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Background Fixed-duration Mosun-Pola demonstrated early and Mosun-Pola showed a manageable safety profile
_ _ _ durable responses « The median number of cycles was 15 (range: 1-17) for
Eatlentsbwn?_ R/II? MtCL who1progress after BTKi therapy + ORR and CR rate were 88% (95% confidence interval [CI]: Mosun and 6 (range: 1-6) for Pola.
\' Im mes. . : : .
ave suboptimat outcomes 74-96) and 79% (95% CI: 63-90), respectively (Figure 2) - Atotal of five Grade 5 adverse events (AEs) occurred.
There is a high unmet need for safe and effective : : : : : : :
9 : . s — Efficacy was consistent across high-risk subgroups. - One patient had Grade 2 immune effector-cell associated
off-the-shelf treatments for patients with R/R MCL." . _
neurotoxicity syndrome (ICANS; Table 2).
Mosun-Pola has demonstrated promising efficacy and i o :
manageable safety in patients V\F/)ith B ceﬁl " hoyma 34 Figure 2. Response rates. - The most common treatment-related AEs were injection site
9 yinp ymp ' 0. PR* ICR 100% reaction (57%), fatigue (50%), CRS (43%), and neutrophil
We report updated data from the Phase Il expansion 889 91% 93% count decreased (33%).
cohort (NCT03671018) in patients with R/R MCL 83%
who had received prior BTKi therapy. 80 1 Table 2. Safety summary.
2 60 m
i _ 2 AE 42 (100)

Open-label, multicenter, Phase |Ib dose-escalation %‘ Treatment-related I 39 (93)

: _ _ . 40 - Grade 3—4 AE 29 (69)

and Phase Il single-arm dose-expansion study Treatment.related | 25 (60)

- Data reported herein are from the Phase |l dose-expansion Serious AE | 26 (62)

20 4 Treatment-related | 17 (41)
part of the study. Grade 5 (fatal) AE | 5 (12)*

. L : } Treatment-related | 1(2)t
MOTUH VYtahS atdmlnls;ereld Sl.JbCCUtaIne%Jﬁh; (SC,Z T |21fday 0 - AE leading to treatment discontinuation | 10 (24)*
CYCICShVI S CPRUPIUCSITIGRNEC Y CIC ( ) ol aliviEl o All patients Age Prior CAR Ki-67 Pleomorphic/ TP53 mutated/ Treatment:rel_ated I 5(12)

