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,(5‘34% Titl e':A\ COVEOSI TI ON AND METHOD FOR SMOKE DETOXI FI CATI ON 0 (57)
stract: A nethod is provided for effecting snoke deyoxd gy | his @
human by using a conposition that is nmade of eff ectiveog(%ér%%ﬁ%és]?o 4055
Zgggrgr |1t|cal extract and hydroal coholic extract of turnmeric. 7 Septenber

( 5 30 35 WD 021063982 PCT/ US02/ 02427 ' AND METHOD

8

FOR SND(%V%EZF%% | CATI ON 40 7 Septenber 2005 WO 02/ 06 g@g}%gs\li tion and
Met hod for Snmoke Detoxification PCT/US02/ 02427 This application clains the
benefit of U S Provisional . Application No.. 50/267,428, filed February
9, 2001. Field of the Invention The present invention relates in general to

effecting snmoke det %infp'ogiﬁﬁﬂ 24 Method for Smoke Detoxification

This application claims the benefit of U.S. Provisional Application No.

60/267 A28, filed February 9, 2001,

5
Field of the Invention
The present invention relates in general to effecting smoke detoxification. In
particular, the preseﬁt invention relaies to a turmeric-containing composition to effect
smoke detoxification.
10

Background of the Invention

Tobacco smoke, derived from tobacco smoldering or active smoker exhalation, is

a source of human exposure to mutagens and carcinogens. Studies indicate that a close
correlation exists between exposure to tobacco smoke and health hazards such as

15  respiratory and cardiopulmonary diseases and lung cancer, in smokers and non-smokers
alike. It is known that both active and passive smokers excrete, in their urine, high
amounts of tobacco-derived mutagens. In addition, studies have established a conmection
between human cancer and well-cooked meat (such as, for example, meat cooked on a
grill). (See Buiros, M., Tea? Turmeric? The Quest for Safer Barbecue, ifhe New York

20 Times on the Web, Fuly 5, 2000 (hereinafter “the Burros article™)). At high temperatures,
creatine in muscle meats react with amino acids, forming cancer-causing compounds

called heterocyclic amines. Marination, however, has been used to reduce these



- exanpl e, neat” coo

particular, the present invention relates to a turneric-containing
conposition to effect snoke detoxification. 10 Backgr aijo Qindhedgwention
Tobacco snoke, derived fromtobacco snol dering or active snoker exhal ation,
is a source of human exposure to nmutagens and carci nogens. Studies
i ndi cat e WHadneaoss! 0Se correl ation exists between expegyhRedgsyobacco snoke
and health hazards such as 15 -respiratory and cardi opul nonary di seases and
| ung cancer, in snokers and non-snokers alike. It is known that both
active and passive snokers excrete, in their urine, high anounts of
t obacco-derived nmutagens. In addition, studies have established a
connect i PleroBRLNERMed USRELHERANEGT oS BbidaBakeayTRalic, OBidad) chisss, f Or

ked on a gril'l). (See Burros, M, Tea? Turneric? The
Quest fo e I REGHEy ithi il ENRsiNER reddethy S5, 2000
(herei nah@%&f ng%%iﬁrgos a?%?c e%%\e{) X@ﬁ%‘ll %?‘Sﬁmg%?per atures, cr ea%’i ne in
muscl e neats r.eact. wi.t h am no acids or.1 e i ounds
cal | ed hg{cbragwe& iwa%nﬂ%gﬁw\%’?ﬁ’ r?lg{?sl 8%,{8%\?\3{1/éé?6%1hgf5 E&Z%a?%%dégg o reduce
these 7 Septenber 2005 WD, 021063982 PCT/ US02102427 eroc LKC am nes.
Sci ent i s fEsRg, &5 examnle, yhen p@g%fesmgg@ﬁesasgloggi%%?ee%};ﬁf%ﬁg@ i hi ves,
turnmeric, thynme, rosemary and oregano, .as we|l as . vitamns C and E, assi st
in refluci ng Bumkrickeas hea fowed torbst %ﬁve%m&ﬁz%@@ﬂwa@w Fhe | evel of
ot her carcinogens, arising, for exanple, when fat falls on a fire and
causes snbiinary(feezehéin sBokess (See Pi Balpdgams T ¥y Raghura, fa Ksishp #8énd to be
effective in inhibiting the formation and excretion of urinary mutagens in
snoker s. K¢ifleRswimKEffagan Tulméic Radhisagnyiutigds iiSowder”, JMetagenesis, :

vol. 7, no. 2, pp. 107-109 (1992) (stating that tobacco mutagens may be detoxified by the
active principle curcumin)). Turmeric has also been found to be an effective anti-
10  mutagen and may be useful in chemoprevention. Articles discussing turmeric and/or
curcumin include; Krishnaswamy, K., and Raghuramulu, N., Bioactive Phytc_mhemicals
with Emphasis on Dietary Practices, Indian J Med Res 108, November 1998, pp. 167-
181; Deshpande, S.S., Ingle, A.D., and Maru, G.B,, Inhibitory Effects of Curcumin-Free
Adqueous Turmeric Extract on Benzo[alpha]pyrene-Induced Forestomach Papiliomas in
15  Mice, Cancer Lette}s, 118 (1997) 79-85; Srimal R.C,, Tmmeric:‘l A Brief Review of
Medicinal Properties, Fitoterapia, Vol. LXVII, No. 6, 1997, pp. 483-493; Arbiser, J.L.,
Klauber, N., Rohan, R., van Leeuwen, R., Huang, M.T., Fi§he_r, C., Elynn, E., Byers,
H.R., Curcumin is an In Vivo Inhibitor of Angiogenesis, Mol Med (June 1998), 4(6):376-
83; Plummer, S.M., Holloway, K.A., Manson, M.M., Muks, R.J., Kaptein, A., Farrow,
20  S., and Howells, L., Inhibition of Cyclo-Oxygenase 2 Expression in Colon Cells by the
Chemopreventive Agent Curcumin Involves Inhibition of NF-kappaB activation Via the

 NIK/IKK Signaling Complex, Oncogene (Oct 28, 1999), 18(44):6013-20; Singhal, S.S.,



Kri shnaswany, "Effect of Turmeric on Urinary Mitagens in Snokers",

Mit agenesis, vol. 7, no. 2, pp. 107-109 (1992) (statj r&gﬂ&{bglotzmo
nmut agens nay be detoxified by the active principle curcumn)). Turneric

has al so been found to be an effective anti 10 mutagen and nay be useful in
chenopr egidlopidgy; Articl es discussing turneric and/or P@E Githdd7 1 ncl ude:

Kri shnaswany, K., and Raghuramulu, N., Bioactive Phytochemcals wth
Enphasis an Dietary Practices, Indian J Med Res 108, Novenber 1998, pp.
167- 181; Deshpande, S.S., Ingle, A D., and Marti, GB., Inhibitory Effects
of Curcum n-Free Aqueous Turneric Extract on Benzo[ al phaapyrene-I| nduced

Fore St ORBEPRDELLONTS, bihed 5 M 6 CPRCChchelborn Abink 1007 meo- 85,

rref wof i ci na Properti és,
Fit ot LXVI I
K auber  ERG oGzt ¢ CuipRionghigh c%azﬁ%ﬁa%ﬁ{éﬁf %%wﬁﬁé”f P CHE yon
E., B I t Med
(Juneyigﬁcmcozafreﬁegm S, e Dok, B By M ﬂ‘l)%aﬁfilﬁs' "M,
Munks, R J., Kaptein, A, Farrow, 20 S., and Howells I nhihjtion of

Oycl o- OV derbweng SKxies I Sofﬂmnumllﬂnbl@&m&}wﬂﬂqﬁﬁmﬁpﬁ Feverlti ve Agent
Curcum n I nvol ves Inhibition of NF-kappaB activation Via the N K/ IKK

Si gnad i nBy Sopptseing Ifartakiere Fr@hicti@Bin Ne@ephaget sk Phaomec2Bept J9%BYhal , S. S,
7 Septenber 2005 WO 02/ 063982 PCT/ US02102427 Awast hi, S., Pandya, U.,

Pi per, Ji178(2):38ai4pi , MK , Cheng, J.Z. , and Awasthi, Y.C., The Effect of
Curcum n on. d utathi one Li nked Enzyrres in K562 Human Leukem a Cells,

