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Background Objective and Study Endpoints Projected Patient Flow

« Antibiotic-associated diarrhea (AAD) is a common adverse drug reaction,
occurring in 5-35% of patients.t

To determine whether a probiotic combination of Lactobacillus species is safe and
effective for preventing antibiotic-associated diarrhea in elderly hospitalized
patients.

Figure. Sequence of Events from Recruitment to Study Completion

At time of antibiotic prescription, physician obtains verbal consent from potential study
subject to be contacted by representative of study team.

Physician writes order, allowing clinical pharmacist or investigator to screen and enroll
subject into study as per inclusion/exclusion criteria.

Ward unit clerk contacts an investigator or clinical pharmacist.

Within 72 hours of first antibiotic dose, investigator or clinical pharmacist reviews the
subject's medical record and Pharmanet profile for eligibility.

« AAD rates depend on the type of antibiotic used, length of antibiotic treatment,
pathogen exposure, and host factors such as age and health status.'®

Primary Outcome
« Potentially serious/significant consequences include longer hospital stays, higher « Incidence of AAD (defined as 3 or more loose stools in a 24 hour period)

medical costs, and other co-morbidities.*

Secondary Outcomes

« Incidence of CDI as detected by a stool assay (detection of toxins A or B)
« Duration of hospital stay

« Incidence of adverse effects

« Severity can range from uncomplicated diarrhea to life-threatening
pseudomembranous colitis (PMC).1

« Nearly all cases of PMC are due to Clostridium difficile infection (CDI), which
accounts for approximately 15-25% of AAD cases.>®

* AAD, in particular CDI, is a significant cause of morbidity and mortality in
hospitalized geriatric patients.”
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