Bifidobacterium infantis 35624 in IBS

!

Feter Wharwell, MD

drenor, Soush Manchesier
Sunctionzd Beewed Sarsice
Manchestes, England

“rofessor ol Gasroemerology
Whprenshawa Hosplia
Manchestar, England

M, Gus's Hospital
London, England

Research incenests
Funcional gastrenasinal desordars

brrirable bowd syndrome

By prioss

P&G Health

WWW.pghsi.com

21 Whoree b, Altnrger L, Mored 16, Yvonne Bond, Shananan F and Duspley EMBE
Jeo of Medicine, Univ of Manchessen, Mancrester U, The Procter & Bamble Company, Persnnal Heshh Care Technology Dikisnn, Health Cane
Aesaarh Canter, Mason, and Mimantan Prarmabioos Center, Uriers iy College ok, Ielers

Benefits associated with supplementation with an encapsulated probiotic
preparation in subjects with irritable bowe! syndrome

Background: We have previously demonstrated benefits in irritable bowel syndrome [IBS] with a milk-based
probigtic preparation of a novel probiotic strain, Bifidoboctena infontis 35524,

Aim: To evaluate benefits in IBS with an encapsulated preparation of the same probiofic strain,

Methods: After 5 2 week run-in phase, 291 female subpects with Bome |lpozitive IBS were randomized to
placebo [n=?3), or ane of three doses of B infantis 35624: 10F [n=24], 10° [n=74), or 10" [n=70]
CFU/capsule, gheen once daily for 4 weeks. |BS symptoms were manitored daily, by telephone, using an
interactive volce response system (VRS and scored according to 3 B-point Likert scale; stoal frequency and
form [using the Bristol Stoal Scale | were also manitored daily. The primany efficacy variable was the abdominal
pain score; secondary efficacy vanables included other IBS symptoms, a composite Symptom score, subject's
global assessment [SBA] of IBS symptam relief and quality of life, In all 15 symptom efficacy analyses,
“centers” and “subjects within centers” were treated as random factors. Al recults wore adjusted by baseline
£0 dosape comparisons (placebo va. 10° ve 10" ve. 10" ) were based on Least-square Means.

Results: For the pnmany efficacy vanable, abdominal painfdiscomfort [-0.58 =010 v -0.41+ 010 vs.
-0.89=010 vs. -0.46+0.10] as well as for all secandary vanables of compaosite score [-1.16 =026 vs
111+0.26 vs. -213+0.26 vs. -1.07 +0.26 ), bleating/drstension | -0.41+0.10vs. -0.37 =010 vs. -0.71=0.10
vs.-0.39+010), incomplete evacuation [-0.22 £010vs -0.26 =010 vs -0.52 +0.10 ws. -0.21 =0.10]),
passage of gas [-0.26 =009 ve -0.21 +0.08vs, -0.51+ 0,09 ve. -0.27 = 0.098] and SGA for symptom relief
[-0.20+0.26vs -0.20 =025 ve 0.4 1027 vs.-0.74 £ 0.28], bifidobactenum in a dose of 10° was
aignificartly supenar | Paalue < 0.05 ] to placebo and all other bifidobacterium deses. The efficacy varable

SGA for symptom relief was analyzed vsing a logistic model so its associated results are gven on the logit scale.
Tha correspanding success rates are 45% vs. 45% vs. BT ws. 32%. No significant adverse events were recorded.

Conclusion: B infontis 35624, in a dose of 10' bacteria/day is effective in refieving all of the cardinal symptoms of
irritable bowed syndrome, This study confirms berefits pbserved in previpus studies, 2t a lower daily dose of
probiotic in a capsule formn, while demonstrating the complesity of achieving stable probiotic formulations,
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