCant7 dela ed rile ozasot dl'paljial
l  rum ors by>apput 12 week v rtli 0% tu% for Free made ecurrtrig tartly at
5 weeks.  1~JGs 7 showsfhe wee) ,4y averaWe turuor alunte of 'f i "mtce
n. the wdr~ous  groups fed differeptbatclies and doses oflterbalextracit
and the ontrol group'  during the"odutse:il t[te study. Mean taltior volLime,
in the:coratrol atimials reached  about 2 0 c lid i 5 weeps tf n inoculation
With tenor cells Each tester dose'of'  lier1ial extract reduced die mean
tumor voluing but riot in a strlcfl dose dep itlent ~'0 manner. Thus, mean
tumor: volume oftirn nalq given feed wtt1i 0 72%o.(w/vv),  1ierbal extract
*asabout0 4 cm3 at S;weeks, using, either` the old (#+1) sar tie y.{# )  



batches, while tlic mean volume.afi `,S weeks for each of tlie'dfher:doses
was in a.  range;of"abaut 0:$ to u Flo". :8 sho*,photographs Of
selecfad,exptanted  tutntars visually illtisira itlg ttie:iecluct on of tumor size
fr1 aniwals: e.ated i itli the  25 herbal extract. 36 WO 2004/062681
PCT/SG2004/000016  NO, 9 shows the nfluence.pf herbal extracf on
meantumor weight at explant:(i.e.;. Elie end ofthe'study, 6 weeks),
showing that all tested doses, of both  batches of herbal extract s g
ificantly reduced exptar#ted tumor weight, by about  30 _ 7.0%a; i:cw
about 75-0 gm tp about2QQ - 50;gm, 5.: FIGS. 1. and 11
show-the:'iitt7uence ofhwrbal oxttet.prrturnot pet]  proliferation, as
measured by?roliferatuig CellNucloarnA.ntigeai PC tik); as t  indicator of
cell prolif'eratac~nxate As:sbown graphically'zn 1 IG 111, g erally,  doses
for :wluch PCNA Was deterrnirteSl sklpwed red actions to cell proliferation
rate  compared to he pontrgl, c <cefii for q group. (4 f148%ff of xtract:t#1,
tumors fj a~n 10 amnials atthe highest dose: were not testo[I for l'GN.A.),
but these r'educttcsais did not'  show a clear dose teperldr~tpat4tn FIG I I
sliows photographs ofselected  tumors cticlls sikiried for PC A, Waft-4 t ng
typical visual flelds`far various  fxerbal extract does, 15 ) xper tuenit #3<:
Z2ete #it#g ot.3vs a .Batches and Dosages.  30-"mice Were infected wifh
OD 145Utumor coQsk.Jas id-Ex Were divrdi d rnti5' droops and ,nn edt
felt' O1seeY on Pura 5001 ' ader~t diet a_d  libitum: contain bal.' as
follows Group 1 't 07 % (rviy) (.oldir e tract #1 son batch as > xample l j 20
Group 2 0,,022% (v(iii) f`ne '1 extract batch *2 :made as iii Example 1) .
Gt(4ttp 3 0:72 ("otcl" e? tract #1. sam `batch as:;l xample l).  Group 4
0.72% (w/w) ('!nets "eastract..batch. # made 0.111. Ex Group S: _
Control; :no `extract u riors were'ineasured'and'recorded 3 times a week
and at 6 weeks tumors  



25 were explantecl and processed: as. is Example 1, above: 37 WO
2004/062681 PCT/SG2004/000016  S3esults F10. 12 shows the ntluenee
of herbal. eictraet: on tlic Weelsly average, tumor  viiltiine'of nuce.-in
thevattbus groups fed herbal extract and the Control group  doting the
course ofthe study. Mean tumor volume in Elie control animals reached
about2:t.cm at:S weeks ;a ter inoculation withtumor cells Oilythe,72% {
u%v}  dose rate of hex l.extract #1 and the 0x0.72 %,(y (vr dgose:rate ofl
erha7:e tract  reduced the niethitumor valiinie compared to.<cenYrol
animals recetvuagaio ektraot  fa about the spine level Thus, mean fumoi
volumes of P, iu}als:given .feed wlth  -0:72% (Wfw) herbal. extract, #1 or
U 072'% {vt/w) berba( extract #2._were eaokl,ubo zt 0 1 3 em3 at S weeks
,compared to abaut.2 $ pm3 f or control anlin4s ,{FEG 12). FXG  12
shows the xn'fluei ceofherbal extract on mean.tuzzhorweight st.explaitt(1
e,ttbe  e 4 ofthei,stndl , ;weeks), sk owingHaut atthattune alltested
doses-of both Bate he of Verbal extract (cccept 072% (wlw) herbal extract
#) a gilfzcsraly  ieduced explanted turne w r o t~gh b y about X10 5'E% it
zu.About 1149 gam fig,.  15 about 0X91 0 500` in Ii1,vi ltlal.turner weh lots
of zrjtc m1dlud ri air tl se_  averages; are shown in FIG- 14 `The lower
effectiveness, iu terms ofreducu?g  Yttifwr vo1tl xe and welgt~t, o '0 i2%
(w/w} herb e tract 2 ooxiiparea fa lower  at~se$ of tl o ~anae gxt act is not
3lrrdetsfaod but v7as also df served i lCarr~ple 2  (set PIGS 7 and, 9 :: 20
PIG: 15 shows the nifipeuee ofherbal extract on tumor cell;:: proliferation,
as:meas*ed by Proliferating Cell Nuclear Antigezt (PCN ) as an zxdteatot
of'cell  prop eration rate,.for,selected animal:groups ll use
reductionsthe-percentages  of PGNA. positive Fells with both the 0.07
.%(w/v) herbal extracts were roughly  proportional to. reductions iit
tumorweights:for'these ssnzt two dosages (60%d and  38 