Toxi col Lett ’Ingﬁcﬁlﬁon, 2tAS $ua: %Q)%(u%ed?ﬁo ﬁ&ue@%evel@ﬁll,ev@éﬂ fiGomgen ¥vds., Kim
K. M, Choe, Y.K , Hwang, T.S., CQurcuznin Inhibits Thl Cytokine

I\P/Lg‘; 'O:Oﬁag %E@me Bgﬁh'r@hgcé%ﬁas Septaﬁ%{&ek el Sulch 1. 12, Paadhucteon in
Diaz-Alperi J., Bernd A., Almagro B. Q. and Miquel, J., A Hydroalcoholic extract of
10  Curcuma Longa Lowers the Apo B/Apo A Ratio Implications for Atherogenesis
Prevention, Mechanisms of Ageing and Development 114 (2000) 207-210. As such,
turmeric appears beneficial to the cardiovascular system of persoﬁs exposed io smoke.
Eugenol, 2 compound present in many spices such as cloves, cardamon, ¢fc., has
Been reported to exhibit antimutagenicity against tobacco smoke. (See Sukumaran K.
15  and Ramadasan K., Inhibition of Tobacco-Induced Mutagenesis by Eugenol and Plant
Exiracts, Mutation Research 343 (1995) 25-30). Moreover, Bugenol is believed to
exhibit anti-peroxidative activity. (See Krishnaswamy, K., and Raghuramulu, N.,
Bjoactive Phytochemicals with Emphasis on Dietary Practices, Indz'aﬂ J Med Res 108,
November 1998, pp. 167-181).
20 Reportedly, green tea has chemopreventive effect against cigarette smoke-induced

mutations in humans. (See Lee I P., Kim Y. H., Kang M. H., Roberts C., Shim J. §., and

“ Roh J. K., Chemopreventive Effect of Green Tea (Camellia sinensis) Against Cigarette




128(2):380-4. In addition, turneric may be used to reduce severely el evated
fibrinogen Ievels. (See Ramirez-Bosca A, Soler A, fat&iaimfatigigez, M
A, Mra D P., Zapata J. P., Diaz-Aperi J., Bernd A/, Ailmagro EE Q and
M quel, J., A Hydroal coholic extract of 10 Curcunma Longa Lowers the Apo

B/ Apo A Rpdufuehdap! | cations for Atherogenesis Preventiwiyyshbgipani sns of

Agei ng and Devel opnent 114 (2000) 207-210. As such, turneric appears
beneficial to the cardiovascul ar system of persons exposed to snoke.
Eugenol, a conpound present in many spices such as cloves, cardanon, etc.,
has beefanayRuft #d04@ exhi bit anti nmutagenicity agai nst tobacco snoke. (See

Sukumar a ng ] i 1 Di trl of¢ Ty o} Hﬁéﬂﬁ

Mut agene??@kﬁﬁﬁ%e%@ﬂ%ﬁga@@%ﬁ nExI#rMayggs J &%agag)lf O(?]) feége]giroc \ﬂ% (1995)

25- 30) . reover £ nal..i~s bglieved to i bit t iy oxi dative

activi ty%?@%‘%enkr%7§$%§s@gﬁzﬁ‘ nge’ E%I efﬁ%?ﬂregjr%ﬁ?lg,l Kﬁ’ X‘%ip%agl | \%’ :

Phyt ochegi cal s Wi th hasj.s. on, Djetar ractjces, i J es 108,
Novenber ,uh\é%:MEE& 1 ?13%‘63'1%?}3?11%%5 @@@@ﬁﬂ{deg'd%gwghﬁgﬁg‘bﬁeventi ve
ef fect against cigarette snoke-induced nutations in humans. (See Lee I.
P., Kim Yea Qpl}sumg@}l mr Ojdativeotieest in Smokerstingh Nonsigokersy déytionidan: Bifecks |
Chenopreventive Effect of Geen Tea (Canellia sinensis) Against Cgarette
WO 025063982, PER40R52 f 2dtufamt aiihdReffect ofFechled @hs\Bnplon-opredidedte Mut at i ons
(SCE) in Humans, Journal of Cellular Biochem stry Supplement 27:68-75
(1997)) . dhese indicedbpdipdretic sklokingl Gedl forfexamle, Renginglah, Zbop Y. Jeaddulis L. M,
Chen J., Heiser C., Gordon.M S., and Mhler |1l E. R, The Effect of Tea

ConsuMpt SaebeN LMl Haby & SEff8%Sof SoakiiRkRiiporitlo Al SERMY Fimo Disfg] dant
ects

Preparation of Water Extract of Tea on Anticlastogenicity Against Environmental

Tobacco Smoke in the Sister-Chromatid Exchange Assay, Toxicology Letters 115 (2000}
10 23-32 for a discussion of the anticlastogenicity activity of green tea water extracts against
em-rironmental tobacco smoke. Furthermore, green iea has been reported as exhibiting
cancer chemopr_eventive effects. (See Katiyar X. S., Agarwal R., Zaim M. T., and
Mukhtar H., Protection Against N-nitrosodiethylamine and Benzo[alphalpyrene-induced
Forestomach and Lung Tumorigenesis -in A/] Mice by Green Tea, Carcinogenesis, vol.
15 14, no. 5, pp. 849—855 (1993); Suganuma M., Okabe S., Kai Y., Sueoka N., Sueoka E.,
and Fujiki, H., Synergistic Effects of (-)-Epigallocatechin Gallate with (-)-Epicatechin, |
Sulindac, c;r Tamoxifen on Cancer-Preventive Activity in the Human Lung Cancer Cell
Line PC-9, Cancer Research 59, 44-47, January 1, 1999).
A ciga;ette filter containing a specific galenic formulation of a rosemary extract is
20 reported as being effective in reducing the free radicals found in smoke. (See I. Emani, C.

Rolando, M. Rojas, K. Alexandrov, H. Scherf, and H. Bartsch: A Rosemary Cigarette



of Tea, pp. 249-254 for a discussion of the effect of green tea consunpti on
on oxidative danmage induced by cigarette snoking. Seg,gd

_ . E;Pc’ AR | 5
Renqging Z., Zhou Y., Chen D., Shenben L., and Haug A., Effects of Soakl ng

Tenper ature and Soaki ng Time During Pr epar ation of V\at er Extract of Tea on
Anti cl astogenicity Against Environmental Tobacco Snoke in the

Si ster-Chromati d Exchange Assay, Toxicology Letters 115 (2000) 23-32 for a
di scussi on of the anticl astogeni city acti vity of green tea water extracts

" opor ted iﬂte&ﬁﬁ?ﬁ%ﬁ% ok accﬁﬂ%ﬁ%ﬁaﬁf PRk s e R yar K .

Agar wal M. 107 Oct khtar H., Protection Agai nst
N-nit rosogl et %y?%m ne “an Q% o(al phal pyrene-i nduced Forestonmach and Lung

Turmori genesi s Myribholn, M voRutiRYardah L@ttt of PeiréyRUCHE T 18porté@bs beidgta NO. 5,
pp. 849-855 (1993); Suganuma M, Ckabe S., Kai Y., Sueoka N., Sueoka E.
and Fuj i kipossitlg canyerahgmspriecentifd mh‘s (Bde Zhe)lg Epj gaiﬂepd’awb,cmangGalahdtt e Wt h
(-)-Epicatechin, Sulindac, or Tanoxifen on Cancer-Preventive Activity in
t he Humanlemdg Kcdndahibitien pf Banzelalphipgenecadnced Traekgsnests 5oMyrsicisya January

1, 1999). rette filter containi a_specific | e mul ati on of a
rosemary é@{"’f"&c& nstifgent @f 3’§1‘°’Béleﬁ‘88§f F@"&f"ﬁ"%"éwflﬁg\?‘édﬂgeﬂ‘?g & f ree

radi cal s E%Hfbjg ke (See |I. Emani, C.. Rolando, M Rojas, K

Al exandr ov é %er " and H Bartsch: A Rosemary Cigarette 7 Septenber
2005 Filter May @%@ﬂ@@mﬁ%%% éBﬁﬁgal%ﬁﬁﬁénts@bpéﬂ&&%ﬁbxg?@d%%ﬁvem' ve
Filter- Coresta, pp. 3-10, Cctober 2000)T Myristicin, a volatile aroma
const i t uehtmeads. ﬂhéﬁh@y&obveaér Ohded fbﬁlmlﬁbolﬁag%ﬂmas dbekifging actpigsukihg cancer
chenopreventive agent (See Zheng G, Kenney P. M, Zhang J., and LamL. K
T., | nhi bhatuehingredBar zompadifpdra] pyr ene- i nduced Tunori genesis by Mristicin,

a Volatile Aroma Constituent of Parsley Leaf Ql, Carcinogenesis, Vol. 13,
no. 10, pp.
Summary

The present invention relates to a method for effecting smoke
detoxification in a human by using a composition that may be made of effective
amounts of supercritical extract and hydroalcoholic extract bf turmeric.

