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Abstract

A composition comprising honey as a therapeutically active compound, for the treatment of
wounds, which composition furthermore comprises lanolin and/or a lanolin derivative. The
honey has a peroxide number >5ug/g honey/hour, measured at 21°C, and the amount of honey
ranges from 5-95 wt. %, based on the weight of the overall composition, and the amount of

lanolin and/or lanolin derivative ranges from 5-95 wt. % based on the weight of the overall

composition.
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COMPOSITION WITH A BASE OF A THERAPEUTICALLY ACTIVE COMPOUND, IN
PARTICULAR HONEY, FOR THE TREATMENT OF WOUNDS

Field of the Invention

The present invention relates to a composition with a base ot a therapeutically active compound,
in particular honey, for the treatment of wounds, which composition furthermore comprises
lanolin and/or a lanolin derivative. More 1n particular, the present invention relates to the use of a

honey-containing composition for the preparation of a substance for the treatment of wounds.
Background of the Invention

Such a composition is known per se from US patent no. 5,785,972, The composition that 1s

known therefrom comprises a therapeufically active compound with antiseptic, osmotic and

further characteristics, which composition 1s used 1n particular for the treatment of burns and
open wounds experienced by animals and man and in particular for the treatment of thermal burns
on hurnans by use of a spray composition. This composition comprises a combination of colloidal
silver, raw honey and helichrysum oil, emulsified with an emulsifying agent so as to form a
solution. Water soluble lecithin 1s mentioned as a suitable emulsifying agent. Raw honey 1s

believed to provide antiseptic qualities and to retard the loss of tluids from the trauma site.

Additional information with regard to the honey that is used therein 1s not provided, whilst
moreover the emphasis is laid on the antibacterial activity of the emulsion that is used. Honey
based substances for the treatment of wounds are furthermore known from European patent
application no. 0 692 254, French patent application no. 2 773 711 and US patent no. 5,980,875.

Further information with regard to the special honey cannot be derived therefrom, however.
Summary of the Invention

The present invention provides a composition with a base of honey as a therapeutically active
compound, which composition is suitable for the treatment of wounds, such as first-degree and
second-degree burns, open wounds (chronic wounds), diabetic foot wounds, bedsores (decubitus)

and other skin wounds.
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According to the present invention, the composition as referred to in the introduction is

characterized in that the honey has a peroxide number > 5§ ug/g honey/hour, measured at 21 °C.

The present combination of honey having the present peroxide number, lanolin and/or a lanolin
derivative has appeared to be suitable for the treatment of chronic wounds, whereby in particular
low- allergen type lanolin 1s sued. If honey having a peroxide count outside the aforesaid range is
used, the desired antibacterial activity of the honey will be'-insufficient. A honey having a
peroxide number > 5 ug/g honey/hour, measured at 21 °C, helps stimulate the cell division

(mitosis) both of the cells in the dermis and of the cells in the epidermis.

The term"lanolin and/or lanolin dertvative"as used in the present description includes, besides
lanolin, a complex mixture of esters, diesters and hydroxy esters of high molecular weight lanolin
alcohols and high molecular weight lanolin acids. Lanolin, which can be considered as a by-
product of the wool industry, is an agent which exhibits a strong softening activity, which, by
subjective evaluation, has a softening or improving effect on dry or rough skin caused by the
absence of an adequate natural moisture retention. Lanolin thus helps maintain or restore the

required skin moisture content,

Preferably, the present composition furthermore comprises zinc oxide, in particular zinc oxide

having a particle size <0. 1 pm.

The use of zinc oxide has a positive effect on the wound healing process, in particular as a result

of the production of an insulin-like growth factor.

Preferably, the present invention furthermore comprises one or more additional components
selected trom the group of antioxidants, fully trans retinoinic acid (vitamin A acid) or derivatives
theretrom, polyunsaturated fatty acids, n-hexacosanol, bis (maltolato) oxovanadium (IV), aloe
vera, calendula oil, ascorbyl palmitate, ascorbic acid, vitamin E, thickener, such as

carboxymethyl cellulose, polyethylene glycol and starch, which may or may not be moditied.

