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TOPICAL COMPOSITIONS FOR VETERINARY USES
Cross Reference To Related Applications

This application 1s related to and claims the benefit of U.S. Provisional
Application Serial Number 60/295,093, filed June 1, 2001; and U.S. Provisional
Application Serial Number 60/298,128, filed June 13, 2001. The entire disclosures of

which are hereby mcorporated by reference in there entirety for all purposes.

FIELD OF THE INVENTION

The present invention relates to topical compositions suitable for use in
veterinary applications as well as methods for treating a variety of conditions

employing such topical compositions.

BACKGROUND OF THE INVENTION

It 1s widely known that animals experience several dermatological ailments
and disorders requiring veterinary assistance m order to promote healing and/or aid in

the prevention thereoi.

For example, amimals who are shaved prior to an in-office surgery frequently
develop mgrown hair and related skin irritations. If left alone, these areas can become
what are commonly know as “hot spots.” That is to say that the animal will likely
start to pick at the affected area to the point of self-mutilation. Current treatment for
this condition includes the use of steroid medications to quell the irritation. Since
long-term use of these drugs 1s often needed to treat these conditions, the animal can
develop secondary adrenal gland suppression, which m turn can lead to symptoms

further related to the adrenal suppression.

Additionally, horses, cows and other animals are frequently prone to develop a
sore that starts with a minor tear in the skin, such as from an abrasion. This opening
in the skin can serve as in incubator for several species of flies and other insects that

enter the wound and begin to lay eggs. This inhabitation by flies and other insects
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creates an enlarging ulceration in the skin that is characterized by a white chalky
appearance. Commonly know as a “Florida sore,” there currently is no known
effective treatment for this disorder and it has further proven to be unresponsive to

traditional antibiotic treatment.

Still another common ailment frequently encountered by the ungulates, or
hoofed animals, such as horses, cows and the like, is the softening of the hoof.
Specifically, animals with hooves often suffer from a softening of the base of the
hoof, commonly referred to as the “frog,” when subjected to constant moisture. The
soreness associated with this problem can lead to limping and therefore, in severe

instances, to subsequent musculoskeletal injuries.

In addition to the disorders previously described, there are several other
dermatological disorders frequently experienced by animals, including such
conditions as fungal infections, parasitic and bacterial infections, sunburn, warts and
the like. To this end, there is a need in the art of veterinary medicine for a more

effective methods of treating these and other common dermatological disorders

encounters by animals.

SUMMARY OF THE INVENTION

Among other aspects, the present mvention is based upon the surprising
discovery that topical compositions comprising at least one salicylate derivative
according to the invention are capable of being effectively used as topical

formulations for a wide variety of veterinary purposes.

To that end, in one embodiment, the present invention relates to a method of
treating a non-human dermatological disorder, wherein the method comprises
topically admimnistering to a non-human dermatological disorder a therapeutically
effective amount of a topical composition containing: (1) an active component

comprising at least one salicylate derivative; and (2) at least one pharmaceutically
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acceptable solubilizer. The active component(s) are preferably present in a

therapeutically effective amount to prevent, treat or aid in the healing of a non-human

dermatological disorder.

5 In another embodiment, the present invention relates to a method of
preventing msects from 1nhabiting a non-human wound, the method comprising
topically administering to a non-human wound a therapeutically effective amount of a
topical composition containing: (1) an active component comprising at least one
salicylate derivative; and (2) and at least one pharmaceutically acceptable solubilizer .

10
In still another embodiment, the present invention further provides a method
of preventing msect bites, the method comprising topically administering to a non-
human animal an effective amount of a topical composition containing: (1) an active
component comprising at least one salicylate derivative; and (2) at least one

15  pharmaceutically acceptable solubilizer.

In another embodiment, the present imnvention also provides a method of
treating a softened ungulate hoof, the method comprising topically administering to a
soitened hoof a therapeutically effective amount of a topical composition containing:
20 (1) an active component comprising at least one salicylate derivative; and (2) at least

one pharmaceutically acceptable solubilizer.

