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ABSTRACT

Background

Irritable-Bowel-Syndrome (IBS) is a highly prevalent gastrointestinal disorder that
significantly impairs quality of life, particularly among middle-aged males facing high
occupational and lifestyle stressors. While conventional options offer symptomatic
management, this study aimed to evaluate the comparative efficacy of the individualized
homeopathic remedy Natrum carbonicum against standard diet and regimen alterations in
middle-aged males diagnosed with IBS. [1, 2]

Methods

A randomized, controlled clinical trial was conducted over a 12-month period at an outpatient
research facility. Sixty (60) middle-aged male participants (aged 40—60 years) meeting the
Rome IV diagnostic criteria for IBS were randomized in a 1:1 ratio into two parallel arms.
Group A (n=15) received individualized doses of Natrum carbonicum (primarily in 30C or
200C potencies) alongside basic dietary advice. Group B (n=15) received standard structured
diet and regimen interventions (including a low-FODMAP diet, increased soluble fiber,
regular physical activity, and stress-management habits) without any medicinal intervention.

The primary clinical outcome was the mean change in the IBS Severity Scoring System (IBS-
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SSS) from baseline to 3 and 6 months. Secondary outcomes included alterations in the IBS-

Quality of Life (IBS-QoL) questionnaire.

KEYWORDS: Homeopathy; Natrum carbonicum; Irritable-Bowel-Syndrome; Diet and
Regimen; Middle-Aged Males; Randomized Controlled Trial.

INTRODUCTION

Irritable Bowel Syndrome (IBS) is a highly prevalent, chronic functional gastrointestinal
disorder characterized by recurrent abdominal pain associated with defecation or alterations
in bowel habits, such as diarrhea, constipation, or alternating bowel patterns (1). Globally,
IBS affects approximately 4.1% to 11% of the population depending on the diagnostic criteria
used, imposing a substantial socioeconomic burden and drastically diminishing health-related
quality of life (2,3). While epidemiological data shows variations in gender distribution,
middle-aged males often present with unique clinical challenges (4). In this demographic, the
severity of IBS symptoms is frequently compounded by modern occupational stressors, high-
pressure environments, altered circadian rhythms, and poor dietary habits, leading to chronic
visceral hypersensitivity and dysregulated gut-brain interactions (4,5).

The current diagnostic standard, the Rome IV criteria, classifies IBS based on predominant
bowel patterns into constipation-predominant (IBS-C), diarrhea-predominant (IBS-D), mixed
(IBS-M), or unclassified (IBS-U) subtypes (1,6). Conventional pharmacological management
focuses primarily on symptomatic control using laxatives, antidiarrheals, antispasmodics, or
low-dose antidepressants (3,7). However, these interventions often yield inconsistent efficacy,
carry notable side-effect profiles, and fail to address the underlying pathophysiological
mechanisms (7). Consequently, contemporary guidelines place significant emphasis on non-
pharmacological approaches, specifically structured diet and regimen protocols (8).
Interventions such as the low-FODMAP (Fermentable Oligosaccharides, Disaccharides,
Monosaccharides, and Polyols) diet, high soluble-fiber intake, regular physical exercise, and
structured stress-management routines have demonstrated considerable success in stabilizing
the gut microbiota and mitigating somatic symptoms (8,9).

Despite the utility of lifestyle modifications, many patients experience difficulty maintaining
strict dietary restrictions or fail to achieve complete clinical remission, driving interest toward
complementary and integrative therapeutic models (10). Homeopathy offers a highly
individualized holistic approach, treating functional gastrointestinal disorders not as isolated

organ pathologies but as localized expressions of systemic constitutional imbalances (11).



http://www.ijarp.com/

International Journal Advanced Research Publication

Within classical homeopathic therapeutics, Natrum carbonicum is recognized as a deep-
acting remedy with a profound affinity for the gastrointestinal tract (12). It is classically
indicated for individuals presenting with marked digestive weakness, severe post-prandial
distress, and a distinct inability to tolerate specific foods—particularly dairy and starches—
symptoms that closely mirror the clinical presentation of food-intolerant IBS patients (12,13).
Furthermore, its pathogenic profile directly targets the psychological components of
gastrointestinal distress, matching the hypochondriacal anxiety, mental fatigue, and stress-
induced somatic symptoms frequently observed in middle-aged males (13,14).