Especially preferred is vitamin A or a derivative therefrom, for example a vitamin A-containing
composition such as cod- liver oil. Vitamin A can be considered to be a precursor of vitamin A

acid and 1s conducive to the healing of wounds. The addition thereof is in particular desirable if a
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patient's healing process 1s retarded, for example due to the administration of corticosteroids. It is
assumed that vitamin A or a derivative therefrom stimulates the production of type I and type 11

collagen.

In specific embodiments it is furthermore desirable to add propolis, a bee product which is known
to those skilled in the art, to the present substance, in particular for the treatment of radiation
wounds. Calendula oil 1s in particular preferred because it is believed to have a therapeutic effect.
In addition to this, 1t 1s desirable to use a compound having both hydrophilic and lipophilic

properties, such as ascorbyl palmitate.

The honey which 1s used 1n the present composition is in particular preferred to possess one or

more special properties.

As described above, 1t 1s 1n particular desirable for the honey to have a peroxide number > 5 ug/g

honey/hour, measured at 21 °C.

If honey having a peroxide number outside the aforesaid range is used, the desired antibacterial
activity of the honey will be insufficient. If a cosmetic skin ointment is desired, for which the
antibacterial activity 1s not critical, it may be desirable in certain embodiments to add simple

sugars (glucose and fructose, saccharose) to the honey.

Since the present composition is directly applied to the wound, the honey that is used is in

particular preferred to be sterile.

Sterile honey can be obtained by subjecting it to a sterilization treatment, in particular
sterilization by means of gamma rays, for example gamma rays from cobalt 60. Experiments have
shown that the honey retains its antibacterial activity after such radiation. The special requirement
that the honey used in the composition be sterile obtains in particular with regard to a number of
uses, tor example in the treatment of otitis extra, inflammation in the nose, or in the treatment of a
breastfeeding mother's cracked nipples. It should be understood, however, that such a sterilisation

treatment 1s to be considered optional.

DOCSTOR: 1958674\1



10

15

20

25

CA 02425780 2010-06-14

In a special embodiment, the honey that 1s used in the present invention is in particular preferred
to be free from heavy metals, pesticides and herbicides. This 1s in particular desirable because the

present composition is directly applied to the skin wound.

The amount of honey that is used in the present composition ranges from 5-95 wt. %, in particular

from 10-90 wt. %, based on the weight of the overall composition.

The amount of lanolin and/or lanolin derivative that 1s used 1n the present composition ranges

from 5-95 wt. %, in particular from 10-90 wt. %, based on the weight of the overall composition.

The amount of zinc oxide that is used in the present composition ranges from 0.5-10 wt. %, in

particular from 1.5-5 wt. %, based on the weight of the overall composition.

The amount of the aforesaid additional components 1n the present composition preferably ranges

from 10-50 wt. %, based on the weight of the overall composition.

[f the amount of honey does not fall within the atoresaid range, the special activity of the present
composition for the treatment ot wounds will not be observed to a sufficient degree. Inadequate
therapeutic activity will also be observed if the amount of lanolin and/or lanolin derivative does
not fall within the aforesaid range. The same obtains with regard to the amount of zinc oxide

and/or additional components that are used in the present composition.

The present composition can be used both in the form of a liquid solution and in the form of an

ointment,
The present invention will now be explained by means of a number of examples.
Comparative example 1.

Pure honey having a peroxide count of 0.0 ug/g honey/hour, measured at 21 °C, was applied to
the wound site of a person having serious decubitus. Although a slight improvement in the
healing process of the bedsores was achieved in comparison with the situation wherein no

substance was applied, the patient experienced undesirable pain.