In still another embodiment, the present invention provides a method of
reducing the flow of blood from a bleeding, non-human animal wound, the method
25  comprising topically admiistering to a non-human wound a therapeutically effective
amount of a topical composition containing: (1) an active component comprising at
least one salicylate derivative; and (2) at least one pharmaceutically acceptable

solubilizer.

30 Additional advantages of the invention will be obvious from the description,

or may be learned by practice of the invention. Additional advantages of the
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mvention will also be realized and attained by means of the elements and
combinations particularly poimnted out in the appended claims. Therefore, it is to be
understood that both the foregoing general description and the following detailed
description are exemplary and explanatory of certain embodiments of the invention,

and are not restrictive of the mvention as claimed.

DETAILED DESCRIPTION OF THE INVENTION

The present invention may be understood more readily by reference to the
following detailed description and any examples provided herein. It is also to be
understood that this mnvention 1s not limited to the specific embodiments and methods
described below, as specific components and/or conditions may, of course, vary.
Furthermore, the terminology used herein is used only for the purpose of describing
particular embodiments of the present mmvention and is not intended to be limiting in

any way.

It must also be noted that, as used 1n the specification and the appended
claims, the simgular forms “a,” “an,” and “the” comprise plural referents unless the
context clearly dictates otherwise. For example, reference to a component in the

singular 1s intended to comprise a plurality of components.

Ranges may be expressed herein as from “about” or “approximately’ one
particular value and/or to “about” or “approximately’ another particular value. When
such a range 1s expressed, another embodiment comprises from the one particular
value and/or to the other particular value. Similarly, when values are expressed as
approximations, by use of the antecedent “about,” 1t will be understood that the

particular value forms another embodiment.

As used herein, the term “dermatological” 1s intended to refer to any aspect of-
the physiology and pathology of non-human animal skin; including several skin

components as the dermis and epidermis.
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As used herein, the term “dermis” 1s mntended to refer to the sensitive
connective tissue layer of skin located below the epidermis. The dermis often

contains nerve endings, sweat and sebaceous glands, and blood and lymph vessels.

As used herem, the term “epidermis” refers to an outer, protective nonvascular

layer of skin covering the dermis.

As used herein, the term “non-human animal” is mntended to refer to any
known animal commonly treated by veterinary medicine. In one aspect, the non-
human animal is any one or more of the known livestock animals, including such
animals as cattle, bison, pigs, and fowl. In an alternative aspect, a non-human animal
mcludes any one or more of the known zoo animals, including without limitation,
animals such as primates; ungulates; reptiles; marsupials; giraffes; tigers; lions; and
the like. In still another aspect, the non-human animal includes any one or more of
the commonly known house and/or farm pets; including animals such as dogs, cats,

horses, ferrets and the like.

As used herein, the term “alkyl” refers to a paraffinic hydrocarbon group
which may be derived from an alkane by dropping one hydrogen from the formula.
Non-limiting examples 1mnclude methyl, ethyl, propyl, 1sopropyl, butyl, t-butyl, and
isobutyl. To this end, 1t should be understood that an alkyl substituent suitable for use

in the present mmvention can be a branched or straight chain alkyl substituent.

As used herem, the term “alkenyl” i1s intended to refer to a substituent derived
from the class of unsaturated hydrocarbons having one or more double bonds. Those
containing only one double bond are referred fo as alkenes or alkenyl substituents.
Those with two or more double bonds are called alkadienes (alkadienyl), alkatrienes
(alkatrienyl) and so on. Non-limiting examples include ethylene, propylene, butylene
and the like. To this end, it should be understood that an alkenyl substituent suitable

for use in the present mvention can be substituted or unsubstituted.
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As used herein, the term “alkynyl” is intended to refer a substituent derived

from the class of unsaturated hydrocarbons having one or more triple bonds.

5 As used herein, the term “salicylate derivative” is intended to refer to

salicylate derivative of the generic formula:

10  wherein R and R' are independently selected from the group comprising an electron;
hydrogen; branched or straight chamn C;-C,; alkyl; branched or straight chain C,-Cy
alkenyl; branched or straight cham C,-Cy, alkynyl; substituted or unsubstituted C3-C;
cycloalkyi; substituted or unsubstituted aryl; substituted or unsubstituted arylalkyl; the
group I metals; the group II metals; choline; triethanolamine; and a carbonyl moiety

15  having the general formula —(CO)-R?, wherein R” is selected from hydrogen;
branched or straight chain C;-Cy; alkyl; branched or straight chain C,-C;, alkenyl;
branched or straight chain C;-Ci, alkynyl; substituted or unsubstituted C;-C-
cycloalkyl; substituted or unsubstituted aryl; and substituted or unsubstituted
arylalkyl.

