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ABSTRACT

Irritable bowel syndrome (IBS) is a common Gl functional disorder, which presents with a wide range of symptoms
such as chronic abdominal discomfort, bloating and altered bowel habits. The variety of symptoms has led to a
difficult therapeutic challenge and no specific treatment for relieving all 1BS symptoms has been suggested yet. The
purpose of this study was to evaluate the impact of Chamomile extract on I1BS symptoms. In a randomized trial, 45
patients who fulfilled the ROOM |11 criteria and had no organic disease enrolled in this study and were asked to
take Chamomile 20 drops daily for four weeks. They were asked to fill in IBS-associated symptoms questionnaire to
specify abdominal pain intensity, bloating, nausea, stool consistency and altered bowel habits. The questionnaire
was filled out during 5visits: at the first day, at the second and fourth weeks after starting the treatment and also the
second and fourth weeks after the end of intervention. IBS symptoms were significantly reduced at the second and
fourth weeks after beginning of the herbal therapy (p<0.001). Symptom relief continued up to 2 weeks after the end
of intervention and started to decrease in 4 weeks after beginning of the herbal therapy. Considering the improving
effects of Chamomile on all IBS symptoms, it may have a positive effect on the syndrome pathogenesis as well.

Trial registration: Current Controlled TrialsIRCT201106206842N1.
Keywords: Irritable bowel syndrome, Chamomile Matricaria Rhytomedicine

INTRODUCTION

Irritable bowel syndrome (IBS) is the most frequimictional gastrointestinal disorder with a prevale of 5-11%
in most countries[1]. The workload generated by IB$onsiderable and constitutes approximately third-of all
visits to gastroenterologist IBS Diagnosis is basedhe identification of symptoms according to Miag, Rome
[l criteria and exclusion of alarm indicators[Z[he pathophysiology of IBS is considered to be ifalttorial,
involving disturbances of the brain-gut-axis. IB&shbeen associated with abnormal gastrointestiratbrm
functions, visceral hypersensitivity, psychoso&ators, autonomic dysfunction and mucosal inflarion3].

IBS affects females more often than males for ulaned pathophysiologic reasons[4].The clinical raggh is

based on the treatment of common symptoms. Whenpgvadominates, antispasmodics are the first chiricease

of diarrhea, loperamide is useful for reducing bbfrequency. Soluble fiber represents the firstiapin subjects
with IBS and constipation or mixed IBS. Dietarydgtators (composed of probiotics and serotoninyssecs) are a
promising therapeutic option[5].

Unfortunately, none of the currently available drfg.g. antispasmodics, antidiarrheals, osmotikjrmyiagents and
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sedatives) are globally effective in treating 85l symptoms[6].

Health related quality of life is impaired in alutlsgroups of IBS sufferes[7]. Many patients and disctare
dissatisfied with the level of improvement in sympis that can be achieved with standard medical ¢areing
them to seek alternatives for care. In such sibnatian important question is whether herbal medgare effective
and safe for IBS patients[8].

Irritable bowel sufferers commonly have recoursthiouse of complementary and alternative medearakdies and
practices. Foremost among such approaches havevhdgens dietary manipulations including exclusiiats, and
a variety of dietary supplements[7].

One of the most common herbs used for medicinapgees is chamomile whose standardized tea andlherba
extracts are prepared from dried flowerdVdtricaria species. Chamomile is one of the eldest , moselyidsed
and well documented medicinal plants in the woild[9

Medicinal ingredients are normally extracted frohe tdry flowers of chamomile by using water, ethaool
methanol as solvents and corresponding extractkrave/n as aqueous, ethanolic (alcoholic) and/orhamatlic
extracts. Optimum chamomile extracts contain aliupercent alcohol. Normally standardized extracistain
1.2% of apigenin which is one of the most effectdieactive agents. Aqueous extracts, such as irfottme of tea,
contain quite low concentrations of free apigenibibclude high levels of apigenin@-glucoside[10].

Chamomile is used traditionally for numerous gastestinal conditions, including digestive disorslelspasm” or
colic, upset stomach, flatulence (gas), ulcers,gasirointestinal irritation[11].

Chamomile is used internally for inflammatory dises of the gastrointestinal tract associated vagtrgintestinal
spasms, irritation of the oral pharyngeal mucousbrane and upper respiratory tract. Externally,dhey is used
for skin and mucous membrane inflammations, p@pdingivitis, respiratory catarrh, and anogenitgdimmation
Chamomile should not be taken by anyone with a knailergy to its components or to other membershef
Compositae family (e.g., arnica, yarrow, feverfeansy, artemesia), or if they have a history opamtday fever or
asthma[12].

The purpose of this study was to evaluate the imp€hamomile extract on IBS symptoms.
MATERIALSAND METHODS

This is a prospective pre-post study in an acad&hidinic performed in 2009-2010.Chamomile dropoffuced by
SohalJissa Company Tehran, Iran) that containedbizhand camazolen (69.47 mg/100cc) was prescrfbed
patients. Study was approved by institutional etlsiemmittee. Informed consent was obtained frorepttt and all
patients were allowed to refuse to participatetinlyg when they desired.