A first aspect of the present invention provides a composition comprising: a
supercritical extract and a hydroalcoholic extract of turmeric, wherein a
composition is made of effective amounts of the supercritical extract and the
hydroalcoholic extract of turmeric to effect smoke detoxification in a human.

A second aspect of the present invention provides a COmposiﬁon
comprising: supercritical and hydroalcoholic exh‘acfs of turmeric and ginger;
supercritical extracts of rosemary, parsley seed, peppermint and clove;
hydroalcoholic extracts of rosemary, parsley leaf, peppermint, and clove; and an
aqueous extract of green tea, wherein a composition is made of effective amounts
of (i) the supercritical and the hydroalcoholic extracts of turmeric and ginger, (ii)
the supercritical extracts of rosemary, parsley seed, peppermint and clove, and (iii)
the hydroalcoholic extracts of rosemary, parsley leaf, peppermint, and clove to

effect smoke detoxification in a human,



1921-1923 (1992)). It is therefore known to use natural ingredients for
snoke detoxification in humans. There is, however, a need for . |nproving
smoke detoxifying activity, using natural ingred?e%?pE %%i%@@gg. Summar y
The present invention relates to a nmethod for effecting snoke
detoxification in a human by using a conposition that nmay be nmade of
effective anounts of supercritical extract and hydroal coholic extract of
turmeric. A first aspect of the present invention provides a conposition

comprising: a Supef 9@8 %{he%%ﬁn&gfeﬂorgp%egaaj GQNGH b Go g&g?ﬁt ﬁ‘;

turnmeric, wheréein a IF:YHDOSItIOI’l I's ma ective anoun .
super cri t icealpriSinl apbrcafical t Aerach¥ild ARkERRhbEe XA Rkmbde MBrthe to effect
snoke detoxificafion in a human. A sécond aspect of the present invention
provi des anamfqease bf omedecomnpti for effiectiag paoks ddtoxdftatmndn hywdmaal cohol i ¢
extracts of turneric and ginger; supercritical extracts of rosemary,

parsl ey seed, pefpethmspict ghthegiresgnt inventwnaudGdesc! ise abe ¢oarosition inosemary,

parsley leaf, pepperm nt, and cloye; ,and an _aqueous extract, of green tea,
wherein a t@%ﬂﬁﬂﬁ%ﬁ%‘i“%"?@ “f“r'at?émﬁlflt fORSPHR ST %"lﬁ%‘m(li‘)] 3 fygnan,

supercritigal - the h oal cohol i xt.racts of tur{eric an Lpger, (ii)
t he supercri ?lggﬁ © é’)?ﬁpg%ﬁén &F "I e‘%?g?fg“:&%%raﬁ"&}“s" eé?% 6582?‘%% %@and cl ove,

and (iii) pybRRIdaHeEOkeaO!IfCaftfieCn ngEI?.S(?i?Bi!U%bcrcﬁﬁEﬁl B¥irdBalof
pepperm nt, and clove to effect snoke detoxifrcation in a human. 6 7

Sept enber rgffhry) gahiléydsead Rpperdfint iRl Q@S end (ilipupdibhloshdicaxides o use of a
conposi tion
rosemary, parsley leaf, peppermint, and clove.

Detailed Description

One embodiment of the present invention provides a composition for
effecting smoke detoxification in humans. The composition may contain effective
amounts of supercritical extract and hydroalcoholic extract of turmeric. The
composition may also contain effective amounts of (A) supercritical and
hydroalcoholic extracts of ginger, (B) supercritical extracts of rosemary, parsley
seed, peppermint and clove, (C) hydroalcoholic extracts of rosemary, parsley leaf,
peppermint, and clove, and (D) an aqueous extract of green tea. The composition
may impart improved smoke detoxification properties, compared to known
compositions, for example, because it contains a turmeric extract prepared in a
supercritical/hydroalcoholic dual extraction process. Known compositions, on the
other hand, merely contain a turmeric extract prepared with only one of a

supercritical extraction process or a hydroalcoholic extraction process.




conprising supercritical extract and hydroal coholic extract of turneric in
the nmanufacture of a nmedicanent for effecting snoke detoxification in a
human. A fourth aspect of the present invention pfoARIEREULLLF a
conposition in the manufacture of a nedi cament for effecting snoke
detoxification in a human, wherein the conposition is made of effective
anmounts of (i) supercritical and hydroal coholic extracts of turmeric and
ginger, (ii) supercritical extracts of rosemary, parsley seed, pepperm nt

and clove, and (i jli .0al cohol. XLl ac f .. r r rsley |eaf,
pepper m nt, anéﬁlg{hgz/ee. ‘%@%ﬁ%&gﬂé%r |e?)}f0|%ofh§fﬁ%°tlgﬁ‘§§1§@ng§ Oxg%a@ ne_ present
| nvent | ondh@Kke oikRRARL) Rhikiferinf! hPS thaspbHS dRlavt bbegl fon in

humans. The conposition nay contain effective “anpbunt's of supercritical

extract aofltihyeda®affegiveldntork bf 88t codhpdsitiof&b iaChunldiecxposdip@sictilyor may al so
contain effective amobunts of (A) supercritical and hydroal coholic extracts
of gi nger IndirBytlyd up émans relatal togktmact snafe, fayseamply, fromrtebaypo os othds

pepperm nt and c| ove, (C) hydroal coholic extracts of rosemary, parsley

| eaf, pepfyEest oft partidlly edmabustedahyrirpearbens. Aguaesiusthe compesition BYelkh tea. The

o known “BIRGErE RO Pt OBl oS s88e: v R RSB 1Bt i ¢ oxi r mct

prepared {.a, supercritical/hydroal coholic dual extraction process. Known
conpositions, on the other hand, nerely contain a turneric extract

prepared w th omd Yh@bR) bmPosiBP fECRIdieC Blactie! BFLIDR) RhACBESordlly @
hydr oal cohol i c extraction process. 7 7 Septenber 2005 Anot her enbodi nent
provi des adniigitttred irf ©dailgfdospt ioh gt Is3DRBUIRDGNG, foi alstut TP to 2000 mg. If the
composition includes inactive ingredients, then the active ingredients (e. g., herbal
extracts) of the composition may include any conventional amount used in orally
administered compositions. The composition may be admunistered on a daily basis, for
example, for a period of at least four weeks. Oral administration may be accomplished by
ingesting the composition, for example, with water. The orally administered composition

may be in any conventional form including, for example, capsules (hard and/or soft),

Ta
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in humans, including (orally) adm nistering, for a therapeutically

effective period of tine, an effective amount of the Qﬁ%ﬁcgﬂgéloryotoga
human exposed (directly or indirectly) to toxins related to forns of

snoke, for exanple, fromtobacco or other sources of partially conbusted
hydr ocar R@geyoshgz such, the conposition nmay be adm ni $berRehher a period of
time sufficient to effect snoke detoxification in the human. The (herbal)
conposition (excluding inactive ingredients) nay be orally admnistered in

- a daily dosage of at |east about 350 ng, or about 375 to 2000 ny. If the

conposi tion includes inactive ingredients, then the active ingredients (e.

0., Ner bablosCuEAC o] el GipARIohL BNlwaRY o Al dflendBedROBKSAL | Onal
anount used In orally adm nistered conpositions. The conposition may be
adm ni st gr.e ' i - ' | f | east four
neoks, ot Tiitely Sbikichelood h mXAEe By ok B brREE bl sof bl
conposition, for exanple, with water. The orally adm ni stered conposition
may be iﬁapﬁlﬂfﬁ'conventi onal form including, for exanple, capsules (hard
and/or soft), 7a 7 Septenber 2005 WO 02/063982 PCT/ US02/ 02427 tabl ets,
elixirs, powdBlegveagingnfthedery paIke diiorHacatign wipudes s redisHon LEsHEnedi a,
sachets, etc. The oral Ia/ adm ni stered conposition may also be in the form
of on2 olevele pEuitsensyald fbrinpgens éshurmpe. 'ﬁlzfaﬁp\r@geddﬁveﬂm@ty sueh Frbserete
detoxification"” includes a reduction in elevated 5 levels of nutagens and
fi bri nogeagbé caubadripribe difdetoréhdingeit exposhevedladmin supivks,fbstxampkes fromay be
caused by the direct or indirect exposure of a human to snoke, for exanple,
from tobacco, hydrocarbon combustion, burnt meat, and the like.

