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INGESTIBLE MATERIAL FOR THE TREATMENT OF
DISEASES IN THE HUMAN DIGESTIVE SYSTEM

This invention relates to an ingestible material for the treatment of disease in
the human digestive system, for use particularly, but not exclusively as a medical or
cosmetic treatment for Rosacea.

Rosacea is a common facial dermatosis. Its primary symptom Is an increase in
the sensitivity of the facial vasculature. Sufferers can experience facial flushing
around the cheeks, chin, nose, forehead, neck and occasionally the upper chest. itis
common for the eyes to be affected and in the worst cases this can result in
irreversible injury to the sufferer's vision.

The disease is generally progressive and can lead to a permanent erythema
(redness) across affected areas and the development of telangiectasia (thread
veins). Further, sufferers can experience papules and pustules, and in severe cases
a condition known as rhinophyma may develop, where the tissue of the nose
becomes inflamed and overgrown leading to disfigurement. Rosacea usually begins
in individuals aged between 30 and 50 years with a lighter complexion, although
anyone can suffer from it at any age.

The cause of Rosacea is currently unknown. The development of symptoms
can often be traced to a period of acute, or repeated, irritation of the facial skin, for
exampie through excessive exposure to sunlight or through the use of topical facial
preparations, for example acne medications or cosmetic treatments. However,
frequently the onset of symptoms is gradual and no clearly definable event marks the
initiation of the disease. Once the onset of the disease has occurred and the facial
vasculature has become hypersensitised, any number or combination of factors may
provoke a worsening of symptoms, including suntight, wind, cold, heat, physical
exertion, humidity or the consumption of certain foods or medications. Rosacea has
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been associated with disorders of the digestive system but this association has never
been satisfactorily explained.

Current treatments for Rosacea are aimed at suppressing the symptoms
rather than addressing the cause. Antibiotics have been proven to combat the
symptoms, however their effectiveness can reduce with time. Antibiotics used
include tetracyclines, macrolides (erythromycin and clarithromycin) and imidazoles
(most notably metronidazole). Topical preparations containing metronidazole have
also been used in the treatment of Rosacea. The mechanism by which antibiotics
influence the pathogenesis of Rosacea has not been established.

The papulo-pustular element of Rosacea has been successfully treated with
retinoids, however, these do not address the underlying vascular disorder, and can
exacerbate the vascular symptoms. "

Various light-based therapies are also available which destroy the underlying
malfunctioning vasculature. Although results can vary greatly, some patients can
experience an almost complete remission of their symptoms, however this can take
many treatment sessions, and further treatments may be required to maintain the
remission.

In the development of the present invention it has been found that Rosacea is
caused by digestive system disorders. The plasma kallikrein-kinin system can be
activated in response to inflammatory reactions in the digestive system. Such
inflammatory reactions are varied and can be extremely mild in some cases and may
not present local symptoms. They can occur in many regions of the digestive tract
especially in the stomach, the small and the large intestine.

Various digestive disorders have already been connected to Rosacea, and
typical examples include:
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Helicobacter Pylon infection. Infection by this bacterium has been associated with
Rosacea, and there have been a smail number of striking exampies where Rosacea
has been cured by its eradication. However, it has also been demonstrated that
eradication of H. Pylon in the majority of Rosacea sufferers only provides some
symptomatic improvement at best, and is unlikely to cure the disease. It has also
been demonstrated that most Rosacea sufferers are not infected with H. Pylori,
which would indicate that H. Pylori cannot be the sole cause of Rosacea.

Crohn's Disease and ulcerative colitis. There have been numerous reports of
sufferers of these diseases developing Rosacea, and of patients reporting a
correlation between the activity of their digestive disease and the activity of their
facial symptoms.

Food allergies/intolerances. There have only been a small number of reports in
medical literature describing a possible connection between classic allergic reactions
to food and Rosacea. This may be because food allergies can be diverse and the
association of Rosacea symptoms to a specific allergic reaction may be difficult to
demonstrate. It may also be the case that Rosacea sufferers learn to avoid offending
foods without medical intervention. However, the existence of food "triggers" in
Rosacea patients has been well documented, but the mechanism by which the foods

provoke a worsening of symptoms has not been established.

