/43758 Al

v
—

(19) World Intellectual Property Organization

(12) INTERNATIONAL APPLICATION PUBLISHED UNDER THE PATENT COOPERATION TREATY (PCT)

International Bureau

(43) International Publication Date

(10) International Publication Number

WO 01/43758 Al

S3))

@1

22

25)
(26)

(30)

(71)

(72)

)

21 June 2001 (21.06.2001) PCT
International Patent Classification’: A61K 35/78, (81)
38/00, 31/555, 31/20, 31/195

International Application Number: PCT/US00/34351

International Filing Date:
18 December 2000 (18.12.2000)

Filing Language: English

Publication Language: English
Priority Data:

60/171,267 16 December 1999 (16.12.1999) US

Applicant: MARK NUTRITIONALS, INC. [US/US];
13311 San Pedro Avenue, San Antonio, TX 78216 (US).

Inventor: SISKIND, Harry; 13311 San Pedro Avenue,
San Antonio, TX 78216 (US).

Agents: ROSINI, James, E. et al.; Kenyon & Kenyon,
One Broadway, New York, NY 10004 (US).

(84)

Designated States (national): AE, AG, AL, AM, AT, AU,
AZ,BA, BB, BG, BR, BY, BZ, CA, CH, CN, CR, CU, CZ,
DE, DK, DM, DZ, EE, ES, FI, GB, GD, GE, GH, GM, HR,
HU, ID, IL, IN, IS, JP, KE, KG, KP, KR, KZ, LC, LK, LR,
LS, LT, LU, LV, MA, MD, MG, MK, MN, MW, MX, MZ,
NO,NZ, PL, PT,RO,RU, SD, SE, SG, SI, SK, SL, TJ, TM,
TR, TT, TZ, UA, UG, UZ, VN, YU, ZA, ZW.

Designated States (regional): ARIPO patent (GH, GM,
KE, LS, MW, MZ, SD, SL, SZ, TZ, UG, ZW), Eurasian
patent (AM, AZ, BY, KG, KZ, MD, RU, TJ, TM), European
patent (AT, BE, CH, CY, DE, DK, ES, FI, FR, GB, GR, IE,
IT, LU, MC, NL, PT, SE, TR), OAPI patent (BF, BJ, CF,
CG, CI, CM, GA, GN, GW, ML, MR, NE, SN, TD, TG).

Published:

With international search report.

For two-letter codes and other abbreviations, refer to the "Guid-
ance Notes on Codes and Abbreviations" appearing at the begin-
ning of each regular issue of the PCT Gazette.

(
I

54) Title: NUTRITIONAL COMPOSITION, METHODS OF PRODUCING SAID COMPOSITION AND METHODS OF US-
NG SAID COMPOSITION

(57) Abstract: Nutritional compositions comprising aloe vera, hydrolyzed collagen, garcinia cambogia, chromium polynicotinate,
chromium picolinate, chromium cruciferate, conjugated linoleic acid, fiber and natural amino acids are disclosed. Nutritional com-
positions comprising aloe vera, hydrolyzed collagen, garcinia cambogia tea, fenugreek tea, coleus forskohli tea, chromium polyn-
icotinate, chromium picolinate, chromium cruciferate, conjugated linoleic acid, fiber and natural amino acids are also disclosed.
Methods for preparing and using these compositions are additionally provided.



WO 01/43758 PCT/US00/34351

NUTRITIONAL COMPOSITION, METHODS OF PRODUCING
SAID COMPOSITION AND METHODS OF
USING SAID COMPOSITION

This application claims the benefit of U.S. Provisional Application No. 60/171267,

filed December 16, 1999.

FIELD OF THE INVENTION

The present invention provides nutritional compositions comprising aloe vera,
hydrolyzed collagen, garcinia cambogia, chromium polynicotinate, chromium picolinate,
chromium cruciferate, conjugated linoleic acid, fiber and natural amino acids. The instant
invention also provides nutritional compositions comprising aloe vera, hydrolyzed collagen,
garcinia cambogia tea, fenugreek tea, coleus forskohli tea, chromium polynicotinate,
chromium picolinate, chromium cruciferate, conjugated linoleic acid, fiber and natural amino
acids. The invention additionally contemplates methods for preparing these compositions

and methods of using the compositions.