20

As used herein, the term “aryl” refers to a compound or substituent whose
molecules have the ring structure characteristic of benzene, naphthalene,
phenanthrene, anthracene, and the like. That 1s to say, an aryl group typically
contains either the 6-carbon ring of benzene or the condensed 6 carbon rings of other

25  aromatic derivatives. For example, an aryl group can be a phenyl or naphthyl group.
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To this end, it should be understood that aryl substituents suitable for use with the

present invention can be substituted or unsubstituted.

As used herein, the term “aryalky!l” refers to a compound or substituent

5  containing both aliphatic and aromatic structures.

As used herein, the term “pharmaceutically acceptable” refers to any one or
more component that has been deemed suitable for use in one or more types of drugs,
medicinal and curative products, also including components deemed suitable for use

10 in ancillary products such as tonics, shampoos, conditioners, repellents, dietary

supplements, vitamins, deodorants, and the like.

As used herein, the phrase “group I metals” refers to the class of metals
including lithium, sodium, potassium, rubidium, cesium and franctum.
15
As used herein, the phrase “group II metals™ refers to the class of metals

including beryllium, magnesium, calcium, strontium, barium, and radium.

As discussed above, the methods according to the present invention involve
20  the use of a topical composition comprising an active component in a
pharmaceutically acceptable solubilizer. To that end, the active component

comprises at least one salicylate derivative of the generic formula:

= OR!

X
OR

25 wherein R and R’ are independently selected from the group comprising an electron;

hydrogen; branched or straight chain Ci-Ciz2 alkyl; branched or straight chain C2-Ci2
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alkenyl; branched or straight chain C;-Cy; alkynyl; substituted or unsubstituted C;-C~
cycloalkyl; substituted or unsubstituted arylalkyl; substituted or unsubstituted aryl; the
group I metals; the group II metals; choline; triethanolamine; and a carbonyl moiety
having the general formula —(CO)-R?, wherein R is selected from hydrogen;

5  branched or straight chain C;-Cy; alkyl; branched or straight chain C,-Cy, alkenyl;
branched or straight chain C,-Cy, alkynyl; substituted or unsubstituted Cs-C;
cycloalkyl; substituted or unsubstituted arylalkyl; and substituted or unsubstituted

aryl.

10 Specific examples of suitable active components include, without limitation,
salicylate derivatives such as acetylsalicylic acid, methyl salicylate, phenyl salicylate,
menthyl salicylate, acetylsalicylic acid, salicylsalicylic acid, magnesium salicylate,
choline salicylate, choline magnesium salicylate, and triethanolamine salicylate. To
this end, 1t should be understood that the topical composition can include more than

15  one active component as desired.

The salicylate derivatives to be employed in the mmventive methods are
individually well recognized 1n the art. Moreover, they are available commercially

and, thus, need not be described m detail herein.

20
In accordance with the invention, the active component 1s present within a
pharmaceutically acceptable solubilizer. In this regard, the solubilizer includes any
recognized component(s) that is capable of at least partially dissolving or solubilizing
one or more of the active components.
25

By “partially dissolving or solubilizing” it is meant that at least a portion of
the one or more active components exists as a molecule or 10n 1n the solubilizer. To
this end, in a preferred embodiment, the at least partially dissolved or solubilized
active component(s) will provide a substantially homogenous solution. Furthermore,

30  in accordance with another embodiment of the invention, the solution comprising at

least partially dissolved or solubilized active component(s) may appear colorless,
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clear, translucent, transparent, opaque, or any desired color depending on the

particular components, e.g., active component(s), solubilizer(s), and additives, present

within the composition.