However it has now been found that the majority of Rosacea cases are caused
by a reaction in response to the presence of luminal bacteria in the intestines.
Luminal bacteria feed on partially digested food, frequently undigested
carbohydrates. Bacteria are commonly resident in human intestines, especially
within the colon. However, bacteria can proliferate, both within the colon and
elsewhere, if there is sufficient quantity and type of fermentable material present in
the intestines and enough time for the bacteria to consume it. The presence of these
bacteria or an increase in the population of these bacteria can, in susceptible
individuals and with the necessary conditions present within the digestive tract,
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provoke a mild (or sometimes pronounced) inflammatory reaction in the walls of the
intestines and lead to activation of the plasma kallikrein-kinin system leading to an
increase in plasma concentrations of bradykinin.

This reaction may be caused by a particular persistent pathogen or by the
endotoxins produced by a particular persistent pathogen, by a defect in the mucosal
barrier which leads to increased exposure to the bacteria or their endotoxins, or by an
overly aggressive immune response to the resident luminal bacteria or their
endotoxins. The inflammation and/or activation of the plasma kallikrein-kinin system
can be caused by any one or any combination of these circumstances, and the
response is individual to the patient. Some individuals may be able to tolerate a
quantity of bacteria or their endotoxins greater than others without suffering any
detectable reaction.

However it is caused, this reaction is frequently chronic and sufferers may not
experience directly detectable symptoms. (Current evidence suggests that many
cases of Crohn’s disease are caused by a particularly severe immune reaction to
iuminal bacteria in the intestines.)

When bradykinin binds to receptors on afferent neurons, it can stimulate and
sensitise such neurons, provoking the release of a number of proinflammatory
substances and in particular the neuropeptides substance P and calcitonin gene-
related peptide. These substances, in turn, can act on target cells in the periphery
such as mast cells, immune cells and vascular smooth muscle causing inflammation
characterised by vasodilation, plasma extravasation, edema and hypersensitivity.
Inflammatory symptoms resulting from the release of substances by afferent neurons
is referred to as neurogenic inflammation. The vascular symptoms of Rosacea are a
consequence of neurogenic inflammation.

It is possible to prevent the above described sequence by reducing luminal
bacterial populations with antibiotics to prevent activation of the plasma kallikrein-
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kinin system, thereby inhibiting bradykinin-induced hypersensitisation of afferent
neurons. However, once the bacteria begin to develop resistance to the antibiotics
this treatment becomes less effective.

The present invention is intended to overcome some of these problems by
addressing the proliferation of luminal bacteria in the digestive tract.

Therefore, according to the present invention an ingestible material adapted
to reduce and/or prevent disease in a human digestive system by reducing and/or
maintaining the quantity of bacteria which causes disease in said human digestive
system to a level below that required to cause the disease, is provided with a
composition and/or physical properties adapted to stimulate peristaltic contractions
in the intestines, and which is provided with a texture and viscosity adapted to pass
through the digestive tract in less than 35 hours.

In a preferred construction the material is adapted to reduce and/or prevent
inflammation in the human digestive system by reducing and/or maintaining the
quantity of bacteria which causes the inflammation in said human digestive system
to a level below that required to cause the inflammation.

Preferably the material is adapted to reduce and/or prevent exposure to
luminal bacteria and/or bacterial endotoxins and/or the products of bacterial
fermentation in the intestines which causes activation of the plasma kallikrein-kinin
system, by reducing and/or maintaining the quantity of bacteria within the human
digestive tract which reduces exposure to luminal bacteria and/or bacterial
endotoxins and/or products of bacterial fermentation to a level below that required to
cause activation of the plasma kallikrein-kinin system.