Patients who had diagnosis of IBS (with diarrheaanstipation dominancy), no history of sensijivid milk and
its products, age between 10 to 50 years, willisgrte participate, no other active illness (spgciasthma), no
drug consumption (specially anticoagulants), nochitric illness, not having pregnancy or doingastefeeding,
no history of hyper sensitivity, no current therdpy IBS, and no abnormal lab data (CBC/ ESR/ CR8H)
depending on the ROME Il criteria were includacur study.

Our exclusion criteria were any complication, exhation of symptoms or if the patient refuses totocwe. After 2
weeks stopping any other drugs symptom controliepts were visited and IBS-associated symptomsudticg
abdominal pain, nausea, painful defection, presefoeucosa in stool, changes in stool consistemclydefecation
frequency were recorded in a questionnaire whick gathered by the clinicians based on differendistuand
references. Chamomile drop was administered iméasiway for all patients (two times a day,10 ds@t morning
and 10 drops at night in a glass of warm watermlitutes after meal with a minimum of 12 hours’ til&erval
,this time mention is to eliminate the effects ohfounding factors like the time of drug use, timeervals between
drug intake and time between last meal and druké} A telephone follow up was considered forgyati 2 and 4
weeks after beginning Chamomile drop administratiml 2 and 4 weeks after stopping it and any clamnge
symptoms were recorded again by the same questtenrsed before Chamomile administration.

The total of 70 patients who were diagnosed arall§ind5 of them were included in the study du®to inclusion
criteria.This study has Irct ID: IRCT201106206842N1
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Descriptive statistics were presented as minimuaximum, mean and standard deviation. (the propwstaf two-
by- two contingency tables were compared by thesghiare test, and t-test was used for continuotiablas. We
considered p<0.05 as significant. All analyses wendormed with SPSS, version 18 (SPSS, Inc., Goich.).

RESULTS
All 45 patients completed the study and no comfiicawas reported.the results are shown in table 1.

Overall, all IBS symptoms (bloating, abdominal paitool consistency and defecation difficultiesyevdecreased
significantly after 2 weeks of treatment. This eélivas persistant until 2 weeks after the end efitiervention but
4 weeks after the end of treatment, almost all $gmp had been exacerbated but were continuousheassd in
comparison with the first visit.

Frequency of defecation was significantly decreaaftdr 4 weeks of treatment in the patients withridiea
dominancy (3.4 vs 1.3, (p<0.001)). In follow upe teecrease was 1.9 after two weeks (p<0.001) antb@r weeks
after the end of the intervention (p<0.001).

At the first visit 32 patients (71%) experienceglese bloating and 13 cases (28.9%) reported intdiates intensity
of bloating. After 4 weeks of treatment, 5 patiefits%) reported intermediate and 40 cases (88.8p9rted severe
bloating. At 4 weeks after intervention the sewevilas increased to 8 patients (17.8%) severe,madiate in 36
patients (80%) and mild bloating in 1 patient (2)Z<0.001).

Nausea at the beginning had intermediate severitypatient (2.2%) and mild in 10 patients, whicisvdecreased
to just 1 patient (2.2%) with mild severity at 4 eks of treatment (p=0.000). A 4 weeks after the ehdhe
intervention, it was increased to 1 patient (2.2¢th intermediate and 4 patients (8.9%) with miktlisea.

Abdominal pain at the first visit was reported i8 Ratients (62.2%) as severe and in 17 patient8%3)7 as
intermediate, which was decreased to 5 (11.1%jrimediate and 37 (82.2%) mild cases after the endeatment
((p<0.001)). Four weeks after intervention, the abthal pain increase to 5 (11.1%) severe, 38 (8%.4%
intermediate and 2 (4.4%) mild cases was repolietljt showed continuously significant decreaseamparison
with the beginning of the study (p<0.001).

In the patients with diarrhea dominancy, stool ¢stescy was changed from 18 patients (78%) withewatliarrhea
and 5 patients (21%) with loose stool at the bdagmmf the study into 1 patient (4.3%) with loogead and 22
patients (95%) with normal defecation after thetmgent (p<0.001). A 4 weeks after the end of treatin3 patients
(13%) reported watery diarrhea, 18 patients (78%3¢ stool and 2 patients had normal defecatioesd hate were
significantly different from those of the first itigp<0.001).

In patients with constipation dominancy, stool éstesicy was changed from 22 patients (100%) withstipation
into 22 patients with normal defecation after 4 kaef treatment (p<0.001). 2 weeks after the irdetion was
stopped, constipation reported into 4 patients (2@f6 18 patients (80%) had normal defecation @3D. At four
weeks follow up, 19 patients (87%) had constipatiod 3 (13%) had normal defecation which was rgticantly
different from those of the first visit (p=0.08).

