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COMPOSITIONS AND METHODS FOR
TREATING AN INFECTION

CROSS-REFERENCE TO RELATED
APPLICATIONS

This patent application 1s a continuation m-part applica-
tion and claims the benefit of the filing date under 35 U.S.C.
§ 120 of co-pending U.S. patent application Ser. No. 15/625,
989, entitled Compositions and Methods for Treating an
Infection, filed Jun. 16, 2017. U.S. U.S. patent application
Ser. No. 15/625,989 1s a continuation-in-part and claims the
benelit of the filing dates under 35 U.S.C. § 120 of U.S.
patent application Ser. No. 14/975,172 (now U.S. Pat. No.
9,707,229), entitled Compositions and Methods for Treating
an Infection, filed Dec. 18, 2015, and U.S. patent application
Ser. No. 15/440,800, entitled Compositions and Methods for
Treating an Infection, filed Feb. 23, 2017. U.S. patent
application Ser. No. 15/440,800 claims priority under 35
U.S.C. § 119(e) to U.S. Provisional Patent Application No.
62/298,991, filed 23 Feb. 2016 and U.S. Provisional Patent
Application No. 62/289,994, filed 23 Feb. 2016. U.S. Pro-
visional Patent Application No. 62/298,991, and U.S. Pro-
visional Patent Application No. 62/289,994 are hereby
incorporated by reference in their enftirety.

FIELD OF THE INVENTION

The present application relates to compounded composi-
tions, methods of making compounded compositions, and
methods of using compounded compositions to treat or
prevent an infection. The present application also relates to
anti-infective agents and methods of using anti-infective
agents to treat or prevent an infection.

BACKGROUND

The body normally serves as host for a variety of bacteria
and fungi. Most of the time, the balance between the body
as host and the microorganisms i1s maintained. However,
there are times when the physiological, biochemical, and/or
environmental conditions permit the microorganisms to tip
that balance, thereby causing an infection.

Foot infections can be diflicult problems for physicians to
treat because of the biomechanical complexities of the
extremity and the underlying circumstances that cause the
infections. Soft tissue infections 1n the foot consist of any
infectious process aflecting the skin, subcutaneous tissue,
adipose tissue, superdficial or deep fascia, ligaments, tendons,
tendon sheaths, joints, and/or joint capsules. Considering,
that there are more than 20 joints, 44 tendons, approximately
100 ligaments, 4 major compartments, and numerous fascial
planes 1n the normal foot, the potential for complex prob-
lems 1s high.

Bacterial infections of the feet can occur as collections of
pus, such as an abscess following a puncture wound or an
infected hair follicle. These types of infections are usually
red and elevated, and sometimes can be mistaken for an
insect bite. There are many types of bacteria that cause an
abscess, but staph are a leading cause. Bacterial skin infec-
tions can also resemble a rash, appearing as a reddened,
tender, and warm area of skin. This type of infection 1s called
cellulitis and can spread quickly, leading to red streaks that
move Irom the foot toward the leg. The appearance of
streaks 1s known as lymphangitis, which means the infection
1s spreading toward the lymph nodes. Cellulitis and lymp-
hangitis can be caused by a variety of types of bacteria, but
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staph and sometimes streptococcus are the most common
causes. Any infection, especially cellulitis and lymphangitis,
requires prompt medical attention to avoid further spreading
and complications. If left untreated, then some infections
can spread to deeper tissues, including bone.

Certain fungal infections of the skin known as tinea
infections are caused by dermatophytes, which are members
of the Trichophyton, Microsporum, and Epidermophyton
species. These mold-like fungi thrive 1n warm, moist areas,
thriving on the dead tissues of hair, nails, and outer skin
layers. Tinea infections include tinea pedis, known as ath-
lete’s foot; tinea corporis, known as ringworm; tinea capitis,
a Tungal imnfection of the scalp that can cause hair loss; tinea
cruris, known as jock itch or tinea of the groin; tinea
unguum, which 1s tinea of the nails; and tinea versicolor, a
superficial fungal infection that produces brown, tan, or
white spots on the trunk of the body. Tinea infections are
contagious and can be passed through direct contact or by
contact with clothing, from shower and pool surfaces, and
even from pets.

Athlete’s foot or tinea pedis 1s by far the most common
form, with more than 12 million people in the United States
suflering from the disease per year. It presents with redness,
itching, burning, cracking, scaling, swelling, and occasion-
ally bleeding. Athlete’s foot includes toe web infections,
moccasin type infections, and vesicular type infections. The
condition generally includes small vesicles, fissures, scaling,
maceration, hyperkeratinization, and eroded areas between
the toes and on the plantar surface of the foot, as well as on
other skin areas. For example, the nails may show thicken-
ing, pitting, and subungal debris.

Reoccurrences of the infection are frequent. For some
subjects, such as those also diagnosed with diabetes or
circulatory problems, or obese subjects, tinea infections and
their treatment can be quite serious. The source of the
aflliction often 1s a public safety and health concern, as the
occurrence of tinea pedis 1s higher in public areas such as
locker rooms, public showers, sports facilities, and the like.

Moreover, there are at least 3 different types of nail
infections caused by fungi. The most common infection 1s
frequently caused by Trichophyton rubrum and aflects the
nail bed and the area beneath the nail. Another type of
infection aflects only the nail surface and creates white or
light colored patches. This second type of fungal infection 1s
unusual and represents only about 10% of the reported cases.
A third type of fungal infection affects the nail root and
usually afllicts persons with impaired immune defense. A
fourth (and unusual) type 1s caused by an infection of yeast
fungi. Infections by yeast most often only aflect nails that
already are infected or damaged 1n some way.

The fung1 are ivasive to the keratin nail tissue. Apart
from becoming discolored and brittle, the nail may often
separate from the nail bed. In addition, pain and difficulty 1n
wearing foot apparel 1s often experienced. Initially, the
disease aflects only one nail, typically one nail of the foot,
and 1s thereafter spread to more nails. The palms of the
hands and the soles of the feet may frequently be affected as
well. When the skin 1s affected, red spots frequently occur
and the skin may peel off. Nail fungal infections are one of
the hardest forms of external infection to treat, of which
infections of toe nails are the most diflicult to treat.

Despite advances 1in the understanding of the pathology of
bacterial infections and fungal infections, there 1s still a need
for compositions and methods that efliciently treat or pre-
vent the progression and reoccurrence of bacterial infections
and/or fungal infections that aflect at least part of one or both
feet.
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SUMMARY

In one aspect, a method of treating or preventing a
bacterial infection of a subject includes combining levo-
floxacin and a diluent to form a treatment solution. The
treatment solution may be topically administered to an outer
surface of the subject to contact, e.g., bathe, the area with the
treatment solution.