Preferably the ingestible material is adapted to reduce and/or maintain the
quantity of luminal bacteria in the human digestive system, and in particular the
small intestine, which activates the kallikrein-kinin system which leads to the



WO 2004/011014 PCT/GB2003/003127

-B-

production of bradykinin and/or related kinins, which stimulates and/or sensitizes
afferent neurons, which leads to the occurrence of Rosacea symptoms.

it will be appreciated that the present invention can also be used to reduce
and/or maintain the guantity of bacteria in the human digestive tract which causes
disease and/or inflammation, which can be used to treat the symptoms of other
diseases and disorders. These symptoms can result either from activation of the
plasma kallikrein-kinin system leading to hypersensitisation of afferent neurons or
these symptoms can result from other mechanisms of disease resulting from luminal
bacteria in the intestines.

Such disorders may include abdominal bloating, acne or acneform eruptions
(which includes acne vulgaris), Alzheimer's disease, affective disorders, alopecia,
anaphylaxis, ankylosing spondilitis and other spondyloarthropathies, anxielty
disorders, arthritis, asthma, attention deficit disorder (ADD & ADHD), attentional
disorders, atypical face pain, autism (including all autistic spectrum disorders e.g.
Asperger’s syndrome, Pervasive Develpmental Disorder, Rett's Syndrome etc.), auto-
immune disorders (including hypothyroidism, scleroderma, lupus, polymyositis,
vasculitis), blushing, body dysmorphic disorder, bruxism, cataplexy, chronic pain,
chronic fatigue, chronic pelvic pain syndromes (which includes interstitial cystitis),
colonic cancer, concentration impairment, Crohn’s disease, dandruff, depression,
dizziness, eating disorders (bulimia, anorexia, binging), emesis, fioromyalgia, Gulf
War syndrome, hypersomnia, hypothyroidism, impuise-control disorders, insomnia,
intermittent explosive disorder, irritable bowel syndrome, kleptomania, memory
impairment, migraine/severe headache, mood disorders, morning fatigue, motion
sickness, multiple chemical sensitivity, myofascial pain syndrome, narcolepsy,
obesity, obsessive-compulsive disorder, pancreatitis, panic disorder, pathological
gambling, personality disorders, post traumatic stress disorder, premenstrual
dysphoric disorder, primary dysmenorrhea, psoriasis, psoriatic arthritis, psychosis,
pyromania, Raynaud’s disease, repetitive strain injury, restless leg disorder,
rheumatism, rhinitis, rosacea, schizophrenia, sebaceous hyperplasia, seborrhea,
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sensitive skin (as defined in U.S. Patent US6241993), sick building syndrome,
sinusitis, social phobia, somatoform disorders, substance abuse and addiction
(including alcoholism), temporo-mandibular disorders, tinnitus, tonsillitis, Tourette's
disorder, trichotillomania, ulcerative colitis, a reduced level of restorative sleep,
various other neuropsychiatric disorders and various other cognitive dysfunctions and
any other diseases belonging to the affective spectrum disorder.

The ingestible material may be adapted to reduce and/or maintain the
quantity of luminal bacteria in the human digestive system which prevents or reduces
activation of the plasma kallikrein-kinin system and the production of bradykinin.

It has been found that if this ingestible material is consumed with warm water
approximately 30 minutes to one hour after food is consumed, the transit time of
food through the digestive tract is significantly reduced. In a preferred embodiment,
the ingestible material results in a transit time of food of between 24 and 35 hours.
If the transit time of food through the digestive tract is reduced to this length of time
the luminal bacterial populations are decreased and their capacity to cause disease
and/or inflammation in the human digestive tract is reduced or abolished, and the
above described sequence leading to the occurrence of Rosacea symptoms is
inhibited.

In a preferred construction the ingestible material stimulates peristaltic
contractions in the walls of the intestines due to the size and texture of its particles.
Further, the size and texture of the particles may be further adapted to cause no
injury to the intestinal walls.

