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Progressive MS: Unmet Need
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Azer-cel: Allogeneic Anti-CD19 CAR T-Cell Therapy
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ARCUS, gene-editing nuclease; CAR, chimeric antigen receptor; GvHD, graft-versus-host disease; scFv, single-chain variable fragment; TCR, T-cell receptor; TRAC, TCR alpha constant locus.
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TG-Azercel-101 Study Design

Phase 1, open-label, dose-escalation study in progressive MS*
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Baseline Characteristics
All 26 participants had PIRA in the prior 12 months; all had prior anti-CD20 therapy

Age, years, median (range) 51.5 (36-59)
Female, n (%) 13 (50%)

PPMS / naSPMS / aSPMS, n (%) 9 (35%) /10 (38%) / 7 (27%)
Years since MS diagnosis, median (IQR) 8.6 (4.7-18.7)
Baseline EDSS, median (IQR) 6.0 (6.0-6.5)

PIRA in prior 12 months, n (%) 26 (100%)

Number of prior MS treatments, median (IQR) 3 (2-4)

Prior anti-CD20 therapy, n (%) 26 (100%)

Data maturity: median follow-up 4.9 months (range 0.1-15.0); data cutoff 3 Sep 2026. One participant discontinued early.

aSPMS, active secondary progressive MS; IQR, interquartile range; naSPMS, non-active secondary progressive MS; PIRA, progression independent of
relapse activity; PPMS, primary progressive MS.




Primary and Secondary Safety Endpoints

No DLTs, Grade 23 CRS, Grade 22 ICANS, GvHD, or IEC-HS in 26 participants

DLT None
CRS, any grade 2/26 (7.7%)
» Grade 1 1/26 (3.8%)
» Grade 2 1/26 (3.8%)
» Grade =3 None
ICANS, any grade 2/26 (7.7%)
» Grade 1 2/26 (7.7%)
» Grade =2 None
IEC-HS, any grade None
GvHD, any grade None
Grade 23 TEAEs 11/26 (42.3%)
SAEs 4/26 (15.4%)
Grade 23 infections None

CRS, ICANS, and IEC-HS graded per ASTCT criteria.
CRS, cytokine release syndrome; DLT, dose-limiting toxicity; GvHD, graft-versus-host disease; ICANS, immune effector cell-associated neurotoxicity syndrome; IEC-HS, immune effector cell-
associated hemophagocytic lymphohistiocytosis-like syndrome; SAE, serious adverse event; TEAE, treatment-emergent adverse event.




Safety Endpoints by Dose Level

No apparent dose-related trend in CAR T-associated toxicities, supporting ongoing dose escalation

Participants, n 1 3 9 8 4 1 26
CRS: G1/G2/2G3 0/0/0 0/0/0 0/1/0 1/0/0 0/0/0 0/0/0 1/1/0
ICANS: G1/G2/2G3 0/0/0 1/0/0 1/0/0 0/0/0 0/0/0 0/0/0 2/0/0
IEC-HS 0 0 0 0 0 0 0
GvHD 0 0 0 0 0 0 0
Grade 23 TEAEs 1 2 3 4 1 0 11
SAEs 1 1 1 1 0 0 4
Grade 23 infections 0 0 0 0 0 0 0

CRS, ICANS, and IEC-HS graded per ASTCT criteria.
CRS, cytokine release syndrome; DL, dose level; G, grade; GvHD, graft-versus-host disease; ICANS, immune effector cell-associated neurotoxicity syndrome; IEC-HS, immune effector cell-
associated hemophagocytic lymphohistiocytosis-like syndrome; SAE, serious adverse event; TEAE, treatment-emergent adverse event.




