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WIPE FORMULATION

BACKGROUND OF THE INVENTION
1. Field Of The Invention

The present invention relates to a formulation for a wipe. More
particularly, the present invention relates to a wipe or towelette formulation
that has an anti-irritant agent. The wipe is particularly useful for feminine
cleansing, and may alternatively be used for adult personal hygiene.
2. Description of the Prior Art

A towelette or wipe is generally an absorbent sheet that is treated or
pre-moistened with a liquid formulation. The liguid used in pre-moistening
the sheet Is generally an aqueous solution. The solution may have a
surface active detergent, a humectant and, in some instances, also a
fragrance.

U.S. Patent No. 5,804,203 to Hahn et al. is directed to a topical
composition for reducing skin irritation in animals comprising an irritant
ingredient and an anti-irritant amount of agueous-soluble strontium cation.

U.S. Patent No. 4,772,501 to Johnson et al. is directed to a wet wipe
product having a fibrous wipe, a liquid preservative composition, and an
enclosure for the fibrous wipe and the liquid preservative composition. The
liquid preservative composition consists essentially of: (a) a mixture of citric
acid and sorbic acid as the preservative component; (b) water; and (c)
optional ingredients selected from the group consisting of skin moisturizers
and fragrance compounds.
SUMMARY OF THE INVENTION

It is an object of the present invention to provide a mild formulation

for use in a wipe.

It is another object of the present invention to provide a mild wipe
formulation that has an anti-irritant agent.

It is a further object of the present invention to provide such a mild
wipe formulation that prevents or minimizes skin irritation and itching

especially feminine itching.

PCT/US02/30352
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These and other objects and advantages of the present invention
are achieved by a mild wipe formulation that comprises an anti-irritant
agent, citric acid and at least one preservative. In one embodiment of the
present invention, the wipe formulation comprises an anti-irritant agent, a
pH adjuster, namely citric acid, at Iéast one preservative, and one or more
of the following: a humectant, a surfactant, a skin conditioning agent, an
emulsifying agent, a chelating agent, a second preservative that specifically
prevents mold, and a fragrance.

DETAILED DESCRIPTION OF THE INVENTION

The present invention is a liquid wipe formulation. This formulation
is used primarily in a feminine wipe. The wipe formulation has an anti-
irrifant agent, a pH adjuster, namely citric acid, and at least one
preservative.

- The anti-irritant agent used in the present wipe formulation has been
effective to clean, refresh and prevent further feminine itching. The anti-
irritant agent is preferably one or more of the following: local anesthetics,
analgesics, anesthetics, antipruitics, astringents, hydrocortisone
preparations, keratolytics or any combinations thereof. The local
anesthetics that can be used in the present invention include benzocaine,
benzyl alcohol, dibucaine, dibucaine HCI, Dyclonine HCI, Lidocaine,
Pramoxine HCI, Tetracaine, Tetracaine HCI, or any combinations thereof.
The anti-irritant agent Is preferably present in an amount from about .1 wt%
up to about 50 wt% of the total weight of the liquid, wipe formulation. More
preferably, the anti-irritant agent is preferably present in an amount about 9
wt% of the total weight of the liquid, wipe formulation.

When the anti-irritant agent is an anesthetic, it is preferably a mixture of
the following local anesthetics, and preferably in the approximate amount,

set forth below.

Local Anesthetics in percentage by wt

(wt%) of the wipe formulation

Benzocaine 5.0-20.0
Benzyl alcohol 1.0-4.0
Dibucaine 0.25-1.0

PCT/US02/30352
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Dibucaine HCI 0.25-1.0
Dyclonine HCI 0.5-1.0
| idocaine 2.0-25.0
Pramoxine HCI 1.0
Tetracaine 0.5 — 1 .0
Tetracaine HCI 0.5-1.0

The analgesic, anesthetic or antipruitic anti-irritant agents that can
be used in the present wipe formulation include camphor, juniper tar,
menthol or combinations thereof. When the anti-irritant agent is an
analgesic, an anesthetic or an antipruitic, it is preferably in the following

mixture, and in an approximate range, set forth below.

Analgesic, anesthetic and antipruitic In

wt% of the wipe formulation

Camphor 0.1-3.0
Juniper tar 1.0-35.0
Menthol 0.1-1.0

The astringents that can be used in the present wipe formulation
include calamine, zinc oxide or any combination thereof. VWhen the anti-
irritant agent is an astringent, it is preferably in the following mixture, and

preferably in the approximate range, set forth below.

Astringents in wt% of the wipe

formulation

Calamine 5.0-25.0
Zinc oxide 5.0-25.0
Witch hazel 1.0 -50.0

The hydrocortisone preparations that can be used in the present
wipe formulation include hydrocortisone, hydrocortisone acetate or any
combination thereof. If the anti-irritant agent is a hydrocortisone

preparation, it is preferably present in the following mixture, and preferably

in the approximate range, set forth below.

