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Abstract: Background and Aim: The treatment of Gastric disorders is a challenge. Clidinium/chlordiazepoxide is a combination
of antispasmodic and anxiolytic drugs that has been used as an adjunct treatment for GERD, Functional Dyspepsia, and
Organic dyspepsia in clinical practice with limited supporting evidence of efficacy. The study aims to assess the efficacy and
safety of clidinium/chlordiazepoxide as an adjunct treatment to a proton pump inhibitor (PPI) in refractory dyspepsia.

Materials and Methods: This prospective, observational, and comparative study was conducted in outpatient and inpatient units
of the Gastroenterology Department at a tertiary care hospital. The study was carried out over 6 months, with a sample size of 82
subjects.

Results and Discussions: A total of 82 patients were treated with Clidinium/Chlordiazepoxide out of which 42 and 40 were found
to be female and male. among 32 patients, the condition after add-on therapy in functional dyspepsia 21(65.6%) improved, and
11(34.4%) remained unchanged. Among 39 patients, the condition after add-on therapy in GERD, 28(71.8%) was improved,
9(23.1%) remained unchanged, and 2(5.1%) was worsened. among 11 patients, the condition after add-on therapy in organic
dyspepsia 8(72.7%) improved, and 3(27.3%) remained unchanged.

Conclusion: The study revealed promising results for Functional Dyspepsia and Organic Dyspepsia, with a significant
proportion of patients experiencing improvement. However, the outcomes for GERD were more varied, with a notable portion of
patients showing no change or even worsening symptoms.

Keywords: Epigastric Pain Syndrome, Functional Dyspepsia, gamma-aminobutyric acid, Gastro oesophageal reflux disease,
hydrogen-potassium adenosine triphosphatase, Lower oesophageal Sphincter, Small intestinal bacterial overgrowth,
Postprandial Distress Syndrome.

L. INTRODUCTION
A. Gastric Disorders
GERD (GASTROESOPHAGEAL REFLUX DISORDERY) is a digestive disorder caused by the backflow of stomach acid into the
esophagus. This can lead to heartburn and other symptoms. Factors contributing to GERD include a weak esophageal sphincter,
hiatal hernia, delayed stomach emptying, poor esophageal muscle function, and lifestyle factors like obesity, smoking, and certain
dietary habits.
Dyspepsia is a common digestive disorder characterized by upper abdominal pain or discomfort. It can be classified into two types:
Organic Dyspepsia: Caused by underlying medical conditions like peptic ulcers, often due to H. pylori infection or NSAID use.
Functional Dyspepsia: Not caused by any underlying medical condition, often related to factors like impaired gastric emptying or
sensitivity to food.
Both GERD and dyspepsia can cause symptoms like heartburn, acid reflux, bloating, nausea, and abdominal pain. Diagnosis
involves a combination of medical history, physical exam, and diagnostic tests. Treatment approaches vary depending on the
specific condition and severity of symptoms.

B. Proton-Pump Inhibitors

Proton Pump Inhibitors (PPIs) are medications that reduce stomach acid production. They are effective in treating conditions like
acid reflux, ulcers, and H. pylori infections. However, PPIs can have side effects such as bone fractures, kidney problems, and
increased risk of infections. They can also interact with other medications, so it's important to use them under medical supervision.
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C. Clidinium / Chlordiazepoxide
This drug is given as adjunctive therapy along with Proton pump inhibitors. It is started when the PPI therapy is not as effective as

expected.

GENERIC NAME: CLIDINIUM/ CHLORDIAZEPOXIDE

COMMON BRAND NAME: Equirex, Librax, Spasrax, Spasril, Libratex, Gutrex, Ulcon
ROUTE: ORAL

DOSE: Chlordiazepoxide (5mg) + Clidinium (2.5mg)

Clidinium and chlordiazepoxide are combined to treat gastric conditions like peptic ulcers, GERD, and dyspepsia. Chlordiazepoxide
hydrochloride is a versatile, therapeutic agent for anxiety relief. It works by slowing gut movements and relaxing stomach and
intestine muscles, blocking acid secretion in the Gl tract. The drug is used in therapy for peptic ulcers, GERD, and dyspepsia.
Overdose can be fatal, with symptoms including dry mouth, blurred vision, drowsiness, confusion, muscle weakness, loss of
consciousness, and constipation. It can cause allergic reactions, severe drowsiness, seizures, mood changes, and withdrawal
symptoms. The combination may also have liver-related adverse effects and central nervous system effects.

