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Body:
CATS1 study assessed the tolerability and efficacy of Ovasave, an antigen-specific Treg therapy for patients with
refractory Crohn’s Disease. Treg cells induce immunomodulating effects through cytokines secretion and cell-cell
contact.
CATS1 was an open label, 12-week, single injection, phase I/II study in 20 patients with CD and active
inflammation (4 doses of 106, 107, 108, 109 cells with respectively 8, 3, 3, 6 patients). Ovasave was produced ex
vivo from patients’ PBMCs exposed to ovalbumin followed by cell cloning, expansion and formulation for infusion.
Patients were assessed for tolerability and efficacy (CDAI responder: decrease >=100; remission: <150). In vitro
changes in peripheral blood immune cell populations and PBMCs proliferative response to ovalbumin were also
evaluated.
Mean age: 34.5; Baseline CDAI: 364±81 (n=20); 19/20 patients had previous failure to immunosupressors and
multiple anti-TNFs; 16/20 had previous CD surgery.
Ovasave injections were well tolerated: 54 adverse events (2 related), 11 serious adverse events (3 possibly
related, recovered).
Response was observed in 40% (8/20) patients at weeks 5 and 8. In the best dose group (10 6 cells), response was
75% (6/8) at both time points; remission was 38% (3/8) and 25% (2/8) and the mean CDAI reduction 143.4±105
(p=0.0062) and 131.6.3±65.4 (p=0.002) at weeks 5 and 8 respectively. Immunomonitoring studies revealed that
blood CD16+ pro-inflammatory monocytes were selectively decreased 3 weeks after Ovasave administration in
the group of responder patients at week 5. In this group, the proliferative response of PBMC to ovalbumin in
vitro was significantly reduced 3 weeks after treatment, suggesting a direct suppression of ovalbumin-specific
immune response.
This first open label study shows that Treg cell therapy is well tolerated and demonstrates a dose related
efficacy consistent across multiple clinical and mechanistic immunological assessment methods. Treg cell therapy
may represent an innovative value-adding opportunity for refractory CD patients.
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