In a preferred embodiment, the solubilizer includes one or more solvents that
are pharmaceutically acceptable for application to skin or exposed tissue of a non-
human including, but not limited to, alcohols mcluding denatured alcohols, such as
ethanol; glycols and polyalkylene glycols, such as butylene glycol, polyethylene
glycol and polypropylene glycol; polysorbates, sorbitols and water.

For examples, suitable solvents imnclude Ci-C4 alcohols, C1-C4 alkylene
glycols, C;-C4 polyalcohols, C;-C4 polyalkylene glycols, sorbates, polysorbates,
benzyl alcohol, triglycerides, and water.

Specific examples of suitable components for the solvent mixture mclude
propylene glycol, glycerin, ethanol, isopropyl! alcohol and the like. Specifically,
propylene glycol, glycerin, and 1sopropyl alcohol, ethanol, and the like, which are
recognized in the art as safe for topical application to non-human skin and/or exposed

tissue, are discussed in more detailed below.

Propylene glycol can serve as a moisturizer and can produce a pleasant
emollient feel when applied to the skin. Furthermore, propylene glycol also has the
added advantage of bemg a mild germicide. However, 1 excessive concentrations the

germicidal properties can potentially mritate sensitive skin.

Glycerine (glycerol; 1,2,3-propanetriol) can serves as a mild astringent that
can cause increased blood flow to the skin and can allow the propylene glycol to carry
the at least one salicylate derivative into the epidermis and/or hair follicles. Excessive
amounts of glycerine may allow the propylene glycol to penetrate below the

epidermis, which would be undesirable.
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10

Isopropyl alcohol (isopropanol; 2-propanol) can serve as a bulk solvent for the
other ingredients of the topical compositions. Isopropyl alcohol can also serve to
dissolve oils and grease, thus cleaning the skin and permitting a more intimate contact
of the other mgredients with the skin. Isopropyl alcohol 1s also less dehydrating to the
skin than ethanol and, because 1t 1s less polar, 1t is a better solvent for use m
conjunction with a salicylate derivative, e.g., acetylsalicylic acid. It is believed,
however, that ethanol in the composition would not adversely effect the effectiveness

of the composition.

The solvent mixture can include mixtures of the foregoing components. From
a commercial standpoint, the solvent mixture preferably includes one or more of

propylene glycol, glycerin, and 1sopropyl alcohol.

Solvent mixtures employed in the present invention will preferably have a
polarity such that the active component will not readily precipitate from the solution
at ordinary room temperature. More preferably, the active component, e.g.,
acetylsalicylic acid, should not readily precipitate from the solvent mixture at
temperatures at or above approximately 50 degrees F. To this end, the solvent
mixture can comprise one or more of propylene glycol, glycerin, 1sopropyl alcohol,

ethanol, polyethylene glycol and water.

In one example of a suitable embodiment, the solvent mixture comprises
propylene glycol in the range of approximately 5 to 15% by volume, glycerin m the
range of approximately 1 to 10% by volume, and the remainder of the solvent mixture
being comprised of one or more of isopropyl alcohol, ethanol, or water. For example,
the remainder of the solvent mixture can comprise at least approximately 20, 30, 40,

50, 60, 70 or even 80 % or more by volume of 1sopropyl alcohol.

Additional embodiments of the present mvention employ a solvent mixture
comprising propylene glycol in an amount of approximately 10 to 15% by volume,

glycerin in an amount of approximately 2 to 4% by volume, with the remainder of
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sald solvent mixture comprising isopropyl alcohol or, alternatively, a combination of
i1sopropyl alcohol and ethanol and/or water. In another embodiment, said combination
of 1sopropyl alcohol and ethanol and/or water is preferably comprised of at least

approximately 7% by volume of isopropyl alcohol.

The active component(s) are present m an amount effective to prevent, treat or
aid 1n the healing of a non-human animal skin or tissue disorder. The precise amount
of active component 1s dependent upon both the disorder and the animal being treated
and optimization would therefore mmvolve only routine experimentation.

10

For example, as stated above, the active component employed in the methods
of the present invention can comprise acetylsalicylic acid. While the following
discussion focuses on the use of acetylsalicylic acid, the mvention 1s not limited to
this embodiment.

