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BACKGROUND RESULTS
Study Design and Study Participants

e Since the discovery of C. difficile in 1978 as the causative agent of “antibiotic-associated

colitis”, clinical response rates remain suboptimal, and few drugs have been approved. ECOSPOR-III SER-109 was superior to placebo
Double-blind, placebo-controlled Ph3 trial of SER-109 for multiply recurrent CDI in reducing CDIl recurrence at week 12
e CDI is a two-hit process characterized by disruption of the microbiome and exposure to C.
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o Characteristic Summary of Subjects with Treatment Emergent Adverse Events up to Week 8
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coitis < B3 years, n (%) 41(46.1) number of prior episodes were

Antibiotics lack effect on the Antibiotics kill vegetative
reservoir of C. difficile spores bacteria that produce toxin
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=6 R 73% of patients overall were Treatment Related/Possibly Related TEAES 46 (51.1) 48 (52.2)
@ SERES Ftemalet — 60(67.4) 49(52.7) treated with vancomycin prior Treatment Emergent AESIs 1(1.1) 1(1.1)
MeGavarn Clin Infact Dis 2020 L Frmrantlblll.':tlc. n (%) to randomization R TE e 7(7.8) 15 (16.3)
EESIEHTTES 64(71.9) 69(74.2) 60% had history of 2 TEAES leading to Death 2 0
# prior CDIl episodes, n (%) -
: . recurrences before entering
e ECOSPOR-IIl, a Phase 3 double-blind placebo-controlled trial, evaluated SER-109, an oral 5 49 (55.1) 61 (65.6) with third acute episode; 40% Serious TEAEs of Deaths Related or Possibly Related to Drug 0 0
investigational microbiome therapeutic composed of live purified Firmicutes spores for 23 39 (43.8) 32 (34.4) with 23 recurrences
treatment of patients with recurrent CDI. Missing 1(1.1) 0(0.0) 3 deaths occurred on the SER-109 arm, all reported as unrelated; two patients died within the 8-week period shown above
N = Population size; n = Number of Subjects. and one patient withdrew from the study and died after week 23.
*More females were in the SER-109 than the placebo arm p-value 0.0427 @ SERES @ SERES
e Adults =18 years with rCDI (=3 episodes in 12 months) were screened at 75 US/CAN sites. SER-109 was superior to placebo
in reducing CDI recurrence at week 8 Conclusions
e CDI was defined as =3 unformed stools/day for 248 hours with a (+) C. difficile assay. , : :
Reduction of Recurrence Sustained Clinical Response CDI is a two-hit process that requires a two-pronged treatment approach to prevent rCDI
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e After completion of 10-21 days of vancomycin or fidaxomicin, adults with symptom resolution
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were randomized 1:1 to SER-109 (4 capsules x 3 days) or matching placebo and stratified by
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age (2 or <65 years) and antibiotic received. E A27.4%, § 60.2% SER-109 was highly efficacious in reducing recurrence validating our spore-based therapeutic approach
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An open label trial for first and multiply recurrent patients has been initiated
« Requirements to file SER-109 for product approval are under discussion with the Food and Drug Administration (FDA)
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e Study patients were stratified by age and by antibiotic received prior to treatment. Hid 0o Lo Sl 0l o3l




