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Epcoritamab + GemOXx Induces

BACKGROUND STUDY DESIGN: EPCORE® NHL-2 Arm 5

« Patients with R/R DLBCL who are ineligible for ASCT have a poor prognosis, underscoring the need for novel, effective therapies to
improve long-term outcomes?

A phase 1b/2, open-label trial evaluating the safety and antitumor activity of epcoritamab SC + GemOx in adults with R/R DLBCL ineligible for ASCT

— Patients whose disease is refractory to standard salvage chemotherapy or who relapse <12 mo following ASCT have low i i itari Treatment regimen: Concomitant epcoritamab SC 48 mg + GemOx
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) response rates (ORR, 26%; CR rate, 7%) and a short median OS of only ~6 mo . a . C10+
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n = « Among patients who received rituximab + GemOx, the CR rate was 33%, with a median PFS of 5 mo and median OS of 10 mo?; — DLBCL, NOS - Ineligible for ASCT or prior ASCT failure until progression
P at I e n tS Wl t h R e | ap S e d O r older patient populations appear to have shorter median OS (~7 mo)* — “Double-" or “triple-hit” DLBCL - ECOG PS 0-2 Epcoritamab SC 48 mgP QW QW QW Q2w Q2W Q4w
« Low CR rates with rituximab + GemOx present an unmet need for this population? — FL grade 3B * FDG-avid disease by PET C><) Gemcitabine 1000 mg/m? IV
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R ef r aC t O ry D I ff u S e L ar g e B ‘ e I I - The addition of a novel agent with a distinct mechanism of action may improve long-term outcomes for patients who are ineligible for — T-cell/histiocyte-rich DLBCL * Adequate organ function 2| Oxaliplatin 100 mg/m? IV Q
ASCT
_ . _ .. _ o Data cutoff: December 15, 2023 * Primary objective: Assess antitumor activity
i « Epcoritamab, a subcutaneously administered CD3xCD20 bispecific antibody approved for the treatment of adults with different types Median follow-up (range): 13.2 mo (1.0+ to 34.6) - Key secondary endpoints: DOR, DOCR, TTR, PFS, OS, TEAEs
L y I I l p h O I I l a (R/R D L B ‘ : L) of R/R LBCL and FL after 22 lines of systemic therapy, has been shown to be safe and efficacious in combination with standard o T ' o o N ,’ o ’ o .
[ . . . 5.8 Cycles are 28 d. 2De novo or histologically transformed from FL or nodal marginal zone lymphoma based on World Health Organization 2016 classification. ° SUD 1: priming, 0.16 mg; SUD 2: intermediate, 0.8 mg. °Tumor response was evaluated by PET-CT obtained at 6, 12, 18, 24, 36, and
treatments, including chemotherapies 48 wk, and every 24 wk thereafter, until disease progression. ClinicalTrials.gov: NCT04663347. EudraCT: 2020-000845-15.
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E ( O R E N H L _2 Baseline Characteristics and Prior Treatments Efficacy Results High Rates of Progression-Free and Overall Survival Among Complete Responders
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Raul Cordoba, MD, PhD,! Judit Jgrgensen, MD, PhD,? David Belada, MD, PhD,® Régis Costello, MD, PhD,* Median age (range), y 72 (20-87) Best Overall Response Investigator Assessment IRC Assessment = :
Marek Trnény, MD,> Umberto Vitolo, MD,® David John Lewis, MD,” Yasmin H. Karimi, MD,® >75y, n (%) 36 (35) N=1032 N=103° S 60+ "
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Pieternella J. Lugtenburg, MD, PhD,*? Tony Jiang, MD, PhD,*3 Ageel Abbas, MS, Male, n (%) 57 (55) Overall response rate, n (%) 82 (80) 88 (85) & 97 = Ccomplete responders (n=63) : :g%ﬁ
Yaou Song, MS,4 Malene Risum, MD, PhD,*5 Joshua D. Brody, MD2¢ Disease Characteristics and Prior Treatments Complete response 60 (58) 63 (61) 20— ==*= Complete responders with 1 pLOT (n=29) ! ! 50%
. === Complete responders with 22 pLOT (n=34) ' '
*Fundacion Jimenez Diaz University Hospital, Health Research Institute IIS-FJD, Madrid, Spain; 2Aarhus University Hospital, Aarhus, Denmark; *4th Department of Internal ECOG PS, n (%) Partial response 22 (21) 25 (24) 0 | | | | | |
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ZEnOAIiJcc:)SSMI,CUSA; 9C(Ii-|;1icaI)H|(£,m);to=Jogy Des;:t'me?]tt, InsFt)it):Jt CattaII;IG’SO-r:coI;gliDa— L(’)H(i)sH;;)itsaIIJIet? IgléEI(_)I':I,tUr:;\l:arsli-tjat deeSBtgrgeI'\cl)lnca,%ZCIZIO;; S(p))a|i_r|1? 10&(?&89&3 I(\:I(;r?ﬁj);, 1 o7 (55) Median time to Complete response (range), mo 1.7 (13—107) 2.6 (13—221) Number at risk Time (monthS)
Yvoir, Belgium; 11Karolinska Institutet, Stockholm, Sweden; 120n behalf of the Lunenburg Lymphoma Phase I/ll Consortium-HOVON/LLPC, Erasmus MC Cancer Institute, 2 13 (13) - - - - - - 63 63 53 43 14 9 6
