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TITLE
A Study To Evaluate The Effectiveness Of “Mindfulness Therapy” In Reducing Symptom Severity And Improving Quality Of Life In Patients Suffering From IrritableBowel Syndrome.

INTRODUCTION
Irritable bowel syndrome (IBS) is one of the most commonly diagnosed gastrointestinal conditions, characterized by symptoms such as abdominal pain, cramping or abdominal bloating, fecal urgency, and alteration of bowel habits with the relief of pain or discomfort upon defecation.[1]. IBS symptoms often result in substantially impaired quality of life, reduced work productivity, and increased utilization of healthcare resources, generating a significant healthcare burdenwith huge economic costs.[2]It is a diagnosis of exclusion and is many times a very difficult disease to manage as symptoms are diverse and persistent and the treatment remains ineffective in most of the cases. 
There are four subtypes of IBS :
· IBS with constipation (IBS-C)
· IBS with diarrhea (IBS-D)
· IBS with mixed bowel habits (IBS-M)
· Unclassified IBS (IBS-U)
Treatment approaches-
The key to effective treatment is a thorough examination, including a gastroenterological examination to exclude other diseases and a work up to exclude the presence of inflammatory markers and specific antigens. Early interdisciplinary diagnostic co-operation between gastroenterologists and body-mind therapists is necessary.[3]
Current pharmacological treatments include -FDA-approved treatments like Alosetron, and, Non-FDA-approved treatments like Loperamide(Antidiarrheal); Hyoscyamine, Phloroglucinol (Antispasmodics); Amitriptyline, Fluoxetine (Antidepressants); and Probiotics. But these approaches focus on reducing symptom severity while often limiting quality of life because of significant side effects. This has led to an effectiveness gap for IBS patients that seek further relief to increase their quality of life. [4]
Over the past decade, a number of important clinical trials have shown that Mindfulness Therapy presents with improved treatment outcomes in IBS patients. There should be an integrative approach to treating the diverse symptoms of IBS by combining the benefits of pharmacotherapy with mindfulness therapy to provide IBS patients with the best symptom relief and highest quality of life. A number of clinical trials have shown that this combination is superior to either treatment alone.[5,6]. The integrative approach has gained significant traction in the last decade with the growth of the Academic Consortium For Integrative Medicine And Health. Furthermore, there is a large body of literature to support the use of psychological interventions with IBS.[7]
MINDFULNESS BASED THERAPY – A non-pharmacological approach
Mindfulness-based therapy (MBT) is a form of treatment that uses meditation and relaxation to foster awareness and acceptance of the present moment. This kind of therapy requires individuals to practice noticing and observing details about their surroundings without passing judgment or reacting to triggers in the environment. This practice typically takes place through formal exercises with the ultimate goal of learning to engage this non-judgmental and non-reactive mindset in one’s day-to-day activities.[8]
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Effectiveness of MBT in IBS-
Several studies have demonstrated reduction in severity of IBS symptoms(like catastrophizing, hypervigilance to visceral sensation, etc.) along with improvement in quality of life.[9] American College of Gastroenterology Task Force on IBS asserted that psychological therapies, are more effective than usual care in relieving global symptoms of IBS, assigning this conclusion a Level of “1B” meaning strong recommendation supported by moderate evidence.[10]
OBJECTIVES
· To provide concomitant mindfulness based therapy to the patients recruited for the study,already undergoing conventional pharmacologicaltreatment.
· To check the efficacy of integrative use of non-pharmacologicalmindfulness-based therapy and conventional pharmacological therapy,on the improvement in quality of life and alleviation of severityof symptoms in the recruited patients as compared to those provided with only pharmacological treatment.
METHODS
Study Design: This will be a prospective, open-labelled, hospital based study
Study Location: The study will be conducted in the Department of Medicine, J N Medical College, AMU, Aligarh.
Study Population: PatientsattendingMedicine Out Patient Department (OPD) and Gastroenterology OPD of J N Medical College Hospital,diagnosed with IBS and fulfilling the following inclusion criteria will be recruited.
Inclusion criteria-
· IBS diagnosis according to Rome IV criteria
· Ability to understand Hindi or English.
· Willingness to document bowel symptoms and take medications regularly and complete the assessments; and          
· Patients who are able and are willing to comply with the protocol of the study and have given informed written consent for the same.
Exclusion criteria-
· Diagnosis of mental illness with psychosis;
· A history of inpatient admission for psychiatric disorder within the past 2 years;
· A history or current diagnosis of inflammatory bowel disease or gastrointestinal malignancy; or any other alternative organic gastrointestinal disorder.
· Active liver or pancreatic disease;
· Uncontrolled lactose intolerance;
· Celiac disease;
· Diabetic Patients
· Patients of Thyroid and other endocrine disorders.
· A history of abdominal trauma or surgery involving gastrointestinal resection; or
· Pregnancy
· Patients unwilling to participate in study.