In various embodiments, combining the levofloxacin and
diluent includes (a) combining levotloxacin oral solution,

125 mg/5 mL (25 mg/mL), and the diluent; (b) combining
about 10 mL to about 30 mL levofloxacin oral solution, 125
mg/S mL (25 mg/mL), and the diluent; or (¢) combining
about 10 mL to about 30 mL levofloxacin oral solution, 125
mg/S mL (25 mg/mL), and at least 20 mL of diluent.

In one embodiment, combiming the levofloxacin and the
diluent 1includes combiming about 10 mL to about 30 mL
levotfloxacin oral solution, 125 mg/5 mL (25 mg/mL), and
about 1 L to about 2 L of diluent. The outer body surface
may include all or a portion of a foot or hand. Contacting,
may include submerging the area 1n a bath of the treatment
solution within a bathing container. The diluent may include
sterile water, sodium hypochlorite, or Dakin’s solution. In
one embodiment, the method includes agitating the treat-
ment solution within the bathing container during adminis-
tration.

In another aspect, a system for treating or preventing a
bacterial infection of a subject includes a treatment solution
comprising a diluent and levofloxacin oral solution, 125
mg/S mL (25 mg/mlL), and a bathing container to contain the
treatment solution for topically administering the treatment
solution to an outer body surface, such as a skin area, of the
subject.

In various embodiments, the treatment solution may
include levofloxacin oral solution, 25 mg/ml, and the
diluent; about 10 mL to about 30 ml levofloxacin oral
solution, 125 mg/5 mL (25 mg/mL), and at least 20 mL of
diluent; or about 10 mL to about 30 mL levofloxacin oral
solution, 125 mg/S mL (25 mg/mL), and about 1 L to about
2 L of diluent. The diluent may include sterile water. In some
embodiments, the diluent may include sodium hypochlorite
or Dakin’s solution.

In various embodiments, the outer body surface includes
all or a portion of a foot, hand, or other appendage. The
bathing container may be configured to receive at least a
portion of the hand, foot, or other appendage of the subject
to topically bathe the area with the treatment solution within
the bathing container. In one embodiment, the system may
turther include an agitator or agitator agent to agitate the
treatment solution within the bathing container.

In another aspect, a method of topically treating or
preventing a bacterial infection of a subject includes topi-
cally administering a treatment solution comprising levo-
floxacin oral solution, 125 mg/5 mL (25 mg/mL), to a
subject, wherein topically administering comprises contact-
ing skin or underlying exteriorly exposed tissue from an
exterior side of the subject with the treatment solution. In
various embodiments, the treatment solution 1s administered
utilizing a bath, wrrigation, or spray application. In one
example, the treatment solution comprises about 10 mL to
about 30 mL levofloxacin oral solution, 125 mg/5> mL (25
mg/mlL), and at least 20 mL of diluent.

DESCRIPTION

The present invention can be understood more readily by
reference to the following detailed description of the inven-
tion and the Examples included therein.
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Belore the present compounds, compositions, articles,
systems, devices, and/or methods are disclosed and

described, 1t 1s to be understood that they are not limited to
specific synthetic methods unless otherwise specified, or to
particular reagents unless otherwise specified, as such may,
of course, vary. It 1s also to be understood that the termi-
nology used herein 1s for the purpose of describing particular
aspects only and 1s not intended to be limiting. Although any
methods and materials similar or equivalent to those
described herein can be used 1n the practice or testing of the
present invention, example methods and materials are now
described.

All publications mentioned herein are incorporated herein
by reference to disclose and describe the methods and/or
materials 1n connection with which the publications are
cited. The publications discussed herein are provided solely
for their disclosure prior to the filing date of the present
application. Nothing herein 1s to be construed as an admis-
s10n that the present invention 1s not entitled to antedate such
publication by virtue of prior invention.

A. Definitions

As used 1n the specification and the appended claims, the
singular forms “a”, “an”, and “the” include plural referents
unless the context clearly dictates otherwise.

The phrase “consisting essentially of limits the scope of a
claim to the recited components in a composition or the
recited steps 1n a method as well as those that do not
materially aflect the basic and novel characteristic or char-
acteristics of the claimed composition or claimed method.
The phrase “consisting of excludes any component, step, or
clement that 1s not recited 1n the claim. The phrase “com-
prising” 1s synonymous with “including”, “containing”, or
“characterized by”, and 1s inclusive or open-ended. “Com-
prising” does not exclude additional, unrecited components
or steps.

As used herein when referring to any numerical value, the
term “about” means a value falling within a range that 1s
+10% of the stated value.

Ranges can be expressed herein as from “about” one
particular value, and/or to “about” another particular value.
When such a range 1s expressed, a further aspect includes
from the one particular value and/or to the other particular
value. Similarly, when values are expressed as approxima-
tions, by use of the antecedent “about,” 1t will be understood
that the particular value forms a further aspect. It will be
further understood that the endpoints of each of the ranges
are significant both in relation to the other endpoint and
independently of the other endpoint. It 1s also understood
that there are a number of values disclosed herein, and that
cach value 1s also herein disclosed as “about™ that particular
value 1n addition to the value 1tself. For example, 1f the value
“10” 1s disclosed, then “about 10 1s also disclosed. It 1s also
understood that each unit between two particular units are
also disclosed. For example, 11 10 and 15 are disclosed, then
11, 12, 13, and 14 are also disclosed.

References 1n the specification and concluding claims to
parts by weight of a particular element or component 1n a
composition denotes the weight relationship between the
clement or component and any other elements or compo-
nents 1n the composition or article for which a part by weight
1s expressed. Thus, mn a compound containing 2 parts by
weilght of component X and 5 parts by weight component Y,
X and Y are present at a weight ratio of 2:5, and are present
in such ratio regardless of whether additional components

are contained 1n the compound.
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As used herein, the terms “optional” or “optionally”
means that the subsequently described event or circumstance
can or camnot occur, and that the description includes
instances where said event or circumstance occurs and
instances where 1t does not. For example, 1n an aspect, a
disclosed method can optionally comprise one or more
additional steps, such as, for example, repeating an admin-
1stering step or altering an administering step.

