Clinical study on the effectiveness of

INTESTINAL COLON FASET




Introduction.

Chronic intestinal inflammatory pathologies are taking on
a predominant role in clinical treatment of small animals.
Adequate nutrition seems to be the best complement to new
therapeutic approaches, critically important in promoting
the restoration of optimal physiological conditions of the
digestive tract. In particular, dietary fibre is proving it plays a
leading role as part of a healthy balanced diet, as an important
coadjutant in promoting normalisation of intestinal activity
and balanced bacterial flora. Increasing the percentage of
fibre therefore intends to promote restoration of the correct
ratios of fibre and the other dietary components.

Dietary fibre is fundamental for:

- maintaining the function of all the components in the
gastrointestinal tract;

- correct equilibrium of the bacterial population in the
intestine;

- efficient peristalsis, both segmentation and longitudinal

muscles;

helping healthy bowel movements;

proper distribution of absorption of the various nutrients

along the intestinal tract;

- maintenance of adequate levels of pH, humidity and
microclimate in the intestine.
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Dietary fibre is normally divided into two main categories:
soluble and insoluble.

Soluble dietary fibre consists of plant-based substances
suchas pectins, gumsand mucilages. Mixed with water, it forms
a gelatinous mass with a high satiating power, as it relaxes the
gastricwalls thus activating the mechanoreceptors responsible
for transmitting the sense of satiety to the brain; it also has
chelating properties and thanks to its gelling effect within
the intestinal lumen, it increases the viscosity of the bowel
contents, consequently slowing down intestinal emptying.
Soluble dietary fibres partly consist of oligosaccharides,
which due to their make-up and composition are resistant to
hydrolysis, accomplished by the digestive enzymes of non-
herbivorous monogastric animals, and to the subsequent
absorption. As they are not absorbed by the intestinal tract
of animals, these fibres become available for fermentation
triggered by the bacterial flora which processes them into
short-chain fatty acids. In non-herbivorous monogastrics,

including dogs, fermentation processes take place exclusively
in the colon, and are achieved by the "resident microbiota"
consisting of many different bacterial species. This bacterial
flora has a very important role in the economy of the host's
organism, such as adequate stimulation of the mucosal
immune system, the production of growth factors for the
correct development of the intestinal mucosa, the synthesis
of approximately a quarter of all folates present in the body
as well as various vitamins, the modulation of cholesterol
absorption and the replenishment of bile acids.

Insoluble fibre, on the other hand, is mainly made up of
polysaccharides, such as cellulose and lignin, and has the
ability to incorporate a significant amount of water. Precisely
thanks to this characteristic, it is able to increase faecal volume
and mass, with an accelerating effect on intestinal motility and
transit. Because of its hygroscopicity, insoluble fibre reduces
constipation and prevents diverticulosis, making stool more
abundant, pulpy and soft. Inhumans it has been demonstrated
that insoluble fibre is able to prevent some forms of cancer
affecting the colorectal tract, since the water retained in it
dilutes the toxic substances present in the intestinal lumen,
and the increased transit speed reduces the contact time
between toxins and the intestinal wall.

Increasing fibre in the diet, with a correct proportioning
of the percentages of soluble and insoluble fibre therefore
has the specific function of facilitating restoral of normal
conditions, especially in patients with chronic intestinal
inflammation. The fibre selected for this purpose is that
provided by Ascophyllum nodosum (Fig. 1), a brown algae
from the coastal areas of Northern Europe that contains
optimal percentages of both soluble fibre (80%) and
insoluble fibre (20%). The beneficial effects ensured
by a well-proportioned amount of fibre are in synergistic
association with fish protein hydrolysate which, thanks
to its low molecular weight and the near complete absence
of contamination by pharmacological residues, has a very
important hypoallergenic action, not inducing stimulation
of the immune system in subjects with chronic inflammation
where the mucosal barrier and consequently food tolerance
are in most cases altered.
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gastrointestinal mucosa

Fig.1 Combined effect of Ascophyllum nodosum seaweed on the gastrointestinal tract.