The turmeric extract may be a “full spectrum” extract of the herb, such that the

exiract may contain curcumin, as well as oils and other constifuents that provide
10 improved smoke detoxification activities. As such, the turmeric extract may contain not

only active curcuminoid fractions but also naturally present protein antioxidant factors

and valuable essential oil components such as turmerone. Conventional turmeric

extracts, however, are prepared by merely isolaﬁng thmugh solvent extraction (using, for

example, acetone or methylene chloride) one constituent, specifically one or more
15 curcunﬁnoids.

Then, the furmeric extract may contain a supercritical extract of the plant’s
lipophilic fractions and a hydroalcoholic exiract of the plant’s hydrophilic fractions. The
use of supercritical extraction allows the lipophilic constituents to not be degraded in the
-exiraction process by solvent, oXygen and/or heat stress, as occurs in conventional

20  extraction. The lipophilic constifuents may thus be used in their purest and most
concentrated form. As such, the turmeric extract allows consumers an opportunity to

- experience the healing and detoxifying properties of turmeric in its most complete form.




t obacco, hydrocarbon conbustion, burnt neat, and the like. The turneric
extract may be a "full spectrum ™ extract. of the herb,

extract may contain curcuinin, as well as oils and other “constituents that
provide 10 inproved snoke detoxification activities. As such, the turneric
extract RRAYoLikdsei N not only active curcum noid fract ipepgshubial S0

natural ly present protein antioxidant factors and valuable essential oil
conmponents such as turnerone. Conventional turneric extracts, however, are
- prepared by nerely isolating through sol vent extraction (using, for
exanpl e, acetone or nethylene chloride) one constituent, specifically one
or nore 15 curcuminoids. Then, the turnmeric extract nay contain a

supercri ti caFhetrmeis exgpotidpndgs wHaesscayqugiggand Ff@d‘ﬂﬁtﬁtgﬁbé s, Jrhachy

hydr oal coholic extract of the plant's hydrophilic fractions. The use of
super cr intaiy balesperialin sxvexgistia id cwbinatien with gpden ksaovatasesiract uBt@eendemot be
degraded in the extraction process by solvent, oxygen and/or heat stress,
as O0CCUfyater Bxt€R0 e dxbibikk a0t Wipificint rotecline adtivitp phithIrespeat dnktavtruent s may
thus be used in their purest and nost concentrated form As such, the

turmeri %@Eﬁ@?&pﬁ%@m&mﬁ%@ 2NalPRAIHRIJF Kighite SR g6k t he heal ing
and- detoxi f'ying properties of turneric in its nost conplete form 7

Sept anogf 2005 VON0RLABISRLoRAL LEPRAALENIIE (HESBIY) IR | nCl udes

uni que Sscavengi'ng an ilitres, [ may be especially

synergi stie.in gonplnation w {. a~at o en tea
wat er  exXtALE ainﬁseg%mch e’l%olr%%glgm?\%tg ﬁﬁﬁé{?gm lﬁé’%\ ' étlp#agfa rgté‘?%%ag%?i vity with
respect  t nown nut agens. Pepperm nt and cl ove extracts are al so

 nhi bi t 8P8 gPWBPES?%ﬁn ERBIORER oPTCH N 5a%¥‘ﬁteabf’élﬁ?sci % COMBEHER, and

parsl ey.| eaf extracts enhance (phase twd) detoxification activities and
enhance biogellabiiBbosi ti on' s ef fi cacy. G nger extract ‘has activity against

The turmeric supercritical and post-supercritical hydroalcoholic extracts may be

10 prepared as follows. A turmeric root, which may be cryogenically ground to preserve

heat sensitive components, may be subjected to supercritical extraction to ob;tain (i) an o1l

extract (hereinafier “the supercritical turmeric extract™) containing delicate lipophilic

(e.g., oil-soluble/non-polar) componeﬁts and (ii) an oil-free residue. Suitable supercritical

extraction processes that may be nsed to obtain the supercritical turmeric extract, for

15  example, are disclosed m E. Stahl, K-'W. Quirin, D. Gerard: Dense Gases for Extraction
and Refining, Springer Verlag 1988, incorporated herein by reference. |

Tt has been found that about 25-33 kilograms of crude turmeric may produce 1

kilogram of oil extract. The oil-free residue may then be extracted in a watet/alcohol

{e.g., water/ethanol} mixture, composed of 60-80 parts alcohol and 40-20 parts water.

0 Bxtraction of the oil-free residue in tﬁe water/alcohol mixture yields a broad spectrum of

polar constituents, including aqueous soluble components and curcuminoids (e.g., 2 fall

range of curcuminoids). The water/alcohol liquid may then be evaporated off, leaving a




bot h benzopyrene and tryptophan pyrol ysates, and enhances the conposition's
bi oavai l ability. The turmeric supercritical and post-$ CLigd calpdrydro

al coholic extracts may be 10 prepared as follows. A turnmeric root, which
may be cryogenically ground to preserve heat sensitive conponents, nay be
subj ect edyd g, Pt sRs grcritical extraction to obtain (|) apcPiukezsieh M act
(herelnafter the supercritical turnmeric extract") containing delicate

| i pophilic (e.g., oil-soluble/non-polar) conponents and (ii) an oil-free
resi due. Suitable supercritical extraction processes that may be used to
obtain the supercritical turneric extract, for 15 exanple, are disclosed in
E. Stahl, KW Quirin, D CGerard: Dense Gases for Extraction and Refining,

e e
Sl b A B U A e T

parts vvater % |on o the oil:f ee r %que i n,the wat r/aIcohoI
mi xt ur eWV@F‘lﬂ‘gGeaa PFTSBPGI ‘?’LCJ'EH’F%C ¥t utheng aqueous
sol ubl e conmponent s and curcun1n0|ds (e.g., a full e of curcun1n0|ds)

The wat 8pstarreghiiical] ihydipalcabaljc tarast b@abvl@qo@pﬁrbmd ot f bien dviviig Heo 7

Sept enber 2005 WD 02/ 063982 PCT/ US02/ 02427 powder ed extract residue,

r ef efr egupesritical dfteric @stract hea (Woight ratio pdrabeitt3.¢-6.0)palty dosbatmeodtdiclc  turneric
extract." It has been found that about 6 kilogranms of oil-free turneric

r esi due hydrealedhpliel egigac o Utpadt dipdrariicalntuddheniio sitrasi PEH posdt-sagberitivair oal cohol i ¢
turmeric extract. The post-supercritical hydroal coholic extract nay be

conmbi néeg @aaléaheﬁ@ieﬂxa& fakd b SupRroSiMBA lefirhdt b} alfoUbdBnibine@Xdt laawtigat a wei ght
rati o of about 3.0-6.0 parts post-supercritical
ratio of about 5.3 parts post-supercritical hydroalcohohc extract per 1 part supercritical
turmeric extract. The supercritical and post-supercritical hydroalcoholic turmeric extracts
10 | may be separately added to and blended with other extracts, as long as the resulting
composition contains the appropriate weight ratios of the supercritical and post-
supercriticai hydroalcoholic turmeric extracts.
The supercritical and post-supercritical hydroalcoholic extracts of ginger may be
prepared using the procedures for preparing the supercritical and post-supercritical
15  hydroalcoholic extracts of turmeric.  The supercritical anci post—superc_riﬁcal
hydroalcoholic ginger exiracts may be blended together and then added to other herbgl
extracts. The resulting composition may contain the post—superdritical hydroalcoholic
ginger extract and the supercritical ginger extract, both of which may be combined at 2
weight ratio of about 4.4 parts of post-supercritical hydroalcoholic extract to 1 part of
supercritical extract. | o

In addition, the supercritical extracts of clove, peppermint, parsley seed and

rosemary may be prepared using the procedures for preparing the supercritical turmeric