As used herein, the term “capsule” includes a soit or hard
shell capsule. A capsule shell can be a unibody delivery
vehicle or can be comprised of two capsule shell pieces. In
an aspect, the longer capsule shell piece can be called the
“body” and the smaller capsule shell piece can be called the
“cap”. The body and the cap can engage with each other as
one shell body. As known to the art, capsule sizes can differ
considering various factors that are tailored for any particu-
lar application, such as dosage amount or route of admin-
istration. Capsules can be manufactured to achieve a variety
of capsule shell thicknesses. The release characteristics of a
capsule can vary depending on the capsule shell thickness
and composition. Standard capsule sizes are known 1n the
art, and include, but are not limited to, the following sizes:
Su07 (-28 mL), 7 (=24 mL), 10 (-18 mL), 11 (-10 mL),
12el (-7.5mL), 12 (-5mL), 13 (-3.2 mL), 000 (-1.37 mL),
00 (-0.95 mL), 0 (-0.68 mL), 1 (-0.50 mL), 2 (-0.37 mL),
3 (-0.30 mL), 4 (-0.21 mL), and 5 (-0.13 mL). Actual
volumes 1n mL are shown in parenthesis. Capsules for oral
administration typically range from a size 5 (volume of 0.1
mlL) capsule to a size 000 (volume of 1.37 mL) capsule. The
capacity of a capsule measures how much of a disclosed
compounded composition or a disclosed agent that a capsule
can hold or contain. The capacity of a capsule depends
largely on the density of the composition (compositions and
anti-infective agents vary widely in density). A capsule can
hold less of a composition or an anti-infective agent with a
low density (1.e., around 0.6 g/ml.) and can hold more of a
composition or an agent having a high density (1.e., 1.2
g/ml). The table below shows the approximate capacity (1n
milligrams) of various capsules (e.g., capsule size 000 to
capsule size 4) across a range of densities for a disclosed
compounded composition or a disclosed anti-infective agent
(1.e., an anti-bacterial agent or an anti-fungal agent).

Capacity (mg) for Various Capsule Sizes

Powder Density 000 00 0 1 2 3 4
0.6 g/ml 822 570 408 288 216 162 120
0.8 g/ml 1096 760 544 384 288 216 160
1.0 g/ml 1370 950 680 480 360 270 200
1.2 g/ml 1644 1140 816 576 432 324 240

As used herein, the term “subject” refers to the target of
administration, e.g., an amimal. The term “subject” also
includes domesticated animals (e.g., cats, dogs, etc.), live-
stock (e.g., cattle, horses, pigs, sheep, goats, etc.), and
laboratory animals (e.g., mouse, rabbit, rat, guinea pig, fruit
fly, etc.). Thus, the subject of the herein disclosed methods
can be a vertebrate, such as a mammal, a fish, a bird, a
reptile, or an amphibian. Alternatively, the subject of the
herein disclosed methods can be a human, non-human
primate, horse, pig, rabbit, dog, sheep, goat, cow, cat, guinea
pig, or rodent. The term does not denote a particular age or
sex. Thus, adult and newborn subjects, as well as fetuses,
whether male or female, are intended to be covered. In an
aspect, a subject can be a human patient. A subject can have
diabetes. A subject can be obese. A subject can have circu-
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latory 1ssues. A subject can have a bactenal infection, be
suspected of having a bacterial infection, or be at risk of
developing a bacterial infection. A subject can have a fungal
infection, be suspected of having a fungal infection, or be at
risk of developing a fungal infection. For example, a subject
can have damaged or moist skin, can have chronic disease,
or can be mmmunocompromised. A subject can have a
bacterial infection and a fungal infection, be suspected of
having a bacterial infection and a fungal infection, or be at
risk of developing a bacterial infection and a fungal infec-
tion.

For example, a subject at risk of developing a bacterial
infection can have, for example, risk factors for developing
a bacterial infection (e.g., have damaged or moist skin, have
chronic disease, and/or be immunocompromised). For
example, a subject at risk for developing a bacterial infection
can be exposed to a bactertum or bacteria due to employ-
ment (e.g., a health care worker) or due to the prevalence of
a bacterium or bacteria at a specific location (e.g., a hospi-
tal).

For example, a subject at risk of developing a fungal
infection can have, for example, risk factors for developing
a Tungal infection (e.g., have damaged or moist skin, have
chronic disease, and/or be immunocompromised). For
example, a subject at risk for developing a fungal infection
can be exposed to a fungus or fungi due to employment (e.g.,
a health care worker) or due to the prevalence of a fungus or
fungi at a specific location (e.g., a hospital).

A “patient” refers to a subject afilicted with one or more
diseases or disorders. In an aspect, a patient can refer to a
subject that has been diagnosed with or 1s suspected of
having a fungal infection. In an aspect, a patient can refer to
a subject that has been diagnosed with or 1s suspected of
having a bacterial infection. In an aspect, a bacterial infec-
tion or suspected bacterial infection can affect at least a
portion of one or both feet of the subject. In an aspect, a
bacterial infection or suspected bacterial infection can affect
another appendage, such as at least a portion of one or both
of the subject’s hands. In an aspect, a fungal infection or
suspected fungal infection can aflect at least a portion of one
or both feet of the subject. In an aspect, a fungal infection or
suspected fungal infection can affect another appendage,
such as at least a portion of one or both of the subject’s
hands.

As used herein, the term “treatment” refers to the medical
management ol a patient with the intent to cure, ameliorate,
stabilize, or prevent a disease, pathological condition, or
disorder (such as, for example, a bacternial infection, a
suspected bacterial infection, a fungal infection, or a sus-
pected fungal infection, or both). This term i1ncludes active
treatment, that 1s, treatment directed specifically toward the
improvement of a disease, pathological condition, or disor-
der, and also includes causal treatment, that 1s, treatment
directed toward removal of the cause of the associated
disease, pathological condition, or disorder. In addition, this
term 1ncludes palliative treatment, that 1s, treatment
designed for the relief of symptoms rather than the curing of
the disease, pathological condition, or disorder; preventative
treatment, that 1s, treatment directed to mimimizing or par-
tially or completely inhibiting the development of the asso-
ciated disease, pathological condition, or disorder; and sup-
portive treatment, that 1s, treatment employed to supplement
another specific therapy directed toward the improvement of
the associated disease, pathological condition, or disorder. In
various aspects, the term covers any treatment of a subject,
including a mammal (e.g., a human), and includes: (1)
preventing the disease from occurring in a subject that can
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be predisposed to the disease but has not yet been diagnosed
as having 1t; (1) inhibiting the disease, 1.e., arresting its
development; or (111) relieving the disease, 1.e., causing
regression of the disease.

In an aspect, “treating” means eradicating a bacterial
infection, a fungal nifi

ection, a suspected bacterial infection,
a suspected fungal infection, or a combination thereof. In an
aspect, “treating” means reducing the eflects of a bacternial
infection or fungal infection or symptoms of a bacterial
infection or a fungal infection. Thus, 1n an aspect of a
disclosed method, treating can refer to a 10%, 20%, 30%,
40%., 50%, 60%, 70%, 80%, 90%, or 100% reduction 1n the
severity of an established bacterial infection or an estab-
lished fungal infection or in the symptoms of a bacterial
infection or a fungal infection. For example, a method for
treating a bacterial infection or fungal infection can reduce
one or more symptoms of a bacterial infection, a fungal
infection, or both in a subject by 10% as compared to a
control. In an aspect, a reduction of one or more symptoms
can be 20%, 30%, 40%, 50%, 60%, 70%, 80%, 90%, 100%,
or any percent reduction in between 10% and 100% as
compared to a control. It 1s understood that treatment does
not necessarily refer to a cure or complete ablation or
eradication of the bacterial infection or the fungal infection,
or both. However, 1n an aspect, treatment can refer to a cure
or complete ablation or eradication of the bacterial infection,
the fungal infection, or both.

