
Case 1:13-cv-08039-SAS   Document 1    Filed 11/12/13   Page 1 of 13



Case 1:13-cv-08039-SAS   Document 1    Filed 11/12/13   Page 2 of 13



Case 1:13-cv-08039-SAS   Document 1    Filed 11/12/13   Page 3 of 13



Case 1:13-cv-08039-SAS   Document 1    Filed 11/12/13   Page 4 of 13



Case 1:13-cv-08039-SAS   Document 1    Filed 11/12/13   Page 5 of 13



 
 
 
 

“EXHIBIT A” 

Case 1:13-cv-08039-SAS   Document 1    Filed 11/12/13   Page 6 of 13



(12) United States Patent 
Petito et al. 

US006645948B2 

US 6,645,948 B2 
*Nov. 11, 2003 

(10) Patent N0.: 
(45) Date of Patent: 

(54) 

(76) 

(21) 
(22) 
(65) 

(63) 

(51) 

(52) 

(58) 

(56) 

1,950,100 A 
4,006,224 A 
4,216,204 A 

NUTRITIONAL COMPOSITION FOR THE 
TREATMENT OF CONNECTIVE TISSUE 

Inventors: George D. Petito, 1890 Bucknell Dr., 
Bethlehem, PA (US) 18015; Anita M. 
Petito, 1890 Bucknell Dr., Bethlehem, 
PA (US) 18015 

Notice: Subject to any disclaimer, the term of this 
patent is extended or adjusted under 35 
U.S.C. 154(b) by 0 days. 

This patent is subject to a terminal dis 
claimer. 

Appl. No.: 10/287,590 

Filed: Nov. 5, 2002 

Prior Publication Data 

US 2003/0069171 A1 Apr. 10, 2003 

Related US. Application Data 

Continuation-in-part of application No. 09/360,169, ?led on 
Jul. 26, 1999, now Pat. No. 6,476,005, which is a continu 
ation-in-part of application No. 09/046,710, ?led on Mar. 
24, 1998, now abandoned. 

Int. Cl.7 .................. .. A61K 31/7008; A61K 38/16; 
A61K 35/32 

US. Cl. ............................. .. 514/62; 514/2; 514/54; 

424/449 
Field of Search .............................. .. 514/62, 2, 54; 

424/449 

References Cited 

U.S. PATENT DOCUMENTS 

3/1934 Crandall, Jr. 
2/1977 Prudden 
8/1980 Robertson 

4,455,302 A 6/1984 Robertson 
4,837,024 A 6/1989 Michaeli 
5,141,928 A 8/1992 Goldman 
5,252,339 A 10/1993 Cristofori et al. 
5,364,845 A 11/1994 Henderson 
5,442,053 A 8/1995 della Valle et al. 
5,498,606 A 3/1996 Soll et al. 
5,587,363 A 12/1996 Henderson 
5,840,715 A 11/1998 Florio 
5,929,050 A 7/1999 Petito 
6,476,005 B1 * 11/2002 Petito et al. ................ .. 514/62 

FOREIGN PATENT DOCUMENTS 

DE 3445324 12/1986 
FR 2035781 12/1970 
GB 896940 5/1962 

OTHER PUBLICATIONS 

Body Ammo Nutraceuticals, “Product Alert” , Oct. 27, 1997. 
Richardson Labs, Inc., “Lookout (Non Foods Edition)”, 
(Sep. 9, 1997). 

* cited by examiner 

Primary Examiner—James O. Wilson 
Assistant Examiner—Devesh Khare 
(74) Attorney, Agent, or Firm—Richard C. Litman 

(57) ABSTRACT 

A nutritional composition for the treatment of connective 
tissue in mammals Which includes a glucosamine salt, 
chondroitin sulfate, collagen and sodium hyaluronate Which 
synergistically act as a chondroprotective agent. The com 
position can further include a detoxifying agent, an anti 
in?ammatory agent or an analgesic to demonstrate addi 
tional therapeutic and physiologic properties. The nutritional 
composition acts as a chondro-protective agent Which pro 
vides foundational support for the creation of neW body 
tissue and cartilage groWth in humans and animals. 

