Pooled Fecal Allogeneic Microbiotherapy for Refractory Gastrointestinal Acute Graft-Versus-Host
Disease (aGvHD) : Results from the Early Access Program in Europe
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EAP ONGOING IN EUROPE GLOBAL EAP POPULATION (N=140)
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INTRODUCTION

While the recent optimization of Graft-versus-Host
Disease (GvHD) prophylaxis protocols has decreased
the incidence of severe GvHD, GvHD remains a major
source of mortality following allogenic hematopoietic
cell transplantation (allo-HCT) with an important unmet
medical need, especially after failure to respond to
corticosteroids and ruxolitinib.

Fecal microbiotherapies are reported to be safe in
immunocompromised patients and have shown
promising results in refractory-Gl-GVHD.
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(2L) PATIENTS (N=49)
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Responders

Acute myeloid leukemia 55 (39%)
Myelodysplastic syndrome 26 (19%) - e .
Myeloproliferative syndrome 17 (12%) _ 64%
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Characteristics Other Non-responders T h
Steroid refractory-aGvHD 115 (82%) 1%

Steroid status — 6% 6%

Pooled microbiota: high-richness, high-diversity, full
ecosystem, (10" CFU/bag ) containing Butycore®
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Clinical response to MaaT 013 translates to increased overall survival

GOOD TOLERABILITY AND SAFETY PROFILE

Overall safety is very good compared to historical data in such heavily pre-treated and fragile population. Two paediatric patients (aged 12 and 15) treated with MaaT013: well tolerated (no AE)
and good efficacy. 35 pharmacovigilance cases reported in 33 patients. Among them, 22 cases possibly related to MaaT013 by the physician or the company, including 10 bacteremia and 6
sepsis . 70 deaths reported: GvHD in 28, severe infection in 24, relapse in 11, hemorrhage in 2, neurological complications post allo-HCT in 1, respiratory distress in 1, cardiac arrest in 2 and

Hyper-acute
Overlap syndrome / chronic 21 (159%0)

0
Treatment protocol :| 16 (11%)
GvHD grading (MAGIC), n (%) T 68 (49%)

v 56 (40%)

Glonly 84 (60%)
Gl + skin 24%) unknown cause for 1 patient. No causality link with MaaT013 administration has been identified. No pathogen transmission was reported. In 2 patients, non-pathogenic commensal bacteria

34 (
Gl + liver 8 (6%) isolated following infectious events were detected in the administered MaaT013. Causality could not be formally excluded in these cases.
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3 doses within 2 weeks (150 mL enema bag for direct
colonic delivery)

GvHD organ involvement at
EAP inclusion

Efficacy evaluation (Gl response at Day 28)

(4%)
(6 CONCLUSION

Treatment of 140 SR-Gl-aGvHD patients with MaaTO13 is safe and translates into a high and sustainable response rate : D28 GI-ORR 52%
The benefit on Gl response positively and significantly impacted OS in responder patients.

MaaTO13 used as 3" line treatment after CS and ruxolitinib failure is even more promising with 63% GI-ORR at D28 and 52% OS at 1year
A Phase 3 trial is currently ongoing to confirm these results in ruxolitinib-refractory patients (NCTO4769895).
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