As used herein, the term “prevent” or “preventing” refers
to precluding, averting, obviating, forestalling, stopping, or
hindering something from happening, especially by advance
action. It 1s understood that where reduce, 1nhibit or prevent
are used herein, unless specifically indicated otherwise, the
use of the other two words 1s also expressly disclosed. In an
aspect, preventing a bacterial infection, fungal infection, or
both 1s intended.

As used herein, the term “diagnosed” means having been
subjected to a physical examination by a person of skall, for
example, a physician, and found to have a condition that can
be diagnosed or treated by the compounds, compositions,
agents, or methods disclosed herein. For example, “diag-
nosed with a bacterial infection” means having been sub-
jected to a physical examination by a person of skill, for
example, a physician, and found to have a condition that can
be diagnosed or can be treated by a disclosed compound or
composition or agent that can prevent or inhibit a bacterial
infection. For example, “suspected of having a bacterial
infection” can mean having been subjected to a physical
examination by a person of skill, for example, a physician,
and found to have a condition that can be likely be diagnosed
as or can likely be treated by a disclosed compound or
composition or agent that can prevent or inhibit a bacterial
infection, or it can mean that the subject believes that he or
she has a bacterial infection. For example, “diagnosed with
a Tungal mnfection” means having been subjected to a physi-
cal examination by a person of skill, for example, a physi-
cian, and found to have a condition that can be diagnosed or
can be treated by a disclosed compound or composition or
agent that can prevent or inhibit a fungal infection. For
example, “suspected of having a fungal infection” can mean
having been subjected to a physical examination by a person
of skill, for example, a physician, and found to have a
condition that can be likely be diagnosed as or can likely be
treated by a disclosed compound or composition or agent
that can prevent or 1inhibit a fungal 1infection, or it can mean
that the subject believes that he or she has a fungal infection.

As used herein, the terms “administering” and “adminis-
tration” refer to any method of providing a disclosed com-
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position, compounded composition, anti-infective agent, or
a pharmaceutical preparation to a subject. Such methods are
well known to those skilled 1n the art and 1include, but are not
limited to: oral administration, transdermal administration,
administration by inhalation, nasal administration, topical
administration, 1ntravaginal administration, ophthalmic
administration, 1ntraaural administration, 1ntracerebral
administration, rectal administration, sublingual administra-
tion, buccal administration, and parenteral administration,
including 1injectable such as intravenous administration,
intra-arterial administration, intramuscular administration,
and subcutaneous administration. Administration can be
continuous or intermittent. In various aspects, a disclosed
composition, compounded composition, or anti-infective
agent can be administered therapeutically; that 1s, adminis-
tered to treat an existing disease or condition. In further
various aspects, a disclosed composition, compounded com-
position, or anti-infective agent can be administered pro-
phylactically; that 1s, administered for prevention of a dis-

case or condition. In an aspect, the skilled person can
determine an etlicacious dose, an ethicacious schedule, and
an ellicacious route of administration for a disclosed com-
position, compounded composition, or anti-infective agent
sO as to treat a subject or inhibit or prevent an inflammatory
reaction. In an aspect, the skilled person can also alter,
change, or modily an aspect of an administering step so as
to improve eflicacy of a disclosed composition, compounded
composition, or anti-infective agent. In an aspect, adminis-
tering means contacting at least a portion of one foot or both
feet of a subject with agitated water comprising a disclosed
composition, compounded composition, or anti-infective
agent 1n a footbath.

As used herein, a “footbath” refers to a container that can
hold some volume (e.g., about 135 liters to about 30 liters) of
aqueous solution (e.g., water) and 1s designed to physically
accommodate at least a portion of one or both feet of a
subject. Footbaths are known to the skilled person. A
footbath can comprise several features or agents that effect
various functions. For example, a footbath can comprise one
or more lights or light-emitting devices, a mechanical agi-
tation agent (e.g., one or more jets or bubble makers) to
physically agitate the enclosed water, a bubble agent to
create bubbles within the enclosed water, a heating agent to
heat the enclosed water, a vibration agent to vibrate the
enclosed water (e.g., a high frequency vibration massage),
an infrared device to provide infrared light to a foot or feet
of the subject, a massage agent (e.g., a roller) that provides
massaging contact to at least a portion of one or both feet,
a pedicure agent that can clean or contact a foot or feet with
a pumice, or a combination thereof. In an aspect, an agitation
agent or an agitator can be coupled to both a motor and the
footbath. Motors and agitators are known to the art. In an
aspect, a footbath can comprise one or more splash guards
and other spill-resistant features to ensure that the water
remains enclosed within a container. A footbath may also
accommodate a subject’s calves, meaning that the container
1s “deep” so as to allow the enclosed water to contact both
the feet and at least a portion of the calves of the subject.
Several manufacturers market footbaths including PIBB, Dr.
Scholl’s, Kendal, Conair, and Brookstone.

As used herein, a “scoop” refers to tool that can be used
to measure or dispense a disclosed a compounded compo-
sition, a disclosed powder, or a disclosed anti-infective
agent. In an aspect, a scoop can have a pre-determined size
that can measure a pre-determined amount. In an aspect, a
scoop can measure or dispense an amount of about 1 g to
about 10 g. In an aspect, a scoop can measure about 1 g,
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about 2 g, about 3 g, about 4 g, about 5 g, about 6 g, about
7 g, about 8 g, about 9 g, or about 10 g. In an aspect, a scoop
can measure or dispense an amount of 10 g or more. For
example, 1 an aspect, a scoop can measure or dispense an
amount of about 1 mg to about 1 g. In an aspect, a scoop can
measure about 1 mg, about 100 mg, about 200 mg, about 300
mg, about 400 mg, about 500 mg, about 600 mg, about 700
mg, about 800 mg, about 900 g, or about 1 g. In an aspect,
a scoop can measure or dispense an amount of about 250 mg.
In an aspect, a scoop can measure or dispense an amount of
about 500 mg. In an aspect, a scoop can measure or dispense
an amount of about 1.5 g.

As used herein, a “scoop’ can also refer to tool that can
be used to measure or dispense a disclosed diluent. In an
aspect, a scoop can have a pre-determined size that can
measure a pre-determined volume. For example, in an
aspect, a scoop can measure or dispense a volume of about
1 mL to about 30 mL. In an aspect, a scoop can measure
about 1 mL, about 2 mL, about 3 mL, about 4 mL, about 5
ml., about 6 mL., about 7 mL, about 8 mL., about 9 ml., about
10 mL, about 15 mlL., about 20 mlL., about 25 mL, or about
30 mL. In an aspect, a scoop can measure or dispense an
amount of 10 mL or more. In an aspect, a scoop can measure
or dispense an amount of about 15 mL.