19 Claims, No Drawings 
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NUTRITIONAL COMPOSITION FOR THE 
TREATMENT OF CONNECTIVE TISSUE 

CROSS-REFERENCE TO RELATED 
APPLICATIONS 

This application is a continuation-in-part of application 
Ser. No. 09/360,169 ?led Jul. 26, 1999, now US. Pat. No. 
6,476,005, Which is a continuation-in-part of application Ser. 
No. 09/046,710 ?led Mar. 24, 1998, and noW abandoned. 

BACKGROUND OF THE INVENTION 

1. Field of the Invention 

The present invention relates to therapeutic compositions 
Which provide for the treatment of connective tissue in 
mammals and, more particularly to nutritional compositions 
capable of acting as chondroprotective agents, as Well as 
exhibiting added pharmacological properties. 

2. Description of the Related Art 
The related art of interest discloses numerous pharma 

ceutical compositions and methods for the treatment of 
connective tissue in humans and animals. For example, US. 
Pat. No. 4,837,024 issued on Jun. 6, 1989, to Dov Michaeli 
describes topical compositions for improving Wound healing 
comprising a suspension of particles of collagen and a 
glycosaminoglycan. The composition is taught to be useful 
for treating surface Wounds by applying the composition to 
a gauZe, bandage or the like. 

US. Pat. No. 4,216,204 issued on Aug. 5, 1980, and US. 
Pat. No. 4,455,302 issued on Jun. 19, 1984, to Harry J. 
Robertson both disclose a medical protein hydrolysate con 
taining an acetic acid extract of polypeptides and amino 
acids in the form of poWder or a gel and produced from 
poultry feet. An aqueous solution can also be injected into a 
Wound area such as burned animal regions. The composition 
is described as being useful for regroWing muscle, skin and 
nerve tissue. 

US. Pat. No. 5,141,928 issued on Aug. 25, 1992, to 
LaWrence Goldman describes ophthalmic medications con 
taining glycosaminoglycan polysulfates (GAGPS) or muco 
polysaccharides having a molecular Weight in the range of 
5,000 to 20,000 Daltons combined With antibiotics for 
treating eye infections and antimicrobial agents such as 
pilocarpine or epinephrine for glaucoma. GAGPS include 
chondroitin sulfate and hyaluronic acid that contain hex 
osamines. 
US. Pat. No. 5,840,715 issued on Nov. 24, 1998 to Vito 

Florio teaches a dietary regimen of nutritional supplements 
for relief of symptoms of arthritis. The dietary regimen 
comprises gamma linolenic acid (GLA), a mixture of eicosa 
pentaenoic acid and docosahexaneoic acid (EPA) and a 
mixture of chondroitin sulfate, glucosamine sulfate and 
manganese asparate. 
US. Pat. No. 5,442,053 issued on Aug. 15, 1995, to 

Francesco della Valle et al. describes a pharmaceutical 
composition and method for treating ophthalmic and der 
matological conditions, diseases of the oral and nasal cavi 
ties or diseases of the outer ear by administering a salt of 
hyaluronic acid (alkali, alkali metal, magnesium, aluminum 
or ammonium) combined With a pharmacologically active 
substance such as erythromycin. The hyaluronic acid frac 
tion has an average molecular Weight of 30,000 to 730,000. 
The topical medicament can be applied as solids or in 
solution. 

U.K. Patent Application No. 896,940 published on May 
23, 1962, to Chas. P?zer & Co. describes a healing agent for 
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2 
Wounds of the body surface containing glucosamine and/or 
N-acetylglucosamine and glucosamine phosphate in a saline 
solution 

It has further been suggested by various prior art disclo 
sures to use exclusively “nutraceuceuticals” or compositions 
containing only naturally-occurring components for treating 
connective tissue afflictions. For example, US. Pat. Nos. 
5,364,845 issued on Nov. 15, 1994 and 5,587,363 issued 
Dec. 24, 1996, both to Robert W. Henderson describe 
therapeutic compositions administered in capsules form for 
the protection, treatment and repair of connective tissue in 
mammals. The compositions contain 250—3000 mg glu 
cosamine hydrochloride or sulfate, 50—1000 mg chondroitin 
sulfate, and can additionally comprise 15—950 mg manga 
nese ascorbate. 