The material can be non-soluble in water, and be provided with the property of
retaining water or other liquids. When mixed with water or another liquid, the
material can be provided with the optimum viscosity to assist its passage through the

digestive tract. The material may possess or may be used in conjunction with other
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materials or liquids that possess lubricative properties which further assist its
passage through the digestive tract by reducing its impedance due to friction.

it has been found that coarse wheat bran is provided with many of the
physical properties described above. Therefore the indigestible material may be
coarse wheat bran, or be provided with similar physical properties to those of coarse
wheat bran.

It is accepted that coarse wheat bran reduces the transit time of food through
the digestive tract, although the exact reasons for this are still uncertain. Studies
have shown that bran-shaped flakes constructed from a plastic material are as
effective at reducing transit time as coarse wheat bran. (see: Roughage Revisited,
The Effect in Intestinal Function of Inert Plastic Particles of Different Sizes and
Shape, Stephen J. Lewis, MD and Kenneth W. Heaton, FRCP, in: Digestive Diseases
and Sciences Vol 44, No 4 (April 1999) pp 744-748). This suggests it is the
morphology of the wheat bran particles which stimulate the enteric nervous system
via muitimodal receptors in the mucosa, which stimulates peristaltic movement. Part
of the object of the invention is to stimulate peristaltic movement, so any material
which achieves this function would be suitable.

In one embodiment the material is adapted to cause no allergic or irritative
reaction to the walls of the digestive tract. In a further embodiment the material is
adapted to reduce any allergic or irritative reaction in the walls of the digestive tract.

The material may aiso be unfermentable by bacteria, or may be adapted to
reduce any bacterially fermentable propetrties, as this will further prevent
occurrences of luminal bacteria. The material may also be selectively fermentable by
bacteria, having fermentable properties that favour those bacterial species that are
considered to be less capable of causing disease and/or inflammation. This may
modify the luminal environment of the digestive tract because the competition
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between species may result in a hostile environment for those bacteria considered to
be responsible for causing the disease and/or inflammation.

In a preferred construction the material may have, or my be adapted to have
when ingested, a reduced pH level which reduces the pH level in the intestines
and/or the stomach, which further inhibits the growth and/or proliferation of luminal
bacteria.

In a further embodiment, the ingestible material may possess, or may be used
in combination with another material which possesses antibacterial properties. With
this arrangement the treatment material will be capable of modifying the
environment within the digestive tract to make it more hostile to the growth and/or

survival of bacteria.

In one embodiment the ingestible material is coarse wheat bran with gluten
and possibly other protein reduced/removed. This can be done in any known way, for
example the coarse wheat bran may be hydrolysed to achieve this end.

In one alternative embodiment the ingestible material can comprise finely
shredded 100% pure cotton paper, which is greater than 185gm per square metre.
The cotton can preferably be boiled in water for 20 minutes, drained and then mixed
with a carrier food, for example porridge or rice pudding.

The invention also includes a method of reducing and/or preventing disease
and/or inflammation in a human digestive system, comprising the consumption of an
ingestible material provided with a composition’ and/or physical properties adapted
to stimulate peristaltic contractions in the intestines, and which is provided with a
texture and viscosity adapted to pass through the digestive tract in less than 35
hours.
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The invention further includes a method as defined above, which is combined
with a general diet consisting of reduced carbohydrates and in particular
carbohydrates that are not monosaccharide.

In a second aspect of the present invention an ingestible material provided
with a composition and/or physical properties adapted to stimulate peristaltic
contractions in the intestines, and which is provided with a texture and viscosity
adapted to pass through the digestive tract in less than 35 hours is used for the
manufacture of a medicament for reducing and/or preventing disease and/or
inflammation in the human digestive system.

Preferably the ingestible material is used for the manufacture of a
medicament for the treatment of disease and/or inflammation in the human
digestive system which causes activation of the kallikrein-kinin system which leads to
the production of bradykinin which sensitises afferent neurons, which leads to one or
more Rosacea symptoms.

In a third aspect of the present invention an ingestible material adapted to
reduce and/or prevent disease and/or inflammation in a human digestive system by
reducing and/or maintaining the quantity of bacteria which causes the disease
and/or inflammation in said human digestive system to a level below that required to
cause the disease and/or inflammation comprises a carrier substance and a material
provided with a composition and/or physical properties adapted to stimulate
peristaltic contractions in the intestines, and which is provided with a texture and
viscosity adapted to pass through the digestive tract in less than 35 hours.