15

In this embodiment, the acetylsalicylic acid is present i an amount of at least
1 %, alternatively at least 2 %, or even 3% or at least 4%, with at least about 5% by
weight per volume of the solvent mixture bemng preferred. In certain environments,
the acetylsalicylic acid 1s present m an amount greater than about 10 % by weight or

20  even 15% by weight. Due to solubility concerns, the acetylsalicylic acid or other
salicylate dertvative 1s typically not greater than 18% by weight per unit volume of

the solvent mixture

In another embodiment, the topical compositions can include one or more

25  silicone additives.

The addition of a silicone additive into the topical compositions is capable of
improving, among other properties, the shelf life of the composition, the feel on the
skin, and the therapeutic strength of the topical composition. In particular, the

30  introduction of a silicone additive can reduce the amount of drying and/or peeling of

the skin that may result from administering the solvent mixtures of the present
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invention to mammalian skin. Moreover, a silicone additive can also provide an

immproved “feel” upon use. For example, such an additive can reduce potential

stinging and burning sensations, particularly when used in connection with hair

removal procedures. With regard to enhancement of the therapeutic strength of the
5  topical compositions of the present invention, a silicone additive is capable of

facilitating the contact between the active component and the non-human animal skin

surface.

Suitable silicone additives for use with the present invention mclude siloxanes
10  and/or polysiloxanes. Specific examples of suitable compounds include

decamethylcyclopentasiloxane, octamethylcyclotetrasiloxane, cyclomethicone,

dimethicone and mixtures thereof.

The amount of the optional one or more silicone additives present in the
15  topical composition 1s ultimately dependent upon the combination of desired
properties for the resulting topical composition. In one embodiment, a silicone
additive 1s preterably mtroduced mn an amount such that the volume ratio of silicone
additives to the active component/solubilizer combination 1s in the range of from
approximately 20:1 to approximately 1:20. Specific examples of preferred volume
20  ratios of active component/solubilizer to silicone additive will be dependent on the
components and the use environment, but typically are in the range of from about 1:1

to about 10:1, preferably from about 2:1 to about 5:1 or even from about 3:1 to about
4:1.

25 The topical compositions according to the present mvention can be 1 any
suitable form for application to animal skin or tissue. Examples of suitable forms
include, but are not limited to, a gel, lotion, ointment, oil, cream, milk, liniment, salve,
paste, stick, liquid, spray, soap, shampoo, conditioner, balm, solution, suspension,
dispersion, emulsion or wax.

30
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In this regard, the compositions can include other components that are not
iconsistent with the desired form and/or use of the composition. That is, additional
components can be mtroduced to provide additional functionality to the resulting

topical composition, such as components and additives directed to a particular

5  fragrance, color, and or viscosity.

Moreover, additional components can be added depending on the particular

animal which 1s to be treated.

10 The topical compositions according to the present invention can be produced
by techniques recognized 1n the art for providing topical compositions. Since such

techniques are known in the art they need not be described in detail here.

The present invention also relates to methods of using the topical composition
15  1n a variety of veterinary applications. In this regard, the topical compositions
according to the present mvention can be employed 1n a connection with non-human
animals, preferably, but not limited to mammals and m particular, hair and/or fur

bearing mammals such as dogs, cats, horses, and cows, among others.

20 Examples of suitable veterinary applications mclude, but are not limited to, the
treatment of mfections mncluding bacterial mmfections, viral infections, fungal
mfections, parasitic infections, viruses including warts, bites including msect bites,
burns mcluding sunburns, skin conditions mncluding acne, cﬁts, scratches, lacerations,
abrasions, ulcerations, immflammations, rashes, cold sores, skin cancer, scar tissue,

25  stretch marks, removal of foreign objects such as splinters, hair related disorders such

as mgrown hair, razor burn, as well as 1tching, or any combination thereof.

In addition, the present invention relates to the use of the topical compositions
for the treatment of open wounds, cuts, scratches, ulcerations or abrasions, including,

30  butnot limited to, those wounds, cuts, scratches, etc that are inhabited by insects or

msect larvae.
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For example, one embodiment of the mvention relates to a method of treating
a non-human skin rritation comprising topically administering to the skin irritation a
therapeutically effective amount of a topical composition comprising: (1) an active

component comprising acetylsalicylic acid; at least partially dissolved in (2) at least

5  one pharmaceutically acceptable solubilizer.