As used herein, a “mixing container” can be a container
that can accommodate one more liquids (such as a diluent,
for example) and one or more disclosed compositions or
disclosed anti-infective agents. A mixing container can have
a lid or a cover, which facilitates the mixing of any liqud
with any solid that has been added to the container. A mixing
container can be used to generate a solution. In an aspect, a
mixing container can contain an amount from about 2
ounces to about 30 ounces. In an aspect, a mixing container
can contain an amount of about 6 ounces. In an aspect, a
mixing container can contain an amount of about 16 ounces.
The art 1s familiar with mixing containers and mixing
containers are commercially available.

As used herein, “modifying the method” can comprise
moditying or changing one or more features or aspects of
one or more steps of a disclosed method. For example, 1n an
aspect, a method can be altered by changing the amount of
a disclosed compounded composition, a disclosed compo-
sition, or a disclosed anti-infective agent added to a footbath,
by changing the frequency of the subject’s use of the
footbath, or by changing the duration of time that the
subject’s foot or feet contact the water contained within the
footbath, or a combination thereof.

As used herein, poloxamers are non-ionic poly (ethylene
oxide) (PEO)-poly (propylene oxide) (PPO) copolymers.
Poloxamers can be used in pharmaceutical formulations as
surfactants, emulsitying agents, solubilizing agent, dispers-
ing agents, and 1n vivo absorbance enhancer. Poloxamers are
often considered as “functional excipients” because they are
essential components, and play an important role in the
formulation.

The term “‘contacting” as used herein refers to bringing
one or more disclosed compositions, disclosed compounded
compositions, or disclosed anti-infective agents together
with water and an 1ntended target (such as at least a portion
of one or both feet of a subject) or targeted area (such as an
area diagnosed with, suspected of having a bacterial infec-
tion or a fungal infection, or susceptible to developing a
bacterial infection or a fungal infection) 1n such a manner
that the disclosed composition, a disclosed compounded
composition, or a disclosed anti-infective agent can exert an
ellect on the intended target or targeted area either directly
or indirectly. In an aspect, “contacting” means to insert or
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immerse at least a portion of one or both feet of a subject into
the water contained within a footbath.

The term “mixing” as used i a disclosed method of
making a compounded composition, for example, means to
physically combine the recited components so as to achieve
a homogenous compounded composition (which can be a
dry powder formulation). For example, 1n an aspect, an
anti-bacterial agent and an anti-fungal agent can be mixed
with an excipient base powder; that 1s, an anti-bacterial
agent and an anti-fungal agent are physically combined with
an excipient base powder and shaken, or stirred, or agitated
so as to achieve a homogenous compounded composition. In
an aspect, multiple recited components can be mixed
together (1.e., anti-bactenial agent, an anti-fungal agent, an
excipient base powder, and one or more additional anti-
infective agents (1.e., anti-bacterial agent and anti-fungal
agent). In an aspect, “mixing” can also include sifting the
homogenous compounded composition though a fine mesh
strainer. A suitable mixer 1s a TURBULA® mixer, which 1s
able to mix powdery substances with differing specific
welghts and particle sizes. The mixing can be generally
performed for a pre-determined amount of time, 1.e., for 10
seconds, 20 seconds, 30 seconds, 45 seconds, 1 minute, 5
minute, 10 minutes, 20 minutes, 30 minutes, 40 minutes, S0
minutes, 1 hour, 2 hours, 3 hours, or more. A person skilled
in the art could ascertain without undue experimentation, the
amount of time required to mix the recited components so as
to achieve a homogenous compounded composition.

Also, 1n an aspect, “mixing” can be used to describe the
process ol making a solution by adding one or more of a
disclosed compounded composition, a disclosed composi-
tion, or a disclosed anti-infective agent to a diluent. For
example, mixing means to physically combine one or more
of a disclosed compounded composition, a disclosed com-
position, or a disclosed anti-infective agent with a diluent.

“Mixing” can occur 1n a disclosed mixing container. In an
aspect, a mixing container can have a pre-determined size
that can measure or hold a pre-determined amount or
volume. For example, 1n an aspect, a mixing container can
measure or hold an amount of about 1 ounces to about 30
ounces. In an aspect, mixing container can measure or hold
about 1 ounce, 2 ounces, 3 ounces, 4 ounces, 5 ounces, 6
ounces, 7 ounces, 8 ounces, 9 ounces, 10 ounces, 11 ounces,
12 ounces, 13 ounces, 14 ounces, 15 ounces, 16 ounces, 17
ounces, 18 ounces, 19 ounces, 20 ounces, 21 ounces, 22
ounces, 23 ounces, 24 ounces, 25 ounces, 26 ounces, 27
ounces, 28 ounces, 29 ounces, or 30 ounces. In an aspect, a
mixing container can measure or hold about 6 ounces. In an
aspect, a mixing container can measure or hold about 16
ounces.

As used herein, an anti-infective agent can be an anti-
bacterial agent, an anti-fungal agent, a combination of
anti-bacterial agents, a combination of anti-fungal agents, or
a combination of anti-bacterial agents and anti-fungal
agents.

Anti-bacterial agents are known to the art. For example,
the art generally recognizes several categories ol anti-
bactenal agents including (1) enicillins, (2) cephalosporins,
(3) fluoroquinolones, (4) aminoglycosides, (5) mono-
bactams, (6) carbapenems, (7) macrolides, and (8) other
agents. For example, as used herein, an anti-bacterial agent
can comprise afenide, amikacin, amoxicillin, ampicillin,
arsphenamine, azithromycin, azlocillin, aztreonam, bacam-
picillin, bacitracin, carbacephem (loracarbet), carbenicillin,
cefaclor, cefadroxil, cefalotin, cefamandole, cetazolin, cet-
dinir, cetditoren, cefepime, cefixime, cefoperazone, cefotax-
ime, cefoxitin, celfpodoxime, celprozil, ceftazidime, ceftib-
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uten, ceftizoxime, ceftobiprole, celtriaxone, celuroxime,
cephalexin, chloramphenicol, chlorhexidine, ciprofloxacin,
clanithromycin, clavulanic acid, clindamycin, cloxacillin,
colimycin, colistimethate teicoplanin, colistin, demeclocy-
cline, dicloxacillin, dirithromycin, doripenem, doxycycline,
clprozil, enoxacin, ertapenem, erythromycin, ethambutol,
flucloxacillin, {fosfomycin, {furazolidone, gatifloxacin,
geldanamycin, gentamicin, grepatloxacin, herbimycin, 1mi-
penem, 1soniazid, kanamycin, levofloxacin, lincomycin, lin-
cezolid, lomefloxacin, meropenem, meticillin, meticillin,
mezlocillin, minocycline, mitomycin, moxifloxacin, mupi-
rocin, nafcillin, neomycin, netilmicin, nitrofurantoin, nor-
floxacin, ofloxacin, oxacillin, oxytetracycline, paromomy-
cin, penicillin G, penicillin V, piperacillin, pivmecillinam,
platensimycin, polymyxin B, prontosil, pvampicillin,
pyrazinamide, quinupristin/dalfopristin, rifampicin, rifam-
pin, roxithromycin, spartloxacin, spectinomycin, spiramy-
cin, sulbactam, sulfacetamide, sulfamethizole, sulfame-
thoxazole, sulfanilimide, sulfisoxazole, sulphonamides,
sultamicillin, telithromycin, tetracycline, thiamphenicol,
ticarcillin, tobramycin, trimethoprim, trimethoprim-sul-
tamethoxazole, troleandomycin, trovatloxacin, or a combi-
nation thereof.