Comparative example 2.
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A composition consisting of 10 wt. % of lanolin and 90 wt. % of honey having a peroxide count
of 3 ug/g honey/hour, measured at 21 °C, was used with a group of patients having serious

decubitus. The healing of the wounds was slightly accelerated, albeit to an insufficient degree.
Example 1.

A composition consisting of 10 wt. % ot lanolin and 90 wt. % of honey was used with a group of
patients having serious decubitus.. The honey had a peroxide count of 25 ug/g honey/hour,
measured at 21 °C. The bedsores healed remarkably fast, a reduction upwards of 20% was
observed, whereby 1n addition the pain that was experienced in comparative example 1 was fully

gone.
Example 2.

The composition of example 1 was used, with this difterence that additional 3 wt. % of zinc oxide
was used. The healing rate was comparable to that of example 1, with this difference that the
stimulation of the production of an insulin-like growth factor slightly accelerated the healing of

the wounds.
Example 3.

The composition of example 2 was used, with this difference that additional 15 wt. % of cod-liver
oil was used. A group of patients having open wounds who were treated with this composition
exhibited a very fast healing process, whereby 1n addition the skin fully recovered its smooth

surface structure.
Comparative example 3,

A composition consisting of 95 wt. % of lanolin and 5 wt. % of zinc oxide was used with a group

of patients having deep grazes.

Although this composition, which had a peroxide count of 0.0 pg/g honey/hour, measured at 21

°C, exhibited some therapeutic activity, the time it took for the wounds to heal was considerably
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longer than 1n the situation wherein a composition was used which contained honey in addition to

lanolin.
Example 4.

A composition consisting of S0 wt. % of lanolin and 50 wt. % of honey having a peroxide count
of 8 ng/g honey/hour, measured at 21 °C, was used with a group of patients having deep grazes.
The composition was experienced as pleasant by the patients, and the wounds were healed within

two weeks.
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CLAIMS

1, A composition comprising honey as a therapeutically active compound, for the
treatment of wounds, which composition furthermore comprises lanolin and/or a lanolin
derivative, characterized in that said honey has a peroxide number >5ug/g honey/ hour, measured
at 21°C, and wherein the amount of honey ranges from 5-95 wt. %, based on the weight of the
overall composition, and the amount of lanolin and/or lanolin derivative ranges from 5-95 wt. %
based on the weight of the overall composition.

2. A composition as claimed in claim 1, wherein lanolin is present.

3. A composition as claimed in claims 1 or 2, wherein the composition further
comprises zinc oxide.

4, A composition as claimed in claims 3, wherein zinc oxide having a particle size <
0.1 pm 1s present.

5. A composition as claimed in any one of claims 1-4, wherein said composition
comprises one or more additional components selected from the group of antioxidants, fully trans
vitamin A acid, polyunsaturated fatty acids, n-hexacosanol, bis(maltolato) oxovanadium (IV),
alde vera, calendula oil, ascorbyl palmitate, ascorbic acid, vitamin E, and thickener, selected from
carboxymethyl cellulose, polyethylene glycol and starch, which may or may not be modified.

6. A composition as claimed in any one of claims 1-5, wherein the honey has been
subjected to a sterilization treatment.

7. A composition as claimed in any one of claims 1-6, wherein the honey is free from
heavy metals, pesticides and herbicides.

8. A composition as claimed in any one of claims 3-7, wherein zinc oxide is present
in an amount of from 0.5-10 wt. %, based on the weight of the overall composition.

9. A composition as claimed in any one of claims 5-7, wherein the amount of
additional components as referred to in claim 5 ranges from 10-50 wt, %, based on the weight of
the overall composition.

10. A composition as claimed in any one of claims 1-9, wherein the composition is in
the form of a liquid solution.

11. A composition as claimed in any one of claims 1-9, wherein the composition is in

the form of an ointment.
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12. Use of the composition as claimed in any one of claims 1-11 for the treatment of

wounds.
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