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INTRODUCTION

Steroid refractory gastrointestinal acute graft-versus-host disease (SR-Gl-aGvHD) is an important unmet medical need. The link between gut microbiota dysbiosis and GvHD
outcomes is well established. Fecal microbiotherapies are reported to be safe in immunocompromised patients and have shown promising results in SR-GI-aGVHD.

* MaaT013 is a pooled allogenic fecal Microbiome Ecosystem Therapy administered as enema, aiming at improving microbial diversity, richness and functionality.

* Here we report clinical outcomes from a 76-patient cohort with SR-GI-aGvHD treated with the MaaT013: 24 patients were treated in the prospective, single-arm, phase lla,
HERACLES study (NCT03359980) while 52 patients were treated in an expanded access program (EAP).

HERACLES

HERACLES: a phase 2 european clinical trial (NCT03359980) evaluating MaaT013 as 2" line

therapy il‘l 24 patients With SterOid-I’efI‘aCtOI‘y gaStrOinteStinal aGvHD . Grade Ill - IV aGVvHD with gut predominance' if involvement of

other organs, resistant to a first line therapy with steroids
> 18 years old
Allo-HSCT : any type of donor, stem cell source, GvHD prophylaxis

METHODS

MaaTO013 characteristics
Pooled microbiota: a high-richness, high-diversity,
full ecosystem (10" CFU/bag ), containing Butycore™
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CONCLUSION

Treatment of 76 SR-GI-aGvHD patients with MaaT013 is safe and translates into a high response rate in patients with SR-GI-aGvHD : D28 GI-ORR 38% and 58% in HERACLES and EAP respectively

The benefit on Gl-response positively and significantly impacted OS in responding patients : 44% and 62% M12 OS in HERACLES and EAP responding patients respectively, when compared to
non-responding patients (13% and 7% respectively at M12) and compared to previous reports (Castilla-Llorente, 2014; Jagasia, 2020; Abedin, 2021)

MaaT013 is currently being evaluated in a European Phase 3 clinical trial in 75 patients with steroid- and ruxolitinib-refractory aGvHD patients (NCT04769895)