The product.

Intestinal Colon Fase1 is the dietary food studied by Dr.
Graziano Pengo in collaboration with the SANYpet Research and
Development centre, with the aim of providing a nutritional asset
to use in the case of chronic colitis, enteritis and enterocolitis.
Ilts high fibre and electrolyte content, in synergy with the
use of top-quality protein with recognised biological value
and the high Omega3 content make this product extremely
effective both for restoring normal intestinal absorption and

Work goals.

for combating losses of essential macro- and micro-nutrients.
The innovative composition of Intestinal Colon Fase1 also
helps to improve the physiological defensive mechanisms
of the lower digestive tract and the general condition of
dogs.

Intestinal Colon Fasel with lamb and white sorghum also
available from today.

The aim of this work is to demonstrate the role of an Intestinal
Colon Fasel-based diet in resolving the symptomatic
picture of dogs suffering from inflammatory disorders of
the enteric tract. The product, classified as a "Dietary Food",
has been formulated in compliance with the key points listed
above:

- use of fish protein hydrolysates as a protein source.
The intent is to provide the subject with a protein of high
biological value and free of pharmacological residues
which could trigger intolerance. The hydrolysis process
determines a "pre-digestion" of proteins into peptides
and amino acids, directly absorbed at intestinal level. This
treatment improves the absorption of nutrient components
and significantly reduces their allergenicity;

- addition of a single source of carbohydrates, i.e. low
allergenic and highly digestible wholemeal white

sorghum or rice;

- high fibre intake ensured, mainly, by Ascophyllum
nodosum, a brown algae of Atlantic origin, also very rich
in fucoidan, a complex polysaccharide with proven major
protective action on the gastrointestinal tract. The two
types of fibre act synergistically: the insoluble fibre, with its
"scrub-brush effect" on the digestive tract, helps to clean
the intestine, while the gelatinous soluble fibre creates
a protective lining on the gastrointestinal mucosa and
rebalances its function (Fig.1).

The effectiveness of this diet was tested through a 30-day dietary
trial. The results were evaluated using clinical and instrumental
protocols.

Materials and methods.

The clinical trials were carried out on 206 dogs of different breed,
size and age. The subjects included in the study were suffering
from enterocolitis, enteritis or colitis in the chronic phase,
according to the percentages shown in the following graph.
Clinical-symptom assessment of the health conditions of each
of the patients was carried out. Only in the most serious cases
was a clinical evaluation performed with endoscopic diagnostic
means.

Before administration of the Intestinal Colon Fasel diet, an
evaluation of the symptomatic picture presented by each of the
subjects was performed, which was then monitored throughout
the period of product administration.

The pathological conditions were considered resolved once the
initial symptoms disappeared.

More in detail, the subjects receiving exclusive nutritional
treatment with the Intestinal Colon Fase1 diet were divided into
3 groups based on their prevailing condition (Fig. 2).

A first group of 19 dogs was suffering from colitis. At the
beginning of the dietary treatment, the subjects showed one
or more of the typical symptoms of colitis: diarrhoea (liquid or
loose stools) several times a day, urgency of defecation, presence
of mucus and/or blood in the stool, vomiting, dysorexia or
anorexia, abdominal pain, lethargy, flatulence and (infrequently)
weight loss. A second group of 139 dogs had enterocolitis. The
recruited subjects showed one or more of the symptoms linked
to enterocolitis, such as weight loss, dysorexia, stools of different
colours and with a pulpy texture, in addition to the symptoms
normally found in colitis listed above.

Athirdgroup of48dogshadenteritis. The subjects hadincreased
intestinal borborygmi, anaemia, leukopenia, in addition to the
above mentioned symptoms typical of enterocolitis.



CLINICAL TRIALS

Subdivision by subjects.