Anti-fungal agents are known to the art. The art generally
recognizes several categories of anti-fungal agents including,
(1) azoles (1midazoles), (2) antimetabolites, (3) allylamines,
(4) morpholine, (5) glucan synthesis 1nhibitors (echinocan-
dins), (6) polyenes, (7) benoxaaborale; (8) other antifungal/
onychomycosis agents, and (9) new classes of antifungal/
onychomycosis agents. For example, as used herein, an
anti-fungal agent can comprise abafungin, albaconazole,
amorolfin, amphotericin b, anidulatungin, bifonazole, buten-
afine, butoconazole, candicidin, caspolungin, ciclopirox,
clotrimazole, econazole, fenticonazole, filipin, fluconazole,
flucytosine, griseofulvin, haloprogin, hamycin, 1savucona-
zole, 1soconazole, 1traconazole, ketoconazole, micalungin,
miconazole, naftifine, natamycin, nystatin, omoconazole,
oxiconazole, polygodial, posaconazole, ravuconazole, rimo-
cidin, sertaconazole, sulconazole, terbinafine, terconazole,
tioconazole, tolnaftate, undecylenic acid, voriconazole, or a
combination thereof.

Mupirocin 1s an anti-bacterial agent that has excellent
activity against gram-positive staphylococci and strepto-
coccl. Mupirocin 1s used primarily for the treatment of
primary and secondary skin disorders, nasal infections, and
wound healing. Mupirocin inhibits bacterial protein synthe-
s1s by specific reversible binding to bacterial 1soleucyl tRNA
synthase. The molecular formula for mupirocin 1s
C,H,,0,. Azithromycin 1s a semi-synthetic macrolide anti-
biotic structurally related to erythromycin. It has been used
in the treatment ol Mycobacterium avium intracellulare
infections, toxoplasmosis, and cryptosporidiosis. The
molecular formula for azithromycin 1s C;H-,N,O, .

Itraconazole 1s a synthetic triazole antifungal agent that
inhibits cytochrome P-450-dependent enzymes required for
ergosterol synthesis. Itraconazole has antimycotic proper-
ties. Formulated for both topical and systemic use, itracona-
zole pretferentially inhibits fugal cytochrome P450 enzymes,
resulting mm a decrease in fungal ergosterol synthesis.
Because of 1ts low toxicity profile, this agent can be used for
long-term maintenance treatment of chronic fungal infec-
tions. The molecular formula {for 1itraconazole 1s
C3 5H3 8C12N804‘

Fluconazole 1s a synthetic triazole with antifungal activ-
ity. Fluconazole preferentially ihibits fungal cytochrome
P450 sterol C-14 alpha-demethylation, resulting 1n the accu-
mulation of fungal 14 alpha-methyl sterols, the loss of
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normal fungal sterols, and fungistatic activity. Mammalian
cell demethylation 1s much less sensitive to fluconazole
inhibition. The mechanism of action of fluconazole 1s as a
cytochrome P450 2C19 inhibitor, cytochrome P450 3A4
inhibitor, and cytochrome P450 2C9 1nhibitor. The molecu-
lar formula for fluconazole 1s C, H,,F,N.O.

Clindamycin Phosphate Topical Solution, or simply clin-
damycin solution as used herein, 1s a commercially available
clindamycin solution. Clindamycin Phosphate 1% topical
solution contains clindamycin phosphate, USP, at a concen-
tration equivalent to 10 mg clindamycin per milliliter. Clin-
damycin phosphate 1s a water soluble ester of the semi-
synthetic antibiotic produced by a 7(S)-chloro-substitution
of the 7(R)-hydroxyl group of the parent antibiotic linco-
mycin. The solution contains 1sopropyl alcohol 39% w/v,
propylene glycol, and purified water. The solution may also
contain sodium hydroxide for pH balance.

Erythromycin Topical Solution 1s a commercially avail-
able solution. Erythromycin 2% USP 2% contains erythro-
mycin  ((3R*,4S*,58* 6R*,7R*, 9R* 11R*,12R*,135%,
14R*)-4-[(2,6-Dideoxy-3-C-methyl-3-0-methyl-a-L-ribo-
hexopyranosyl)-oxy]-14-ethyl-7,12,13-trihydroxy-3,3,7,9,
11,13-hexamethyl-64[3,4,6-trideoxy-3 (dimethylamino)-0-
D-xylohexopyranosyl]oxy] oxacyclotetradecane-2,10-
dione), for topical dermatologic use. Erythromycin 1s a
macrolide antibiotic produced from a strain of Saccaropo-
lvspora eryvthraea (lormerly Streptomyces erythreus). It 1s a
base and readily forms salts with acids.

Levotfloxacin 1s a synthetic antibacterial agent with the
empirical formula C,H, ,FN,O,."2H,O and a molecular
weight of 370.38. Levotloxacin 1s commercially available in
a bulk powder format as well as 1n capsule, oral solution, and
injection dosage formulations. Levofloxacin i1s currently
administered orally 1n tablet and oral solution dosage forms.
Levofloxacin tablets are commercially available 1n various
strengths including 1n 200 mg, 500 mg, and 750 mg tablets.
Levofloxacin oral solution 1s commercially available 1n the
United States 1n 25 mg/mlL strength formulations. Such oral
solutions also include 1nactives such as vehicles, solvents,
stabilizers, coloring agents, or flavoring agents. In one
example, levotloxacin oral solution contains, 1n addition to
levofloxacin, artificial and natural flavors, ascorbic acid,
benzyl alcohol, caramel color, glycerin, hydrochloric acid,
propylene glycol, purified water, sucralose and sucrose. As
another example, levofloxacin oral solution contains the
following inactive ingredients: artificial bubble gum flavor,
artificial grape flavor, ascorbic acid, benzyl alcohol, glyc-
erin, hydrochloric acid, PFC Bitter Mask F9885, propylene
glycol, purified water, saccharin sodium, and sucrose.
Sodium hydroxide may be used to adjust pH (between
approximately 5.0 to approximately 6.0). Levotloxacin 1s
also currently administered parenterally via intravenous
injection. Levotloxacin for injection 1s commercially avail-
able 1n various strengths and volumes. For example, levo-
floxacin for injection 1s currently available 1n 500 mg/20 mL
strength, 20 mL volume single use container, and m 2350
mg/S0 mL strength, 50 mL, 100 mL, and 150 mL single-use
containers.

