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Fixed-duration Subcutaneous
Mosunetuzumab (Mosun SC) Leads to
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(PK), efficacy and safety of co-primary PK endpoints
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Backg round « In the Mosun SC cohort, the median duration of treatment and I Mosun SC had a manageable safety profile

Sl GNP WS (i) (g 1==1) [mehling * In the Mosun SC cohort, the most common AEs of any grade were

Mosun is a CD20xCD3 T-cell engaging bispecific antibody that — For both cohorts, the median number of cycles was injection-site reactions (60.6%), fatigue (35.1%), CRS (29.8%),
redirects T-cells to eliminate malignant B-cells' 8 (range: 1-17). and diarrhea (20.2%)
— Mosun IV is approved by the US FDA and EMA for the treatment * As of the CCOD, no patient remained on active initial treatment, — Lower rates of Grade 3—4 AEs and serious AEs were observed
of patients with R/R FL after =2 prior lines of therapy.23 60 (63.8%) had completed initial treatment and 34 (36.2%) had in the Mosun SC cohort; higher rates of Grade 5 (fatal) AEs and
: : discontinued (death, n=4; PD, n=22; adverse events [AEs], n=4; AEs leading to discontinuation were attributed to patient
In a Phase Il study (NCT02500407), fixed-duration Mosun IV . . 4 _ _ : :
demonstrated a manageable safety profile and induced a high physician decision, n=1; withdrawal, n=2 and lost to follow-up, n=1). enrollment during the COVID-19 pandemic (Table 4).
complete response (CR) rate (60%) in patients with R/R FL.#
A Mosun SC formulation that aims to further improve patient safety Table 4. Summary of safety profile.
and convenience is under evaluation.>’ "
] i i ) n (%) Mosun IV Mosun SC (
In the Phase I/Il portion of the study, Mosun SC demonstrated Mosun SC exposure was non-inferior compared with (N=90) N=94)
enfcouragiplg gffir?acy,_lsimilar to Mosun.IV, with s Ir_\I}aRnggeﬁ:)Ie Mosun IV AE 90 (100) 93 (98.9)
Sd etIYI p(;oklle :n eﬁv' y pgs-treated PELlE “ce * PKNI analysis for patients receiving Mosun SC (68/94) or Mosun
non-Hodgkin fymphoma.™ IV (90/90) demonstrated that the co-primary endpoints were met Grade 3-4 AE 63 (70.0) 46 (48.9)
We present PK, safety, and efficacy data from the primary analysis
of Mposun SC at the reycommendedyPhase Il dose Esing g ’ =~ 90% Cl lower bounds of GMR values were 20.8: Serious AE 42 (46.7) 37(394)
within-study comparison of Mosun IV in patients with R/R FL who * The Cyqygncsy Was 1.39 (90% ClI: 1.18-1.63) and Grade 5 (fatal) AE 1 (1.4)" 5 (5.3)¢
have received 22 prior therapies. the AUC, g, was 1.06 (90% CI: 0.92-1.21) ' '
— Predicted Mosun SC and IV concentrations are presented AE leading to Mosun 4(4.4) 7(7.4)
- Figure 2 discontinuation
. . *Within-study comparison cohort (CCOD: January 3, 2022). TOne fatal AE of death (unknown
NCT02500407 is an open-label, multicenter Phase I/l Figure 2. Predicted Mosun IV* and Mosun SC concentration ﬁalrjnse).gcowp-1|9rgnﬁurr?otr_1ia (n=2), COVID-19 (n=1), general health deteroration (n=1), and
study of Mosun in patients with R/R B-cell hematologic over time. emophagoeytic ymphohistiooytosts (n=1).
malighancies _
- Data reported herein are from the Phase Il dose-expansion part E ] * In the Mosun SC cohort, three suspected all-grade immune
of the study alongside a within-study comparison of $10.00 ] effector cell-associated neurotoxicity syndrome events occurred:
Mosun IV (Figure 1). g 1.00 1 lethargy (Grade 1, n=2) and memory impairment (Grade 1, n=1).
£ * Infections were reported in 51 (54.3%) patients; 15 (16.0%) were
Figure 1. Study overview. g 0107 ! Grade 3—4 and 3 (3.2%) were Grade 5 (fatal).
o * = Mosun IV = Mosun SC . . o .
Mosun IV* (N=90) S 0011 [ Lines are medians; shaded areas are 90% ranges * Neutropenia occurred in 20 (21.3%) patients; most events were
(] T T T T T T T T T T _ o
= Days 0 21 42 63 84 105 126 147 168 189 Eradels a ({907