In other related art, Body Ammo Nutraceuticals in a 
“Product Alert” article, published Oct. 27, 1997, discloses 
capsules containing curcumin, hyaluronic acid, chondroitin 
sulfate and glucosamine. This product is stated to provide 
nutritional support for connective tissue. Further, Richard 
son Labs, Inc. in a “Lookout (Non Foods Edition)” abstract, 
published Sep. 9, 1997, discloses a product described as a 
food supplement containing hydrolyZed collagen, glu 
cosamine and chondrotin sulfate that is described as being 
capable of reconstructing bone cartilage. 
US. Pat. No. 5,929,050 issued on Jul. 27, 1999 to George 

D. Petito discloses a method and composition for treating 
open Wounds by applying to the Wound an effective amount 
of an aqueous solution of chrondroitin sulfate, Which may 
optionally include collagen, sodium hyaluronate and/or glu 
cosamine hydrochloride. 

While all the above references have been describes as 
being effective for their intended use, there remains a need 
in the art for a therapeutic composition Which demonstrates 
enhanced effectiveness in the treatment of connective 
tissues, exhibit other improved bene?cial properties, and 
provide even Wider applications in the modes of adminis 
tration. The present invention meets these needs. 

SUMMARY OF THE INVENTION 

Accordingly, it is a principal object of the present inven 
tion to provide therapeutic compositions that are not only 
capable of effectively treating connective tissues in 
mammals, but demonstrate other bene?cial physiological 
properties as Well. 

It is another object of the present invention to provide 
nutritional compositions for the treatment of connective 
tissues in humans and animals Which can be formulated into 
various pharmaceutical dosage forms for oral, topical and 
parenteral administration. 

It a further object of the present invention to provide 
nutritional compositions including chondroprotective agents 
Which provides foundational support for the creation of neW 
body tissue and cartilage groWth in humans and animals. 

Yet another object of the present invention is to provide 
nutritional compositions for promoting the healing of 
Wounds in humans and animals, While reducing the associ 
ated pain and in?ammation. 

These and other objects are accomplished in accordance 
With the present invention by providing nutritional compo 
sitions comprising a therapeutically effective amount of a 
glucosamine salt, chondroitin sulfate, collagen and sodium 
hyaluronate Which synergistically act as a chondroprotective 
agent. The nutritional compositions of the present invention 
are capable of being formulated into poWder, capsule or 
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tablet form for oral ingestion. The present compositions can 
also be prepared as a gel, paste or cream for topical 
application, or in a solution or suitable pharmaceutical 
carrier for oral or parenteral administration. Preferably, a 
detoxifying agent, an anti-in?ammatory agent and/or an 
analgesic is incorporated into the formulations to provide 
added bene?cial therapeutic and physiologic properties to 
the present compositions. 

DETAILED DESCRIPTION OF THE 
PREFERRED EMBODIMENTS 

The present invention provides an improvement over the 
compositions set forth in the aforementioned application 
Ser. No. 09/360,169 ?led Jul. 26, 1999, the disclosure of 
Which is incorporated herein by reference in its entirety. 
Thus, the present invention is directed to a nutritional 
composition comprising a therapeutically effective amount 
of a chondroprotective agent, preferably in combination 
With at least one other physiologically bene?cial agent. The 
present nutritional composition comprises about 1—30 
mg/kg of a glucosamine salt, about 1—15 mg/kg of chon 
droitin sulfate, about 1—30 mg/kg of collagen and about 
1—15 mg/kg of sodium hyaluronate Which synergistically act 
as the chondroprotective agent, Wherein the dosage of each 
solid component present in the composition is expressed 
herein in terms of mg per kg bodyWeight of the human to be 
treated. The unit dosages of the present compositions for 
animals may be substantially larger. 

While the present compositions effectively provide foun 
dational support for the creation of neW body tissue and 
cartilage groWth, facilitate chondrocyte synthesis, protect 
and maintain healthy muscle and tissue, increase hyaluronic 
acid concentrations, and reduce in?ammation, other bene? 
cial physiological properties of the compositions can be 
signi?cantly enhanced by the incorporation of additional 
chemical agents. Preferably, a detoxifying agent, an anti 
in?ammatory agent and/or an analgesic is added to the 
present nutritional compositions for these intended pur 
poses. 