The sensitivity of incomplete defecation was repaiby 43 patients (95%) at the first visit but &sweported only
in 4 patients (8.9%) 4 weeks after the treatmer0(@01), which was increased to 36 patients (80&6ind the
follow up 4 weeks after intervention (p=0.008).

Defecation urgency was reported by 40 patients {88%dhe beginning of the study, all of which expeced
recovery but it was relapsed in 29 cases relapsédvaeks after treatment (p=0.002).

Mucous defecation was also cured in 37 patient2¢8p, which was relapsed in 6 patients (13%) 2 wesdter the
treatment, and continuously kept a decreasing pmoe the first visit (p<0.001). At 4 weeks aftke tintervention,
mucous defecation was reported in 30 cases (68uitb)significant difference to the beginning (p=06).

Painful defecation was present in 18 patients @).®ith constipation at the first visit, which wedscreased to 1
case (4.5%) after intervention and was reporte? patients (9%) at 2 weeks after intervention, kafttvhich were

significantly decreased comparing to the firsttvipik0.001). A 4 weeks after the treatment, it wegsorted in 16

cases (72%), which was not different from the haegp=0.50).
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Tablel: Frequency of | BS-associated symptomsin patients during the study course

Visit n# after interventio Daily defecation number bloating Abdominal pain stool form D
D C S mo m S mo | m | no w L N
Tt visit 34 0.09 32 13 | 0| 28 | 17|00 18 |50
— 13 17 0 5 0 0
2rd visit P=0.000 | P=0.000 | P=0.000| P=0.000| %° | P=0.000| ® | 37| 2 | p=0.000| 1 | %2
— 19 11 0
3th visit 0000 | Po600o | peoooo| 18 27| 1 37 | 31| 0 0 7 | 16
— 27 05 8 5 3
4th visit P=0.000 | P=0000 | P=0.000] 3¢ | 1| p=0.000| %8| 2 | O | p=0.000| 18| 2

Tablel: Continued

- . . stool formC Incomplete defecation | Emergency defecation | Mocuse defecation | Pain full defecation
Visit n# after interventio
H N yes no yes no yes no yes No
1st visit 22 0 43 2 40 5 37 8 18 4
- 0 4 0 0 1
2ravisit P=0.000| %° | P=0.000 41 P=0.000 45 p=0000 | *® | p=0.000 | %!
3th visit 4 18 13 32 7 38 6 39 2 20
- 19 36 29 30 16
4th visit p=0.08 | 3 P=0.008 9 P=0.002 16 | ppois | 1° P=0.5 6

D: diarrhea, C: constipation, S: sever, Mo: moderate, M: mild, No: not, W: watery, L: loose, N: normal, H: hard
DISCUSSION

The recent results from the controlled clinicahltion chamomile extract for GAD suggests that iy have modest
anxiolytic activity in patients with mild to modeeaGADI[13] our study showed that Chamomile drop {fi¢aria

recutita L.) has a significant effect on IBS symp# which is more when the consumption is longhis Effect is

persisted until 2 weeks after intervention andntlige symptoms relapse. So, many of the patientgedato

continue the consumption of Chamomile drop evesr dffte completion of the study.

There are different therapies for IBS patients sashantispasmodics, anti-diarrhea, antidepresshatgvioral
therapy, psychotherapy, etc, which are used basdtieoseverity and types of the symptoms, andréetrhent is
chosen for the predominant symptoms.

Current therapies are not satisfactory and efficienearly relapse is very prevalent. These faots complications
of the current treatments have caused the patienteek alternative medicine. For example, a studyl1012
patients in 2008 showed that 35% of IBS patientsiumplementary and alternative medicine and \edi®n its
efficiency. Many studies have been done on diffetgpes of alternative medicine specially phetctipgf14].The
effect of Spearmint oil has been proven in sevetadies[13-16].

Chamomile has satisfactory effects on gastrointakpasms and ulcers and is a relaxant and ati¢ides).

we included IBS patients, who had no history ofdrgensitivity or allergy were. We also consideraatarinclusion
criteria such as absence of any other diseasémitaheir possible affects of these variables tmdttain exact and
confident results.

In the present study, most patients with more seggmptoms were eligible to be included into thedgt so the
results are useful for IBS patients with severeggms.In this study, the time for both treatmerd &llow up was
longer by two weeks in comparison with other stafia,14,16].

Unfortunately, we were not able to produce and plaeebo, which is a negative point of our study.Maisthe
patients in this study had a history of differeherapies for a mean time of 43 months, which hadbeen
satisfactory or caused some complications and af lodsts for them.

CONCLUSION
According to the effectiveness of Chamomile (shawrthis study), we guess that it is effective orthbthe

symptoms and pathogenesis of IBS. Chamomile idyeasailable and is not expensive, so is betten thther
current therapies.
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