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Background and Aims

Irritable bowel syndrome (IBS) is a highly prevalent and morbid condition that causes tremendous symptom burden, impacts
quality of life, and generates substantial healthcare costs. Current therapies are challenging to utilize and do not provide relief to
many patients, creating a clear need for new innovation. In this study, we assess the efficacy of fermentable oligosaccharides,
disaccharides, monosaccharides, and polyols (FODMAP)-hydrolyzing digestive enzymes in controlling IBS symptoms.
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Results:

After 4 weeks using the FODMAP-targeting digestive enzyme blend, 78.0% (95% confidence interval [Cl]: [69.7%, 84.5%])
reported improvements in bloating and flatulence, 75.0% (95% Cl: [61.2%, 85.1%]) reported improvements in diarrhea (IBS-D
only), 72.7% (95% ClI: [51.9%, 86.9%]) reported improvements in constipation (IBS-C only), and 65.3% (95% ClI: [56.3%, 73.2%])
reported improvements in abdominal pain. Significant improvements in overall IBS symptom severity were observed (P < .01).
For specific IBS symptoms, the greatest improvements were seen in bloating and flatulence (P < .01) and abdominal pain (P <
.01). Quality of life (P < .01), mental well-being (P < .01), and food avoidance behaviors (P < .01) all significantly improved as well.

IBS-SGA SCORES IMPROVED AT 4-WEEK FOLLOW-UP QUALITY OF LIFE, AS MEASURED BY THE IBS-QOL,
IMPROVED, REPRESENTING REDUCED FOOD AVOIDANCE

IBS-SGA Overall Effect (mean dif. = -1.0, 95% CI [-1.1876, -0.8293], P < .001*, a = 0.0036)

IBS-QoL Composite Score (mean dif. = -20.3, 95% CI [-25.2, -15.4], P < .001*, a = 0.0036)
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IBS-SGA (Irritable Bowel Syndrome-Subject's Global Assessment) scores are shown for participants at baseline and 4-week : . 4 i : P .
follow-up. Scores are reported on a 5-point Likert scale ranging from 1 = '‘Completely relieved' to 5 = ‘Worse', with lower scores FOOd av_m_dance IB?J 00|L_ (Imtaé)le BowkelfSI)I/ndrorne S.uégty |°f Llfe). composmeksgores are shown_k |
indicating greater perceived improvement in overall IBS symptoms. Data are presented as mean with 95% confidence intervals (Cl). or participants at baseline and 4-week follow-up. Individual questions are asked on a 5-point Likert scale

ranging from 1 = 'Not at all' to 5 = 'A great deal'. Food avoidance IBS-QoL composite scores are reported

on a 100-point scale with lower scores indicating better IBS specific quality of life related to food avoidance
behaviors, specifically frustration with food options and increased need to watch the kind and amount of food
eaten due to bowel problems. Data are presented as mean with 95% confidence intervals (Cl).

Food avoidance IBS-QoL composite scores are calculated as: (The su °;:::§:’:J:Z;:‘:a‘:;fb'e 5‘“) x 100

SPECIFIC DIGESTIVE SYMPTOMS, AS MEASURED BY THE VAS-IBS, IMPROVED AT CLINICALLY SIGNIFICANT LEVELS
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VAS-IBS (Irritable Bowel Syndrome-Visual
Analog Scale) scores are shown for

participants at baseline and 4-week follow-
Em up. Scores are reported on a 100-point scale
é ranging from 0 = 'Very severe discomfort' to
En 100 = 'No discomfort at all', with higher
2 scores indicating greater perceived
. improvement in each IBS symptom. Data are
- presented as mean +

standard deviation (SD).

Conclusion:

While further research is needed, this is a promising first report that enzymatic digestion may have the potential to decrease the
burden of disorders of the gut—brain interaction, including IBS.
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