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Executive Summary: Medical Nutrition Meeting
February 18, 2025, Berlin, Germany

Overview

The benefits of medical nutrition therapy for inflammatory bowel disease (IBD) are heavily
supported in the scientific literature as a component of a holistic, multifaceted treatment
approach.

Patients with IBD have unique nutritional needs which, if unaddressed, resultin
malnutrition, poor disease outcomes, and higher costs. Despite international guidelines
supporting the use of exclusive and partial enteral nutrition in IBD and the legislative
recognition of medical foods by the Orphan Drug Act of 1983 and the United States
National Defense Authorization Act of 2017, the formulas are not widely used in the United
States due to inaccessibility. Insurers do not cover the formulas due to their over-the-
counter (OTC) status and they can be cost-prohibitive for patients. Inaccessibility makes it
an unrealistic treatment option for patients, which hinders clinicians from pursuing, or
even learning about, its evidence-based use.

US state and federal legislation supporting formula coverage has been repeatedly blocked
due to concerns over added costs. OTC status, lack of FDA approval, added costs, and
internal policies regarding nutritional products all constitute barriers for insurers. To
overcome these barriers at the legislative and insurer level, medical nutrition needs to be
reframed, stakeholders and decision-makers need to be educated, data need to be
generated, and advocacy at all levels needs to be supported.

The following summarizes a 6-point action plan deduced from a full-day meeting of 23
experts and clinicians in IBD, research, and legislation. The plan aims to carve a path
forward to improve access for patients with IBD to medical nutrition therapy through
strategic research, policy, and legislative initiatives.

Strategic Action Plan

1. Develop an Economic Cost Analysis
Legislation at any level, including state, will not move forward in the absence of an
economic analysis



e Conduct a comparative effectiveness analysis in children that compares
nutritional therapy to other options in inducing / maintaining remission.
e [ncorporate a systematic review and meta-analysis in any comparative
effectiveness study.
e Research should include costs and outcomes analysis using QALYS
comparing the treatments used in the comparative effectiveness analysis.
e Publish and share results with stakeholders, including insurers, the FDA,
industry, and Congress.
Understand the Legislative Path and Narrow its Scope
Generate alignment among coalition members to narrow the scope of the bill to
pediatrics
e Introduce revised legislation at state and federal level
e Add adult coverage subsequently as additional evidence for use in adults is
generated
Develop state-by-state mapping of who legislation is impacting
¢ Quantify the number of constituents impacted by IBD in each state
e Quantify the number of people who will be impacted by medical nutrition
e Develop coalition partnerships at the federal and state levels from the start

. Carve Out New Opportunities for Working with the FDA

Smart regulation telegraphs faith in the product to payors, physicians, and the
public. Insurers and legislators take lead from the FDA.
e Standardize the medical nutrition lexicon
e Modernize the interpretation of the Orphan Drug Act rather than create a new
category for medical nutrition within the FDA
e Take advantage of the current administration’s “Food is Medicine” approach
to continue legislative efforts despite past failures
e Educate members of CFSAN at the FDA
e Engage CDER and CBER if a “combination therapy” strategy between
drugs/biologics and medical nutrition is pursued

. Create a Payor Strategy

Once economic analysis is available, engage insurers around all forms of medical
nutrition therapy
e Speak with current (not former) insurers and educate on the issue
e Include smaller regional plans and self-insured employers in education and
discussion efforts. They may be more open to feedback and cost data.
e Attempt to advance coverage where there is interest



Insurers do not want an add-on therapy unless it will improve the current therapy or
take the place of another therapy
e Explore partnerships with insurers’ charitable foundations to advance
combination research
e Utilize existing nutritional categories in place by the FDA, ensure medical
nutrition therapy for IBD is included and begin leveraging these categories to
engage payors
e Support a multidisciplinary approach to medical nutrition and the
incorporation of dieticians/nutritionists as part of the clinical care team
5. Engage Pharmaceutical Stakeholders
A combination therapy approach may help engage pharmaceutical stakeholders
e Secure funding for research and conduct research on how medical nutrition
can optimize the efficacy, safety, and longevity of biologics in a
“combination therapy” approach

e Encourage drug development that includes the use of medical nutrition
therapy
e Add the patient voice to the research, drug development, and approval

process as it relates to incorporating medical nutrition therapy into IBD
treatment regimens
6. Generate Real-World Evidence Supporting the Use of Medical Nutrition Therapy

e Create a path where real-world evidence and cost saving are part of the
development process
e Generate data on the use of medical nutrition as treatment and its role in

reducing side effects
e Educate healthcare professionals and patients on medical nutrition in IBD,
including gaps in care and barriers to access

Next Steps
1. Develop and distribute a detailed white paper from the February 18" Medical
Nutrition Meeting that took place in Berlin, Germany
2. Create a Gantt chart outlining short- and long-term tasks to visualize timeline
interactions and organize the strategic action plan