Diagnosis: Diagnosis of IBS will be based on clinical symptom criteria and the exclusion of certain organic diseases only in patients presenting with concerning features. The Rome IV diagnostic criteria for IBS will be utilized for diagnosis, which include: recurrent abdominal pain, on average, at least 1 day per week in the past 3 months, associated with two or more of the following criteria:
(1) relatedto defecation,
(2) associated with a change infrequency of stool,
(3) associated with a changein form (appearance); 

[bookmark: _Hlk30970984]These criteria must be fulfilled for the past 3 months, with symptom onset at least 6 months before diagnosis.[11]The Rome IV criteriawould also be used to define the four subtypes of IBS as follows:
· IBS with constipation (IBS-C):   >25% hard stools and <25% loose stools
· IBS with diarrhea (IBS-D): >25% loose stools and <25% hard stools
· IBS with mixed bowel habits (IBS-M):  >25% loose stools and >25% hard stools
· Unclassified IBS (IBS-U):  <25% loose stools and <25% hard stools. [11]
Intervention Procedures:
· Informed written consent will be obtained from the patient. 
· Proper History and physical examination will be carried out. 
· Esophagogastroduodenoscopy [EGD] and Colonoscopywill be performed in Gastroenterology [GE] Lab, Department of Medicine by the Guide. 
· Upper and lower Gastrointestinal (esophageal/gastric/duodenal) mucosal samples will be taken through EGD and will be sent for histopathological examination to the Department of Pathology to rule out organic disease.
· 50% of the patients who will meet the Inclusion Criteria will be subjected to Mind Fullness Therapy in addition to their pharmacological therapies. It will be performed by Consultant, Clinical Psychology, Department of Psychiatry (Co-guide).
· Scores on IBS-SSS (Symptom Severity Scale)and IBS-quality of life (IBS-QOL)will be assessed before and after the completion of mindfulness therapy sessions (12 weeks).
· Reports will be collected and data will be analysed. 
Mindfulness Based Therapy Procedure
Subjects will continue with their usual medical care throughout the study. The mindfulness-based stress and pain management program, will be taught by trained mindfulness instructors and based on the mindfulness-based stress reduction program developed by Jon Kabat-Zinn and Saki Santorelli at the University of Massachusetts. This program has been adapted for a wide range of health conditions. The course used in this study will be typical in length and content, with instruction and homework assignments related to the body scan (i.e., focusing attention on different parts of the body sequentially to detect sensations such as muscle tension), sitting and walking meditation, and mindfull yoga. 
The basic course is adapted to an IBS population by emphasizing the relevance of mindfulness in coping with IBS-related symptoms and perceptions. For example, participants will be instructed to notice any sensations in the abdominal area and distinguish those sensations from thoughts about the sensations. In doing so, the mindfulness-training intervention will promote sensory vs. emotional processing of interoceptive signals and will counteract catastrophizing, which is a maladaptive cognitive coping style characterized by ruminative thoughts about the significance of symptoms. [12,13]
Data CollectionAnd Analysis : 
The relief in symptoms of the two groups will be noted by measuring the severity of symptoms.
[bookmark: _Hlk30971503]The IBS-SSS (Symptom Severity Scale), a well-validated clinical indicator of illness severity in IBS, will serve as the primary outcome measure. The IBS-SSS has been frequently used in clinical studies. Responders will rate the following for 10 days: 
1. abdominal pain severity, 
2. abdominal pain frequency, 
3. bloating severity,
4. dissatisfaction with bowel habits, and 
5. life interference from bowel symptoms. 
[bookmark: _Hlk30971523]These five ratings will be totaled to obtain an overall IBS severity score with a maximum score of 500.  A 50-point or greater change on this scale is considered clinically significant. Secondary outcome variables will include the IBS-quality of life (IBS-QOL)scale, a 34-item disease-specific quality-of-life scale measuring changes in physical and psychosocial functioning as a result of IBS that is responsive to change over 12 weeks. The reduction in symptom severity of the two groups will be compared. The data will be checked, cleared and entered into IBM SPSS (Statistical Package  for the Social Sciences) data sheet software and analysis will be done by using latest SPSS version available.
Ethical Considerations: 
The research proposal has been submitted for Ethical Clearance to the Institutional Ethics Committee and will be taken up in the next meeting of the committee.
IMPLICATIONS
The association of IBS with psychological and psychiatric manifestations is known for a long time. The role of the so-called “Brain-Gut Axis” has been over emphasized in the past. Many psychotherapies aimed at improving the Brain-Gut Axis have been tried with limited success in the past including the Cognitive Behavior Therapy. Mindfullness is a new concept and has been shown to be effective in IBS patients. 
Our primary hypothesis is that individuals receiving concomitant mindfulness training would demonstrate significantly greaterreduction in IBS symptom severity, as measured by the IBS symptom severity scale — IBS-SS as compared to those taking only pharmacological treatment.Not only can the interventions improve quality of life and mental health among patients with IBS, these therapies also directly target physiological processes by reducing arousal of the autonomic nervous system, decreasing the stress-response, and even reducing inflammation. 
Since there is no effective treatment for IBS, this novel approach may be of great benefit for patients of IBS, especially those who oscillate between diarrhea predominant and constipation predominant IBS.
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