BACKGROUND OF THE INVENTION

It has now been discovered that a nutritional composition comprising aloe vera,
hydrolyzed collagen, garcinia cambogia tea, fenugreek tea, coleus forskohli tea, chromium
polynicotinate, chromium picolinate, chromium cruciferate, conjugated linoleic acid, fiber
and natural amino acids effectively assists in the reduction of body fat, enhancement of
nutrient absorption, and formation and protection of lean muscle tissue. The composition

may also possess antioxidant properties.
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OBJECTS AND SUMMARY OF THE INVENTION

The present invention provides a nutritional composition comprising aloe vera,
collagen, preferably hydrolyzed collagen, garcinia cambogia, chromium polynicotinate
(commercially available as ChromeMate®) , chromium picolinate, chromium cruciferate,
conjugated linoleic acid, fiber and natural amino acids. The instant invention also provides a
nutritional composition comprising aloe vera, collagen, preferably hydrolyzed collagen,
garcinia cambogia tea, fenugreek tea, coleus forskohli tea, chromium polynicotinate,
chromium picolinate, chromium cruciferate, conjugated linoleic acid, fiber and natural amino
acids. The composition of the instant invention helps reduce body fat in humans and enhances
the human body’s use and absorption of nutrients. The composition of the present invention
is also useful in promoting the formation and protection of lean muscle tissue in humans.

The composition of the present invention may also possess antioxidant properties. The
composition may possess additional beneficial properties. The composition of the instant
invention can be provided in a variety of forms. Thus, beverages, foods, dietary supplements,
and nutraceutical products containing the nutritional composition of the instant invention are
included in the scope of the invention.

The present invention further provides a process for producing the compositions of
the invention. This process includes, but is not limited to, certain heating, homogenization,
and cooling steps.

The present invention additionally provides a process for maintaining the components
of the composition in solution. Such process includes, but is not limited to, the addition of

glycerin and/or natural ingredients to the composition.
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DETAILED DESCRIPTION OF THE INVENTION

The present invention provides a nutritional composition comprising aloe vera,
hydrolyzed collagen, garcinia cambogia, chromium polynicotinate, chromium picolinate,
chromium cruciferate, conjugated linoleic acid, fiber and natural amino acids. The instantly
claimed invention further provides a nutritional composition comprising aloe vera,
hydrolyzed collagen, garcinia cambogia tea, fenugreek tea, coleus forskohli tea, chromium
polynicotinate, chromium picolinate, chromium cruciferate, conjugated linoleic acid, fiber
and natural amino acids. The composition can exist in many forms, including dry, powder or
aqueous forms. The aloe vera of the present invention can exist in many forms, including
concentrated, dry or aqueous forms. Aloe vera contains over 200 nutrients that benefit the
immune system and digestive tract. Where the composition of the instant invention is in dry
form, aloe vera is present in the composition in concentrated, dry form in an amount of about
0.06 - 0.25% by weight, preferably about 0.065% - 0.2%, more preferably about 0.07% -
0.15%, yet more preferably about 0.075 - 0.1%, still more preferably about 0.075%. Where
the composition is in a liquid or aqueous form, concentrated, dry aloe vera is reconstituted
with water to arrive at a final 200:1 ratio. Where the composition is in a liquid or aqueous
form, aloe vera is present in the composition in an amount of up to about 50% by weight,
preferably about 13 - 40%, more preferably about 14 - 30%, yet more preferably about 15 -
20%, still more preferably about 15%.

Collagen is a protein which can be found in skin, bones, and lean muscle tissue.
Collagen assists the body in building lean muscle tissue. Preferably, the collagen utilized in
the nutritional composition of the instant invention is in a hydrolyzed form. The collagen,

preferably in hydrolyzed form, of the nutritional composition of the instant invention is
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present in an amount of up to about 30% by weight, preferably about 11% - 25%, more
preferably about 11.5% - 20%, yet more preferably about 12% - 15%, still more preferably
about 12.5%.

