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Understanding Decision Making for Choosing Dietary Therapy in Children with IBD

A. Study Purpose and Rationale:

Inflammatory Bowel Disease (IBD) represents a chronic relapsing disease process
with a wide range of clinical presentations and manifestations and an unclear etiology
[1]. This diagnosis is life-changing for families and generally means that the patient will
require medical therapy indefinitely [1]. Though medication is the mainstay of
treatment, dietary therapies do exist, with varying degrees of data to promote their
efficacy [2]. They range in restrictiveness from the most restrictive Exclusive Enteral
Nutrition (EEN) diet, consisting of 4-12 weeks of exclusive formula consumption, to the
CD-TREAT diet, which eliminates only gluten, lactose, and alcohol [2].

Data also suggest that diet may play a role in the pathogenesis of IBD, as studies
of immigrants to Western countries demonstrate a higher incidence of IBD among
immigrants than their native compatriots [3-6]. Many patients with IBD will often notice
that certain foods that lead to worsening of symptoms, and will avoid these foods[7-8].
However, dietary modification is not without risk, as these patients may develop
deficiencies in micro and macronutrients [9].

Though dietary therapy is less commonly physicians’ treatment of choice in the
US than it is in Europe (where it is first-line treatment for induction of remission) [10],
many patients may choose to partake in some form of dietary therapy from the onset of
diagnosis [7]. Fear of causing relapses or flares often lead those with IBD to avoid
certain of their favorite foods [11]. However, they do not discuss when in the disease
course this study’s survey was administered. The decision-making process for dietary
changes early in the disease course is not well understood. Understanding the
motivations for making dietary changes will be helpful for physicians to properly counsel
patients with IBD about the most efficacious and appropriate dietary therapies. Our
study attempts to elucidate these decision-making factors so that physicians can better
use dietary therapies when appropriate to achieve improved clinical outcomes in
pediatric patients with IBD.

B. Study Design:

The study will be a prospective questionnaire based study involving
guestionnaires administered to the parents or legal guardians of patients recently
diagnosed with IBD, as defined as diagnosis within the past 6 months, at otherwise
scheduled visits for regular IBD care. The questionnaires will be formulated with Likert
scale questions to assess the attitudes regarding the perceived difficulty of making
dietary changes, desires for autonomy, concern about affordability as well as other
questions deemed relevant to the decision-making process in concert with the CHONY
IBD dietician.



Subject Selection:
The subjects will be the caregivers of patients with newly diagnosed IBD who
present to the CHONY gastroenterology clinic for general care.

. Statistical Procedures:

The initial variable of concern will be whether the family intends to make dietary
changes. Data from each question on the Likert scale will be compared between the two
groups of dietary planners and non-planners.

Study Procedures:
No Procedures will be performed.

Study Drugs:
No study drugs, approved, or investigational drugs will be given in this study.

. Medical Device:

No medical devices will be used in this study.

. Study Questionnaires:
A questionnaire will be designed to be given for caregivers of patients to complete at
regularly scheduled visits for evaluation for and maintenance of IBD.

Recruitment of Subjects:
Subjects will be provided consent forms while at otherwise scheduled appointments for
evaluation for or maintenance of IBD prior to completion of the study questionnaire.

Confidentiality:
Data will be de-identified, with each subject given a unique study ID.

Potential Conflicts of Interest:
None

Location of Study:
The study will take place in the Morgan Stanley Children’s Hospital Gastroenterology
Clinic.

. Potential Risks:
The study has minimal risk to the subjects involved. There is a risk of subliminally
encouraging the use of alternative therapies.

. Potential Benefits:

There may not be direct benefits to the patients during the time of the study. However,
the understanding of the decision-making process regarding dietary therapy may allow



physicians and dieticians to better advise patients on the most evidenced-based dietary
therapies for those who are most interested.

0. Alternative Therapies:
N/A

P. Compensation to Subjects:
No monetary compensation will be provided for participants.

Q. Costs to Subjects:
This study will not incur additional cost to the subjects.

R. Minors as Research Subjects:
The questionnaire will be administered to parents of patients. Methods to maintain
confidentiality are detailed above.

S. Radiation or Radioactive Subjects:
No radiation is involved.
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