Linezolid 1s an antibacterial agent with the empirical
formula C, .H,,FN,O, and a molecular weight of 337.35.
Linezolid 1s commercially available 1n a bulk powder format
as well as 1n granules for oral suspension, oral solution,
injection dosage, and oral tablet formulations.

Linezolid for oral suspension may be supplied as a
flavored, e.g., orange-tlavored, granule/powder for consti-
tution 1to a suspension for oral administration. Depending
on the strength and constitution ratio, following constitution,
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cach 5 mL typically contains about 100 mg of linezolid.
Inactive mngredients may include sucrose, citric acid, sodium
citrate, microcrystalline cellulose and carboxymethylcellu-
lose sodium, aspartame, xanthan gum, mannitol, sodium
benzoate, colloidal silicon dioxide, sodium chloride, and
flavors. Sodium (Na+) content may be about 8.52 mg per 5
mL (0.4 mEq per 5 mL). For example, Zyvox oral suspen-
s10on 1s a whiate, fluid which 1s orange flavoured. It 1s supplied
in an amber glass bottle with a screw cap. Zyvox oral
suspension may contain 20 mg of linezolid per 1 mL (total
150 mL), sucrose, manmtol, microcrystalline cellulose, car-
mellose sodium, aspartame, anhydrous colloidal silica,
sodium citrate, xanthan gum, sodium benzoate, citric acid
anhydrous, and sodium chloride. The granules may be
flavoured with Mafco magnasweet, orange flavour, orange
cream tlavour, Sweet-am powder, vanmilla flavour and pep-
permint tlavour.

Linezolid injection may be supplied as a ready-to-use
sterile 1sotonic solution for infravenous infusion. For
example, each container may contain 600 mg of linezolid 1n
300 mL of a clear, colorless to slightly yellow aqueous
solution. Inactive ingredients may include: citric acid anhy-
drous USP 1.92 mg/mL, sodium chloride USP 9 mg/mlL.,
sodium hydroxide NF 0.76 mg/ml., and water for injection
USP. Sodium hydroxide NF and/or hydrochloric acid NF are
typically used to adjust the pH. The sodium (Na+) content
may be about 3.98 mg/mL (52 mEqg/300-mL container).
Zyvox for injection i1s supplied as a ready-to-use sterile
1sotonic solution for intravenous infusion. Each mL contains
2 mg of linezolid. Inactive ingredients are sodium citrate,
citric acid, and dextrose 1n an aqueous vehicle for intrave-
nous administration. The sodium (Na+) content 1s about 0.38
mg/mL (5 mEq per 300-mL bag; 3.3 mEq per 200-mL bag;
and 1.7 mEq per 100-mL bag).

Linezolid tablets for oral administration are currently
available under the tradename Zyvox in 400 mg or 600 mg
linezolid as film-coated compressed tablets. Inactive ingre-
dients may include corn starch, microcrystalline cellulose,
hydroxypropylcellulose, sodium starch glycolate, magne-
sium stearate, hypromellose, polyethylene glycol, titanium
dioxide, and carnauba wax. The sodium (Na+) content may
be about 1.95 mg per 400 mg tablet and about 2.92 mg per
600 mg tablet (which may be 0.1 mEq per tablet, regardless
of strength). Similar linezolid generic tablets are also avail-
able. For example, linezolid 600 mg tablets are currently
manufactured for TEVA Pharmaceuticals USA, Inc., North
Wales, Pa. 19434, which include the inactive ingredients
croscarmellose sodium, crospovidone, hypromellose, mag-
nesium stearate, maize starch, mannitol, polyethylene gly-
col, povidone, and titanium dioxide. The sodium (Na+)
content 1s about 4.3 mg (0.2 mEq) per 600 mg tablet. The
FDA has approved the following manufactures for commer-
cial marketing of linezolid tablets, 600 mg, Gate Pharma-
ceuticals, Glenmark Pharmaceuticals, Hetro Labs L'TD Unait
V, Mylan Pharmaceuticals Inc., Novel Laboratories Inc., and
/Zydus Pharmaceuticals USA Inc.

The term “‘pharmaceutically acceptable” describes a
material that 1s not biologically or otherwise undesirable,
1.., without causing an unacceptable level of undesirable
biological eflects or mteracting 1n a deleterious manner. The
term “pharmaceutically acceptable salts” describes salts of
active pharmaceuticals. It 1s to be appreciated that recitations
herein of a particular active pharmaceuticals 1s to include
pharmaceutically acceptable salts thereol whether or not
specifically recited as such. As used herein, the term “phar-
maceutically acceptable carrier” refers to sterile aqueous or
nonaqueous solutions, dispersions, suspensions or emul-
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s10oms, as well as sterile powders for reconstitution into sterile
injectable solutions or dispersions just prior to use.
Examples of suitable aqueous and nonaqueous carriers,
diluents, solvents or vehicles include water, ethanol, polyols
(such as glycerol, propylene glycol, polyethylene glycol and
the like), carboxymethylcellulose and suitable mixtures
thereof, vegetable oils (such as olive oi1l) and injectable
organic esters such as ethyl oleate. These compositions can
also contain adjuvants such as preservatives, wetting agents,
emulsiiying agents and dispersing agents. Prevention of the
action ol microorganisms can be ensured by the imnclusion of
various anti-bacterial and anti-fungal agents such as para-
ben, chlorobutanol, phenol, sorbic acid and the like. It can
also be desirable to 1include 1sotonic agents such as sugars,
sodium chloride and the like. Prolonged absorption of the
injectable pharmaceutical form can be brought about by the
inclusion of agents, such as aluminum monostearate and
gelatin, which delay absorption. Injectable depot forms are
made by forming microencapsule matrices of the drug in
biodegradable polymers such as polylactide-polyglycolide,
poly(orthoesters) and poly(anhydrides). Depending upon the
ratio of drug to polymer and the nature of the particular
polymer employed, the rate of drug release can be con-
trolled. Depot injectable formulations are also prepared by
entrapping the drug in liposomes or microemulsions which
are compatible with body tissues. The 1njectable formula-
tions can be sterilized, for example, by filtration through a
bactenal-retaining filter or by 1incorporating sterilizing
agents 1n the form of sterile solid compositions which can be
dissolved or dispersed in sterile water or other sterile inject-
able media just prior to use. Suitable inert carriers can
include sugars such as lactose.

