The HSCT-BIOME Trial:

A hybrid phase 0/1 trial evaluating oral capsule faecal microbiota transplantation for
Sunportive preventing HSCT-associated complications
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STUDY OBJECTIVES

Primary outcomes will be
1. Determine safety and tolerance of peri-HSCT encapsulated FMT assessed by measure of:

2. Determine if peri-HSCT encapsulated FMT reduces the proportion of
participants that develop severe gastrointestinal toxicity . .
3. Determine if peri-HSCT encapsulated FMT reduces symptom burden in ) Se\{e,re gastrointestinal
: tOXICIty:
people undergoing HSCT

e Safety using CTCAE v5 Effectiveness: Proportion
of participants that reach

primary endpoint

Safety: TE-AEs and SAEs Adherence: Completion
in each group of full FMT course

Before prophylactic FMT
After prophylactic FMT
Day of HSCT (day 0)
During in-patient stay
Before recovery FMT
After recovery FMT

1 month after

Assessment

Patient demographics
Comorbidities . . . .

> Stool consistency by Medications Compared using chi-squared test in accordance with approval SAP

the Bristol stool chart Diagnosis/treatment details
ECOG performance status

> Frequency of stool Adherence _
Bristol stool chart (BSC) Daily

excretion Frequency Daily CONCLUSIONS, NEXT STEPS & ACKNOWLEDGEMENTS

Body weight 2-3x weekly while in
Final assessments taken one patient
Symptom burden * *

Stage 1 | Safety run-in trial: Open label with N=5 participants to identify any month post FMT Adverse events A FMT is a promising HSCT adjunct to mitigate complications; however, its
treatment-emergent (TE)-AEs (CTCAE v5) and confirm adherence to the protocol. clinical utility is limited to narrow indications i.e. treatment-

resistant/refractory GvHD.
Stage 2 | Efficacy trial: Double-blind, placebo-controlled trial to determine the BIOSPECIMEN COLLECTION y

clinical efficacy of peri-HSCT delivered encapsulated FMT with N=51 participants The HSCT-BIOME study will be the first clinical trial conducted of peri-HSCT

randomised 2:1 FMT or placebo. Table 2a: Blood collection schedule delivered capsule FMT for prevention of HSCT-associated complications.

Before Dav of
starting Y Day 0 Day of

HSOT pre-HSCT Chei:‘fzts'i‘s;apv (HSCT) PostHSCT period | 4. charge Peri-HSCT delivery prom.otes microbial composition prior to and following

Blood and stool samples FMT A maximum of 5¢ weekly HSCT for greater protective effect.

will be collected X X X aligning with routine
. blood d

longitudinally throughout i
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