University Medical Center, Department of Hematology, Rotterdam, Netherlands; 13Ab_bVie, North Chice_\go, IL, USA; *Genmab, Plainsboro, NJ, USA; aFive patients were not evaluable for response per investigator. °Four patients were not evaluable for response per IRC. 29 29 25 21 8 4 2
15Genmab, Copenhagen, Denmark; *6lcahn School of Medicine at Mount Sinai, New York, NY, USA |P|, n (%) . H|gh concordance (90%) between investigator and IRC assessment 34 34 28 22 6 5 4
<3 38 (37) * By IRC assessment, median duration of response among complete responders was 25.4 mo (range, 2.2 100
>3 65 (63) to 31.9+) 80—
Bulky disease,? n (%) High Complete Response Rates Across Subgroups ~ ) 94% ' 930/
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¢ (19) Subgroups 77%
_ _ b 7o patients (95% ClI) 0 404 : : o
« To evaluate the long-term safety and efficacy of epcoritamab + GemOx DLECL g, (#0) Al patients 103 ——— 61 (51-71) O == Complete responders (n=63) | |
. . . K . . . De novo 75 (73) Age 20— === Complete responders with 1 pLOT (n=29) ! !
in & larger cohort of patients with transplant-ineligible R/R DLBCL, with BN Ay <65y 28 : .- : | 43 (24-63) —i— Complete responders with 32 pLOT (1=34) | !
a focus on complete responders and 2L patients DH/TH by local assessment. n (%) 15 (15) - E‘ny <75y 3 . o Egg—;g; 0 | | i | i |
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Disease state .
DH/TH by central lab,¢ n (%) 6(6) De novo 75 = ° = 56 (44—67) Number at risk Time (months)
C O N C LU S | O N S Ann Arbor stage, n (%) Transformed 24 | . = 75 (53-90) 63 63 61 53 33 14 8
R . - eld deen and 22 () 38 e mew 2 : 2 : - : :
pcoritamab In combination with GemOXx continues to yield deep an " 18 (17) >3 65 : . = 49 (37-62) Kaplan-Meier estimates per IRC assessment.
durable responses in ASCT-ineligible R/R DLBCL Bulky disease (IRC) -
: : IV. . o . . 63 (61) >10 cm 20 : ° : 45 (23-68) Safety Profile
_ ORR 85%. CR rate 61% (by |RC) MedIan tIme from initial diagnosis to fIrst-dose (range), mo 13 (0.6-178) Nu;nber of pLOT . | . | 74 (55-87) Common (>30%) Treatment-Emergent Adverse Events
MedIan tm_1e rom end of last therapy to first dose (range), mo 5 (0.6—-99) - o4 | . | 53 (4066) Thrombocytopeniaa 'S 6 29 Grade 1
— Complete responders had sustained CRs, as well as favorable PFS Median prior lines of therapy (range) 2 (1=6) Prior CAR T therapy Neutropenia® 28 = CGrade 2
Prior lines of therapy, n (%) Yes 29 = ° : 45 (26-64) Anemiac | 6 Grade 3
and OS ) 39 (38) No 74 | ¢ 68 (56-78) CRS 28 23 m Grade 4
Primary refractory Diarrhea 20 5
* High CR rates were observed across prespecified subgroups 2 27 (26) ves 54 ’ ° | 50 (36-64) Nausea 18 T
23 37 (36) No 49 | * ’ 73 (59-85) Fatigue 15 BTV 7
— Higher CR rates were seen in 2L and CAR T-naive patients and Primary refractory? disease, n (%) 54 (52) 0O 10 20 30 40 50 60 70 80 90 100 Hypokalemia 15 ENEE S : : : . . . .
patients with non—primary refractory disease (CR rates, 68%—74%) Refractory® to last systemic therapy, n (%) 72 (70) Complete response rates per IRC assessment. o | | 0 10 20 30 40 50 60 70 80 °0 100
din s o ¢ o « Higher complete response rates in 2L patients indicate that earlier use of epcoritamab + GemOx may . _ N o Patlents (%) . . .
These reSUItS Indlcate that earlier use Of e . b Refractory to 22 consecutive lines o therapy, n (/o) 38 (37) further improve outcomes aCombined te_rm mclude_s hematopOIetIc thrombocytopenia using SMQ narrow search: bCombined term includes neutropenia and decreased neutrqphll
- pCOI’Itama + GemOX may Prior ASCT. n (%) 10 (10) count. <Combined term includes anemia, decreased hematocrit, decreased hemoglobin, decreased red blood cell count, and decreased serum ferritin.
further improve outcomes < 0 Complete Responses Were Durable 7 patients experienced febrile neutropenia
P 5 .RelcazzsRec_jr ;}:2 mo aft?:/?SCT, n/n (%) 5;;0(;‘2())) ggz’;o gég//o « ICANS was reported in 3 patients (grade 1-3, n=1 each); all events resolved and 1 patient discontinued
' T : : filoN erapy, n (“o 0 0 treatment due to ICANS
* These encouraglng reSUItS and the beneflt ”Sk prOfIIe Of thIS aBulky disease per IRC assessment; 12 patients had bulky disease >10 cm per investigator assessment. °De novo versus transformed status of 100 — z 2 = 62'% 52% « No clinical tumor Iysis Syndrome
I I I th I I 4 patient issing. °DH/TH stat t d in 45 patients. 9Refractory di is defined as di that eith d during th
Comblnatlon therapy su pport the Comblnablllty Of epcorltamab in prggrlggsse;v\?v?trr]?rl‘sglnmgo o Compégoli]sor;c:h:rs;s;se in 45 patients. dRefractory disease is defined as disease that either progressed during therapy or . 13 patients had grade 5 TEAES
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R/R DLBCL