In another embodiment, the preseﬁt ivention relates to a method of
preventing msects from 1nhabiting a wound, comprising topically administering to the
wound of a non-human animal, an effective amount of a topical composition

10  comprising: (1) an active component comprising at least one salicylate derivative; at

least partially dissolved 1n (2) at least one pharmaceutically acceptable solubilizer.

In still another embodiment, the present mvention further provides a method
of preventing insect bites comprising topically administering to non-human skin an
15 effective amount of a topical composition comprising: (1) an active component
comprising at least one salicylate derivative; at least partially dissolved m (2) at least

one pharmaceutically acceptable solubilizer.

In yet another embodiment, the present mvention provides a method of
20  treating a softened ungulate hoof comprising topically administering to the softened
hoof a therapeutically effective amount of a topical composition comprising: (1) an
active component comprising at least one salicylate derivative; at least partially

dissolved 1n (2) at least one pharmaceutically acceptable solubilizer.

25 Another embodiment of the present invention provides a method of reducing the
flow of blood from a bleeding, non-human animal wound, comprising topically
administering to the wound a therapeutically effective amount of a topical
composition comprising: (1) an active component comprising at least one salicylate

dervative; at least partially dissolved in (2) at least one pharmaceutically acceptable

30  solubilizer.
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In addition, the mvention includes methods of treating a non-human animal,
comprising contacting the skin or exposed tissue of a non-human animal with a
material impregnated or at least partially saturated with a topical composition
comprising: (1) an active component comprising at least one salicylate derivative; at
5 least partially dissolved in (2) a pharmaceutically acceptable solubilizer;
wherein the active component 1s present in a therapeutically effective amount to

prevent, treat or aid in the healing of a skin or tissue disorder.

In this embodiment of the invention, the material can be any object recognized
10  as being suitable for contacting with skin or exposed tissues. Specific examples of
suitable materials mnclude, but are not limited to, bandages, tapes, patches, strips,
gauze, pads, cotton products including cotton balls, and cotton swabs, tissues, wipes,

fabrics, applicators, dressing or any combination thereof.

15 Moreover, the amount of topical composition introduced into, onto or in

connection with the material 1s dependent upon the ultimate end use of the material.

While this mvention has been described 1 connection with preferred

embodiments, it 1s not intended to limit the scope of the mvention to the particular

20  embodiments set forth, but on the contrary, it 1s mtended to cover such aliernatives,
modifications, and equivalents as may be included within the spirit and scope of the
ivention as defined by the appended claims. For example, there are numerous
variations and combinations of components and or conditions, e.g., active component,
concentrations, desired solubilizers, the particular animal and/or dermatological

25  disorder to be treat and the like that can be used to optimize the resulis obtained from
the described methods. To this end, one skilled in the art will appreciate that in
practicing the process of this invention, only reasonable and routine experimentation

will be required to optimize such conditions.

30
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EXAMPLE

One example of a suitable topical composition for use 1 the present invention

comprises mixing together the following components:

Isopropyl Alcohol ~ 100-500 ml, including 200-300 ml, preferably 280-290 ml;

Glycerin 1-30 ml, including 5-15 ml, preferably 7-10 ml;

Propylene Glycol 10-100 ml, mcluding 30-50 ml, preferably 35-45 ml;

Cyclomethicone 1-30 ml, mncluding 5-15 ml, preferably 8-10 ml;

Water 1-100 ml, mncluding 10 — 90 ml, also preferably not greater than
85-90 ml; and

Acetylsalicylic Acid 100-500 mg, including 200-400 mg, also preferably not greater
than 350-400 mg.
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WHAT IS CLAIMED IS:

1. A method of treating a dermatological disorder of a non-human animal, the

method comprising topically administering to a dermatological disorder of a

non-human animal a therapeutically effective amount of a topical composition

comprising:

a)

b)

an active component comprising at least one salicylate derivative of the

generic formula

= ORI

A OR

wherein R and R' are independently selected from the group
comprising an electron; hydrogen; branched or straight chain C;-Cy;
alkyl; branched or straight chain C,-C;; alkenyl; branched or straight
chain C,-Cy; alkynyl; substituted or unsubstituted Cs-C7 cycloalkyl;
substituted or unsubstituted aryl; substituted or unsubstituted arylalkyl;
the group I metals; the group II metals; choline; triethanolamine; and a
carbonyl moiety having the general formula —(CO)-R?, wherein R is
selected from the group comprismg hydrogen; branched or straight
chain C1-C> alkyl; branched or straight chain C,-C;, alkenyl; branched
or straight chain C,-Cy; alkynyl; substituted or unsubstituted C3-C;
cycloalkyl; substituted or unsubstituted arylalkyl; and substituted or
unsubstituted aryl; and

a pharmaceutically acceptable solubilizer, wherein at least a portion of

the active component of a) is at least partially dissolved in the

solubilizer.
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2. The method of claim 1, wherein the at least one salicylate derivative is
selected from the group consisting of acetylsalicylic acid, methyl salicylate,
phenyl salicylate, menthyl salicylate, acetylsalicylic acid, salicylsalicylic acid,
magnesium salicylate, choline salicylate, choline magnesium salicylate, and

triethanolamine salicylate.

3. The method of Claim 1, wherein the at least one salicylate derivative 1s

acetylsalicylic acid.

4, The method of claim 1, wherein the topical composition 1s a gel, lotion,
ointment, oil, cream, milk, lintment, salve, paste, stick, liquid, spray, soap,
shampoo, conditioner, balm, solution, suspension, dispersion, emulsion or

wax.

S. The method of claim 1, wherein the solubilizer comprises at least one solvent
pharmaceutically acceptable for application to non-human skin or exposed

tissue.

6. The method of claim 5, wherein the at least one solvent is selected from the
group consisting of the C;-C4 alcohol, C;-C, alkylene glycol, C;-Cy4
polyalcohol, C;-C4 polyalkylene glycol, sorbates, polysorbates, benzyl

alcohol, triglycerides, and water.

7. The method of claim 5, wherein the solubilizer comprises a mixture of two or

more solvents.

8. The method of claim 7, wherein the mixture of two or more solvents
comprises at least one of propylene glycol, glycerin, isopropyl alcohol,

ethanol, polyethylene glycol, water, or any combinations thereof.
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9. The method of claim 8, wherein the active component 1s acetylsalicylic acid

which is present in an amount no greater than about 18% per unit volume of

the solvent mixture.

10.  The method of claim 9, wherein the solvent mixture comprises propylene

glycol which 1s present in a range of from 5 to 15% by volume of the topical

composition.

11.  The method of claim 10, wherem the solvent mixture comprises glycerine
which 1s present in the range of from 1 to 10% by volume of the topical

composition.

12.  The method of claim 1, wherein the topical composition further comprises at

least one silicone additive.

13.  The method of claim 12, wherein the at least one silicone additive comprises a

siloxane or a polysiloxane.

14.  The method of claxm 12, wherein the at least one silicone additive comprises

decamethylcyclopentasiloxane, octamethylcyclotetrasiloxane or dimethicone.

15. The method of claim 12, wherein the at least one silicone additive comprises

cyclomethicone or dimethicone.

16.  The method of claim 12, wherein the volume ratio of active

component/solubilizer to silicone additive is about 2:1 to about 5:1.

17. The method of claim 16, wherein the volume ratio of active

component/solubilizer to silicone additive is about 3:1 to about 4:1.
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The method of claim 1, wherein the disorder 1s a bacterial infection, viral
mfection, fungal mfection, parasitic infection, warts, insect bite, burn,
sunburn, acne, cut, scratch, laceration, abrasion, ulceration, inflammation,

rash, cold sore, skin cancer, scar tissue, stretch mark, splinter, ingrown hair,

razor burn, itching, or any combination thereof.

The method of claim 1, wherein the disorder 1s an open wound, cut, scratch,

ulceration or abrasion, and wherein the disorder is inhabited by insect larvae.