It is contraindicated in individuals with a history of porphyria, severe liver impairment, or alcohol or substance abuse. It interacts
with tricyclic antidepressants and other drugs.

1. METHODOLOGY

A. Materials and Methods
The study is a prospective, observational and comparative study lasting for six months, with follow-ups scheduled for 4 weeks.
A total of 82 adult patients were enrolled in this study. Participants include both diabetic and non-diabetic individuals diagnosed
with gastric disorders and on therapy with clidinium/chlordiazepoxide as add-on therapy. The study population comprised both male
and female patients. Informed consent was obtained from all eligible participants. Patients who declined participation, pregnant and
lactating women, and individuals who were not on the add-on therapy were excluded from the study.

B. Statistical Analysis

All subsequent tests utilized patient categorization based upon the standardized questionnaire. Demographic factors (gender, age)
were assessed and compared for the different groups of patients utilizing Pearson Chi-square tests and descriptive measures were
calculated, including frequencies, percentages, means, and standard deviations. To fulfill the study's objective, researchers applied a
component bar diagram for final data analysis. All statistical tests were two-sided, and p values < 0.05 were considered significant.

1. RESULTS AND DISCUSSION

A. Results
Table-1: Frequency distribution of age
Age group Frequency Percentage
<30 years 17 20.7
30-40 years 18 22.0
41-50 years 16 19.5
>50 years 31 37.8
Total 82 100
Mean Age 43.52
37.8

gg 20.7 22 19.5

a0 s

10

0
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years years
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Table-2: Frequency distribution of gender

Frequency Percentage
Male 42 51.2
Female 40 48.8
Total 82 100

m Male = Female

1) Patient Condition Before add-on Therapy
Patient condition was unchanged after PPl therapy. Hence Clidinium/chlordiazepoxide was given as an add-on therapy for
improving the Patient condition.

Table-3: Frequency distribution of Patients’ condition after add-on therapy

Patient condition after add | Frequency Percentage
on therapy
Improved 57 69.5
Unchanged 23 28.0
Worsen 2 2.4
Total 82 100
69.5

70

60

50

40 28

30

20

v F

0
Improved Unchanged Worsen

Table-4: Frequency distribution of Patients' condition after add-on therapy based on gender

Gender Patient condition after add-on therapy Total P value
Improved Unchanged Worsen No. (%)
No. (%) No. (%) No. (%)
Female 31 (73.8) 11 (26.20) 0(0) 42 0.296
Male 26 (65) 12 (30) 2 (5) 40
Total 57 (69.5) 23 (28) 2(2.4) 82
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Table-5: Frequency distribution of Patients’ condition after add-on therapy based on Age groups

Age group Patient condition after add on therapy Total

Improved Unchanged Worsen No. (%)

No. (%) No. (%) No. (%)
<30 years 15 (88.2) 2 (11.8) 0(0) 17
30-40 years 11 (61.1) 6 (33.3) 1(5.6) 18
41-50 years 11 (68.8) 4 (25) 1(6.3) 16
>50 years 20 (64.5) 11 (35.5) 0(0) 31
Total 57 (69.5) 23 (28) 2(2.4) 82

88.2
100 611 688 6aE

50 ISS.S 25 35.5
11.8
0 5.6 6.3 0
0 | . . l
<30 years 30-40 years 41-50 years >50 years

Table-6 : Frequency distribution of Patients condition after add-on therapy based on diseases:

Diagnosis Patient condition after add on therapy Total Mc Nemer test
Improved Unchanged Worsen No. (%) (P value)
No. (%) No. (%) No. (%)
Functional 21 (65.6) 11 (34.4) 0(0) 32 0.537
Dyspepsia
GERD 28 (71.8) 9 (23.1) 2(5.1) 39
Organic 8 (72.7) 3(27.3) 0(0) 1
Dyspepsia
Total 57 (69.5) 23 (28) 2(2.4) 82
72.7
80 65.6 71.8
60
4
40 1 3
20
0
Functional GERD Organic
Dyspepsia Dyspepsia
| |
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TABLE 7: Frequency distribution of Patients’ condition after add-on therapy in functional and organic dyspepsia:

Type of | Patient condition after add on P value
dyspepsia therapy Total

Improved Unchanged No. (%) 0.665

No. (%) No. (%)
Functional 21 (65.6) 11 (34.4) 32
Organic 8 (72.7) 3(27.3) 11
Total 29 (67.4) 14 (32.6) 43

72.7

80 65.6

60 35.4 73

- -

20

0

Improved Unchanged

Patient condition after add on therapy

m Functional m Organic

V. DISCUSSION
The study investigated the safety and effectiveness of adding Clidinium/Chlordiazepoxide to proton pump inhibitors (PPIs) for
improving symptoms in 82 patients with different gastric conditions. Results showed that 73.8% of female patients experienced
improvement, while 65% of male patients experienced improvement. The addition of Clidinium/Chlordiazepoxide improved
conditions in functional dyspepsia, GERD, and organic dyspepsia, while remained unchanged in organic dyspepsia. Overall, the
study suggests that Clidinium/Chlordiazepoxide as safe and effective treatment option.

V. CONCLUSION
The study evaluated the efficacy and safety of clidinium/chlordiazepoxide as an adjunctive therapy for dyspepsia in 82 patients who
did not respond well to PPIs. The results indicated that the drug was moderately effective, with 69.5% of patients experiencing
improvement in their condition. However, 28% remained unchanged and 2.4% worsened.
The study also analyzed the outcomes for different types of dyspepsia. Functional dyspepsia and organic dyspepsia showed
improvement in 65.6% and 72.7% of patients, respectively. GERD, on the other hand, had a more varied response, with 71.8%
improving, 23.1% remaining unchanged, and 5.1% worsening.
While these findings suggest the potential benefit of clidinium/chlordiazepoxide as an adjunctive therapy, further research is
necessary to better understand the underlying mechanisms of dyspepsia and develop more targeted treatments. This combination is
used as an add-on therapy in different gastric disorders which significantly improves symptoms and quality of life.

REFERENCES

[1] Kahrilas PJ, Shaheen NJ, Vaezi MF. “American Gastroenterological Association Institute technical review on the management of gastroesophageal reflux
disease”. Gastroenterology. 2008 Oct 1;135(4):1392-413.

[2] Katz PO, Gerson LB, Vela MF. “Guidelines for the diagnosis and management of gastroesophageal reflux disease”. Official journal of the American College of
Gastroenterology ACG. 2013 Mar 1;108(3):308-28.

[3] akil N, Van Zanten SV, Kahrilas P, Dent J, Jones R, Global Consensus Group. “The Montreal definition and classification of gastroesophageal reflux disease:
a global evidence-based consensus”. Official journal of the American College of Gastroenterology ACG. 2006 Aug 1;101(8):1900-20.

[4] Kahrilas PJ. “Gastroesophageal reflux disease”. New england journal of medicine. 2008 Oct 16;359(16):1700-7.

[5] Kahrilas PJ, Pandolfino JE. “The target of therapies: pathophysiology of gastroesophageal reflux disease”. Gastrointestinal Endoscopy Clinics. 2003 Jan
1;13(1):1-7.

©IJRASET: All Rights are Reserved | SJ Impact Factor 7.538 | ISRA Journal Impact Factor 7.894 |




International Journal for Research in Applied Science & Engineering Technology (IJRASET)
ISSN: 2321-9653; IC Value: 45.98; SJ Impact Factor: 7.538
Volume 13 Issue V May 2025- Available at www.ijraset.com

[6] Tutuian R, Castell DO. “Diagnostic procedures in GERD: principles and values of esophageal manometry and pH-monitoring. In Gastroesophageal Reflux
Disease: Principles of Disease, Diagnosis, and Treatment” 2006 May 20 (pp. 121-138). Vienna: Springer Vienna.