The garcinia cambogia, fenugreek and coleus forskohli utilized in the nutritional
composition of the instant invention comprise herbal extracts of garcinia cambogia, fenugreek
and coleus forskohli, respectively. Since garcinia cambogia as well as fenugreek and coleus
forskohli are not readily soluble in water, these components are preferably present as liquid
tea extracts. Such teas are prepared by placing garcinia cambogia, fenugreek and/or coleus
forskohli in boiling water for a time sufficient to produce a concentrated tea extract. Where
the instantly claimed compositions are in liquid or aqueous form, garcinia cambogia tea,
fenugreek tea and coleus forskohli tea are each present in an amount of about 0.005 - 5% by
weight, preferably about 0.5%.

The chromium component of the instantly claimed nutritional composition comprises
chromium picolinate, chromium polynicotinate, chromium cruciferate, or mixtures thereof.
The term “chromium mixture” as used herein refers to a mixture of chromium picolinate,
chromium polynicotinate and chromium cruciferate. The chromium utilized in the
composition of the present invention preferably comprises a chromium mixture. The
chromium mixture is present in an amount of about 0.00005% - 0.0003 by weight, preferably
about 0.0001%. The chromium polynicotinate utilized in the composition of the present
invention is commercially available as ChromeMate®.

The conjugated linoleic acid of the nutritional composition of the instant invention is
present in an amount of about 0.006005% - 0.0003% by weight, preferably about 0.00001%.

The natural amino acids of the instant invention comprise L-lysine, preferably in an
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amount of about 0.005 - 5% by weight, preferably about 0.2393%, more preferably about
0.1000%; L-omnithine, preferably in an amount of about 0.005 - 5% by weight, preferably
about 0.2019%, more preferably about 0.0750%; L-arginine, preferably in an amount of about
0.005 - 5% by weight, preferably about 0.2019%, more preferably about 0.0750%; L-
carnitine, preferably in an amount of about 0.005 - 5% by weight, preferably about 0.2393%,
more preferably about 0.0750%; trimethylglycine, preferably in an amount of about 0.005 -
5% by weight, preferably about 0.1835%, more preferably about 0.0750%, and L-glycine,
preferably in an amount of about 0.005 - 5%, preferably about 0.1500%.

The fiber of the nutritional composition of the instant invention is present in an
amount of about 0.8 - 18% by weight, preferably about 7.409% by weight. Preferably,
natural chicory extract, which is a soluble dietary fiber, is utilized.

The nutritional composition of the instant invention is useful for reducing human
body fat, promoting the formation and protection of human lean muscle tissue, and enhancing
the human body’s use and absorption of nutrients. Reduction of body fat can be measured by
methods known in the art, including measuring weight loss. Formation and protection of
human lean muscle tissue as well as enhancement of use and absorption of nutrients can be
evaluated and measured by appropriate methods known in the art. The composition of the
present invention is also useful as an antioxidant. The composition may also possess
additional beneficial properties including aiding in the healing and/or repair of human body
tissue, treatment of various human ailments and/or prevention or amelioration of the ill
effects of aging on the human body. The nutritional composition can be provided in a variety
of forms. Accordingly, beverages, foods, dietary supplements, and nutraceutical products

containing the nutritional composition of the instant invention may be produced. Preferably,
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the nutritional composition of the instant invention is utilized in dietary supplement
beverages. Where the nutritionial composition of the instant invention is employed in a
dietary supplement beverage, additional ingredients such as the herbal extract stevia can be
added as well as natural flavors such as strawberry and kiwi. Additionally, preservatives such
as sodium benzoate may be added to increase the longevity of the dietary supplement
beverage.

Where the nutritional composition of the present invention is utilized in a dietary
supplement beverage, one tablespoon of such beverage along with a glass of water 1s
preferably ingested at nighttime prior to sleeping. While the composition can be consumed
anytime, it is preferred to be consumed about 2 - 3 hours after last eating, and preferably
about 3 hours after eating. Moreover, ingesting the nutritional composition of the instant
invention immediately prior to sleeping allows for optimal healing and repair of the body.
Preferably, no food or drinks, except for water, should be ingested for a minimum of three
hours prior to ingesting the beverage. Preferably, the dietary supplement beverage should be
consumed every day. The dietary supplement beverage can also be ingested more than once a
day and at times other than nighttime.

The instant invention further provides methods for maintaining the components of the
nutritional composition of the present invention in solution. Such methods include, but are
not limited to the addition of glycerin and/or natural ingredients. Such methods comprise
adding to the composition glycerin in an amount of about 2 - 5 % by weight, preferably about
2.5%, and/or natural ingredients in amounts effective to maintain the components of the
composition of the instant invention in solution.