While existing literature validates the role of diet and regimen in managing functional bowel
disorders, and individualized homeopathy has shown promise in generalized gastrointestinal
trials, direct comparative evidence remains scarce. Specifically, randomized controlled trials
evaluating a targeted homeopathic medicine like Natrum carbonicum against standard dietary
and lifestyle interventions within a specific demographic are absent. This study aims to fill
this empirical gap by conducting a randomized controlled trial to compare the clinical
efficacy of Natrum carbonicum versus structured diet and regimen in the management of

Irritable-Bowel-Syndrome among middle-aged males.

MATERIALS AND METHODS
Study Design
A prospective, randomized, open-label, parallel-group controlled clinical study was

conducted over a 12-month period at Adarsh Homoeopathic Hospital attached to ACH, Kalol.

Participants and Eligibility Criteria

A total of 30 middle-aged male participants were recruited from outpatient clinics and
community health screenings.

e Inclusion Criteria

o Males aged between 40 and 60 years.

o Clinically diagnosed with Irritable-Bowel-Syndrome (IBS) satisfying the Rome IV
diagnostic criteria.

o Baseline IBS Severity Scoring System (IBS-SSS) score > 75 (indicating mild to severe
disease).

o Exclusion Criteria

o Presence of "alarm symptoms" or red flags (e.g., unexplained weight loss, nocturnal

diarrhea, rectal bleeding, or family history of colorectal cancer).
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o Diagnosed organic gastrointestinal diseases (e.g., Celiac disease, Crohn's disease,
Ulcerative Colitis, or active peptic ulcers).

o Major systemic psychiatric disorders or concurrent severe hepatic, renal, or cardiac illness.
o History of major abdominal surgery (excluding appendectomy).

o Use of conventional drugs for IBS (e.g., antispasmodics, laxatives, or tricyclic

antidepressants) within 2 weeks prior to enrollment.

Randomization and Allocation

The 30 eligible participants were randomly assigned in a strict 1:1 ratio into two parallel
groups using a computer-generated block randomization schedule:

e Group A (Natrum carbonicum Group, n=15): Received the homeopathic medicine
alongside basic healthy eating tips.

e Group B (Diet and Regimen Group, n=15): Received structured dietary and lifestyle
interventions alone.

Allocation concealment was achieved using sequentially numbered, opaque, sealed envelopes

managed by an independent supervisor who was not involved in participant assessment.

Interventions

e Group A (Medicinal Arm): Participants received homeopathic Natrum carbonicum
prepared according to official Pharmacopoeia standards. The medicine was administered
orally using cane sugar globules (Size 30) or liquid dilutions. Potencies (30C or 200C) and
dosage frequencies were selected individually for each participant based on the baseline
severity of gastrointestinal symptoms and homeopathic principles. Doses ranged from once
daily to once weekly.

e Group B (Non-Medicinal Arm): Participants received no medication. Instead, they were
placed on a highly structured diet and regimen protocol. This included:

o A modified low-FODMAP diet restricting trigger foods like onions, garlic, wheat, and
dairy.

o Increased daily intake of soluble dietary fiber.

o A regular exercise regimen consisting of a minimum of 30 minutes of moderate-intensity
brisk walking, 5 days per week.

o Structured stress-management advice including regular sleep hygiene routines.

Outcome Measures

Clinical assessments were conducted at baseline, 1 month, 3 months, and 6 months.
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e Primary Outcome Measure: The change in the total score of the IBS Severity Scoring
System (IBS-SSS). This instrument evaluates five clinical items: severity of abdominal pain,
frequency of abdominal pain, severity of abdominal distension/bloating, dissatisfaction with
bowel habits, and interference with life. Each item is scored from 0 to 100, yielding a
maximum score of 500.

e Secondary Outcome Measure: The change in the total score of the IBS-Quality of Life
(IBS-QoL) questionnaire, assessing the impact of the interventions on physical, social, and
emotional well-being.

o Safety Monitoring: Documentation of any unwanted symptoms or adverse events

reported during the follow-up period.

RESULTS

All 30 participants completed the 6-month trial with 0% attrition. Baseline demographic and
clinical profiles showed no statistically significant differences between the two study arms (p
> 0.05), demonstrating successful allocation. Diarrhea-predominant IBS (IBS-D) was the

most frequent subtype in both groups.

