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ABSTRACT

BACKGROUND: Irritable bowel syndrome (IBS) is one of the most common functional gastrointestinal disorders.
IBS is characterized by recurrent chronic abdominal pain and altered bowel habits in the absence of organic damage.
Although there are reviews and guidelines for treating IBS, the complexity and diversity of IBS presentation make treat-
ment difficult. Treatment of IBS focuses on relieving symptoms as mild signs and symptoms can often be controlled by
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managing stress and by making changes in diet and lifestyle. The use of nutraceutical compounds has been advocated as
a possible alternative treatment in patients with IBS. COLONIR® (Omega Pharma Srl, Milan, Italy) may be an alterna-
tive or adjuvant treatment in patients with gastrointestinal symptoms. This study aimed to evaluate the effect of this new
nutraceutical formulation in inducing symptoms remission and improve gastrointestinal habits.

METHODS: An initial cohort of 1004 consecutive patients referred to 25 different Units of Internal Medicine a/o Gas-
troenterology in Italy to perform colonoscopy for intestinal symptoms was asked to participate. Patients were treated for
2 months with two doses of nutraceuticals/day during meals namely COLONIR®. Patients were assessed at baseline and
after 2 months to evaluate the frequency and severity of gastrointestinal symptoms in the past seven days with a question-
naire based on ROMA IV criteria.

RESULTS: After 2 months, 899 patients completed the follow-up. COLONIR® achieved a statistically significant reduc-
tion of severity of symptoms in the study population without any documented side effects.

CONCLUSIONS: These promising results, here reported, need to be confirmed, valuating the efficacy of COLONIR® in
relieving gastrointestinal symptoms in IBS patients in further studies.

(Cite this article as: Fiorini G, Saracino IM, Pavoni M, Nipote B, Colucci R, Capone P, et al. Efficacy of a new nutraceutical
formulation: L-tryptophan, probiotics, charcoal, chamomile, mint, and licorice (COLONIR®) in the improvement of gas-
trointestinal symptoms in subjects with irritable bowel syndrome. Minerva Gastroenterol 2023;69:123-7. DOI: 10.23736/
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rritable bowel syndrome (IBS) is one of the

most common functional gastrointestinal dis-
orders which affects 10-25% of the general adult
population.! IBS is characterized by recurrent
chronic abdominal pain and altered bowel habits
in the absence of organic damage.2 The patho-
physiology of IBS is not clear, and many theories
have been put forward. According to the ROME
IV criteria, IBS is a clinical diagnosis and pres-
ents as one of the three predominant subtypes: 1)
IBS with constipation (IBS-C); 2) IBS with diar-
rhea (IBS-D); and 3) mixed IBS (IBS-M). Fur-
thermore, former ROME definitions refer to IBS-
M as alternating IBS (IBS-A).3 Across the IBS
subtypes, the presentation of symptoms may vary
among patients: abdominal pain, straining, my-
algias, urgency, bloating and fatigue.* Although
there are reviews and guidelines for treating IBS,
the complexity and diversity of IBS presentation
makes treatment difficult. The American College
of Gastroenterology Functional GI Disorders
Task Force stated that the current data do not
support extensive testing in IBS patients if no
alarming findings exist such as weight loss, he-
matochezia, iron deficiency.> Whereas, if symp-
toms are not typical or alarm features are present,
testing should be performed including complete
blood test and specific tests for predominant
symptoms (e.g., diarrhea or constipation). Inva-
sive test such as colonoscopy is acceptable in pa-
tients with alarm symptoms and/or family history
of inflammatory bowel disease, colon cancer, he-
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matochezia, nocturnal or progressive abdominal
pain, weight loss, anemia, elevated inflamma-
tory markers, or electrolyte disturbances, or in
patients over 50.6 Treatment of IBS focuses on
relieving symptoms as mild signs and symptoms
can often be controlled by managing stress and
by making changes in diet and lifestyle. In addi-
tion, based on the onset of symptoms and their
impact on patient daily life, medications can be
suggested such as fiber supplements, laxatives,
anti-diarrheal medications, anticholinergic, anti-
depressants, antibiotics (e.g., rifaximin) or medi-
cations that are able to increase fluid secretion on
small intestine (e.g., linaclotide, lubiprostone).
Moreover, in the last years, researchers are inves-
tigating the role of fecal microbiota transplanta-
tion to treat IBS.7 The use of nutraceutical com-
pounds has been advocated as a possible alterna-
tive treatment in patients with IBS.8 COLONIR®
(Omega Pharma Srl, Milan, Italy), an association
of natural active ingredient (L-tryptophan, pro-
biotics, charcoal, chamomile, mint, and licorice)
may be an alternative o adjuvant treatment in pa-
tients with gastrointestinal symptoms. This study
aimed to evaluate the effect of this new nutraceu-
tical formulation in inducing symptoms remis-
sion and improve gastrointestinal habits.