A dietary supplement beverage comprising the nutritional composition of the instant
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invention can be produced by combining glycerin, collagen, preferably hydrolyzed in form,
conjugated linoleic acid, xanthan gum, aloe gel powder, L-lysine, L-omithine, L-arginine, L-
carnitine, trimethylglycine, L-glycine, stevia, garcinia cambogia tea, fenugreek tea, coleus
forskohli tea, a chromium mixture, citric acid, sodium benzoate, potassium sorbate, soluble
dietary fiber, natural kiwi and strawberry flavor, and purified water in amounts in accordance
with the invention.

The instant invention additionally relates to processes for producing dietary
supplement beverages comprising the nutritional composition of the present invention. Such
processes include, but are not limited to heating and homogenization of the collagen and
conjugated linoleic acid prior to addition of the collagen and conjugated linoleic acid to the
dietary supplement beverage. Such processes comprise, prior to addition of the glycerin and
collagen to the dietary supplement beverage, heating the glycerin and collagen to about 70 -
80°C, preferably about 75°C; followed by homogenization of the glycerin and collagen for
about 20 - 40 minutes, preferably about 30 minutes; followed by addition of the collagen and
glycerin to the nutritional composition of the dietary supplement beverage described herein
above. The processes further comprise, prior to addition of the purified water, conjugated
linoleic acid, and xanthan gum to the dietary supplement beverage formulation, heating said
purified water, conjugated linoleic acid, and xanthan gum to about 60 - 70°C, preferably
about 65°C; followed by homogenization of the purified water, conjugated linoleic acid, and
xanthan gum for about 40 - 50 minutes, preferably about 45 minutes; followed by addition of
the purified water, conjugated linoleic acid, and xanthan gum to the nutritional composition

of the dietary supplement beverage described herein above.
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What Is Claimed Is:

1. A nutritional composition comprising aloe vera, collagen, garcinia cambogia,
chromium polynicotinate, conjugated linoleic acid, fiber and natural amino acids in
amounts
effective to help reduce body fat in humans.

2. A nutritional composition comprising aloe vera, collagen, garcinia cambogia,
chromium polynicotinate, conjugated linoleic acid, fiber and natural amino acids in
amounts
effective to help enhance nutrient absorption in humans.

3. A nutritional composition comprising aloe vera, collagen, garcinia cambogia,
chromium polynicotinate, conjugated linoleic acid, fiber and natural amino acids in
amounts effective to help promote the formation and protection of lean muscle tissue
in humans.

4. A nutritional composition comprising aloe vera, collagen, garcinia cambogia,
chromium polynicotinate, conjugated linoleic acid, fiber and natural amino acids in
amounts effective to possess antioxidant properties.

5. A nutritional composition comprising aloe vera, collagen, garcinia cambogia tea,
fenugreek tea, coleus forskohli tea, a chromium mixture, conjugated linoleic acid,
fiber and natural amino acids in amounts effective to help reduce body fat in humans.

6. A nutritional composition comprising aloe vera, collagen, garcinia cambogia tea,
fenugreek tea, coleus forskohli tea, a chromium mixture, conjugated linoleic acid,
fiber and natural amino acids in amounts effective to help enhance nutrient absorption

in humans.
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11.

12.

A nutritional composition comprising aloe vera, collagen, garcinia cambogia tea,
fenugreek tea, coleus forskohli tea, a chromium mixture, conjugated linoleic acid,
fiber and natural amino acids in amounts effective to help promote the formation and
protection of lean muscle tissue in humans.

A nutritional composition comprising aloe vera, collagen, garcinia cambogia tea,
fenugreek tea, coleus forskohli tea, a chromium mixture, conjugated linoleic acid,
fiber and natural acids in amounts effective to possess antioxidant properties.

A nutritional composition comprising aloe vera, hydrolyzed collagen, garcinia
cambogia tea, fenugreek tea, coleus forskohli tea, a chromium mixture, conjugated
linoleic acid, soluble dietary fiber, L-lysine, L-ornithine, L-arginine, L-carnitine, L-
glycine and trimethylglycine in amounts effective to help reduce body fat in humans.
A nutritional composition comprising aloe vera, hydrolyzed collagen, garcinia
cambogia tea, fenugreek tea, coleus forskohli tea, a chromium mixture, conjugated
linoleic acid, soluble dietary fiber, L-lysine, L-ornithine, L-arginine, L-carnitine, L-
glycine and trimethylglycine in amounts effective to enhance nutrient absorption in
humans.

