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Objectives and Study:

This study aimed to investigate the effects of Bifidobacterium longum subsp. infantis
YLGB-1496 on gastrointestinal symptoms and intestinal immune biomarkers in young
children aged 7-36 months in China.

Methods:

In this 12-week randomized, placebo-controlled trial, 70 healthy infants and
toddlers aged 7-36 months were recruited by pediatric clinicians from two hospitals
in China. Eligibility was assessed according to predefined inclusion and exclusion
criteria, and written informed consent was obtained from their legal guardians.
Participants were randomly allocated to receive either B.infantis YLGB-1496

(21.5x10'°CFU/g, 2g/day) or a placebo (maltodextrin, 2g/day) once daily for 12
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weeks. Health-related information was collected from parents at baseline (week 0) and
at weeks 6 and 12 during scheduled hospital visits. The weekly incidence of abdominal
pain and bloating was recorded using questionnaires, and saliva and stool samples
were collected and detected at each follow-up time point. Saliva samples were
collected by trained personnel using specialized collection tubes, while stool samples
were collected by parents within 24 hours prior to each visit. Statistical analyses were
performed using an intention-to-treat (ITT) approach.

Results:

No significant differences were observed in baseline sociodemographic
characteristics between groups. After 12 weeks of intervention, the incidence of
abdominal pain did not differ between groups; however, mixed-effects model analyses
demonstrated a significantly lower overall incidence of abdominal bloating in the
intervention group compared with the control group (OR=0.073, 95% CI: 0.012-0.454).
Salivary and fecal sIgA, fecal pH, fecal calprotectin, and fecal al-antitrypsin
concentrations did not differ significantly between groups at any time point. Mixed-
effects models further showed no significant effects of time, group, or their interaction
(all p> 0.05).

Conclusions:

Supplementation with the B.infantis YLGB-1496 for 12 weeks reduced abdominal
bloating symptoms in young children, but had no significant effect on abdominal pain
or intestinal immune biomarkers.
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