» Febrile neutropenia was reported in two patients (both Grade 3)
and both resolved.

e *Within-study comparison cohort (CCOD: January 03, 2022). . . .
CRS mitigation y eomp ( i : CRS was reported in 29.8% of patients in the Mosun SC cohort

U T . C C1 step-up compared with 44.4% in the Mosun IV cohort (Table 5).

C1 C2 C3 C4 C5 C6 C7 Cc8 C9

_ _ Ce R i dosi _
+ Histologicall S R S o » In the Mosun SC cohort, CRS events were predominantly low
(Grade 1-3a) Observation post-infusion: 90 mins after each infusion prophylaxis grade and all events occurred during C1 (C1 D1-7: 19%,
+ ECOG PS 0-1  ededurati - vatients with a CR by C8 required ) . _14- 129/ _94-90
+ RIRto 32 prior T ompleted trostment; those with 3 PR or SO guring O Mosun SC achieved high rates of complete and durable C1D8-14: 13%; C1D15-21: 2%).
lines of systemic continued therapy for up to 17 cycles * No mandatory
therapy including 21-day cycles hospitalization res pO nses
prior anti-CD20 : : : Table 5. CRS summary.
fhn;:;';ylator Mosun SC (N=94) m « The ORR and CR rate in patients treated with Mosun SC were y
_’ .
) . Co-primary: 76.6% and 61.7%, respectively (Table 2
> D15: 45mg ftgl;'s'::‘vae’g- /0 - /o, P y ( T ) . . CRS by ASTCT* Mosun IV Mosun SC
Crougn(cy — A prespecified COVID-19 sensitivity analysis resulted in an n (%), unless stated (N=90)t
- Model. ORR of 77.4% (90% CI: 67.6-85.5) and CR rate of 62.4%
cumulative (90% CI: 51.7-72.2). Any grade CRS 40 (44.4) 28 (29.8)
........... serum AUC, g,
- Key secondary:' * Durability of CR and PFS with Mosun SC were similar to those Grade 1 23 (25.6) 19 (20.2)
Mosun SC (0.5-1mL volume) injection time: 30-120 sec ORR, CR rae. observed with Mosun IV (Table 2; Figure 3) Grade 2 15 (16.7) 7 (7.4)
Observation post-injection: 30 mins after injection at B?g (I)Dg CRf' t ’ ’ ' )
C1D1; 15 mins after each injection at C1D8+ FoS saley Grade 3-4 2(2.2) 2 (2.1)
*Within-study comparator cohort (CCOD: January 3, 2022). TSensitivity analysis of COVID-19 Table 2. Efficacy in patients treated with Mosun IV and .
was performed; patients who died or discontinued treatment due to COVID-19 were excluded Mosun SC y P Serious AE 21(23.3) 15 (16.0)
prior to having any tumor assessments (n=1). ' . .
AUC,_4,, cumulative area under the time curve over 0—84 days; CCOD, clinical cut-off date; Median CRS duration, days (range) 2 (1-6) 2 (1-15)
Chrough(ca) Observed C3 serum trough concentration; D, day; DOCR; duration of complete . :
retsp%hn;e; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group S CRS management
performance status; ORR, overall response rate; OS, overall survival; PFS, progression-free ) )
survival; PR, partial response; SD, stable disease. Median time on study, months 225 (2-32) 26.1 (1-40) Corticosteroids 11 (12.2) 6 (6.4)
(range) ' ' .
. . . T . .. Tocilizumab 7(7.8)
* Primary objective: demonstrate pharmacokinetic non-inferiority
i : ORR,T n (%) 73 (81.1) 72 (76.6)
(PKNI)* of Mosun SC versus Mosun |V based on the co-primary CRS resolved 40 (100) 32 (100)
PK endpoints CR,"n (%) 54 (60.0) 58 (61.7)