A nutritional composition comprising aloe vera, hydrolyzed collagen, garcinia
cambogia tea, fenugreek tea, coleus forskohli tea, a chromium mixture, conjugated
linoleic acid, soluble dietary fiber, L-lysine, L-ornithine, L-arginine, L-carnitine, L-
glycine and trimethylglycine in amounts effective to help promote the formation and
protection of lean muscle tissue in humans.

A nutritional composition comprising aloe vera, hydrolyzed collagen, garcinia

cambogia tea, fenugreek tea, coleus forskohli tea, a chromium mixture, conjugated
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14.

15.

16.

17.

19.

20.

21.

22.

linoleic acid, soluble fibzr, L-lysine, L-ornithine, L-arginine, L-carnitine, L-glycine
and trimethylglycine in amounts effective to possess antioxidant properties.

The nutritional composition of any of claims 1 - 12 wherein said aloe vera is present
in an amount of about 0.06 - 0.25% by weight where said composition is in dry form,
and up to about 50% by weight where said composition is in liquid or aqueous form.
The nutritional composition of any of claims 1 - 12 wherein said aloe vera is present
in an amount of about 0.075% by weight where said composition is in dry form, and
about 15% by weight where said composition is in liquid or aqueous form.

The nutritional composition of any of claims 1 - 12 wherein said collagen or
hydrolyzed collagen is present in an amount of up to about 30% by weight.

The nutritional composition of any of claims 1 - 12 wherein said collagen or
hydrolyzed collagen is present in an amount of about 12.5% by weight.

The nutritional composition of any of claims 5 - 12 wherein said garcinia cambogia
tea is present in an amount of about 0.005 to 5% by weight.

The nutritional composition of any of claims S - 12 wherein said garcinia cambogia
tea is present in an amount of about 0.5% by weight.

The nutritional composition of any of claims 5 - 12 wherein said fenugreek tea is
present in an amount of about 0.005 to 5% by weight.

The nutritional composition of any of claims 5 - 12 wherein said fenugreek tea is
present in an amount of about 0.5% by weight.

The nutritional composition of any of claims 5 - 12 wherein said coleus forskohli tea
is present in an amount of about 0.005 to 5% by weight.

The nutritional composition of any of claims 5 - 12 wherein said coleus forskohli tea

10
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23.

24.

25.

26.

27.

28.

29.

30.

31

32.

33.

is present in an amount of about 0.5% by weight.

The nutritional composition of any of claims 5 - 12 wherein said chromium mixture is
present in an amount of about 0.00005 -.0.0003% by weight.

The nutritional composition of any of claims 5 - 12 wherein said chromium mixture is
present in an amount of about 0.0001% by weight.

The nutritional composition of any of claims 1 - 12 wherein said conjugated linoleic
acid is present in an amount of about 0.000005 - 0.0003% by weight.

The nutritional composition of any of claims 1 - 12 wherein said conjugated linoleic
acid is present in an amount of about 0.00001% by weight.

The nutritional composition of any of claims 9 - 12 wherein said L-lysine is present in
an amount of about 0.005 - 5% by weight.

The nutritional composition of any of claims 9 - 12 wherein said L-lysine is present in
an amount of about 0.1000% by weight.

The nutritional composition of any of claims 9 - 12 wherein said L-omithine is
present in an amount of about 0.005 - 5% by weight.

The nutritional composition of any of claims 9 - 12 wherein said L-ornithine 1s
present in an amount of about 0.0750% by weight.

The nutritional composition of any of claims 9 - 12 wherein said L-arginine is present
in an amount of about 0.005 - 5% by weight.

The nutritional composition of any of claims 9 - 12 wherein said L-arginine is present
in an amount of about 0.0750% by weight.

The nutritional composition of any of claims 9 - 12 wherein said L-camnitine is present

in an amount of about 0.005 - 5% by weight.

11
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34.

35.

36.

37.

38.

39.

40.

41.

42.