Preferably the carrier liquid is water and the ingestible material comprises
water and coarse wheat bran, or a material provided with the physical properties of

coarse wheat bran.
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The invention can be performed in various ways, but three embodiments will
now be described by way of example.

An ingestible material adapted to reduce and/or prevent disease and/or
inflammation in a human digestive system which leads to activation of the plasma
kallikrein-kinin system by reducing and/or maintaining the quantity of bacteria which
cause the disease and/ar inflammation in said human digestive system to a level
below that required to cause the disease and/or inflammation comprises coarse

wheat bran mixed with warm water.

In experiments it has been found that the consumption of 30-40g of coarse
wheat bran mixed with warm water 3 or 4 times daily approximately 30 minutes to
one hour after food has been consumed produced a remission of Rosacea symptoms
within approximately 3-4 weeks. Further, no injury or irritation was caused to the
walls of the intestines.

However, in some cases the gluten in the wheat bran caused an allergic or
intolerant reaction in the intestines, in particular the upper small intestine, after a
number of weeks of the treatment. This led to inflammation in the digestive tract and
activation of the kallikrein-kinin system, leading to the subsequent chain reaction as
described above leading to a worsening of Rosacea symptoms.

Therefore, in a second embodiment of the present invention, an ingestible
material adapted to reduce and/or prevent disease and/or inflammation in a human
digestive system which causes activation of the kallikrein-kinin system by reducing
and/or maintaining the quantity of bacteria which causes the disease and/or
inflammation in said human digestive system to a level below that required to cause
the disease and/or inflammation, comprises hydrolysed coarse wheat bran mixed

with warm water.
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The process of hydrolysation is known, and involves boiling the subject
material in acid for several hours. The result is that most of the protein including the
gluten content in wheat bran is destroyed, rendering it far less allergenic.

In a third embodiment of the present invention an ingestible material adapted
to reduce and/or prevent disease and/or inflammation in a human digestive system
which causes activation of the kallikrein-kinin system by reducing and/or maintaining
the quantity of bacteria which causes the disease and/or inflammation in said
human digestive system to a level below that required to cause the disease and/or
inflammation, comprises finely shredded 100% pure cotton paper, which is greater
than 185gm per square metre.

The cotton is boiled in water for 20 minutes, drained and then mixed with a
carrier food, for example porridge or rice pudding. Once prepared the cotton is
essentially pure fibrous flakes of cellulous, which are hypoallergenic.

Therefore, an ingestible material is provided which when consumed after food
leads to a reduction of the transit time of the food through the digestive tract, and a
reduction in the chance of luminal bacteria initiating an inflammatory reaction in the
digestive tract and activation of the plasma kallikrein-kinin system, which
subsequently reduces the symptoms of Rosacea.

The invention also includes a method of treating disease and/or inflammation
in the human digestive system which causes activation of the kallikrein-kinin system,
comprising the consumption of an ingestible material adapted to reduce and/or
prevent disease and/or inflammation in a human digestive system by reducing
and/or maintaining the quantity of bacteria which causes the disease and/or
inflammation in said human digestive system to a level below that required to cause
the disease and/or inflammation.
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The method comprises the following steps:

1) Mixing approximately 30-40¢g of coarse wheat bran with warm water.

2) Consuming the mixture approximately 30 minutes to one hour after the
consumption of a meal of food.

3) Repeating steps 1) and 2) three to four times a day after each meal of food.

The method of treating disease and/or inflammation as described above also
includes using coarse wheat bran with reduced levels of, or no, protein and gluten
present in it.

It will be appreciated that the present invention can also be used in the
treatment and/or prevention of diseases or conditions which are caused by disease
and/or inflammation in the intestines induced by intestinal luminal bacteria and/or
their endotoxins and/or the products of their fermentation.