17 cycles (Figure 1). (N=42) >70years T-cell therapy  250% blastoid MCL  deleted AE of special interest
o _ (n=18) (n=11) (n=28) (n=16) (n=13) Injection site reaction |
 Pola 1.8mg/kg was administered intravenously (IV) on YIRC-assessed. Grade 1 | 22 (52)
Day (D)1 of C1-6 (Figure 1) PR, partial response Grade 2 I 2 (5)
Peripheral neuropathy |
: : : _ Grade 1 | 12 (29)
Figure 1. Study overview. * Median time to first response was 2.7 months (range: 1-7) Grade 2 | 5 (12)
and median time to CR was 2.8 months (range: 2—18). ICANSS |
: : .. _ Grade 2 | 1(2
Key inclusion criteria « Median DOR and DOCR were both not reached Infections | 30 27)1)
+ R/RMCL (95% CI: 11.4—not evaluable [NE]; median follow-up: Grade 3—4 | 6 (14)
» ECOG PS 0-2 15.9 months [95% CI: 13.6—29.0]; Figure 3). Grade 5 | 5(12)
o o . . . . Tumor flare |
« 22 prior therapies (including an anti-CD20 antibody, anthracycline or Grade 1 | 2 (5)
bendamustine therapy, and BTKI) Figure 3. (A) DOR and (B) DOCR. Grade 2 | 3(7)
Neutropenia/neutrophil count decreased |
i Any grade | 19 (45)
CRS mitigation Endpoints | (A) Orac 54 | ian
+ Mosunetuzumab SC step-up dosing in C1 + Primary: best ORR by IRC? 1001 Febrile neutropenia |
- Corticosteroid premedication was given « Secondary: best ORR by Grade 3 I 2 (5)
prior to each dose in C1* INV, CR rate, DOR, DOCR, 807 *COVID-19 pneumonia (n=3), and one each of pneumonia and West Nile virus encephalitis. TCOVID-19
- Hospitalization was not mandatory PFS, OS and safety pneumonia (n=1). Not treatment-related: COVID-19 pneumonia (n=2, Grade 5), and one each of
pneumonia (Grade 3), vascular dementia (Grade 3), colorectal cancer (Grade 3, Mosun-discontinuation)
:\3 60 - —I_l and cough (Grade 2, Mosun-discontinuation); Mosun-Pola-related: one each of uveitis (Grade 3),
E‘ pneumonitis (Grade 3, Pola-discontinuation), and upper respiratory tract infection (Grade 2, Mosun-
Mosun-Pola fixed-duration administration o discontinuation); Mosun-related: Clostridioides difficile colitis (n=1, Grade 3, Mosun-discontinuation);
O 40- 12-month DOR rate: Pola-related: peripheral neuropathy (n=2, Grade 2, Pola-discontinuation). $Preferred term. Grade 2
66.6% (95% Cl: 45.0-86.9) ICANS event (confusion) occurred 3 days after C2D1, with no concurrent CRS. The event resolved
D1|(D8| |D15 D1 D1 with dexamethasone. COVID-19, coronavirus disease 19.
20 -
AEDAT — Mosun-Pola (n=37)
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 All CRS events were low grade and resolved
Mg Patients remaining at risk Time (months) Wlthln C1
37 31 22 18 10 9 8 8 5 4 1 NE NE NE NE

* CRS occurred in 18 patients, and all events were low grade

@ (B) (Grade 1-2; Table 3).

=

v v . . -
1001 * All CRS events occurred and resolved within C1 (Figure 6).
21-day cycles 80 1 Table 3. CRS summary.
_I_‘ CRS by ASTCT criteria® N=42
*From C2 and beyond, premedication was optional for patients who did not experience CRS in the previous < 601 Any grade, n (%) 18 (43)
cycle; corticosteroid premedication consisted of 20mg of dexamethasone or 80mg of methylprednisolone, E Grade 1 ’ I 12 (29
either IV or orally. _ _ Q 40- 12-month DOCR rate: ace (29)
ECOG PS, Eastern Cooperative Oncology Group performance status; CRS, cytokine release syndrome; 40 71.9% (95% Cl: 49.2-94.6) Grade 2 | 6 (14)
DOCR, duration of complete response; DOR, duration of response; IRC, independent review committee; ' S ' Grade >3 | 0
INV, investigator; OS, overall survival; PFS, progression-free survival. 204 Median time to first CRS onset relative to last dOSG, | ) (1_5)
Y Pola (ne33 days (range)
. osun-Pola (n=33) Median CRS duration, days (range) | 3 (1-9)
o — T T T T T T T CRS management, n (%) |

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 Corticosteroids | 6 (14)

At data cut-off (November 8, 2024), 42 patients had Patients remaining at risk Time (months) Tocilizumab I 6 (14)
received Mosun_PoIa 33 30 21 16 9 8 7 7 5 4 1 NE NE NE NE ||;|0uViV(;20W oxygen I 43((170))

ICU I 1(2)

* Median age was 68 (range: 44-82) years, 91% had
Ann Arbor stage IlI/IV, and 48% had a simplified

ASTCT, American Society for Transplantation and Cellular Therapy; ICU, intensive care unit.