Enteritis 23%

Enterocolitis 68%

Colitis 9%

Fig.2a Subdivision of subjects into 3 groups, based on their predominant condition
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Fig.2b Subdivision of subjects by breed



RESULTS.

15 days after the start of diet administration, 186 out
of 206 subjects, equal to 90.3% of the sample, showed
resolution of the symptoms previously experienced.
(Fig 3)

- Inall the subjects of the first group with chronic colitis,
the diarrhoea symptoms disappeared and normal
intestinal transit resumed, associated with passing out of
compact stools no more than 2-3 times a day, and the
character of urgency also disappeared from defecation.
Mucus or blood in the stool was no longer observed,
abdominal pain disappeared, there was an improvement
in appetite with a consequent increase in body weight
and more generally, the subjects resumed normal daily
activities. The tests conducted on subjects suffering from
colitis have shown that the exclusive administration of
the product proved to be successful in 100% of cases.

- In the subjects belonging to the second group suffering
from enterocolitis, the disease symptoms were
judged resolved for 128 cases out of 139, i.e. 92.1% of
the subjects, within a period of 20 days from the start
of product administration. In particular, in the subjects
whose enterocolitis was considered resolved, vomiting
disappeared and an increase in body weight was
reported.

= In the subjects recruited in the third group suffering
from enteritis, the symptoms experienced before

outcome of treatment with

INTESTINAL COLON FASE1

(absolute values)

treatment start disappeared in 39 out of 48 subjects. The
tests conducted therefore demonstrated that exclusive
administration of the product proved to be successful in
81.3% of cases, with a significant decrease in diarrhoea
and restoring of solid and compact stools, associated
with improved appetite and increased body weight.

Overall, 90.3% of the subjects undergoing the dietary
treatment completely recovered from their condition.

Over 70% of the subjects responded with a resurgence of
colitis symptoms (in particular, loose or liquid stools) when a
different food was introduced. These relapses were resolved
with the reintroduction into the dog's diet of Intestinal Colon
Fasel, containing protein hydrolysates as a source of protein
and with a high fibre content. The remaining 30% of subjects
responded in a variety of manners to the reintroduction of a
conventional food, not showing any significant reappearance
of symptoms and in particular without any clear-cut
worsening in the consistency of their stool, such that it could
be considered diarrhoeal or non-compliant. It is therefore
believed that these subjects had already overcome the
acute inflammatory phase, during which the intestine is
highly sensitized and therefore more prone to developing
immune system responses that would lead to a resurgence
of inflammation.

outcome of treatment with
INTESTINAL COLON FASE1
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Fig.3 Results 15 days after the start of treatment of 206 subjects with Intestinal Colon FaseT



DISCUSSION.

The results of this clinical study clearly demonstrate that
Intestinal Colon Fasel food is able to significantly reduce
the symptoms associated with colitis, enterocolitis and
enteritis (Fig4). In a timeframe varying between 15 and 20
days from the first administration of the food under study, in a
very high percentage of the treated cases the main reported
symptoms connected to these diseases disappeared or were
dramatically reduced in terms of intensity.

The best and most evident results were obtained in the
group of subjects with colitis, in which symptomatic
resolution occurred in 100% of the treated animals.
This data confirms the primary role played by high
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fibre content within a balanced diet in promoting the
restoration of a physiological environment in the colon
and in helping to restore the correct composition
of the bacterial flora constituting the "resident
colonic microbiota". The results obtained in the
groups affected by enteritis and enterocolitis, while less
striking, also confirm therapeutic success in a very high
percentage of treated subjects, i.e. 81.3% and 92.1%
- respectively.
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Fig.4 Results of clinical study with Intestinal Colon Fase1 after 15 days

CONCLUSIONS

The Intestinal Colon Fasel diet, a formulation specifically
designed as a nutritional therapeutic tool to control
inflammatory intestinal diseases, as shown in this clinical
study, isin all respects a specifically targeted and effective
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