Hydrocortisone preparations in wt% of
the wipe formulation
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Hydrocortisone 0.25-0.5
Hydrocortisone acetate | 0.25 - 0.5

The keratolytics that can be used in the present wipe formulation
iInclude alcloxa, resorcinol or any combination thereof. When the anti-
irrifant agent is a keratolytic, it is preferably present the following mixture,

and preferably in the approximate range, set forth below.

Keratolytics in wt% of the wipe
formulation

Alcloxa 0.2-2.0
Resorcinol 1.0-3.0

The second ingredient of the present wipe formulation is a pH
adjuster. The preferred pH adjuster is citric acid. Preferably, citric acid is
present in an amount from about 0.01 wt% to about 1 wt% of the total
weight of the liquid, wipe formulation. More preferably, the citric acid is
present in an amount from about 0.05 wt% to about 0.5 wt%, and most
preferably about 0.1 wt%, of the total weight of the wipe formulation. With
the above amounts of pH adjuster, the wipe formulation is in a pH range
from about 4.0 to about 6.0, and preferably from about 4.5 to about 5.0.

The present wipe formulation has at least one preservative. That
preservative is preferably one or more of the following: sodium
hydroxymethylglycinate, polyaminopropyl biguanide, quaternary ammonium
compound, EDTA salt, EDTA fatty acid conjugate, alkanol especially
ethanol, isopropyl alcohol, benzyl alcohol, paraben, sorbate, urea
derivative, and isothiazolinone, or any combination thereof. The preferred
preservative is sodium hydroxymethylglycinate. The preservative is
preferably present in an amount from about 0.2 wt% to about 2 wt%, and
more preferably about 0.5 wt%, of the total weight of the wipe formulation.

In one embodiment of the present invention, the liquid wipe
formulation has an anti-irritant agent, a pH adjuster, namely citric acid, and
at least one preservative. In another embodiment of the present invention,
the wipe formulation has the anti-irritant, the pH adjuster, namely citric acid,
the at least one preservative, and one or more of the following ingredients:

a humectant, a surfactant, a skin conditioning agent, an emuisifying agent,

4
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a chelating agent, a second preservative which specifically prevents mold,
and a fragrance.

In yet another embodiment of the present invention, the liquid wipe
formulation includes the anti-irritant, the pH adjuster, namely citric acid, the
at least one preservative, a humectant, a surfactant, a skin conditioning
agent, an emulsifying agent, a chelating agent, a second preservative
which specifically prevents mold, and a fragrance.

The humectant used in a wipe of the present invention is preferably
one or more of the following: glycerol, propylene glycol, sorbitol urea,
amino acid, polyol and other compounds with hygroscopic properties, or
any combination thereof. The preferred humectant is propylene glycol.
The humectant is preferably present in an amount from about 0.1 wt% up
to about 2 wt% of the total weight of the liquid, wipe formulation. More
preferably, the humectant is present in an amount about 0.5 wt%.

The surfactant that can be used in a wipe formulation of the presen't
invention is preferably one or more of the following: alkylamido alkylamine,
quaternary ammonium compound, phosphorus derivative, amphoteric
iImidazoline derivative, fatty sulfosuccinate ester and amide, ethoxylated
sorbitan ester, betaine, alkoxylated alcohol, alkyl ether sulfate, disodium
cocoamphodiacetate, cocamidopropyl betaine, PEG-80 glyceryl
cocoate/PEG-30 glyceryl cocoate, decyl polyglucose, or any combinations
thereof. The preferred surfactant is disodium cocoamphodiacetate. The
surfactant is preferably present in an amount greater than about O to about
1 wt% of the total weight of the liquid, wipe formulation. More preferably,
the surfactant is present in an amount about 0.10 wt% of the total weight of
the wipe formulation.

The skin conditioning agent used in an embodiment of the present
wipe formulation is preferably one or more of the following: botanical
extract including aloe vera gel, ester including tocobherol acetate (vitamin
E acetate), quaternary ammonium compound, asymmetrical carbonate, N-
substituted carboxamide, urea or phosphine oxide, organic salt, or any
combination thereof. The skin conditioning agent is preferably present in

an amount greater than about 0 wt% up to about 1.25 wt% of the total
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weight of the liquid, wipe formulation. More preferably, it is present in an
amount about 0.02 wt% of the wipe formulation. The preferred skin
conditioning agents are aloe vera gel and tocopheryl acetate. When used.
aloe vera gel is preferably present in an amount greater than about 0 to
about 1 wt% of the total weight of the liquid formulation. More preferably, it
Is present in an amount about 0.01 wt%. When used, tocopheryl acetate
(vitamin E acetate) is preferably present in an amount greater than about 0
to about 1.0 wt% of the total weight of the liquid formulation. More
preferably, it is present in an amount about 0.01 wt% of the wipe
formulation.