MCL International Prognostic Index (sMIPI) score of Mosun-Pola demonstrated promising PFS and OS
26 (Table 1). - Median PFS was 18.6 months (95% CI: 13.9-NE; Figure 6. CRS by cycle and grade.
* Overall, 71% of patients had =3 high-risk features, Figure 4A). 100 - 5 Grade
) : : ) o _ | 1
including TP53 mutation, Ki-67 250% and » Median OS was 20.7 months (95% CI: 17.0-NE; T 801 | ,
blastoid/pleomorphic morphology. Figure 4B). g 601 |
.f-j 40 1 10% 7% 1
T 20 - 0 E
Table 1. Baseline characteristics. : o il 5% 0% L 0% 0%
Figure 4. (A) PFS and (B) OS. 0 -
C1D1 C1D8 C1D15 c2 C3+
n (%), unless stated N=42
Median age, years (range) 68 (44-82) (A)
Male | 31 (74) 100 - : .
ECOG PS score ‘ B-cell depletion was rapid
0-1 38 (90) 80 1 » B-cell depletion occurred rapidly, and recovery was
2 | 4(10) observed following Mosun-Pola treatment (Figure 7).
Ann Arbor stage llI-IV | 38 (91) < 60"
Number of prior lines of therapy | » Fi .
igure 7. B-cell depletion and recovery
. N o 40 12-month PFS rate:
Median, n (range) | 3(2-9) 74.8% (95% Cl: 60.2-98.4) 10000 -
2 | 13 (31) .
3 | 14 (33) 20 3 1000-
>4 | 15 (36) —— Mosun-Pola (N=42) ]
; 0 T T T T T T T T T T T T T 1 o 100 .
Prior t_herapy | 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 &
BTKi | 42 (100) Time (months) 8 10
CART cell 11 (26) Patients remaining at risk
42 37 32 24 18 11 9 8 7 5 3 1 NE NE NE NE ' '
ASCT | 13 (31) (B) d\o\ \ng \,ﬁ;@ 0,9% \0\6 &o“ Od\c '\@\rb/%@ Q)/q,é‘ /\%@ /\(O@ /\(b@ /%\@ ,‘Lb‘((\
Refractory to last prior therapy I 39 (93) Q€ O O @ Q&,O @ & Q@,O NN SN
TP53 aberration*
100 - Post treatment
Mutation or deletion | 13/331 (39) LL‘_'—HL e ‘f_f -||||||||| ost treatmen
Wild type | 20/33t (61) 80 Mosun Smg  45mg
Blastoid/pleomorphic | 16 (38)
Bone marrow involvement | 18 (43) < 60-
K:ggo/ 32 (76) 8 12-month OS rate: Conc' USIons
= o° 401 83.1% (95% Cl: 71.7-94.5)
250% | 28 (67) Fixed-duration Mosun-Pola treatment demonstrates
SBMI'kF" j?ore =6 L I 270 (1478) 20 promising efficacy in patients with R/R MCL who had
> — - =, . . .
ulky disease (>7.5cm) (17) Mosun-Pola (N=42) previously received a BTKi.
Extranodal involvement | 34 (81) 0 B Y N N ) Y ) L S S S
Elevated LDH¥ | 15 (36) 0 3 6 9 12 15 "ﬁr_ 21( 24th 2)7 30 33 36 39 42 45 Mosun-Pola is a well-tolerated outpatient regimen.
ime (montns
*Reported by clinicians; TOf patients with known TP53 status, with an unknown mutation status in n=9/42 Patients remaining at risk B-cell recovery occu rred fOIlOWing fixed-duration treatment.
(21%) of patients; *Defined as >1x ULN. 42 39 38 33 27 17 10 8 8 8 6 4 1 1 NE NE
ASCT, autologous stem cell transplant; CAR, chimeric antigen receptor; LDH, lactate dehydrogenase; Mosun-Pola is an effective off-the-shelf regimen for patients
ULN, upper limit of normal. *IRC-assessed.

with post-BTKi R/R MCL.
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