The nutritional composition of any of claims 9 - 12 wherein said L-camnitine is present
in an amount of about 0.0750% by weight.

The nutritional composition of any of claims 9 - 12 wherein said L-glycine is present
in an amount of about 0.005 - 5% by weight.

The nutritional composition of any of claims 9 - 12 wherein said L-glycine is present
in an amount of about 0.1500% by weight.

The nutritional composition of any of claims 9 - 12 wherein said trimethylglycine is
present in an amount of about 0.005 - 5% by weight.

The nutritional composition of any of claims 9 - 12 wherein said trimethylglycine is
present in an amount of about 0.0750% by weight.

The nutritional composition of any of claims 1 - 12 wherein said fiber is present in an
amount of about 0.8 - 18% by weight.

The nutritional composition of any of claims 1 - 12 wherein said fiber is present in an
amount of about 7.409% by weight.

A dietary supplement beverage comprising the nutritional composition of any one of
claims 1 - 12.

A nutritional composition comprising;:

(a) aloe vera in an amount of about 0.075% by weight where said composition is in
dry form, and about 15% by weight where said composition is in liquid form;

(b) collagen, preferably hydrolyzed, in an amount of about 12.5% by weight;

(c) garcinia cambogia tea in an amount of about 0.5% by weight;

(d) fenugreek tea in an amount of about 0.5% by weight;

(e) coleus forskohli tea in an amount of about 0.5% by weight,

12
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43.

44.

45.

46.

(f) a chromium mixture in an amount of about 0.0001% by weight;

(g) conjugated linoleic acid is present in an amount of about 0.00001% by weight;
(h) L-lysine in an amount of about 0.1000% by weight;

(1) L-omithine in an amount of about 0.0750% by weight;

(j) L-arginine in an amount of about 0.0750% by weight;

(k) L-camitine in an amount of about 0.0750% by weight;

(1) L-glycine in an amount of about 0.1500% by weight;

(m) trimethylglycine in an amount of about 0.0750% by weight; and

(n) soluble dietary fiber in an amount of about 7.409% by weight.

The nutritional composition of claim 42 further comprising;

(o) glycerin in an amount of about 2.5 - 5% by weight, preferably about 2.5%,

A dietary supplement beverage comprising the nutritional composition of claim 42 or
43.

A method for producing a dietary supplement beverage comprising the nutritional
composition of claim 43 comprising, as a pre-treatment step:

(a) heating said glycerin and collagen to about 70 - 80°C, preferably about 75°C,
(b) homogenization for about 25 - 35 minutes, preferably about 30 minutes, and
(c) adding said glycerin and collagen to said nutritional composition.

The method of claim 45 further comprising, as a pre-treatment step:

(d) heating said purified water, conjugated linoleic acid, and xanthan gum to about 60
- 70°C, preferably about 65°C,;

(e) homogenization for about 40 - 50 minutes, preferably about 45 minutes; and

13
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47.

48.

49.

50.

51

52.

53.

54.

55.

56.

(f) adding said water, cor;jugated linoleic acid, and xanthan gum to said nutritional
composition.

A method for maintaining or increasing the solubility of the nutritional composition of
claims 42 or 43 in solution by adding glycerin and/or natural ingredients.

The method of claim 47 wherein said glycerin is present in an amount of about 2% to
5% by weight, preferably about 2.5%.

A method for reducing the body fat in humans comprising administering the dietary
supplement beverage of claim 44 in an amount effective to reduce body fat.

A method for enhancing nutrient absorption in humans comprising administering the
dietary supplement beverage of claim 44 in an amount effective to enhance nutrient
absorption.

A method for promoting the formation and protection of lean muscle tissue in humans
comprising administering the dietary supplement beverage of claim 44 in an amount
effective to promote the formation and protection of lean muscle tissue.

The method of claim 49 where said beverage is administered about three hours after
eating.

The method of claim 50 where said beverage is administered about three hours after
eating.

The method of claim 51 where said beverage is administered about three hours after
eating.

The method of claim 52 where the method is repeated each day for a period effective
to reduce body fat.

The method of claim 53 where the method is repeated each day for a period effective

14
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to enhance nutrient absorption.
57. The method of claim 54 where the method is repeated each day for a period effective

to promote the formation and protection of lean muscle tissue.
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