Such disorders may include abdominal bloating, acne or acneform eruptions
(which includes acne vulgaris), Aizheimer's disease, affective disorders, alopecia,
anaphylaxis, ankylosing spondilitis and other spondyloarthropathies, anxiety
disorders, arthritis, asthma, attention deficit disorder (ADD & ADHD), attentional
disorders, atypical face pain, autism (including all autistic spectrum disorders e.g.
Asperger’'s syndrome, Pervasive Develpmental Disorder, Rett’s Syndrome etc.), auto-
immune disorders (including hypothyroidism, scleroderma, lupus, polymyositis,
vasculitis), blushing, body dysmorphic disorder, bruxism, cataplexy, chronic pain,
chronic fatigue, chronic pelvic pain syndromes (which includes interstitial cystitis),
colonic cancer, concentration impairment, Crohn’s disease, dandruff, depression,
dizziness, eating disorders (bulimia, anorexia, binging), emesis, fibromyalgia, Gulf
War syndrome, hypersomnia, hypothyroidism, impulse-control disorders, insomnia,
intermittent explosive disorder, irritable bowel syndrome, kieptomania, memory
impairment, migraine/severe headache, mood disarders, morning fatigue, motion
sickness, multiple chemical sensitivity, myofascial pain syndrome, narcolepsy,
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obesity, obsessive-compulsive disorder, pancreatitis, panic disorder, pathological
gambling, personality disorders, post traumatic stress disorder, premenstrual
dysphoric disorder, primary dysmenorrhea, psoriasis, psoriatic arthritis, psychosis,
pyromania, Raynaud’s disease, repetitive strain injury, restless leg disorder,
rheumatism, rhinitis, rosacea, schizophrenia, sebaceous hyperplasia, seborrhea,
sensitive skin (as defined in U.S. Patent US6241993), sick building syndrome,
sinusitis, social phobia, somatoform disorders, substance abuse and addiction
(including alcoholism), temporo-mandibular disorders, tinnitus, tonsillitis, Tourette's
disorder, trichotillomania, ulcerative colitis, a reduced level of restorative sieep,
various other neuropsychiatric disorders and various other cognitive dysfunctions and
any other diseases belonging to the affective spectrum disorder.

As the present invention is intended to prevent and/or reduce any disease in
the human digestive system, it can therefore also be used pro-actively to promote or
maintain the general good health of the digestive system and/or the prevention of
any of the fore-mentioned diseases that can be caused by the presence of luminal
bacteria in the digestive tract.
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Claims

1. An ingestible material adapted to reduce and/or prevent disease in a human
digestive system by reducing and/or maintaining the quantity of bacteria which
causes disease in said human digestive system to a level below that required to
cause the disease, is provided with a composition and/or physical properties
adapted to stimulate peristaltic contractions in the intestines, and which is provided
with a texture and viscosity adapted to pass through the digestive tract in less than
35 hours.

2. An ingestible material as claimed in Claim 1 in which the ingestible material is
adapted to reduce and/or prevent inflammation in the human digestive system by
reducing and/or maintaining the quantity of bacteria which causes the inflammation
in said human digestive system to a level below that required to cause the
inflammation.

3. An ingestible material as claimed in Claim 1 or Claim 2 in which the ingestible
material is adapted to reduce and/or maintain the quantity of luminal bacteria in the
intestines to a level below that required to cause activation of the kallikrein-kinin
system leading to the production of bradykinin and/or related kinins, which stimulate
and/or sensitize afferent neurons, leading to the occurrence of Rosacea symptoms.

4. An ingestible material as claimed in any of Claims 1-3 in which the size and
texture of the particles of the ingestible material stimulates peristaltic contractions in
the walls of the intestines.

5. An ingestible material as claimed in Claim 4 in which the size and texture of
the particies of the ingestibie material are adapted to cause no injury to the intestinal
walls.
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6. An ingestible material as claimed in Claim 5 in which the ingestible material is
non-soluble in water, and is adapted to retain water.