As used herein, “determining” can refer to measuring or
ascertaining the presence and severity of an infection, such
as, for example, a bacterial infection or a fungal infection
that affects one or more of a subject’s appendages (e.g., at
least a portion of one or both feet). Methods and techniques
used to determiming the presence and/or severity of an
infection are typically known to the medical arts. For
example, the art 1s familiar with the ways to 1dentify and/or
diagnose the presence, severity, or both of a bacterial ifec-
tion, a fungal ifection, or both.

As used herein, “effective amount” and “amount eflec-
tive” can refer to an amount that 1s suflicient to achieve the
desired result such as, for example, the treatment and/or
prevention of a bacterial imnfection or a suspected bacterial
infection or a fungal infection or a suspected fungal infec-
tion. As used herein, the terms “effective amount” and
“amount eflective” can refer to an amount that 1s suflicient
to achieve the desired an eflect on an undesired condition
(e.g., a bacterial or fungal mfectlon) For example, a “thera-
peutlcally cllective amount” refers to an amount that 1s
suflicient to achieve the desired therapeutlc result or to have
an eflect on undesired symptoms, but 1s generally msuil-
cient to cause adverse side eflects. The specific therapeuti-
cally eflective dose level for any particular patient will
depend upon a variety of factors including the disorder being
treated and the severity of the disorder; the specific compo-
sition employed; the age, body weight, general health, sex
and diet of the patient; the time of administration; the route
of administration; the rate of excretion of the specific
compound employed; the duration of the treatment; drugs
used 1n combination or coincidental with the specific com-
pound employed and like factors well known in the medical
arts. For example, it 1s well within the skill of the art to start
doses of a compound at levels lower than those required to
achieve the desired therapeutic effect and to gradually
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increase the dosage until the desired eflect 1s achieved. If
desired, then the effective daily dose can be divided into
multiple doses for purposes of administration. Conse-
quently, single dose compositions can contain such amounts
or submultiples thereof to make up the daily dose. The
dosage can be adjusted by the individual physician 1n the
event of any contraindications. Dosage can vary, and can be
administered 1n one or more dose administrations daily, for
one or several days. Guidance can be found 1n the literature
for appropriate dosages for given classes of pharmaceutical
products. In further various aspects, a preparation can be
administered i a “prophylactically eflective amount™; that
1s, an amount effective for prevention of a disease or
condition, such as, for example, a bacterial infection or a
fungal 1nfection.

As used herein, LoxaSperse™ refers to an excipient base
powder comprising a blend of micronized xylitol and polox-
amers. LoxaSperse™ 1s used as a chemical dispersing or
solubilizing agent, thereby improving the solubility and
dispersibility of poorly water soluble active pharmaceutical
ingredients (APIs) or agents. LoxaSperse™ can be obtained
from a bulk source.

As used herein, XyliFos™ refers to an excipient base
powder comprising xylitol, poloxamer 407, hydroxylpropyl
betadex, and epigallocatechin gallate. XyliFos™ 1s used as
a chemical dispersing or solubilizing agent, thereby improv-
ing the solubility and dispersibility of poorly water soluble
active pharmaceutical ingredients (APIs) or agents. In an
aspect, mnfectious agents such as bacteria and fungi can
consume or uptake XyliFos™, but cannot digest, process, or
excrete XyliFos™., This leads to the infectious agent’s death.
XyliFos™ can be obtained from a bulk source.

As described herein, the combined use of LoxaSperse and
XyliFos can improve the elliciency and performance of the
disclosed compounded composition as XyliFos improves
the solubilizing and dispensing characteristics of LoxaS-
perse.

Disclosed are the components to be used to prepare a
composition of the mvention as well as the compositions
themselves to be used within the methods disclosed herein.
These and other materials are disclosed herein, and 1t 1s
understood that when combinations, subsets, 1nteractions,
groups, etc. ol these materials are disclosed that while
specific reference of each various individual and collective
combinations and permutation of these compounds cannot
be explicitly disclosed, each 1s specifically contemplated and
described herein. For example, i1 a particular compound 1s
disclosed and discussed and a number of modifications that
can be made to a number of molecules including the
compounds are discussed, specifically contemplated 1s each
and every combination and permutation of the compound
and the modifications that are possible unless specifically

indicated to the contrary. Thus, 1f a class of molecules A, B,
and C are disclosed as well as a class of molecules D, E, and
F and an example of a combination molecule, A-D 1s
disclosed, then even 11 each 1s not individually recited each
1s individually and collectively contemplated meaning com-
binations, A-E, A-F, B-D, B-E, B-F, C-D, C-E, and C-F are
considered disclosed. Likewise, any subset or combination
of these 1s also disclosed. Thus, for example, the sub-group
of A-E, B-F, and C-E would be considered disclosed. This
concept applies to all aspects of this application including,
but not limited to, steps in methods of making and using the
compositions of the invention. Thus, 1f there are a variety of
additional steps that can be performed 1t 1s understood that
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cach of these additional steps can be performed with any
specific embodiment or combination of embodiments of the
methods of the invention.

B. Compounded Compositions

Disclosed herein 1s a compounded composition for treat-
ing an infection.
1. Compounded Composition Comprising an Anti-Bacterial
Agent and/or an Anti-Fungal Agent

Disclosed herein 1s a compounded composition compris-
ing a therapeutically eflective amount of a first anti-bacterial
agent and a therapeutically effective amount of a second
anti-bacterial agent. A disclosed compounded composition
can comprise a dry powder formulation or can comprise an
omntment.

In an aspect, a disclosed compounded composition can

comprise from about 1.0% w/w to about 9.0% w/w, from
about 2.0% w/w to about 8.0% w/w, from about 3.0% w/w
to about 7.0% w/w, or from about 4.0% w/w to about 7.0%
w/w of the first anti-bacterial agent. In an aspect, a disclosed
compounded composition can comprise ifrom about 1.0%
w/w to about 9.0% w/w, from about 2.0% w/w to about 8.0%
w/w, from about 3.0% w/w to about 7.0% w/w, or from
about 4.0% w/w to about 7.0% w/w of the second anti-
bacterial agent.

Anti-bacterial agents are known to the art and discussed
supra.

In an aspect, the first anti-bacterial agent can comprise
mupirocin. Mupirocin 1s known to the art and discussed
supra.

In an aspect, the second anti-bacterial agent can comprise
tobramycin or a pharmaceutically acceptable salt thereof. In
an aspect, a disclosed compounded composition can com-
prise mupirocin and tobramycin. In an aspect, the mupirocin
can comprise an ointment (for example, a mupirocin 2.0%
omtment) and the tobramycin or a pharmaceutically accept-
able salt thereof can comprise a dry powder. In an aspect, a
disclosed compounded composition can comprise about
1.775% w/w mupirocin and about 7.5% w/w tobramycin or
a pharmaceutically acceptable salt thereof.

In an aspect, the second anti-bacterial agent can comprise
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