Baseline Variable | Group A: Group B: p-value
Natrum carb (n=15) | Diet & Regimen (n=15)

Age years, (48.6 £5.2) (49.3+£4.9) 0.709
(Mean = SD)

IBS Subtype (53.3%) (60.0%) 0.916
Baseline IBS-SSS | (284.5+42.1) (279.8 £38.6) 0.751
(Mean £ SD)

Baseline IBS-QoL | (44.2 £8.5) (45.6 £7.9) 0.643
(Mean £ SD)

Primary Outcome: Irritable Bowel Syndrome Severity Scoring System (IBS-SSS)

Both interventions led to a decline in IBS symptom severity over the 6-month follow-up.
Paired ‘t-tests’ indicated that both groups achieved statistically significant internal
improvements from baseline to month 6 (p <0.001).

However, intergroup analysis using the Independent Samples ‘t-test’ revealed that Group A
experienced a significantly greater reduction in symptom severity compared to Group B. At
month 3, the mean IBS-SSS score was (182.4 £ 28.6) in Group A versus (210.5 £ 32.1) in
Group B (p=0.016). By month 6, Group A achieved a mean score of (118.2 + 22.4)
(indicating mild or sub-clinical state), whereas Group B stood at (164.8 £+ 29.5) (p <0.001).
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Abdominal Bloating & Gas: Group A demonstrated superior relief from post-prandial
abdominal distension compared to Group B (p = 0.004).
Food Intolerance Distress: Group A showed a profound reduction in milk/lactose-induced

digestive distress, matching the therapeutic pathogenesis of Natrum carbonicum.

Secondary Outcome: IBS-Quality of Life (IBS-QoL):

Gastrointestinal health restoration directly improved health-related quality of life. Group A
experienced highly significant improvements across physical and psychological domains
compared to the lifestyle modification cohort.

e Group A (Natrum carb): Mean IBS-QoL score increased significantly from (44.2 + 8.5)
at baseline to (76.8 + 6.9) at month 6 (p <0.001).

e Group B (Diet & Regimen): Mean IBS-QoL score improved from (45.6 £ 7.9) at
baseline to (61.4 + 7.4) at month 6 (p < 0.001).

o Intergroup Difference: The final quality of life score was significantly higher in the

homeopathic treatment arm (p < 0.001).
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DISCUSSION

Natrum carbonicum is a deep-acting remedy historically noted for a profound and specific
affinity for the gastrointestinal mucous membranes and the vegetative nervous system. The
core pathogenic profile of this remedy perfectly aligns with the classic clinical presentation of

modern IBS, characterized by:

Marked Digestive Weakness and Flatulence: The Natrum carb patient experiences severe
distress, bloating, and sour eructations after eating, with an abdomen that feels constantly
distended and heavy.

Specific Food Intolerances: A hallmark indication for this remedy is a distinct, severe
inability to tolerate milk or dairy products—often resulting in sudden, urgent diarrhea
immediately following ingestion—as well as distress from starches and processed foods. This
matches the high prevalence of perceived food intolerances in the middle-aged male IBS-D
population.

The Gut-Brain Axis and Psychological Profiling: Middle-aged males frequently experience
IBS flare-ups compounded by professional anxiety, chronic mental fatigue, and stress.
Clinically, the Natrum carb state is characterized by an inability to perform mental labor,
extreme mental sluggishness, and a mild, hypochondriacal disposition that makes the

individual highly sensitive to environmental stressors.

CONCLUSION

The findings of this randomized controlled trial demonstrate that individualized homeopathic
treatment with Natrum carbonicum possesses superior clinical efficacy compared to standard
structured diet and regimen interventions alone in managing Irritable-Bowel-Syndrome (IBS)
among middle-aged males. Over the 6-month study period, the Natrum carbonicum cohort
achieved a highly significant reduction in the total Irritable Bowel Syndrome Severity
Scoring System (IBS-SSS) score, effectively shifting participants from moderate-to-severe
symptomatic states into mild or sub-clinical remissions. The medicine showed distinctive
therapeutic superiority in mitigating post-prandial abdominal distension, gas production, and

food-induced gastrointestinal distress, directly validating its specific clinical pathogenesis.
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