— 5 events were related to COVID-19; all patients had 21 risk factor for severe COVID, and 3 of the
5 patients who had grade 5 COVID had a CR

Exposure and Follow-Up

Probability of
remaining in CR (%)
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- Patients initiated a median of 8 epcoritamab treatment cycles (range, 1-37) and received a median of 40— : ' Low-Grade CRS With Predictable Timing
acknowlag T 22 doses (range, 2-52); all but 1 patient received the first full dose =—i— Complete responders (n=63) : : . C.:R.S was primarily low grade (52% overgll; 28% grade 1, 23% graqle 2,_ 1% grade 3) and had predictable
Gt al e ar, e okt ey st an e prconel o it e sy ek SRS - As of data cutoff, treatment was ongoing in 44 patients (43%) 20— =*= Complete responders with 1 pLOT (n=29) | ! timing, with most events occurring following the first full dose (median time to onset after first full dose, 2 d)
References « Reasons for treatment discontinuation among the 57% of patients who discontinued were progressive == Complete responders with 22 pLOT (n=34) ' » Overall, 24 patients (23%) received tocilizumab
L e e e e disease (31%), AEs (19%), death (3%), withdrawal by patient (3%), and maximum clinical benefit (1%) 0 I I I I I I * CRS events all resolved (median time to resolution, 2.5 d) and did not lead to epcoritamab discontinuation
Agcbreviations @ e oot — The most frequent AEs leading to discontinuation were COVID-19 (n=6) and pneumonia (n=5) 0 3 6 _ 9 12 15 18 Rate of Infections Over Time
’ et 05, el v RIS e st LOT Bt e o ey Q. vy ek, QA vy s — The patient with maximum clinical benefit had a partial response and subsequently proceeded to Number at risk Time (months) « In the overall population, the rate of serious infections, excluding COVID-19, was higher in the first 8 weeks
allogeneic transplant 63 52 43 25 10 5 5 of the study (15%) than during subsequent 12-week time intervals until week 72 (range, 1%—10%)
* Mean (SD) relative dose intensities of gemcitabine and oxaliplatin were 76% (20%) and 76% (19%), 22 gg gf ﬁ g i i « There is an increased risk of morbidity and mortality due to infections for patients with hematologic
respectively Kaplan—-Meier estimates per IRC assessment. malignancies being treated with B-cell-depleting therapies

Presented at the Society of Hematologic Oncology Annual Meeting; September 4-7, 2024; Houston, TX




	Slide 1

