P942 Introduction Methods

+ Teclistamab is the first approved B-cell maturation antigen (BCMA) x CD3 + The MajesTEC-1study design has been previously Figure 1: Teclistamab dosing schedule
bispecific antibody for the treatment of triple-class exposed (TCE) described (NCT03145181, NCT04557098)3

- - LU "
_ _ relapsed/refractory multiple myeloma (RRMM), with weight-based dosing _ Eligible patients had TCE RRMM with no prior
At 22.8-month median follow-up (mFU) in the MajesTEC-1study, rapid, BCMA-directed therapy SUD t: SUD 2: Treatment Subsequent
deep, and durable responses were observed in patients treated with — Primary endpoint: ORR - - dose 1: treatment doses:

teclistamab#® 0.06 mg/kg 0-3malkg 1.5 mg/kg 1.5 mg/kg QW

— Patients received teclistamab at the recommended
F rO m t h e P h a S e 1 / Z - O\J/Eerz:‘llsrgso/ponse rate (ORR), 63.0%; complete response (CR) or better phase 2 dose (RP2D), with the option to transition
rate, 40.0% to less frequent dosing (Figure 1)

— Median duration of response (DOR), 21.6 months; median progression-free

° ° survival (PFS), 11.3 months; median overall survival (0S), 21.9 months 24 days were allowed between SUD1,SUD 2, and Option to transition to Q2W? dosing if:
a e S — r I a O Here, we present longer-term results from MajesTEC-1at 30.4-month mFU .‘;::}T;":e‘i‘:i,i‘;mz*‘ii'i;;izﬂ'é.'ni”e‘iffﬁf;";ifn‘;?: |+ =PRafter 24 cycles (phase 1)
ga/w;ec;\:sulguPDRsEea;La; Le:::nse; Q2W, every other week; « >CR for 26 months (phase 2)
[ list bi
° PY Study population Figure 3: DOR Safety
P a t I e n tS W I t h - At 30.4-month mFU (data cut-off: Aug 22, 2023), 165 patients had received 100 - + The most common treatment-emergent adverse event (TEAEs)
teclistamab at the RP2D 8 remained cytopenias and infections (Table 2)

— Baseline characteristics have been previously presented3# No changes in cytokine release syndrome (CRS) or immune
— B5 patients had transitioned to less frequent dosing (eg, Q2W) effector cell-associated neurotoxicity syndrome at 30.4-

I { e I a p S e d / I { e fr a Ct O ry - 38 patients remain on treatment (37 on a less frequent dosing schedule) Y Im:nth' I A (grade 3/4, 55.2% )
b, nfections occurred in 78.8% of patients (grade ,55.2%

Efficacy
— Of grade 5 infections, 18/22 were due to COVID-19
= No new grade 5 COVID-19 TEAEs at 30.4-month mFU

Results

- ORR was 63.0% (=CR, 46.1%); responses continued to deepen and remained

[ ]
IVI I t I IVI I durable (Figures 2 and 3)
u I p e y e O m a 85.7% (48/56) of minimal residual disease (MRD)-evaluable patients achieved — Onset of new grade 23 infections continued to generally

MRD negativity (10-5 threshold), sustained for 26 months in 56.1% (23/41) and decline over time

for 212 months in 38.9% (14/36); 30-month DOR, PFS and OS rates were 280% = Factors such as transitioning to Q2W dosing and
Albert Oriol', Rakesh Popat?, Alfred L Garfall3, Ajay K Nooka?, Niels WCJ van de Donk5, Philippe Moreau®, for patients With, sustained MRD negativity for 26 months (Table 1and increasing use of immunoglobulin replacement may
Manisha Bhutani’, Thomas G Martin8, Laura Rosifiol?, Maria-Victoria Mateos', Nizar J Bahlis", Britta Besemer'2, Supplemental Figure 2) Median, mo (95% CI)  30-mo DOR rate (95% Cl) contribute to this trend