The emulsifying agent used in a wipe formulation of the present
invention is any one or more of the following: sorbitan, alkoxylated fatty
alcohol, alkylpolyglycoside, soap, alkyl sulfate, monoalkyl and dialky!
phosphate, alkyl sulphonate, acyl isothionate, or any combinations thereof.
The preferred emulsifying agent is polysorbate 20. The emulsifying agent
Is preferably present in an amount greater than about 0 wt% to about 1
wt% of the total weight of the liquid, wipe formulation. More preferably, it is
present in an amount about 0.25 wt% of the wipe formulation.

The chelating agent that can be used in a present wipe formulation
Is preferably one or more of the following: disodium EDTA
(ethylenediamine tetraacetate), ethylene-diamine-tetra-acetic acid,
(ethylenedioxy)-diethylene-dinitrilo-tetra-acetic acid, salicylaldoxime,
quinolinol, triethylenetetramine, or any combinations thereof. The preferred
chelating agent is disodium EDTA. The chelating agent is preferably
present in an amount greater than about 0 wt% up to about 0.2 wt% of the
total weight of the liquid, wipe formulation. More preferably, the chelating
agent is present in an amount about 0.1 wt% of the wipe formulation.

A wipe formulation of the present invention may include a second
preservative that is specifically present to prevent mold. The preferred
second preservative Is potassium sorbate. The second preservative is
preferably present in an amount from about 0.1 wt% to about 0.3 wt% of

the total weight of the liquid, wipe formulation. More preferably, the second
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preservative is present in an amount about 0.14 wt% of the wipe

formulation.

A wipe formulation of the present invention may include a fragrance.

Any conventional fragrance that is mild and does not adversely affect

sensitive areas for females, or other adults, may be used. Preferably, the

fragrance is present in an amount greater than about 0 wt% up to about 0.5
wt%, and more preferably about 0.05 wt%. of the total welght of the liquid,

wipe formulation.

The one example of the subject liquid wipe formulation is listed in

Table 1 in weight percents, along with acceptable ranges.
Table 1
Ingredient Subject Formulation | Ranges’
(Wt%) (Wt%)
Water QS QS
Witch Hazel o 1 -80
Propylene Glycol 0.5 0.1-2
Disodium Cocoamphodiacetate 0.1 0 -1
Tocopheryl Acetate (Vitamin E 0.01 0-1
Acelate)
Aloe Vera Gel 0.01 0-1
Fragrance 0.05 0-0.5
Polysorbate 20 0.25 0-0.5
Preservative 0.5 02-2
Disodium EDTA 0.1 0-0.2
Potassium Sorbate 0.14 0.1-0.3
Citric Acid 0.1 0.01-1
TOTAL 100 100

The wipe formulations of the present invention have therapeutic

benefits. |n addition, they prevent or minimize skin irritation and itching.

Moreover, each of the wipe formulations of the present invention is mild.

The wipe formulations of the present invention may be used as a feminine

wipe and, in particular, prevent or minimize feminine itching.

It should be understood that the foregoing description is only

lllustrative of the present invention. Various alternatives and modifications

can be devised by those skilled in the art without departing from the

y




CA 02462510 2004-03-31
WO 03/028600 PCT/US02/30352

Invention. Accordingly, the present invention is intended to embrace all

such alternatives, modifications and variances that fall within the scope of

the appended claims.
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AMENDED CLAIMS
[received by the International Bureau on 03 April 2003 (03.04.03);

original claims 1, 4, 6 and 15 replaced by amended claims 1, 4, 6 and 15;
original claims 9, 10 and 29 cancelled; new claims 30 and 31 added,;
remaining claims unchanged (3 pages)]

1. A liquid formulation for a wipe comprising an anti-irritant
agent, citric acid, and at least one preservative, said irritant agent being
5 present in an amount of about 9 wt% of the total weight of the formulation,
wherein the formulation has therapeutic benefits.

2. The formulation of claim 1, wherein said anti-irritant agent is
selected from the group consisting of anesthetic, analgesic, antipruitic,
10 astringent, hydrocortisone preparation, keratolytic, and any combinations
thereof.

3. The formulation of claim 1, wherein said anti-irritant agent is

at least one local anesthetic selected from the group consisting of:

15 benzocaine, benzyl alcohol, dibucaine, dibucaine HCI, Dyclonine HCI,
lidocaine, Pramoxine HCI, Tetracaine, Tetracaine HCI, and any
combinations thereof.

4. A liquid formulation for a wipe comprising an anti-irritant
20 agent, citric acid, and at ieast one preservative, wherein said anti-irritant
agent is selected from the group consisting of camphor, juniper tar,
menthol, and any combinations thereof.