10



hydr oal coholic extract to 1 part supercritical turmeric extract. The post
supercritical hydroal coholic extract and the supercri tdCalen@dd a3ghsmay
al so be conbined at a weight ratio of about 5.3 parts pést supercritical
hydr oal coholic extract per 1 part supercritical turmeric extract. The

supercri ty post-supercritical hydroal coholic tgrpRElRextracts 10
may be sg%g?%¥§#€ added to and bl ended with other extragﬁé, as long as the

resulting conposition contains the appropriate weight ratios of the
supercritical and post- supercritical hydroal coholic turneric extracts. The
supercritical and post-supercritical hydroal coholic extracts of ginger may
be prepared using the procedures for preparing the supercritical and

pOst - SUPSIiGHghd &dthets. EackWhORdeRREhdIG cR¥dclsdE LRve pebpeiBl, basley Ref

supercritical and post-supercritical hydroal coholic ginger extracts may be

bl ended én(agrgéegl%fy ﬁ%g% E&@ﬁg@‘gg%xﬁ&nﬁé her, latﬁ.?ggliﬁlm h?éWal?e‘Plﬁléohoft@g.,r esul ting

conposition may “co st-supercriti hydr oal cohol I ¢ 7 gi nger

t t d,th itical.dqi t ' b nmbi ned
ot o el ARy SRS shp Ryt 3t BEFY ofH} AB5h) aREhS B i uER 1B 02 Conol 6
ext 1 aot sEpRBodistisapRee i cvapdied o8 168G L CFLSEHET SO Th pr opared
using the procedures for preparing the supercritjcal turperi PO 7
Sept e$rbe¢aclggﬁse Yoy pempe el ey wdaoTeraTyy the sARprgitisgand ﬁx&gﬁ?aé@ge 16 Each of the

hydr oal cohol i c extracts of clove, peppermnt, parsley leaf and rosemary
may be pexépes eehybbe dianded togstier had gheanaddedrio ofheri herbal vexiradt! ar dlehol (e. g.,
wat eri et hanol ) m xture, conposed of 60-80 parts al cohol and 40-20 parts
wat er . Tiuperchiikeardallyeladatdohblicggxitrdotsragy bh espatately wdiedriarediblefded Witavi ng a
powder ed extract residue. For
other herbal extracts used in the composition.
The composition may contain a range of weight ratio(s) of: (i) the hydroalcoholic
10 | rosemary extract to the supercritical rosemary extract from about 1.75:1 to about 2.25:1,
ot about 2:1; (ii) the hydroalcoholic parsley leaf extract to the supercritical parsiey seed
extract from about 1.75:1 to about 2.25:1, or about 2:1; (iii) the post-supercritical
hydroalcoholic ginger extract to the supercritical ginger extract from about 4:1 to about
6:1, or about 4.4:1; (iv)' the hydroalecoholic peppermint extract to the supercritical
15  peppermint extract from about 1.75:1 to about 2.25:1, or about 2:1; and/or (v) the
hydroalcoholic clove extract to the supercritical clove exiract from about 1.75:1 to about -
2.25:1, or about 2:1. As described above, the post-supercritical hydroalcoholic turmeric
extract and the supercritical turmeric extract may be combined at a weight ratio of about
3-6 parts of post-supercritical hydroalcoholic extract to 1 part of supercritical extract, or

20  about 5.3 parts of post-supercritical hydroaléoholic extract to 1 part of supercritical

extract.

11



5 each of the clove, pepperm ht, parsl ey and rosemary, the supercritical
and hydroal coholic extracts may be bl ended together -ang.themaddegd o

‘ot her herbal extract, or the supercritical and hydroal coholic extracts nmay

be separately added to and blended with other herbal extracts used in the

conposi ti@?w'ggb%zcorrposi tion may contain a range of wgicghkedi@dlho(s) of (i)
t he hydroa co?‘uol Ic 10 rosemary extract to the supercriti ca( rosemary .

extract fromabout 1.75:1 to about 2.25:1, or about 2:1; (ii) the
hydr oal cohol i c parsley |eaf extract to the supercritical parsley seed
extract fromabout 1.75:1 to about 2.25:1, or about 2:1; (iii) the
post -supercritical hydroal coholic ginger extract to the supercritical

gi nger extraghe fe@MedRatdt ediadt hay tRRPEEred By §) sodkingldBUdrosh tdh 1daves i v) the
hydr oal cohol i ¢ pepperm nt extract to the supercritical 15 pepperm nt

extract &{g&%@&)@ﬁaﬁ%ﬁé& 10Q0 30 Uhused; %bﬁémlﬂé,_a?la(?bﬂé}])egétﬁré ofBOACOsT (V) the

hydr oal cohol I c ve extract to the supercritical ove extract from about
éoz ? i ugg‘{"%?ﬁ#itﬁétgﬁﬂ%z%#gg@g olga?)'?slu{g cﬁ’aagnnem??%&ésgﬁnta@? mgcﬁgmte(ﬁyeihggger critical
oSt - SUPBER 14 PEAP BFOLARTEL oS i et Bbse Fo ol °
o | Spaieamtloduorbe oidalonetedetes 115 FOGA e Sromeis e oss0ss
PCT/ US02/ 02427 The green tea water extract may be prepared by (i) soaking
dry gr eenfeteace. | Aeothar suiablgextectiqnoproegsbor oblaingde gseiLtea Pl 6Kt Hi nut es, for
exanple, at a tenperature of 80C or lower, (ii) filtering the soaked
| eaves tdesopibedyifor eanmplelin SUK. Bauthvaraa i, Cancindgenasys, vlyhénp. ohep. §49-855
(1993), incorporated herein by reference.
The composition may contain 2 weight ratio of (i) the extracts of furmetic,
10 rosemary, parsley, ginger, peppermint and clove to (ii) the extract of green tea of about
1:1 to about 2:1, or about 1.5:1.
The composition may also contain effective amounts {e.g., certain amounts that
canses the composition to exhibit smoke detoxification properties) of each of the above
mentioned extracts. The coinposition, for example, may contain by weight: (i) from about
15 45% to 55%, or about 50%, of the post-supercritical hydroalcoholic and supercrifical
turmeric extracts, where the post;supercﬁticai hydroalooholic and supercritical turmetic
extracts may be present .at the appropriate weight ratio relative to one another (ses
above); '(ii) from about 1.5% to 2.5%, or about 2.0%, of the supercritical and
hydroalcoholic rosemary extracts; (jii) from about 1.5% to 2.5%, or about 2.0%, of the
20  supercritical parsley seed extract and hydroalcoholic parsley leaf extract; (iv) from about

'1.5% to 2.5%, or about 2.0%, of the post-supercritical hydroalcoholic and supercritical

ginger extracts, where the post-supercritical hydroalcoholic and supercritical ginger

12



extract to obtain a (dried) solid material. Such an extraction process is
described, for 5 exanple, in R Zhou et al, Toxicol ogy gg&k%&%eklig@%DOO)
23-32, incorporated herein by reference. Another suitable extraction
process for obtaining green tea water extract is described, for exanple,
in S K KabbhyRseset al ., Carcinogenesis, vol. 14, no. 3criRee8H9- 855

(1993), incorporated herein by reference. The conp05|t|on nmay contain a

wei ght ratio of (i) the extracts of turnmeric, 10 'rosenary, parsley,

gi nger, peppernmint and clove to (ii) the extract of green tea of about 1:1
to about 2:1, or about 1.5:1. The conposition may al so contain effective
anpunts (e.g., certain anounts that causes the conposition to exhibit

shoke dedkaxdt m@tue%}ed@ﬁpa@%l HplopHhte 0AGht Ghtid RatBiROM Sone NRBMEIORES extracts.
The conp05|t|on for exanple, my contain by weight: (i) fromabout 15 45%

to 55% a‘BBve}b ! o %ndt L4 {aogfswuaeawu& 3,63 JryHE QuadiGRRAl kfg and

supercriti cal tUI’ meric extracts, wher e t he post supercritical

hydroal L uper [ nt at the
approprlgﬁg’kgmﬁﬁgqi L&&%a%ﬂ&gﬁﬁ%p%hgggﬁgﬁiﬁ%/Ig%QEMt @% §ﬁﬁ§ii) from
about 1.5%¢t SW of th rcritic n droalcoholic
rosenar y'© %@%‘f’r&% lzy%{qafl %Lc?rﬁ%g aitS’S%}l jZ) 88, abgpt g—{/{')g‘f qﬁ"o of the 20
supercri parsl ey seed extract and hydroal coholic parsley Ieaf extract;
(|v)5fr6%9§§8° Eé%@@@@“2“§@§ é@ﬁﬁﬁ%ﬁt 2.0% of the post-supercritica

hydr oal cohol i ¢ and supercriti cal i nger extracts, where the

pgst super cr it adsigﬂonhghg ﬁbp@mwnétgt@ﬁ%mmmy icentainjabejit A34rto #2%7 Sept enber
2005 WD 021063982 PCT/ US02/ 02427 extracts nay be present at the appropriate
wei ght roatabaut déVaof temeronan #ha pottisererdrdied hydroalcoholic extract of turmeric

joud

may contain a minimum of about _11%, or about 11% fo 15%, of curcuminoids. The
supercritical extract of ginger méy contain about 28% to 32% of pungent compounds and

10 about 6% to 10% of zingiberene, or about 30% of pungent compounds and about 8% of
zingiberéne. The post-supercritical hydroalcoholic extract of ginger may contain about
1% to 5%, or a.bout 3%, of pungent compounds. The green tea équeous exiract may
contain about 43% to 47%, or about 45%, of polyphenols. The supercritical extract of
clove may contain about 63% to 67%, or about 65%, of eugenol. The supercritical extract

15  of parsley seed may contain about 23% to 27%, or about 25%, of muyristicin, The
supercritical extract of peppermint may contain about 33% to 37%, or about 35%, of
menthol. The supercritical extract of rosemary may contain ébout'zl% to 25%, or about
23%, of phenolic antioxidanté. The hydroalcoholic extract of rosemary may contain about
21% to 25%, or about 23%, of phenolic antioxidants.