The glucosamine salt component of the present compo 
sitions is preferably the hydrochloride salt, but other salts of 
glucosamine such as the sulfate, nitrate or iodide obtained 
from either synthetic, bovine or porcine sources are also 
suitable. The chondroitin sulfate component may include 
Type A (chondroitin-4-sulfate), Type B (chrondroitin-5 
sulfate), and/or Type C (chondroitin-6-sulfate), obtained 
through fermentation or extraction of bovine trachea, other 
bovine or porcine sources. A molecular Weight range of 
2,000—50,000 can be used, With a preferred range of 
25,000—35,000. The sodium hyaluronate component of the 
present compositions are obtained from either synthetic, 
bovine or avian sources With a molecular Weight range from 
about 50,000 to about 3,500,000 Daltons. Both the chron 
droitin sulfate and sodium hyaluronate components are 
glycosaminoglycans, commonly knoWn as mucopolysac 
charides. 

All types of collagen, including native as Well as hydro 
lyZed collagen, obtained from synthetic, avian, bovine or 
porcine sources Would be suitable as the collagen compo 
nent of the present compositions. The hydrolyZed collagen 
component can include hydrolyZed Type 1 collagen, pref 
erably natural hydrolyZed collagen poWder having a pH of 
5 .5—6.5, an ash content of 2.5% maximum, an isotonic point 
of 5.0—6.5. The hydrolyZed Type 1 collagen can have a 
molecular Weight average up to 10,000 Daltons. 

Other chemical agents Which enhance the chondroprotec 
tive properties of the present nutritional compositions 
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4 
include a manganese salt and L-malic acid. Apreferred salt 
is manganese ascorbate because it provides ascorbic acid for 
collagen synthesis, but other manganese salts such as the 
sulfate, nitrate, and gluconate can be used. The L-malic acid 
acts as a detoxifying agent by ridding the body of unWanted 
lactic acid, often found in connective tissue. Both the 
L-malic acid and manganese salt are preferably of U.S.P. 
food grade, and are present in the nutritional compositions 
of the present invention in dosages ranging from about 0.05 
to about 8 mg/kg. 

Pharmacological agents may be incorporated into the 
nutritional compositions of the present invention to signi? 
cantly enhance the physiological properties of the compo 
sitions. The anti-in?ammatory agents methy sulfonyl meth 
ane (MSM) and cetyl myristoleate may be added to reduce 
an in?ammatory response. The MSM may be added in 
amounts of about 0.5—40 mg/kg, and cetyl myristoleate in 
amounts of 1—105 mg/kg. The present compositions may 
also be combined With aspirin, preferably in the range of 
about 0.1—35 mg/kg, and other commercially available anal 
gesics to reduce pain. In addition, the incorporation of such 
vitamins as Vitamin C (ascorbic acid) and Vitamin B12 in the 
present compositions provides added bene?ts to soft and 
hard tissues. 
The nutritional compositions of the present invention are 

formulated into poWder, capsule or tablet form for oral 
ingestion, Also, the present compositions are capable of 
being combined With a suitable pharmaceutical carrier and 
prepared as a gel, paste or cream for topical application. 
Alternatively, the compositions can be formulated in a 
solution or suitable pharmaceutical diluent for oral as Well as 
parenteral administration. 

For parenteral administration, the present compositions 
are preferably dissolved in steriliZed Water and buffered With 
such buffering agents as citric acid or sodium chloride to 
improve shelf life. The pH of the present solutions can be 
adjusted With conventional agents. Also, preservatives such 
as ethylene-diaminetetraacetic acid (EDTA), benZyl alcohol, 
and benZalkonium chloride can be added. 

The nutritional compositions of the present invention 
provide an enhanced chondroprotective effect by providing 
foundational support for the creation of neW body tissue and 
cartilage groWth in mammals. The collagen component acts 
as a transporter or carrier for the larger molecules of sodium 
hyaluronate and/or chondroitin sulfate by aiding in the 
absorption process of these large molecules, thereby increas 
ing the bio-availability of these therapeutic effective com 
ponents. 