WO 2004/062681 PCT/SG2004/000016  50/d-reductions inPCNA for #1
and #2, respeotiuety, versus 45% and 40/a  rudiictibns in average tumor
weights; PI r: 14). ,EXS:IVZ.t?LE 4  Testing iii;muiaan.Stabjeets 5 The
following canes"are illustrative 1f'the e 1~enenee5 ofmany.o er.  pallents
tvho ha~e:;itsed b e i al extracts o the'present'%nv ntzon, = n fiae
Pitllipplit'es;  'aiwan. Iid_ Cambod a. Caste t tvtate Pa iient A in the ppzries
hacl a ;biopd test that ttxd.icate  thathis Prostate Speei e Antlg
n(PS.t~~leved? s 4 7 . Ike wad wen i n : ee  l0 I' iii of 41" preferred
embodimet hown idt le 2, e t pit at i o rartpdtit (6 f ct rf Canotiex na L1
ozdgnt} was" pchtd kl, "After 1 welt his'1 SA lev'dj" as- dtlced to S 1 e was
given x satpe, dose, gran ext et i4et It~ttl to the above,  xeept'for,tfie fact
that Qai odnm w 1dI, ded sas specifiers Thk e 1, for angttter "  week, after
wluch:lies PSA reading w ~4 These result suggest That {ia leitlezma 1 ;l
.1feidtfl Mcen wit the hbk al oxteaet''enhanees t'he rnedit inal effect ort P
`1k~?el.  a'se 2 lYiate l'atlen B ltittle Ihi p lr s hid a b ood'tos ::that shovi ed
l? 1 lev 1 to Be 5 2r PSO was g1~en ea~i act t1 nQdc m, a ail base 1,
abate, aril  :his P, A yredn ed to : Cast 3 : lvldte Patr&nt:t ha fhe Phih ptl
9s had a l tcod'Test; that sbo we4 his  fib' A level to be Il, e was gtvep
larger ctosa bfo tzaetriiciuel%r f rca'ilrisri "  (18gm twice d ?1) ":Ater 1
week ttie?$Alevelwas reduced to j.0 6 and afte t.'wo  Weeks, to D, Tkie
patient tTen stalpo"d tang fhe extnaet Afieranezrloiitlx  ~vithbut t xtract, I
is:PSA levee rricreased fo 10:'x: Subsequent admmistra jon of
extwt'became less. effective (t1te PSA level. Teri dined h gh);. Thus, ter
almost 2 25: months of additional administration of the extract, the PSA
level gradually reduced  39 WO 2004/062681 PCT/SG2004/000016  again
to only 0This base su~9estssthat' extract should be:dbnitiiiuously  