20 The composition may also contain a pharmaéeutically acceptable carrier such as,
for example, one or more pharmaceutically suitable: inactive excipients, carriers,

diluents, lubricants, adjuvants, and Iubricants. For example, inactive excipients, carriers,

13




above); (v) from about 1.5%to0 2.5% or about 2.0% of the supercritical
and hydroal coholic peppezm nt extracts; (vi) from aBout lea¥et02408% or
about 2.0% of the supercritical and hydroal coholic clove extracts; and
(vii) fromabout 35%to 45% or 5 about 40% of the aqueous extract of

- green te&’Oéz‘%ﬁ%g/ﬂi tion, the supercritical extract of LpfiRfhlessa7RY cCoONtain
to 0

about 43% or about 45% of turnerones. The post-supercritical

hydr oal coholic extract of turneric wmy contain a mninmmof about 11% -or
about 11%to 15% of curcum noids. The supercritical extract of ginger may
contain about 28%to 32% of pungent conpounds and 10 about 6% to 10% of

zi ngi berene, or about 30% of pungent conpounds and about 8% of

zi' ngi bergngnts TgicRAS bnd HBeFmts thiytRkluly (enbe ohokiie@xbifidst, @lcigh nger may
contain about 1%to 5% “or about 3% of pungent conpounds. The green tea

aqueous exf.ra tdigﬁéﬁumﬁ%x;&% a3, ADOEs, 30040 nﬁﬁﬁedofoo@%heé5a@xﬁg§e

pol yphengﬁjs. he "supe Ical extract of ove may contain about 63%to

O con GRS B She R8T oIS BUBRAGH, Sl SRy Bypupar ! o seed
supercritical extract of peppermpt, cont ai_.n_abo 33% to 37% or about
35% of veag#lnsils. pelysorkaisse fesihup %Q‘ng%?’%‘%? tf??fi §%ee )?roﬁ‘éf‘fﬂﬁlioﬁ? ai n about
21%to 25% or about 23% of phenolic antioxidants. The hydroal coholic
extrdct sofiumepevideng, welpr edngcdatin. Ihe (retivoingredignt) SOPPONtio BT cPBUE of

“phenolic antioxidants. 20 The conposition may also contain a

phar mac eadtlitiond] | iyactier epimdiis ceaiers, diueir fubaisants sk adivveantd |ich @aelobr nore
pharmaceutical ly suitable: inactive excipients, carriers, diluents,
| ubri candxempladjistiaed i, thelishdbodk ofFaot Addfioes (ERARILs), incvamidtedhesici pi ent s,
carriers, 13 7 Septenber 2005 WO 02/ 063982 PCT/ US02/ 02427

by reference (in relevant parts only). The pbarmaceutically acceptable carrier may

contain, for example, any conventional amount used in an orally administered

10  composition.
The table below is an exemplary composition (excluding inactive ingredients),

where the composition may be adminisiered orally, for example, by a human. The

amounts recited in the Table represent daily dosages of the ingredients listed.

14



di | uent

cel | ul ose,

s, lubrica

nts,

dext

rose,

and adj uvants may i ncl ude:
cal cium carbonat e,
nodi fi ed food starches,
nmagnesi um st ear at e,

cel | ul ose,

nagne5|un1car
veget abl e oil s,

substi t ut ed

di cal ci um phosphat e, -star¢hes.. | aghase,
cal cium sul fate,

stearic acid, glycerin,

bonat e,
pol ysor bat es,

| ecit hi n’wéb%idﬁgdsﬁ'm di oxi de, food glaze, talc, croscar npé},ggﬁmgﬁodl um
povi done, er and gelatin. The (active- |ngred|ent) conposition may
contain additional inactive excipients, carriers, diluents, lubricants and

adj uvants such as,
Addi tives (CRC Press),

only).

for

exanpl e,
i ncorporated herein
The pharnaceutically acceptable carrier

may

cont ai n,

di scl osed in the Handbook of Food
by reference (in relevant parts
for exanple,

any conventional anount used in a*%ﬁ | y adm ni stered 10 conposition. The
tabl e below is an exenplary conp05| I'on (excluding inactive |ngred|ents)
where t . o1 ed ; e —a—hynman.
The arpunts recited in the 0”38&I§”Hosages of the
i ngredilents |isted. 14 7 Septenbed OSAEE02/ 063982 PCT/ LU 930%497 TABLE
- ORALLY |ADM NI STERESuSEMERS! 1| %&W pOSHemIZuper cAREGEY| Aast Flant
Super crli ti cal Et hahol Ezi#apieoys ¥ EXt | acEErashnol| i ¢ Extract Part
Ext r act[EXToagddext [ actiBang Tyr nerled) np160NAgNI AN Ar AWAome |( 45H20me mef ones
-(m ni num of 11% | (45% turmerones - | {minimum-of 11%
' 13.5 mg) curcuminoids -
17.6 mg)
Green Tea N/A N/A N/A 150 mg leaf
(45% polyphenols
- 67.5 mg)
Clove 2.5mg N/A S5mg N/A bud
{65% eugenol - {10:1)
1.6 mg) i
Ginger 14mg 6.1 mg N/A N/A rhizome
(30% pungent (3% pungent
compounds— . compounds —
0.4 mg, 0.18 mg) .
8% zingiberene -
0.1 mg) . _
Parsley 2.5mg N/A 5mg N/A seed/leaf
: (from seed) {from leaf)
(25% myristicin - (8:1)
0.6 mg)
Peppermint 2.5mg N/A S5mg N/A leaf
{35% menthol — (4:1)
0.85g)
Rosemary 25 mg N/A Smg N/A leaf
(23% total . (23% total
phenolic phenolic
antioxidants — anHoxidants —
0.58 mg) 1.15 mg) |

The composition presented in the Table above ‘may also contain inactive
ﬁlgredients such as, for example, olive oil (extra virgin), méltodextrin, and yellow
beeswax. The capsule form of the composition may further contain gelatin, vegetable
glycerin, purified water and carob, The composition presented in the Table above may be
in the form of one soft gel capsule, where fhe amounts listed may constitute a single

. serving or unit dose of the composition. The capsule may be administered using 8 ounces
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13.5 ng)curcum noids - 17.6 ng) G een TeaN AN ANl A150 ngl eaf (45%

pol yphenols - 67.5 ng) dove2.5 ngN A5 ngN Abud (65%79%1@1{15@(1:1%0@5 1.6
ng) G ngerl.4 ng6.1 ngN AN Ar hi zone (30% pungent ( 3% pungent

conmpounds- conpounds- 0.4 ny, 0.18 ‘ng) 8% zi ngi berene - 0.1 ny) Parsley2.5

mgN AS nopl) osReskk ! eaf (from seed) (fromleaf) (25% nyripgith®baza68:1) 0.6
rng) Pepperm nt2.5 ngN A5 ngN Al eaf (35% nenthol -(4:1) 0.85g) Rosemary2.5

ngN A5 ngN Al eaf (23%total (23% total phenolicphenolic

of water or another liquid. Furthermore, two or more capsules of the composition may be
taken daily, for example, if exposed to high(er) levels of smoke.