It is to be understood that the present invention is not 
limited to the embodiments described above, but encom 
passes any and all embodiments Within the scope of the 
folloWing claims. 
We claim: 
1. A nutritional composition for the treatment of connec 

tive tissue in mammals comprising: a therapeutically effec 
tive amount of a glucosamine salt, chondroitin sulfate, 
collagen and sodium hyaluronate. 

2. The nutritional composition according to claim 1, 
Wherein the glucosamine salt is selected from the group 
consisting of glucosamine hydrochloride, glucosamine 
sulfate, glucosamine nitrate and glucosamine iodide. 

33. The nutritional composition according to claim 1, 
Wherein the collagen is hydrolyZed collagen. 

4. The nutritional composition according to claim 3, 
Wherein the hydrolyZed collagen is hydrolyZed Type 1 
collagen having a molecular Weight average up to 10,000 
Daltons. 
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5. The nutritional composition according to claim 
further comprising a manganese salt. 

6. The nutritional composition according to claim 
Wherein the manganese salt is manganese ascorbate. 

7. The nutritional composition according to claim 
further comprising a detoxifying agent. 

8. The nutritional composition according to claim 
Wherein the detoxifying agent is L-malic acid. 

9. The nutritional composition according to claim 
further comprising an anti-in?ammatory agent. 

10. The nutritional composition according to claim 
Wherein the an anti-in?ammatory agent is selected from the 
group consisting of methy sulfonyl methane and cetyl myris 
toleate. 

11. The nutritional composition according to claim 1, 
further comprising an analgesic. 

12. The nutritional composition according to claim 11, 
Wherein the analgesic is aspirin. 

13. The nutritional composition according to claim 1, 
further comprising a vitamin selected from the group con 
sisting of Vitamin C and Vitamin B12. 

14. The nutritional composition according to claim 1, 
Wherein the composition is formulated into a unit dosage 
form for oral administration. 

1, 
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15. The nutritional composition according to claim 1, 

Wherein the composition is combined With a suitable phar 
maceutical carrier and prepared as a gel, paste or cream for 
topical application. 

16. The nutritional composition according to claim 1, 
Wherein the composition is formulated in a solution or 
suitable pharmaceutical diluent for oral or parenteral admin 
istration. 

17. The nutritional composition according to claim 1, 
Wherein the composition comprises, based on mg/kg of 
bodyWeight: 

about 1—30 mg/kg of a glucosamine salt; 
about 1—15 mg/kg of chondroitin sulfate; 
about 1—30 mg/kg of collagen; and 
about 1—15 mg/kg of sodium hyaluronate. 
18. The nutritional composition according to claim 17, 

further including a manganese salt ranging from about 0.05 
to about 8 mg/kg. 

19. The nutritional composition according to claim 17, 
further including L-malic acid ranging from about 0.05 to 
about 8 mg/kg. 
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• Supports healthly joints. 

• Also contains hyaluronic acid. 

• Designed to help maintain healthy cartilage tissue.

*These statements have not been evaluated by the Food and Drug Administration.
This product is not intended to diagnose, treat, cure or prevent any disease. 

Product Label

Supplement Facts
Serving Size:  6 Quick Release Capsules 

Servings Per Container:  20 

Amount
Per Serving

% Daily
Value
(DV)

Chicken Sternal Type II Collagen 3g, 3,000 mg * 

Chondroitin Sulfate 540 mg * 

Hyaluronic Acid 300 mg * 

Glucosamine 150 mg * 

Other Ingredients: Gelatin Capsule, Rice Powder, Vegetable Magnesium Stearate. 

Directions: For adults, take six (6) quick release capsules daily, preferably with meals. 

WARNING: If you are pregnant, nursing or taking any medications, consult your doctor before use. If 
any adverse reactions occur, immediately stop using this product and consult your doctor. If seal under 
cap is damaged or missing, do not use. Keep out of reach of children. Store in a cool, dry place. 

* Daily Value (DV) not established. 
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MSM Plus 
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30% Off $7.99
$11.41

Mega Glucosamine 1500 
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1500 mg | 120 Coated 
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30% Off $6.99
$9.99
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