A method of treating a softened ungulate hoof, the method comprising

topically administering to a softened ungulate hoof a therapeutically effective

amount of a topical composition comprising:

a) an active component comprising at least one salicylate derivative of the

= )\ORl

X N0r

generic formula

wherein R and R’ are independently selected from the group
comprising an electron; hydrogen; branched or straight chain C;-Cj»
alkyl; branched or straight chain C,-Ci, alkenyl; branched or straight
chain C,-Cy, alkynyl; substituted or unsubstituted C;-Cy cycloalkyl;
substituted or unsubstituted arylalkyl; substituted or unsubstituted aryl;
the group 1 metals; the group II metals; choline; triethanolamine; and a
carbonyl moiety having the general formula —(CO)-R?, wherein R? is
selected from the group comprising hydrogen; branched or straight
cham C-Cy; alkyl; branched or straight chain C,-C;, alkenyl; branched
or straight chain C,-Cy, alkynyl; substituted or unsubstituted C3-C
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cycloalkyl; substituted or unsubstituted arylalkyl; and substituted or
unsubstituted aryl; and
a pharmaceutically acceptable solubilizer, wherein at least a portion of

the active component of a) 1s at least partially dissolved in the

solubilizer.

wherein the active component 1s present i a therapeutically effective amount

to treat or aid 1n the healing of a softened hoof.

A method of reducing the flow of blood from an open wound, cut, scratch,

abrasion or ulceration of a non-human animal, the method comprising

topically administering to an open wound, cut, scratch, abrasion or ulceration

of a non-human animal a therapeutically effective amount of a topical

composttion comprising:

a)

an active component comprising at least one salicylate derivative of the

generic formula

wherein R and R’ are independently selected from the group
comprising an electron; hydrogen; branched or straight chai C;-Ci»
alkyl; branched or straight chain C,-Ci; alkenyl; branched or straight
cham C,-Cy; alkynyl; substituted or unsubstituted C3-C7 cycloalkyl;
substituted or unsubstituted arylalkyl; substituted or unsubstituted aryl;
the group I metals; the group II metals; choline; triethanolamine; and a
carbonyl moiety having the general formula —(CO) -R*, wherein R” is
selected from the group comprising hydrogen; branched or straight -
chain C;-Cy; alkyl; branched or straight chain C;-C;; alkenyl; branched
or straight chain C,-Cy; alkynyl; substituted or unsubstituted C;3-C5
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cycloalkyl; substituted or unsubstituted arylalkyl; and substituted or
unsubstituted aryl; and
a pharmaceutically acceptable solubilizer, wherein at least a portion of

the active component of a) 1s at least partially dissolved in the

solubilizer;

wherem the active component is present in a therapeutically effective amount

to at least partially reduce the flow of blood from an open wound, cut, scratch,

abrasion or ulceration.

A method of treating a non-human dermatological disorder, the method

comprising contacting non-human skin or exposed tissue with a material

impregnated or at least partially saturated with a therapeutically effective

amount of a topical composition comprising:

a)

an active component comprising at least one salicylate derivative of the

generic formula

O

= ORL

XN\0R

wherein R and R' are independently selected from the group
comprising an electron; hydrogen; branched or straight chain C;-C,
alkyl; branched or straight chain C;-Ci; alkenyl; branched or straight
chain C,-Ci, alkynyl; substituted or unsubstituted Cs;-C; cycloalkyl;
substituted or unsubstituted arylalkyl; substituted or unsubstituted aryl;
the group I metals; the group II metals; choline; triethanolamine; and a
carbonyl moiety having the general formula —(CO)-RZ, wherein R? is
selected from the group comprising hydrogen; branched or straight
chain C;-Cy alkyl; branched or straight chain C,-Cy2 alkenyl; branched
or straight chain C,-C;; alkynyl; substituted or unsubstituted C3-C5
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cycloalkyl; substituted or unsubstituted arylalkyl; and substituted or
unsubstituted aryl; and

b) a pharmaceutically acceptable solubilizer, wherein at least a portion of

the active component of a) 1s at least partially dissolved m the

solubilizer;

wherein the active component is present in a therapeutically effective amount

to prevent, treat or aid in the healing of a non-human dermatological disorder.

23. The method of claim 22, wherem the material is a bandage, tape, patch, strip,

gauze, pad, cotton ball, cotton swab, tissue, wipe, fabric, applicator, dressing

or any combination thereof.
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