_ . : 0 : : . 11 *By ASTCT consensus grading.8 TWithin-study comparison cohort (CCOD: January 3, 2022).
PKN.I was d.efmed as havmg lower bOUﬂldS of the 9(.) o mggtlﬁg (t:;rrlle;) first response, 1.5 (1-15) 2.8 (1-21) ASTCT, American Society for Transplantation and Cellular Therapy.
confidence intervals (Cl) of the geometric mean ratio (GMR) for 9
the observed Cy,,4n(c3) @nd predicted cumulative serum Median DOR, months (95% Cl) 22.8 (22.4-NE) 22.8 (18.8-NE)
AUC, g, being above the predefined margin of 0.8. 18-month DOR, % (95% Cl) 58.5 (46.4-70.7) 64.1 (52.1-76.1)
;Fxg:(l)srr:]aelﬁsrrcc;:ed patients treated with Mosun SC produced from an updated drug Median DOCR, months (95% CI) NR (18.7-NE) 34.6 (20.7-NE)
18-month DOCR, % (95% Cl) 67.6 (53.7-81.5) 69.7 (57.1-82.3) Cytokine levels were lower after Mosun SC
Median PFS, months (95% Cl) 17.9 (10.9-NE) 23.7 (14.6-NE) step-up-dosing compared with Mosun IV
: 18-month PFS, % (95% Cl) 49.7 (38.1-61.2) | 56.8(46.4-67.2) * Interleukin-6 (IL-6) levels increased after initial C1D1
As of data cut-off (July 24, 2024), 94 patients were : I - :
Median OS. months (95% ClI NR (NE—NE NR (NE—NE administration with Mosun 1V and decreased following subsequent
enrolled in the Mosun SC cohort ’ ( ) ( ) ( ) i i i i i -
| | | 18-month OS, % (95% Cl) 88.0(80.9-95.0) | 88.0 (81.3-94.6) dosing, despite an increase in drug concentration (Figure 4).
+ Patients treated with Mosun SC were enrolled during the « Mosun SC elicited a lower cytokine response than Mosun V.
- i — c iori i *Within-study comparison cohort (CCOD: January 3, 2022). TBy IRF assessment. *Tumor .. ..
?OVIJI;) 19.ﬁ1§nd?rrgc (Apr 202: Fl\ib 202&3’ thﬁ Tta'lonty o p?ltlznts assessmentiompsted tomograpr(1y and positroanission )tomc};graphy scans were performed  Asimilar trend was observed in lntel’feron-v levels
rqm € within-Study compara _Or osun cohort were enrolie at screening, 6 weeks (optional), 3 months, and once every 3 months thereafter during therapy. (data not ShOWI’]).
prior to the COVID-19 pandemic (May 2019-Sept 2020). IRF, independent review faculty; NE, not estimable; NR, not reached.
* In the Mosun h he median time on w. . . .
N2 hiteRUIn SO eeliei, U [Misele i @ Sl wEe Figure 4. IL-6 levels after Mosun IV and SC administration.
26.1 (range: 1-40) months
_ Median number of prior lines of therapy was 3 (range: 2—8; Figure 3. Kaplan—Meier estimates of (A) DOCR and (B) PFS with e MosunlV @ MosunSC
Table 1) Mosun IV and Mosun SC in patients with R/R FL. T 154
' c
A — Mosun IV* B — Mosun IV* % 10 4
Table 1. Baseline characteristics. b ¥ Comored e "+ Comoran 3 51 I ; P~ ‘ : b | N2 | ;
> 0754 1 S IW ~. =0T L 2 NN i ey paadd .
Mosun IV* Mosun SC =" g°" g 0 5'l|i|!!!j_j_l-i ill !ili'ggi,;;
1/2/60/30mg  5/45/45mg £ os01 £ os0 e 757 ' P
n (%) unless stated (N=90) (N=94) g ' £ _ - - V-t
Median age, years (range) | 60 (29-90) | 65 (35-84) 0257 m::jir"aoﬁ:’[:l‘_’m;”kc": %27 ﬂzjlj'}j"ff;‘j?;“;‘::;"’“ Time (hours) 0052 24 0052 24 0052 240052 0 4244872 0 4 2448720 4 2448720 4