Joaquin Martinez-Lopez'®, Amrita Y Krishnan', Michel Delforge™®, Lin Huang'®, Deeksha Vishwamitra®, DOR. PES. an were further improved for patients wh hieved ver Overall  24.0 (17.0-NE) 45.0% (34.8-54.7) c : _ o . . q
Tara Stephenson®®, Katherine Chastain”, Surbhi Sidana'® OR, PFS, and OS were further improved for patients who achieved very good SCR  NR(26.7-NE) 60.8% (48.7-71.0) TEAEs leading to dose reduction (n=1[0.6%]) or discontinuation

partial response (VGPR) or better, 2CR, or MRD negativity, and for those with - K ) - (n=8 [4.8%]; 5 due to infection) were infrequent
<3 vs >3 prior lines of therapy (LOT) (Figure 4 and Table 1) ZVGPR 266 (18.1-NE) 48.7% (38.3-58.3) .
— T No new safety signals were reported

Patients, %

lInstitut Catala d'Oncologia and Institut Josep Carreras, Hospital Germans Trias i Pujol, Badalona, Barcelona, Spain; 2University College London Hospitals, NHS Foundation Trust, London, UK; 0 T T T T T

:::&ima‘sgr;ri::‘ci:ngelntgn Perelman School of Medicine, University of Paennsy\vania‘ Philadelphia, PA, USA; “Winship Cancer Institute, Emory University, Atlanta, GA, USA; SAmsterdam University — No nota ble differences in baseline characteristics were observed between 0 3 6 9 2 15 18 21 24 27 30 33 36 3 42

: SUniversity Hospital Hotel-Dieu, Nantes, France; 7Atrium Health Levine Cancer Institute/Wake Forest School of Medicine,

Charlotte, NC, USA; 8University of California, San Francisco, San Francisco, CA, USA; ®Hospital Clinic de Barcelona, IDIBAPS, Barcelona, Spain; "®Hospital Universitario de Salamanca, Instituto de 8 8 A

Investigacion Biomédica de Salamanca (IBSAL), Centro de Investigacion del Cancer (IBMCC-USAL,CSIC), Salamanca, Spain; "Arnie Charbonneau Cancer Institute, University of Calgary, Calgary, AB, patients with =3 vs>3 prior LoT . .
Canada; "University of Tibingen, Tiibingen, Germany; ®Hematological Malignancies Clinical Research Unit, Hospital 12 de Octubre Universidad Complutense, Centro Nacional de Investigaciones Patients at risk

Table 2: TEAEs occurring in 220% of patients in MajesTEC-1
Oncoldgicas CIBERONC, Madrid, Spain; “City of Hope Comprehensive Cancer Center, Duarte, CA, USA; SUniversity of Leuven, Leuven, Belgium; '®Janssen Research & Development, Spring House,

PA, USA; "Janssen Research & Development, Raritan, NJ, USA; ®Stanford University School of Medicine, Stanford, CA, USA Figure 2: ORR Overall 104 101 93 83 72 64 60 53 46 39 16
>CR 76 76 73 71 64 60 56 50 44 37 15 | N=tes |
80 1 ORR®®;

Key Takeaway 63.0 =>VGPR 98 97 90 80 69 62 58 51 45 38 16 TEAEs, n (%) Any Grade Grade 3/4
(104/165) Best response: —©— Overall ——=CR —#— =VGPR Any TEAE 165 (100) 156 (94.5)
I sCR ) Hematologic

W cr Figure 4: PFS Neutropenia 118 (71.5) 108 (65.5)
Anemia 91(55.2) 62 (37.6)
M VGPR Thrombocytopenia 69 (41.8) 38 (23.0)
W PR Lymphopenia 60 (36.4) 57 (34.5)

Leukopenia 33(20.0) 15 (9.1)
Nonhematologic
Infections 130 (78.8) 91(55.2)
COVID-19 48 (29.1) 35(21.2)
CRS 119 (72.1)
Diarrhea 57 (34.5)
Pyrexia 51(30.9)
Fatigue 50 (30.3)
27.9)