PK/PD: Azer-cel Exposure and B-Cell Depletion

PK: Azer-cel detected in 24/24 evaluable participants, peaking at Day 1-3 across dose levels
PD: CD19+ B-cell depletion in blood and CSF

A. Peripheral Blood CD19+ B Cells B. CSF CD19+ B Cells
25/26 (96%) reached <10 CD19+ B cells/pL Median: 9 — 4 CD19+ B-cell events
Median B-cell recovery began by Day 28 Median within-participant change: —-52.3%
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A: Solid line represents median blood CD19+ B-cell counts over time; N = participants with available data at the timepoint shown directly above each value (SCRN, D28, M3).

B: CSF CD19+ B-cell events are absolute CD19+ events acquired by flow cytometry per CSF sample. Boxes show median and IQR; whiskers extend to the most extreme values within 1.5 x IQR;
outliers shown individually.

CSF, cerebrospinal fluid; D, day; IQR, interquartile range; M, month; PD, pharmacodynamics; PK, pharmacokinetics; SCRN, screening.



Early CSF Biomarkers Through Day 10

No median increase in neuroaxonal injury or intrathecal IgG synthesis at Day 10

A. CSF NfL B. Unique CSF OCBs
Median: 2,900 — 2,500 pg/mL Median: 2 — 2
14/18 (78%) unchanged or decreased 17/22 (77%) unchanged or decreased
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Unchanged or decreased: NfL <20% increase from baseline; unique CSF OCB count unchanged or decreased.
Boxes show median and IQR; whiskers extend to the most extreme values within 1.5 x IQR; outliers shown individually.
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Clinical Outcomes at Day 90 and MRI at Day 60

Most evaluable participants were stable or improved across clinical and MRI measures

= Improved - Stable =Worsened Stable or

improved
=bSS 16/18
T25FW 16/17
oRPT 1718
sour [ 14118

MRI lesions

(Day 60) 22/22

Improved/worsened: EDSS =1.0-point decrease/increase from baseline (=0.5 if baseline EDSS 26.0); T25FW/9HPT >20% decrease/increase in completion time; SDMT =4-point increase/decrease.
Stable: neither improved nor worsened. MRI lesions: gadolinium-enhancing (Gd+) T1 and new/enlarging T2 lesions.
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Change in EDSS Following Azer-cel

Most participants stable or improved through Day 180
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One Day 90 EDSS responder subsequently discontinued the study to initiate another MS disease-modifying therapy. EDSS, Expanded Disability
Status Scale; n, participants assessed at each timepoint.

EDSS stable or improved

Day 90

16/18

Day 180
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Day 270

3/3
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B-Cell Reconstitution Is Enriched for Transitional and Naive Phenotypes With
Fewer Switched Memory B Cells; VZV Humoral Immunity Is Preserved
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Paired participant data. B-cell panels: peripheral-blood flow cytometry, % of quantifiable CD19+ B cells at screening, Day 42, and Month 3; green line and labels, median; n, participants
with data at each timepoint. Anti-VZV IgG panel: screening, Day 28, and Month 6; dashed line, assay-specific seropositivity cutoff.
D, day; IgG, immunoglobulin G; IU, international units; M, month; SCRN, screening; VZV, varicella zoster virus.
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Conclusions

TG-Azercel-101 is the first reported clinical evaluation of an allogeneic CD19-
directed CAR T-cell therapy in progressive MS.

Azer-cel demonstrated an encouraging safety profile to date. No DLTs or high-grade
CAR T-associated toxicities were observed across dose levels, including no Grade =3
CRS, Grade 22 ICANS, GvHD, or IEC-HS.

Azer-cel produced peripheral B-cell depletion (25/26 participants <10 CD19+ cells/uL)
and an early signal of B-cell reduction in the CSF.

Clinical outcomes were predominantly stable or improved through Day 90. EDSS
was stable or improved in 16/18 participants at Day 90 and 7/8 at Day 180.

B-cell reconstitution was enriched for transitional and naive phenotypes with fewer
switched memory B cells, consistent with an immune reset; VZV humoral immunity
was preserved.

These early findings are limited by small numbers and short follow-up; dose escalation
and longer-term follow-up are ongoing.
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