5. The formulation of claim 1, wherein said anti-irritant agent is
25  atleast one hydrocortisone derivative selected from the group consisting
of hydrocortisone, hydrocortisone acetate, and any combination thereof.

6. A liquid formulation for a wipe comprising an anti-irritant
agent, citric acid, and at least one preservative, wherein said anti-irritant
30 agentis selected from the group consisting of aicloxa, resorcinol, and any
combination thereof.

13
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7. The formulation of claim 1, wherein said anti-irritant agent is
at least one astringent selected from the group consisting of witch hazel,
calamine, zinc oxide, and any combinations thereof.

5
8. The formulation of claim 1, wherein said anti-irritant agent is
witch hazel.
9. (Cancelled)
10
10. (Cancelled)
11. The formulation of claim 1, wherein said citric acid is present
in an amount from 0.01 wt% to 1 wt% of the total weight of the formulation.
15

12.  The formulation of claim 1, wherein the formulation is in a pH
range from about 4.0 to about 6.0.

13.  The formulation of claim 1, wherein said at least one
20 preservative is present in an amount from about 0.2 wit% to abaut 2 wt% of
the total weight of the formulation.

14. The formulation of claim 1, wherein said at least one
preservative is sodium hydroxymethylglycinate.
25
15.  The formulation of claim 1, further comprising a humectant
selected from the group consisting of glycerol, propylene glycol, sorbitol
urea, amino acid, polyol, and any combinations thereof

14
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16. The formulation of ¢claim 15, wherein said humectant is
present in an amount from about 0.1 wt% to about 2 W% of the total
weight of the formulation.

5 17.  The formulation of claim 1, further comprising a surfactant
selected from the group consisting of alkylamido alkylamine, quaternary
ammonium compound, phosphorus derivative, amphoteric imidazoline
derivative, fatty sulfosuccinate ester and amide, ethoxylated sorbitan
ester, betaine, alkoxylated alcohol, alkyl ether sulfate, disodium

10 cocoamphodiacetate, cocamidopropyl betaine, PEG-80 glyceryl
cocoate/PEG-30 glyceryl cocoate, decyl polyglucose, and any

combinations thereof

18.  The formulation of claim 17, wherein said surfactant is

15 presentin an amount greater than about 0 wi% to about 1 wt% of the total
weight of the formulation.

18.  The formulation of claim 1, further comprising a skin

conditioning agent selected from the group consisting of botanical extract,

20 ester, guaternary ammonium compound, asymmetrical carbonate, N-
substituted carboxamide, urea, phosphine oxide, organic salt, and any
combinations thereof.

20.  The formulation of claim 19, wherein the skin conditioning

25 agent is in an amount greater than about 0 wt% up to about 1.25 wt% of
the total weight of the formulation.

21.  The formulation of claim 1, further comprising an emulsifying
agent selected from the group consisting of: sorbitan, alkoxylated fatty
30 alcohol, alyipolyglycoside, soap, alkyl sulfate, monoalkyl and dialky!

13
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phosphate, alkyl sulphonate, acyl isothionate, and any combinations
thereof.

22.  The formulation of claim 21, wherein the emulsifying agent is
5 inan amount greater than about 0 wi% to about 1 wt% of the total weight
of the formulation.

23.  The formulation of claim 1, further comprising a second
preservative that combats mold.

10
24. The formulation of claim 23, wherein said second
preservative is in an amount from about 0.1 wt% to about 0.3 wt% of the
total weight of the formulation.
15 29, The formulation of claim 23, wherein said second

preservative is potassium sorbate.

26. The formulation of claim 1, further comprising a chelating
agent selected from the group consisting of disodium EDTA, ethylene-
20 diamine-tetra-acetic acid, (ethylenedioxy)-diethlyene-dinitrilo-tetra-acetic
acid, salicylaldoxime, quinolinol, triethylenetetramine, and any
combinations thereof.

27.  The formulation of claim 26, wherein said chelating agent is
25 present in an amount greater than about 0 wt% up to about 0.2 wi% of the
total weight of the formulation.

28.  The formulation of claim 1, further comprising a fragrance.

30 29. (Cancelled)

16
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15

30. The formulation of claim 4, wherein the camphor is present
in an amount of about 0.1 wt% to about 3.0 wt% if the anti-irritant agent is
camphor;, wherein the juniper tar is present in an amount of about 1.0 wt%
to about 5.0 wt% if the anti-irritant agent is juniper tar, and wherein the
menthol is present in an amount of about 0.1 wt% to about 1.0 wt% if the
anti-irritant agent is menthol.

31, The formulation of claim 6, wherein the alcloxa is present in
an amount of about 0.2 wt% to about 2.0 wt% it the anti-irritant agent is
alcloxa: and wherein the resorcinol is present in an amount of about 1.0
wt% to about 3.0 wt% if the anti-irritant agent is resorcinol.

17
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