administered until an elevated PSA level is reduced.to a normal. Case 4;
Male Patient D in.Taiwan had f--equeut ages to urinate in the  night
(nocturia), In a typie'al,.night, for instance, he.hadaa urge to urinate at
feast. 5  S tiiries: lTc Was treated witl .variousmedteations i`rtTai van,
Japan.tand China,.but the situation did, not improve; When ha heard
abput the'kzezba]. en act of''tl e  invention, he tgojc the sarrie dose as in
ease 2 (12g n twipe daily, of the preferred  embodiment shown in Table 2,
including Ganodzun} fo rare month. ttttlie eii . of  the mogfhz,the trequenay
offiim urgesto utuiate:was reduced to oztly abouttwo 10 f ines aright. No
PSA tali results are available:fotts subject..  V, 24 All-pateri'ts; patent
a)alalicatzrzzzs: zd publicatxctns in. utzs2no fierez* are  hereby ii
corporated by reference,tn t)ieir eizttret While thetoYegotri Invention has
bC 'ri described in squze ;cletaiL r X5; purposes of clarity and
ur4erstandztzg l wtll b : ppcec atezl by tiny _skilled t`ii`t[ie  is  art ftom a
ceadziu oft is d elostire that vangtis. cizatigeS.u1 fom t dz tad sari lie
made without depart ngfroil 'the trrze Shape of` h4h veh4on and ipended
clarzns,: 40 Claims  1. A composition comprising the following herbal and
other components: Radix Asparagi; Radix Angelicae Pubesentis; Radix
Triehosanthis; Radix  Scuttellariae; Radix Angelicae Sinensis; Radix
Dipsaci; Cortex Eucommiae; Medulla  Junci; Rhizoma Anemarrhenae;
Caulis Akebiae; Herba Dianthi; Semen Plantaginis;  Cortex Phellodendri
(fried); Radix et Rhizoma Rhei; Rhizoma seu Radix Notopterygii;
Olibanum; Fructus Gardenias; Radix Astragali seu Hedysari; Rhizoma
Cimicifugae;  Radix Bupleuri; Myrrha; Gypsum Fibrosun; Radix
Rehamanniae (crude); Folium  Pyrrosiae; Rhizoma Acori Graminei;
Rhizoma Dioscoreae Hypoglancae; Radix Linderae;  Herba Cistanche;
Radix Paeoniae Rubra; Rhizoma Dioscoreae; Semen Euryales; Cortex
Mouton, Polyporus Umbellatus; Radix Rehmanniae Praeparata; Medulla
Tetrapanacis;  Semen Coicis; Fructus Horedi Germinatus (Poria); Radix
Aconiti Praeparata; Rhizoma  



Alismatis; Cortex Cinnamomi; Herba Asari; Radix Glycyrrhizae; Stigma
Maydis; and  Phaseolus Radiants L. 2. The composition of Claim 1, further
comprising Ganoderma Lucidum. 3. The composition of Claim 1, further
comprising at least one herbal or other component  selected from the
following group of components: Bulbus Lilii ; Citri Reticulatae Viride ;
Cortex Montan Radicis ; Cortex Lycii  Radicis, Faces Trogropterori; Flos
Lonicerae; Fructus Alpiniae Oxyphyllae; Fructus  Aurantii Immaturus;
Fructus Cnidii; Fructus Corni; Fructus Schisandrae; Fructus Arctii;  Herba
Cynomorii; Herba Epimedii; Herba Leonuri; Herba Polygoni. Avicularis;
Radix  Achyranthis Bidentatae; Radix Aconiti Kusnezoffii; Radix Angelicae
Dahuricae; Radix  Aucklandiae; Radix Clematidis; Radix Codonopsis
Pilosulae; Radix Gentianae  Macrophyllae; Radix Ophiopogonis; Radix
Paeoniae Alba; Radix Polygalae; Radix  Stephaniae Tetrandrae; Ramulus
Cinnamoni; Rhizoma Atractylodis; Rhizoma  Belamcandae; Rhizoma
Corydalis; Rhizoma Ligustici Chuanxiong; Rhizoma seu Radix
Nototerygii; Rhizoma Zingiberis Recens; Semen Biotae; Semen Cuscutae,
Semen 41 Dolichoris Album; Semen Pharbitidis; Semen Persicae; Spica
Prunellae; and Stigma  Maydis. 4. The composition of Claim 1, comprising
an aqueous or alcohol or aqueous-alcohol  extract of each included herbal
component. 5. The composition of Claim 4, comprising an aqueous extract
of the following herbal  and other components in the specified ratios of dry
weights compared to the dry weight  of the least abundant component:
Radix Asparagi (6:1); Radix Angelicae Pubeseenf is (6:1); Radix
Trichosanthis  (9:1); Radix Scuttellariae (4:1); Radix Angelicae Sinensis
(1:1); Radix Dipsaei (1:1);  Cortex Eucommiae (1:1); Medulla Junci (1:1);
Rhizoma Anemarrhenae (4:1); Caulis  Akebiae (8:1); Herba Dianthi (8:1);
Semen Plantaginis (6:1); Cortex Phellodendri (fried)  (8:1); Radix et
Rhizoma Rhei (4:1); Rhizoma seu Radix Notopterygii (1:1); Olibanum
(1:1); Fructus Gardeniae (7:1); Radix Astragali seu Hedysari (15:1);
Rhizoma  Cimicifugae (4:1); Radix Bupleuri (4:1); Myrrha (1:1); Gypsum
Fibrosun (18:1); Radix  