Mosun SC: 34.6 (20.7-NE) Mosun SC: 23.7 (20.7-14.6) C1D1 C1D8 C1D15 C2D1 C1D1 C1D8 C1D15 C2D1
0.00 T T T T T T 0.00 T T T T T T
Female | 35 (38.9) | 41(43.6) 0 8 oot 24 %0 3% 0 8 oo 24 30 3% Mosun dose 1mg 2mg 60mg 60mg 5mg 45mg 45mg 45mg
American Indian or Alaska No. of patients Time {months) No.of pationts Time (months)
Native 1 (1 1) O Mo:::?\’;z’ 54 a4 28 13 1 0 0 Mu:L:?\'f": 90 56 43 23 8 0 0
As|an 8 (89) 10 (1 06) Mosun SC 58 46 38 22 5 5 1 Mosun SC 94 63 53 35 14 5 2
Race Black or African American 4 (4.4) 2(2.1) *Within-study comparison cohort (CCOD: January 3, 2022).
White 74 (82.2) 80 (85.1)
Native Hawaiian or other
Pacific Islander 0 1(1.1)  In patients treated with Mosun SC, response rates in high-risk -
Unknown 3(3.3) 1(1.1) ; : 2 ConCIUSIOns
subgroups were generally consistent with the overall
N Hlspaplc or Latino . 7(7.8) 2(2.1) population (Table 3)_
Ethnicity Not Hispanic or Latino 77 (85.6) 88 (93.6) : :
Not stated or unknown 6 (6.7) 4 (4.3) The co-primary PK endpoints (Cy,qyqnc3y@nd AUC 5,) were
Ann Arbor M or IV 69 (76.7) 82 (87.2) Table 3. Response rates in high-risk patients following met, demonstrating non-inferior PK for Mosun
stage Mosun SC. SC compared with Mosun IV.
FLIPI score | >3 | 40(444) | 53(56.4) . . n _ _
Median no. of prior lines, n (range) | 3 (2-10) | 3 (2-8) N=94, % (95% Cl) CR ORR Mosun SC achieved h|gh rates of Complete and
ori BTKi 6 (6.7) 6 (6.4) A <65 (n=46) 65.0 (50.0-79.0) | 78.0 (64.0-89.0) durable responses, similar to Mosun IV, in heavily
rior e . . .
cancer ﬁ\jl*.g“e” 1§ E‘:’fﬁ) 2‘5‘ Egg%} ? >65 (n=48) | 58.0(43.0-72.0) | 75.0(60.0-86.0) pre-treated patients with R/R FL who have received
i . . . .
therapies S =2 prior therapies.
PI3K inhibitor 17 (18.9) 11(11.7) No. of orior theran: 2 (n=43) 63.0 (47.0-77.0) | 81.0(67.0-92.0) P P
Refractory to last prior therapy | 62(689) | 59(628) ©- OTPriorinerapies | 53 (n=51) 61.0 (46.0-74.0) | 73.0 (58.0-84.0) Mosun SC demonstrated a manageable safety profile
Refractory to any prior anti-CD20 | 71(789) | 62(66.0) Double refractory to with numerically lower rates and severity of CRS events
i i- Y =44 50.0 (35.0-65.0 70.0 (55.0-83.0 .
Double refractory to prior anti-CD20 48 (53.3) 44 (46.8) prior anti-CD20 es (n=44) ( ) ( ) compared with Mosun IV.
and alkylator No (n=50) 72.0 (58.0-84.0) 82.0 (69.0-91.0)
and alkylator ; :
POD24 | 47(522) | 41(4386) Mosun SC combines the benefits of a tolerable,
S ot (GGOD: Jamuary 3. 2022) POD24 Yes(n=41) | 56.1(40.0-72.0) | 73.2(57.0-86.0) fixed-duration treatment with the convenience of
*Within-study comparison cohort : January 3, . No (n=53) 66.0 (52.0-78.0) 79.2 (66.0-89.0) . e ege . . .
BTKi, Bruton’s kinase inhibitor; CAR, chimeric antigen receptor; FLIPI, Follicular Lymphoma OUtpatlent aCCGSSIblllty and Shorter admImStratlon
International Prognostic Index; IMiD, immunomodulatory imide drugs; PI3K, phosphoinositide “By IRF assessment. times than MOSUH \VA

3-kinase; POD24, disease progression (PD) within 24 months from start of first line therapy.
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