DOR, months

With the longest follow-up of any bispecific antibody in multiple myeloma
(median 30.4 months), teclistamab continues to demonstrate deep and
durable responses, including in patients who transition to less frequent dosing

Patients, %

Conclusions

Teclistamab ORR was 63.0%, with 46.1% of patients achieving 2CR

0 A
2Response assessed by independent review committee. *At 30-month mFU of the phase 2 efficacy population (patients

Of MRD-evaluable patients, 85.7% were MRD-negative at any point, enrolled in cohort A on or before March 18, 2021; n=110 patients supporting the USPI'): ORR, 61.8%; 2CR, 46.4% (n=51).
. . X CR, stri I ; USPI, United S ibing information.
SUSta|ned fOr 26 mOnthS in 561% and 212 mOnthS in 389% s stringent complete response; nited States prescribing information.

Table 1: DOR, PFS, and OS in patient subgroups
Teclistamab mDOR increased to 24 months overall, and was NR for patients DOR, mo mPFS, mo mOS, mo
in >CR (30-month DOR rate, 60.8%)

All RP2D (N=165)2 24.0 (17.0-NE) 11.4 (8.8-16.4) 22.2(15.1-29.9)

Median, mo (95% Cl) 30-mo PFS rate (95% Cl)
Overall 11.4 (8.8-16.4) 30.1% (22.9-37.7) Cough 46 (

. . . . >CR (n=76)° NR (26.7-NE) NR (26.9-NE) NR (35.5-NE) =CR NR (26.9-NE) 61.0% (48.9-71.1)
Teclistamab offers an effective treatment for patients with TCE RRMM, SVGPR (=98)" 25.6 (181-NE) 267 (19.4-NE) NR (310-NE) =VGPR 26.7 (19.4-NE) 48.8% (38.5-58.4) Nausea 45 (27.3)
44 (

with a manageable safety profile and no new safety signals 0 Injection site erythema 26.7)

Patients progression free and alive, %

MRD-neg (n=48)> NR (19.2-NE) NR (21.0-NE) NR (29.9-NE) o 3 é 1'2 1'5 1'8 2'1 2'4 2 3'0 3'3 3'6 3'9 4'2
<3 pLOT (n=43) 24.0 (14.0-NE) 21.7 (13.8-NE) NR (18.3-NE) PES. months Arthralgia 42 (25.5)
>3 pLOT (n=122) 22.4 (14.9-NE) 9.7 (6.4-13.1) 17.7 (12.2-29.7) Patients at risk ’ Headache 40 (24.2)

37¢(

n —110)c u _ . Overall 165 110 99 87 75 70 61 55 49 44 19 10 N "
Please scan QR code https://www.congresshub.com/Oncology/EHA2024/Teclistamab/Oriol Phase 2 efficacy (USP1) (n=T10) 22:4 (14.9-NE) 108(7.4-164) 21.7(12.7-29.9) >CR 76 76 74 71 65 63 57 52 46 42 18 9 Constlpatlon 22-4)
=CR (n=51)¢ NR (21.6-NE NR (22.8-NE NR (NE-NE ~ " .
[ Poster The QR code is intended to provide scientific information for individual ( ) ( ) ¢ ) ( ) 2VGPR 98 97 93 84 72 67 59 53 47 43 19 10 Hypogammaglobulinemia 36 (21.8)
5, Supplementary material reference, and the information should not be altered or reproduced in Figure 1.® Figure 2. Figure 3.

any way. mDOR, median duration of response; mOS, median overall survival; mPFS, median progression-free survival; —— —h > —— > Back pain 33 (200
MRD-neg, MRD-negative; NE, not estimable; NR, not reached; pLOT, prior line of therapy. Overall =CR 2VGPR )
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Supplemental Figure 1: OS
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Supplemental Figure 2:

DOR, PFS, and OS in MRD-Negative Patients
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Supplemental Figure 3:

DOR, PFS, and OS in the Phase 2 Efficacy Population (USPI)?
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