[71 Naja F, Kreiger N, Sullivan T. “Helicobacter pylori infection in Ontario: prevalence and risk factors”. Canadian Journal of Gastroenterology and Hepatology.
2007 Aug 1;21:501-6.

[8] El-Serag HB, Graham DY, Satia JA, Rabeneck L. “Obesity is an independent risk factor for GERD symptoms and erosive esophagitis”. Official journal of the
American College of Gastroenterology ACG. 2005 Jun 1;100(6):1243-50.

[9] Ness-Jensen E, Lagergren J. “Tobacco smoking, alcohol consumption and gastro-oesophageal reflux disease”. Best practice & research Clinical
gastroenterology. 2017 Oct 1;31(5):501-8.

[10] Fass R, Tougas G. (2002). “Functional heartburn: the stimulus, the pain, and the brain. Gut”, 51(6), 885-892.

[11] Mittal RK, Balaban DH.” The esophagogastric junction”. New England Journal of Medicine. 1997 Mar 27;336(13):924-32.

[12] Sifrim D, Castell D, Dent J, Kahrilas PJ.” Gastro-oesophageal reflux monitoring: review and consensus report on detection and definitions of acid, non-acid,
and gas reflux”. Gut. 2004 Jul;53(7):1024.

[13] DentJ, El-Serag HB, Wallander M, Johansson S. “Epidemiology of gastro-oesophageal reflux disease: a systematic review”. Gut. 2005 May 1;54(5):710-7.

[14] Tack J, Pandolfino JE. “Pathophysiology of gastroesophageal reflux disease”. Gastroenterology. 2018 Jan 1;154(2):277-88.

[15] Katz PO, Gerson LB, Vela MF. “Guidelines for the diagnosis and management of gastroesophageal reflux disease”. Official journal of the American College of
Gastroenterology ACG. 2013 Mar 1;108(3):308-28.

[16] Johnson LF, Demeester TR. “Twenty-four-hour pH monitoring of the distal esophagus”. American Journal of Gastroenterology (Springer Nature). 1974 Oct
1;62(4).

[17] Kabhrilas PJ, Bredenoord AJ, Fox M, Gyawali CP, Roman S, Smout AJ, Pandolfino JE, International High Resolution Manometry Working Group. The Chicago
“Classification of esophageal motility disorders”, v3. 0. Neurogastroenterology & Motility. 2015 Feb;27(2):160-74.

[18] Shaheen NJ, Falk GW, lyer PG, Gerson LB. ACG “clinical guideline: diagnosis and management of Barrett’s esophagus”. The American journal of
gastroenterology. 2016 Jan;111(1):30.

[19] Koufman JA. “The otolaryngologic manifestations of gastroesophageal reflux disease (GERD): a clinical investigation of 225 patients using ambulatory 24-
hour pH monitoring and an experimental investigation of the role of acid and pepsin in the development of laryngeal injury”. The Laryngoscope. 1991
Apr;101:1-78.

[20] Matsumura T, Arai M, Ishigami H, Fujie M, Ishikawa K, Akizue N, Taida T, Ohta Y, Hamanaka S, Okimoto K, Saito K. “Evaluation of esophageal mucosal
integrity in patients with gastroesophageal reflux disease. Digestion”. 1962 Jan 1;97(1):31-7.

©IJRASET: All Rights are Reserved | SJ Impact Factor 7.538 | ISRA Journal Impact Factor 7.894 |




d lIsRA

ef n\m
cross’ COPERNICUS

10.22214/1JRASET 45,98 IMPACT FACTOR: IMPACT FACTOR:
7.129 7.429

INTERNATIONAL JOURNAL
FOR RESEARCH

IN APPLIED SCIENCE & ENGINEERING TECHNOLOGY

Call : 08813907089 (V) (24*7 Support on Whatsapp)