Rehamanniae (crude) (15:1); Folium Pyrrosiae (9:1); Rhizoma Acori
Graminei (6:1);  Rhizoma Dioscoreae Hypoglaucae (6:1); Radix Linderae
(6;1); Herba Cistanche (1:1);  Radix Paeoniae Rubra (6:1); Rhizoma
Dioscoreae (9:1); Semen Euryales (6:1); Cortex  Mouton (1:1) Polyporus
Umbellatus (6:1); Radix Rehmanniae Praeparata (1:1) Medulla
Tetrapanacis (6:1); Semen Coicis (8:1); Fructus Horedi Germinatus
(Poria) (9:1); Radix  Aconiti Praeparata (6:1); Rhizoma Alismalis (6:1);
Cortex Cinnamomi (3:1); Herba Asari  (4:1); Radix Glycyrrhizae (3:1);
Stigma Maydis (18:1); Phaseolus Radiatus L (31:1); and  Ganoderma
Lucidum (1:1). 6. The composition of Claim 4, further comprising a
pharmaceutically acceptable carrier,  diluent or additive. 7. A dietary
supplement comprising the composition of Claim 1.  42 8. A composition
of matter comprising a mixture of the following herbal and other
components: Radix Asparagi; Radix Angelicae Pubescentis; Radix
Trichosantis; Radix  Scuttellariae; Radix Angelicae Sinensis; Radix
Dipsaci; Cortex Eucommiae; Medulla  Junci; Rhizoma Anemarrhenae;
Caulis Akebiae; Herba Dianthi; Semen Plantaginis;  Cortex Phellodendri
(fried); Radix et Rhizoma Rhei; Rhizoma seu Radix Notopterygli;
Olibanum; Fructus Gardeniae; Radix Astragali seu hedysari; Rhizoma
Cimicifugae;  Radix Bupleuri, Myrrha; Gypsum Fibrosun; Radix
Rehamanniae (crude); Folium  Pyrrosiae; Rhizoma Acori Graminei;
Rhizoma Dioscoreae Hypoglaucae; Radix Linderae;  Herba Cistanche;
Radix Paeoniae Rubra; Rhizoma Dioscoreae; Semen Euryales; Cortex
Mouton; Polyporus Umbellatus, Radix Praeparata, Medulla Tetrapanacis;
Semen Coicis,  Fructus Horedi Germinatus (Poria); Radix Aconiti
Praeparata; Rhizoma Alismatis;  Cortex Cinnamomi; Herba Asari; Radix
Glycyrrhizae, Stigma Maydis, Phaseolus  Radiarus L.; and Ganoderma
Lucidum; wherein said components are present in said mixture in amounts
such that said  mixture is effective in a mammal for preventing or treating
prostate disorders including  prostatitis, benign prostate hyperplasia and
prostatic carcinoma. 9. The composition of Claim 8, wherein said mammal
is human being. 



10. The composition of Claim 9, wherein said mixture is effective for
reducing serum  levels of Prostate Specific Antigen (PSA) that are
elevated above normal and for  reducing irritative voiding symptoms of
prostatitis. 11. The composition of Claim 8, wherein said mixture is
effective for ameliorating at  least one effect of a prostate carcinoma in a
mammal having such a tumor. 12. The composition of claim 11, wherein
said ameliorating at least one effect of a  prostate carcinoma comprises
reducing the growth rate or mass of said carcinoma.  43 13. Use of a
composition of any one of claims I to 12 for the preparation of a
medicament for the prevention or treatment of prostate disorders. 14. Use
of a composition of any one of claims 1 to 12 for the preparation of a
medicament for ameliorating of the symptoms associated with prostate
disorders. 15. Use according to claim 14 wherein the symptoms
associated with prostate disorders is  elevated serum levels of prostate
Specific Antigen (PSA) and irritative voiding. 16. Use according to any one
of claims 13 to 15 wherein the prostate disorder is selected  from
prostatitis, benign prostate hyperplasia and prostatic carcinoma. 17. Use
according to any one of claims 13 to 16 wherein the composition is to be
administered periodically once or twice daily, or three to four times a week
for a time  sufficient to achieve prevention or treatment of said conditions.
18. Use according to claims 13 or 17 wherein the disorder is a prostatic
carcinoma and  the composition is to be administered before surgery to
remove said carcinoma. 19. Use according to any one of claims 13 to 18
wherein composition is to be  administered in combination with a
therapeutically effective amount of an anticancer  compound effective for
prostate cancer, selected from the group consisting of luteinizing
hormone releasing hormone, estrogen, antiandrogen,
gonadotrophin-releasing hormone  and synthetic analogs thereof which
have hormone activity. 20. Use according to any one of claims 13 to 19
wherein composition is to be  administered in combination with a
therapeutically effective amount of a compound  selected from the group
consisting of antibiotics, antimetabolites and cytotoxic agents.  44 