7. An ingestible material as claimed in Claim 6 in which the ingestible material is
provided with substantially the optimum viscosity to pass through the digestive tract
when it is combined with water.

8. An ingestible material as claimed in any of Claims 4-7 in which the ingestible
material is adapted to cause no allergic or irritative reaction to the walls of the
digestive tract.

9. An ingestible material as claimed in Claim 8 in which the ingestible material is
substantially_unfermentable by bacteria.

10.  Aningestible material as claimed in Claim 8 in which the ingestible material is
selectively fermentable by bacterial species that are less capable of causing disease
and/or inflammation in the human digestive tract than luminal bacteria

11. Aningestible material as claimed in Ciaim 9 or 10 in which the ingestible
material is adapted to have a pH level when ingested which reduces the pH level in
the intestines and/or the stomach, such that the growth and/or proliferation of
luminal bacteria is reduced and/or maintained.

12.  Aningestible material as claimed in any of Claims 9-11 in which the ingestible
material is provided with antibacterial properties.

13. Aningestible material as claimed in any of the preceding Claims in which the
ingestible material comprises coarse wheat bran.

14.  Aningestible material as claimed in Claim 13 in which the ingestible material
comprises hydrolysed coarse wheat bran.
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15.  Aningestible material as claimed in any of Claims 1-12 in which the ingestible
material comprises finely shredded 100% pure cotton paper, which is greater than
185gm per square metre, which has been boiled in water for 20 minutes, drained
and then mixed with a carrier food.

16.  An ingestible material substantially as described herein.

17. A method of reducing and/or preventing disease and/or inflammation in a
human digestive system, comprising the consumption of an ingestible material
provided with a composition and/or physical properties adapted to stimulate
peristaltic contractions in the intestines, and which is provided with a texture and
viscosity adapted to pass through the digestive tract in less than 35 hours.

18. A method as claimed in Claim 17 in which the ingestible material comprises
an ingestible material according to any of Claims 2-12.

19. A method as claimed in Claim 17 or 18, including the following steps:

1) Mixing approximately 30-40¢ of coarse wheat bran with warm water.

2) Cbnsuming the mixture approximately 30 minutes to one hour after the
consumption of a meal of food.

3) Repeating steps 1) and 2) three to four times a day after each meal of food.

20. The method as claimed in Claim 17 or 18, including the following steps:

1) Mixing approximately 20g of finely shredded 100% pure cotton paper, which is
greater than 185gm per square metre, which has been boiled in water for 20
minutes and drained, with a carrier food.

2) Consuming the mixture approximately 30 minutes to one hour after the
consumption of a meal of food.

3) Repeating steps 1) and 2) three to four times a day after each meal of food.
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21. Aningestible material provided with a composition and/or physical properties
adapted to stimulate peristaltic contractions in the intestines, and which is provided
with a texture and viscosity adapted to pass through the digestive tract in less than
35 hours is used for the manufacture of a medicament for reducing and/or
preventing disease and/or inflammation in the human digestive system.

22. Aningestible material as claimed in Claim 21 in which the ingestible material

comprises an ingestible material according to any of Claims 2-16.

23. Aningestible material adapted to reduce and/or prevent disease and/or
inflammation in a human digestive system by reducing and/or maintaining the
quantity of bacteria which causes the disease and/or inflammation in said human
digestive system to a level below that required to cause the disease and/or
inflammation comprises a carrier substance and a material provided with a
composition and/or physical properties adapted to stimulate peristaltic contractions
in the intestines, and which is provided with a texture and viscosity adapted to pass
through the digestive tract in less than 35 hours.

24. Aningestible material as claimed in Claim 23 in which the ingestible material
comprises an ingestible material according to any of Claims 2-12.

25.  Aningestible material as claimed in Claim 23 or 24 in which the carrier
substance is water and the material comprises water and coarse wheat bran.

26. An ingestible material as claimed in Claim 23 or 24 in which the carrier
substance is a carrier food and the material comprises finely shredded 100% pure
cotton paper, which is greater than 185gm per square metre, which has been boiled

in water for 20 minutes and drained.
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