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Pharmacokinetic (PK) and pharmacodynamic (PD) results from a randomized, double-blind, placebo-controlled Cohort 2
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Meetings of a Phase 1b study of an investigational, oral, live biotherapeutic, SER-155, in adults undergoing allo-HCT
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Results: SER-155 Safety & Efficacy Summary

SER-155 was generally well tolerated. The safety profile was comparable between arms, and no treatment-
related serious adverse events were observed. No SER-155 species were identified in any clinical culture
specimens. Infection-related deaths were only observed in the placebo arm.
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Introduction

In recipients of allo-HCT, microbiome disruption, characterized by low diversity and/or taxa domination, is
associated with increased risk of bloodstream infections (BSls) and acute graft-vs-host disease (aGvHD),
contributing to significant morbidity and mortality™ 2 3.

Results: Changes in cytokines with SER-155

Differences in plasma biomarkers of inflammation and immune homeostasis (Fig. 3, Fig.4). In a combined
analysis of Cohort 1 and Cohort 2 to support signal seeking, pro-inflammatory cytokine concentrations were
lower in the peri-transplant period in the SER-155 arm relative to placebo:
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Significantly lower incidence of BSI. SER-155 treated participants had a significantly lower incidence of BSI IL-17- significantly lower following the 1% treatment course and at HCT Day 0 (p<0.05)

compared to placebo through HCT Day 100: 10% in SER-155 vs. 43% in placebo (odds ratio 0.15 (95% Cl| * IFNy - numerically lower at HCT Day 0 (p<0.1), significantly lower after neutrophil engraftment (p<0.05)

Here we summarize key safety and efficacy data and present SER-155 pharmacology data from a Phase 1b study 0.01-1.13) p=0.0423; absolute risk reduction=33%, relative risk reduction=77%) ’ * IFNy differs significantly by arm at baseline; the post neutrophil engraftment visit remains p<0.05 when

SER-155 is an oral, live biotherapeutic with a novel therapeutic modality (see SER-155 drug design, below).

(NCT04995653) in adults undergoing allo-HCT conducted in 2 phases, an open-label Cohort 1 and a placebo- baseline is accounted for in the statistical model, glm(log10(biomarkers)~arm+baseline)
controlled Cohort 2. * TNFa- numerically lower after neutrophil engraftment (p < 0.1)
( SER-155 Design Concepts ) Results: RObUSt SE R-1 55 drug engraft ment * Otherinflammatory cytokines were lower reduced relative to placebo but not significantly (Fig. 3).

Additionally, immune homeostasis cytokine IL-10 was significantly lower after the 15t treatment course in the
SER-155 arm compared to placebo.

Robust SER-155 engraftment following both treatment courses (Fig. 1). After the 15t treatment course, the
majority of SER-155 strains engrafted and engraftment did not significantly decrease at HCT Day 0. The 2™
course restored engraftment durably through HCT Day 100. Consistent with strain-specific detection, a post- (

Lower levels of pro-inflammatory cytokines during peri-transplant period )
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SER-155 strains selected to

engraft in patients hoc analysis showed the aggregated relative abundance of SER-155 species was high relative to placebo

Peri-transplant window
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