The foregoing presentation of the described embodjﬁxents is provided to enable

any person skilled in the art to make or use the present invention. Various modifications

5 to these embodiments are possible, and the generic principles presented herein may be

applied to other embodiments as well. As such, the present invention is not intended to be

Limited to the embodiments shown above, and/pr any particular configuration of structure

or composition but rather is to be accorded the widest scope consistent with the principles

and novel features disclosed in any fashion herein.
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antioxidants -antioxidants - 0.58ng) 1. 15ng) The conposition presented in
the .Tabl e above may al so contain inactive ingredienﬁssgbggmgér baps
exanple, olive oil (extra virgin), maltodextrin, and yellow beeswax. The
capsule formof the conposition may further contain gelatin, vegetable
glycerin, purified water and carob. The conposition presented in the Table
above may be in the formof one soft gel capsule, where the anounts Listed
may constitute a single serving or unit dose of the conposition. The
capsul e may be adm ni stered using S ounces 15 7 Septenber 2005 WO 02/ 063982
PCT/USOZ/Q%%&%yof wat er or another liquid. Furthernore, two or nore
capsul es o e conposition may be taken daily, for exanple, if exposed to

high(er) |evels; of s g ing presentation of the described
e A

enbodi ments i s provi person skilled in the art to nake or

use the present i ”Veaf‘s‘ug%ritié/ﬁ%k&h'& aH@?ih&hI%gfcl)ﬂ(nFe BabtQlifiREeMpodi ment s
are possible, and the generic principles presen ed herein may be applied to
ot her enbodi nents a . - th e [ [ St pnt ended
to be limted to tﬁgm%%hogﬁﬁgﬁﬁgggﬁ%mﬁ_a %%e?&ahg¥%$%a%€mgg§t?gupgr

conf | gur aldBcfficd ! UGkt B ShblOLY: bAITbS! erb agagrded the
w dest scope consistent wth the principles and novel features disclosed

in any fasiiaRab®bsiNa hdfad Septenber 2005 Claims: 1. A conposition
conpri si ng:

2. The composition of claim 1, wherein a weight ratio of the
hydroalcoholic extract to the supercritical extract includes a weight ratio of about 3.0-

6.0 parts hydroalcoholic extract to 1 part supercritical extract.

3. The composition of claim 1, wherein the composition includes at least

one of curcuminoids, antioxidants, and tunmerone.

4. The composition of claim 1,
wherein the supercritical extract of turmeric contains about 43% to
47% of turmerones, and
.wherein the hydroalcoholic extract of turmeric contains about 11 % to

15% of curcuminoids.

5. The composition of claim 1, further comprising
an aqueous extract of green tea,
wherein at least one of the supercritical extract and the hydroalcoholic

extract of turmeric is synergistic in combination with the aqueous extract of green tea.
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a supercritical extract and a hydroal coholic extract of turneric, wherein a
conposition is nade of effective anounts of the supergeptieppkrexbpoact and
t he hydroal coholic extract of turnmeric to effect snoke detoxification in a
human. 2. The conposition of claim1, wherein a weight ratio of the

hydr oal coholic extract to the supercritical extract includes a weight ratio
of about 3.0- 6.0 parts hydroal coholic extract to 1 part supercritical
extract. 3. The conposition of claim1, wherein the conposition includes at
| east one of curcum noids, antioxidants, and turnmerone. 4. The conposition
of claim 1, wheein THeecosfpeitionidfidain éxwhaein of effeotive raimoued it siitakleabout
43% to 47% of turnmerones, and wherein the hydroal coholic extract of

turmeri c donbeiing oralbo udmihistéfed ofor oMb entivaliy rffecidsperind dhemeptopthsi ti on of
claim1l1, further conprising an agueous extract of green tea, wherein at

| east one lminanre@pssep éo toxirsi foah sewke.act and t he hydroal coholic extract of
turmeric is synergistic in conbination with the agueous extract of green
tea. 17 7 Septenber 2005 6. The conposition of claim1, wherein an
effective anount is suitable for being orally adm nistered, for a

t her apeuti cal | y7. ef f el seenesitiondofOfiny iome oftaaitihel tddor esgos eetlucingt oxi ns
fromsnoke. 7. The conposition of any one of clains 1 to 6, for use in
reduci ng elevated levels of mutagens and fibrinogens in the human exposed to toxins from

smoke.
8. A composition comprising:
supercritical and hydroalcoholic extracts of turmeric and ginger;
supercritical extracts of rosemary, parsley seed, peppermint and clove;
hydroalcoholic extracts of rosemary, parsley leaf, peppermint, and

clove; and
| an aqueous extract of green tea, |
wherein a composition is made of effective amounts of (i) the
“supercritical and the hydroalcoholic extracts of turmeric and ginger, (ii) the
supercritical extracts of rosemary, parsley seed, peppermint and clove, and (iii} the
hydroalcoholic extracts of rosemary, parsley leaf, peppermint, and clove to effect

smoke detoxification in a human.
9. The composition of claim 8, wherein a weight ratio of the

hydroalcoholic turmeric extract to the supercritical turmeric extract includes a weight

ratio of about 3.0-6.0 parts hydroalcoholic extract to 1 part supercritical extract.
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el evated | evel s of nutagens and fibrinogens in the human exposed to toxins
from snoke. ‘8. A conposition conprising: supercriticalsepiénpyedr cabsoholic
extracts of turmeric and ginger; supercritical extracts of rosemary,

parsl ey seed, pepperm nt and clove; hydroal coholic extracts of rosemary,
parsl ey |leaf, peppermnt, and clove; and an aqueous extract of green tea,
wherein a conposition is made of effective amounts of (i) the
supercritical and the hydroal coholic extracts of turneric and ginger, (ii)

“the supercritical extracts of rosemary, parsley seed, pepperm nt and

clove, and (iiijo.t herhdy@uaRaki€iBRObT Cclfiit I ACkheRdin I @S MERIY , rafior oF efhel eaf,
pepperm nt, and clove to effect snoke detoxification in a human. 9. The

conposi t i okydbal&dhdiifafheeni@iabl 3 tike sMPbgHticdl idglr ettrdchiclidyeli 6lghohobi C

turneric extract to the supercritical turmeric extract includes a weight
ratio of abambui phtoMpe hidrbyesHhk e k1 pxik batic shferdrithal Extigper cri ti cal

extract. 18 7 Septenber 2005 10. The conposition of claim8, wherein a

wei ght ratio of the hydroal coholic ginger extract to the supercritical
gi nger extract -includes a weight ratio of about 4.4 parts of the

hydr oal cohol i ¢ Ext r arie édnpbspidhtof@iaithl 8 wiidpeih ehid ¢dngsitddtdoarins vidightThe
conposition of claim@8, wherein the conposition contains weight ratios of

(i) the fyds ol ©ahehidrotlosiatirysemeiy adtact @ thoeusuaétial idsenaly exaaenar y
extract fromabout 1.75:1 to 2.25:1; (ii) the hydroal coholic parsley |eaf
extract t Ofr(brhEabout 1.75:1 to 2.25:1; (i) the hydroalcoholic parsley leaf extract to the

supercritical parsley seed extract from about 1.75:1 to 2.25:1; (iii) the hydroalcoholic
ginger extract to the supercritical ginger extract from about 4:1 to 6:1; (iv) the
hydroalcoholic peppermint extract to the supercritical peppermint extract from about
1.75:1 to 2.25:1; (v) the hydroalcoholic clove extract to the supercritical clove extract

from about 1.75:1 to 2.25:1, and (vi) the extracts of turmeric, rosemary, parsley,

ginger, peppermint and clove to the extract of green tea from about 1:1 to 2:1.