Materials and methods

Between March 2021 and March 2022, 1004
consecutive patients referred to 25 different Gas-
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troenterology Unit in Italy to perform colonos-
copy for intestinal symptoms (abdominal pain,
alteration of gut habits etc. lasting for at least 8
weeks with negative upper GI endoscopy and ul-
trasound) were asked to participate. Flow chart
of the study (Figure 1). Exclusion criteria were:
presence of pathological findings at colonoscopy
(e.g., diverticular disease, polyps, neoplasm);
presence of Helicobacter pylori infection; con-
comitant comorbid conditions (i.e. chronic re-
nal failure, liver cirrhosis); active malignant
neoplasm; pregnancy or lactation; age <18 or
>90. Patients were treated for 2 months with
two doses of nutraceuticals/day during meals,
COLONIR®. Patients were assessed at baseline
and after 2 months to evaluate the frequency and
severity of gastrointestinal symptoms in the past
seven days with a questionnaire based on ROMA
IV criteria.3 The questionnaire is divided into
three parts, first part describes smoking and al-
cohol habits, comorbidity and concomitant drugs
assumption; the second part aims to assess bloat-
ing, abdominal pain score from 0 (no symptoms)
to 100 (severe) and length from 0 (no symptoms)
to 10 days (at least once a day); the third part
evaluates the presence of 10 symptoms (abdomi-
nal pain, nausea, borborygmi, bloating, aeropha-
gia, flatulence, constipation, diarrhea, tenesmus
and incomplete emptying) and their level of se-
verity (no symptom, light, tolerable, moderate,
quite severe, severe, intolerable). Symptoms’ re-
mission was defined as reduction of at least 50%
of severity and length of the above-mentioned
symptoms. Patients were also asked to report any
adverse event.

Endoscopy and/or Negative Test
Abdomen ultrasound Helicobacter pylori
Y
Enrollment + questionnaire TO
1004
COLONIR®, an association
of natural active ingredient
»| (L-triptofan, probiotics,
charcoal, chamomile, mint
and licorice
Y
Follow-up T1
899

Figure 1.—Flow chart of the study.
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Statistical analysis

Frequency, distribution analyses and non-para-
metric tests were used for the statistical analysis
(Medcalc 19.1.3 software; MedCalc Software,
Ostend, Belgium) as appropriate on patients that
completed 2 months of treatment. Results were
considered statistically significant for P values
<0.05.

Results

One thousand and four patients (40.9% males;
mean age: 56.67 years) were consecutively en-
rolled. Patient characteristics are summarized
in Table I, while Body Mass Index (BMI) and
alcohol/smoking habits are reported in Table II,
III. Concomitant therapies are reported in Table
IV. After 2 month, 899 patients completed the
follow-up while 105 were excluded because

TABLE L.—Characteristic of the population.

Population (total N.) 1004
Sex
M 411 40.9 (37.9-44.0)
B 593 59.1 (55.9-62.0)
Average age 56.67
Standard deviation 15.4922

TABLE IL.—Body Mass Index: scale of values and rang-
es.

