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Introduction. Antimicrobial resistance is a major global health threat. Intestinal colonization with multidrug-resistant organisms (MDRO) increases infection risk and facilitates transmission. Current decolonization strategies lack proven efficacy and safety. Faecal microbiota transplantation (FMT) using lyophilized stool in capsule form is a promising approach, but randomized trial data are scarce.
Aims. To evaluate the efficacy and safety of oral lyophilized FMT capsules for intestinal MDRO decolonization in adults.
Methods. This randomized, double-blind, placebo-controlled trial will enroll 48 adults with confirmed intestinal MDRO colonization, including ESBL-producing Enterobacterales, carbapenem-resistant Enterobacterales, and vancomycin-resistant enterococci. Participants will be randomized 1:1 to receive FMT capsules derived from healthy screened donors or placebo, and followed for 180 days across four study visits. The primary outcome is complete MDRO decolonization, defined as negative stool or rectal swab culture on day 180. Secondary outcomes include time to decolonization, recurrence rates, and safety endpoints, with adverse events systematically recorded. Microbiological analyses will be performed in an accredited laboratory, and statistical analyses will follow the intention-to-treat principle.
Results. Recruitment is ongoing; trial results will be presented. Trial registration: ClinicalTrials.gov (NCT07106580).
Discussion. This trial will provide high-quality evidence on the efficacy and safety of lyophilized capsule-based FMT as a practical and patient-friendly strategy for MDRO decolonization. If effective, this approach could reduce MDRO-related infections, improve patient outcomes, and support antimicrobial resistance containment efforts. 