12.  The composition of claim 8, wherein the composition contains by
weight: (i) from abouf 45% to 55% of the hydroalcoholic and supercritical turmeric
extracts; (ii) from about 1.5% to 2.5% of the supercritical and hydroalcoholic
rosemary extracts ; (iii} from about 1.5% to 2.5% of the supercritical parsley seed
extract and hydroalcoholic parsley leaf extract; (iv) ﬁom about 1.5% to 2.5% of the
hydroalcoholic and supercritical ginger extracts; (v) from about 1.5% to 2.5% of the
“supercritical and hydroalcoholic peppermint extracts; (vi) from about 1.5% to 2.5% of
the supercritical and hydroalcoholic clove extracts; and (vii) from about 35% to 45%

of the aqueous extract of green tea.
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supercritical parsley seed extract fromabout 1.75:1 to 2.25:1; (iii) the
hydroal coholic ginger extract to the supercritical g rgetcexraciofsrom
about 4:1 to 6:1; (iv) the hydroal coholic peppermnt extract to the
supercritical pepperm nt extract fromabout 1.75:1 to 2.25:1; (v) the
hydr oal coholic clove extract to the supercritical clove extract from about
1.75:1 to 2.25:1, and (vi) the extracts of turneric, rosemary, parsley,

gi nger, peppermnt and clove to the extract of green tea fromabout 1:1 to
2:1. 12. The conposition of claim8, wherein the conposition contains by

wei ght: (i) from abayle 4éfﬂ)£0c§§1§e)§iﬁoﬁh%o{?%ﬁgﬁglCs% AllifcRNExBUREr fidi ti cal

turmeric extracts; (1i) fromabout 1.5% % of the supercritical and

hydr oal cohghidalcohBBE EREt 8X hirREEiS in tHe dhduth&0rd GROHedibaRhd Br 218%Qf t he

supercritical parsley seed extract and hydroal coholic parsley |ea

extract; (dgnokeldeRmmlanst inla RiRi0 2. 5% of the hydroal coholic and
supercritical ginger extracts; (v) fromabout 1.5%to 2.5% of the

supercritical and hydroal coholic pepperm nt extracts; (vi) from about 1.5%
to 2.5% of the supercritical and hydroal coholic clove extracts; and (vii)

from about 35%7140 458G sObf dikifh BF)SARHSN 8% i@ rattd oﬁﬂh@ﬁ?drb@l@ohé‘lﬁ: chtragdt ember
2005 13. Use of a conposition conprising supercritical extract and

hydr oal cohgl e expérattica§ cktchihcRided 4 hfelpRh Ufa@i6t BF ealdut 3 0BTI) C t for
effecting snoke detoxification in a human.” 14. A use of claim 13, wherein

a wei ght rr@ﬂfcm@,hoﬁ@@x&wfoqa;li)&pda@bicﬁﬁeaqtdx&ﬁ&t. to the supercritical extract
i ncludes a weight ratio of about 3.0-6.0 parts hydroal coholic extract to 1

part supercritical extract. 15. A use of claim 13, wherein the conposition
i ncludes at |east one of '

15. A use of claim 13, wherein the composition includes at least one of

curcuminoids, antioxidants, and turmerone.

16. A use of claim 13, wherein the supercritical extract of turmeric
contains about 43% to 47% ofturmerones, and wherein the hydroalcoholic extract of

turmeric contains about 11% to 15% of curcuminoids.

17. A-use of claim 13, wherein the composition is farther made of an
effective amount of an aqueous extract of green tea, and wherein at least one of the
supercritical extract and the hydroalcoholic extract of turmeric is synergistic in

combination with the aqueous extract of green tea.

18. A use of claim 13, wherein the composition is suitable for being orally
administered, for a therapeutically effective period of time, to the human exposed to

toxins from smoke.

19. A use of claim 18, wherein the composition is used to reduce elevated

levels of mutagens and fibrinogens in the human exposed to toxins from smoke.
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curcum noi ds, antioxidants, and turmerone. 16. A use of claim 13, wherein
the supercritical extract of turmeric contains about7 43%tlembéF%@oi05
turmerones, and wherein the hydroal coholic extract of turmeric contains
about 11 %to 15% of curcum noids. 17. A use of claim 13, wherein the
conposition is further nade of an effective anount of an aqueous extract
of green tea, and wherein at |east one of the supercritical extract and
the hydro al coholic extract of turnmeric is synergistic in conbination with
t he agueous extract of green tea. 18. A use of claim 13, wherein the

conposi tion is it abd&faQonRRbiBen o8 Hel¥anu®i:DbBL Blc@fbantehl fof effecting
therapeutically effective period of time, to the human exposed to toxins

from smokeuck@. defodifiGatieh ia! Ahink8; WwBRLE! thet &ﬁnﬁ)@ﬁi’féﬁsﬂstﬁl% bf efe@flet O
reduce elevated | evel s of nmutagens and fibrinogens in the human exposed to

toxins from&ameker (i) dbpeforRBl %@g?drgﬁg@oﬁg-exuﬁ@cs QF t@nfRRPARI b8, i the

manuf acture of a nedi canent for fecting snoke detoxification in a human

wher ei n t h@p&eAReS| &it@bs| of FREMaR] RIS kbde pepp@tiSaR] cldvk, aH@eugriti cal
and hydroal coholic extracts of turneric and ginger,. (ii) supercritical

extracts afydfAR@MBLY extRRIsTeYseiREOH paRBRNSATHPpedndt, ch@¥Rwveand (iii)
hydr oal coholic extracts of rosemary, parsley [eaf, pepperm nt, and cl ove.

21. A use of claim 20, wherein a weight ratio of the hydroal coholic
turneric extract to the supercritical turmeric extract includes a weight

ratio of about 213. 0-4.3e P Eigind Y, Gher61A04 ivieightt fali6t oft Ehel hpdrohlcoholic
supercritical extract. 22. A use of claim20, wherein a weight ratio of the
hydr oal coh@inéicOéxh@er to the supercritical turmeric extract includes a weight ratio of about

3.0-6.0 parts hydroalcoholic extract to 1 part supercritical extract.

22. A use of claim 20, wherein a weight ratio of the hydroalcoholic ginger
extract to the supercritical ginger extract includes a weight ratio of about 4.4 parts of

the hydroalcoholic extract to 1 part of the supercritical extract.

23. A use of claim 20, wherein the composition contains weight ratios of:
(i) the hydroalcoholié rosemary extract to the supercritical rosemary extract from
about 1.75:1 to 2.25:1; (i) the hydroalcoholic parsley leaf extract to the supercritical
parsley seed extract from about 1.75:1 to 2.25:1; (iii) the hydroalcoholic‘ ginger
extract to the supercritical ginger extract. from about 4:1 to 6:1; (1v) the
hydroalcoholic peppermint extract to the supercritical peppermint extract from about
-1.75:1 to 2.25:1; (v) the hydroalcoholic clove extract to the supercritical clove extract
from about 1.75:1 to 2.25:1, and (vi) the extracts of turmeric, rosemary, parsley,

ginger, peppermint and clove to the extract of green tea from about 1:1 to 2:1.

24. A use of claim 20, wherein the composition contains by weight: (i)

from about 45% to55% of the hydroalcoholic and supercritical turmeric extracts; (ii)
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extract to the supercritical ginger extract includes a weight ratio of
about 4.4 parts of the hydroal coholic extract to 1 pardepafentdeer 2005
supercritical extract. 23. A use of claim 20, wherein the conposition
contains weight ratios of. (i) the hydroal coholic rosemary extract to the
supercritical rosemary extract from about 1.75:1 to 2.25:1; (ii) the

hydr oal coholic parsley | eaf extract to the supercritical parsley seed
extract fromabout 1.75:1 to 2.25:1; (iii) the hydroal coholic ginger
extract to the supercritical ginger extract fromabout 4:1 to 6:1; (iv) the
hydr oal cohtdh GbHRPRSYaMo . 5%X3 1 86 kup@critht@l SMPBY&bATchIEH: 10eRRa BxithctgXt r act
fromabout .1.75:1 to 2.25:1; (v) the hydroal coholic clove extract to the
supercriti@al fehP\WBoeXtIBEt to I abaké shpdliificd Opasidd: deedabhrdcyiandt he
extracts of turneric, rosemary, parsley, "ginger, peppermnt and clove to
the extradtydffal@h6Rs pLdey r RAT ab@tt; 1{id) tRod: dbowt4.1.55% Use DH%Clodi the20,
wherein the conposition contains by weight: (i) fromabout 45%to 55% of
t he hydr odlyaedatdoheli@nst suResRichl gi6adr dxttadey (vi fdxt Bieai 3;:5% itd 2.5%2 &f the

Sept ember 2005 from about 1.5%to 2.5% of the supercritical and

hydr oal cohspéreritiexs endhydroxlesiaticpeppdrinint)extracst (8 Gtdm dbaftol139s b 2380df t he
supercritical parsley seed extract and hydroal coholic parsley |eaf
extract; (thd}pufer@iticalosidthytir&flodholid chie @kiridig anb Y dif oibmcibolt T5%amnel45%
supercritical ginger extracts; (v) fromabout 1.5%to 2.5% of the

super cri t igfahe afudoudysitaed cf@hednitea. pepper m nt extracts; (vi) from about 1.5%
to 2.5% of the supercritical and hydroal coholic clove extracts; and (vii)
from about 35%to 45% of the aqueous extract of green tea. 22 :
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