Cases BMI range % (95%CI)
Class
Severe underweight 7 <16 0.7 (0.3-1.4)
Underweight 30 16-18.5 3.0 (2.1-4.2)
Normal 523| 18.5-25  52.1(49.0-55.1)
Overweight 337 25-30  33.6(30.7-36.5)
Obese
Obese class 1 79 30-35 7.9 (6.3-9.7)
Obese class 2 18 35-40 1.8 (1.1-2.8)
Obese class 3 9 >40 0.9 (0.4-1.6)

TABLE lIL.—Smoking and alcohol habits.

Habit Cases (N.) % (95%CI)
Smoke Yes (N. 186) 18.56 (16.2-21.0)
No (N. 683) 68.16 (65.1-70.8)
Ex (N. 133) 13.27 (11.3-15.5)
Not declared (N. 2) 0.2 (0.05-0.7)
Alcohol Yes (N. 197) 19.74 (17.2-22.2)
No (N. 801) 80.26 (77.1-821)

Not declared (N. 6) 0.6 (0.2-1.3)
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questionnaires were not fully completed. Based
on questionnaire results, COLONIR® was able
to achieve a statistically significant reduction of
symptoms severity at 2 months (P values <0.05).
Data are reported in Figure 2.

Discussion

Gastrointestinal conditions are prevalent in the
population and account for significant morbidity
and health care costs.® There is growing evidence
that integrative medicine approaches can improve
symptoms and affect physiology and disease
course. Recently, several different approaches
can allow to improve symptoms, by acting with
different mechanisms.!® However, there are very
few studies that assess the effect of nutraceutical
compounds in a very large population and in a
real clinical practice. Therefore, this study aimed
to evaluate the efficacy and safety of 2 months
treatment with COLONIR® for the management
of gastrointestinal symptoms in a large cohort of

TABLE IV—Drugs use.

Drugs N. % (95%CI)
None 621 61.85 (58.8-64.8)
Statins 108 10.76 (8.6-12.4)
Steroid medications 28 2.79 (1.9-4.0)
Antidiabetics 44 4.38 (3.2-5.8)
Immunosuppressive drugs 3 0.30 (0.1-0.8)
NSAIDS 15 1.49 (0.9-2.4)
PPI 107 10.66 (8.9-12.7)
Other 196 19.52 (17.1-22.1)
Two drugs 89 8.86 (7.2-10.7)
Three drugs 26 2.59 (1.7-3.7)
Four or more drugs 2 0.20 (0.05-0.7)

EFFICACY OF ANEW NUTRACEUTICAL FORMULATION IN SUBJECTS WITH IBS

IBS patients. The findings show that COLONIR®
can achieve a statistically significant reduction of
severity of symptoms in our population without
any documented side effects. These results could
be explained by looking at the combination of its
components: L-tryptophan improves gastrointes-
tinal peristalsis;!! probiotics and Vitamin B3-B5-
B6 help to obtain a balanced microbiota;!2 char-
coal reduces bloating;!3 chamomile and Melissa
can reduce nausea;!4 peppermint and licorice act
to regulate gastrointestinal motility.!5 The effi-
cacy of COLONIR® is also related to its rapidity
to obtain benefits and symptoms improvement as
patients reported a relief of symptoms after only
two months of therapy.

Limitations of the study

Although this study, to our knowledge, repre-
sents the first largest Italian IBS survey on more
than 1000 consecutive patients which represents
the real world and real routine practice of most
GI units in Italy, has several limitations: 1) dura-
tion lasts only two months; 2) due to its design
(prospective, interventional non randomized
study), placebo effect need to be taken into ac-
count; and 3) there is no comparison with an al-
ternative treatment.

Conclusions

In conclusion, these promising results, here re-
ported, need to be confirmed, valuating the effi-
cacy of COLONIR® in relieving gastrointestinal
symptoms in IBS patients in further studies.
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