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Subcutaneous after intravenous amivantamab in
advanced NSCLC: Initial results from PALOMA-2

Switching from intravenous amivantamab
to subcutaneous (SC) amivantamab
monotherapy is feasible and safe, with no
administration-related reactions reported
among participants with epidermal
growth factor receptor (EGFR)-mutated
non-small cell lung cancer
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The SC administration of amivantamab is
convenient and preferred by participants

*Presenting author: limlove2008@yuhs.ac.

Background Results

* Amivantamab, an epidermal growth factor receptor (EGFR)-MET bispecific antibody with
immune cell-directing activity,-® is approved as an intravenous (V) formulation in multiple
EGFR-mutated advanced/metastatic non-small cell lung cancer (NSCLC) settings*®

TABLE 2: Safety profile of amivantamab SC monotherapy
Baseline demographic and clinical characteristics
¢ As of October 24, 2024, 26 participants were enrolled in the amivantamab

Most common treatment-emergent AEs

0%), n (%) All grades Grade 23

o X " A monotherapy cohort (Table 1) Associated with EGFR inhibition i
* In the PALOMA-3 study (ClinicalTrials.gov Identifier: NCT053886609), third-line subcutaneous i e e e, 5 R e e i oD Paronychia 11 (44) 1@ Conclusions
(SC) amivantamab demonstrated noninferior pharmacokinetics (PK) and objective response Lo . Rash® 5(20) 0
rate versus amivantamab IV® SC after switching from amivantamab IV Stomatitis 4(16) o
. . 5 . ¢ Median treatment duration was 3.1 months for amivantamab IV and 74 months Pruritus 3(12) 0 . . . .
* In addition, compared with amivantamab IV, amivantamab SC offered: for amivantamab SC pP o ————— The safety profile of participants who switched
- A 5-fold reduction of infusion-related reactions (13% vs 66%)° * Median follow-up from first amivantamab SC dose was 9.7 months Hypoalbuminemia 10 (40) 1(4) to amivantamab SC from amivantamab |V
— Substantially faster administration time (4.8 min vs 5.0 h at Cycle 1Day 1)° « As of the data cutoff, 64% of participants were still ongoing with Peripheral edema 4(16) 0 .. . .
- Higher participant-reported convenience (85% vs 35% at the end of treatment) and amivantamab treatment Other was similar to the Safety proflle prewously
reduced medical resource utiization®” Aapartate aminotransferase inreased 5 og by observed with amivantamab SC monotherapy,?
« The phase 2 PALOMA-2 study (ClinicalTrials.gov Identifier: NCT05498428) is a global, TABLE 1: Baseline demographic and clinical characteristics Hiﬁirc;cee?nr?am ranstrase inerease 5 ((20)) 0 . . Py,
parallel-cohort, phase 2 bridging study evaluating the efficacy, safety, and PK of Characteristic S Alanine aminotransferase increased 5 (20) 0 demonstratmg that the IV to SC switch can
amivantamab-based SC regimens in various EGFR-mutant NSCLC settings . Asthenia ) 4(16) 1(4)
. Here we report the initial experience of switching to amivantamab SC after Median (range) age, years 66 (41-89) z:ﬁ[?::::i:ppeme 382; g occur SafEIy
amivantamab |V monotherapy Female, n (%) 15 (58) Edema 4(16) 0
History of smoking, n (%) 10 (38) E"?umonia g Eg; 3 82)
atigue
History of brain metastases, n (%) 8(31) P ,Exuia 3(12 0 o . . . .
B S il 0 Most participants were satisfied with
ace, n (%,
* Cohort 4 enrolled participants who previously received amivantamab IV as part of standard Asian 14 (54) Dry eye 3(12) 0 H H H
of care, an expanded-access program, or rollover from a long-term extension study for White 10 (38) Localized edema 3(12) 0 am |Vantamab SCa found it Convement: and
>8 weeks without dose reduction and evidence of progressive disease (Figure 1) Ez‘gc;e;’;:::r'e n 28 ety it donod sl prints o s rmamivta IV andecvedn i SC dose. “One participant received their first dose of amivantamab SC after the data cutoff date, ‘Preferred term. preferred it over prior amivantamab IV
* Administration-related reaction (ARR) was defined per the Medical Dictionary for Regulatory n R 25
Activities preferred term (referred to as infusion-related reactions in prior IV studies) 0 9(36)
 Population PK simulations were conducted for arpivantamab IV versus SC exposures ;GFR aaton e 0 16(64) FIGURE 2: Participants reporting mTASQ assessments
for the every 2 weeks (Q2W) dose regimen at 3 different dose levels (DLO, DL[-1], DL[-2]) to N T 23
assess PK comparability L858R 3(13) 100
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— The mTASQ is a 12-item questionnaire that measures the impact of treatment mode S Th yf " file of t b SC aft itching f t b
(SC administration) on physical functioning, psychological functioning, and activities of e safety profile of amivantama after switching from amivantamal
daily living, convenience, and satisfaction IV was consistent with that observgd in prior sFudleg pf amivantamab SC
monotherapy,® and no new safety signals were identified (Table 2)
FIGURE 1: PALOMA-2 study design - Rash (grouped term inclusive of rash, rash maculo-papular, acne,
dermatitis acneiform, rash pustular, and skin lesions) was reported in
Cohort 1 T — 10 (40%) participants (grade 23, 3 [12%])

——>  Ex19del/L85ER, 1L amas ;
(MARIPOSA population)  Prophyiactic anticoagulation recommended
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Ex19del/L858R, 1L by manual injection in the 8 ’ | U n
(MARIPOSA population) (P T Gl e e abdomen at 1600 mg amivantamab SC at Cycle 1: 71% reported mild or no pain, 83% reported Cavgo2 Cavgss Ciroughmax Curoughss Conaxmax Conaxss
(‘"2%4“ R ‘f;‘sso ‘;9) mild or no swelling, and 88% reported mild or no redness 3
on Days 1and 15 0 SR i ) N
Ex19del/L858R, 2L Amivantamab® SC Q3W¢ each 28-day cycle — Severe injection-site pain was reported by 8% of amivantamab SC § . t
(post-ami + az) SCLMEEELT recipients (n=24) at Cycle 1, and decreased to none at Cycle 3 2 2 152 s (164,181 )
x (144,150) . 130 151) (134,159
. . = 100107 112 108 20 !
by manual injection in the abd Q21 doac: 1600 mg 2240 mg if 280 kg Results for Coharta and S were presemed Exploratory PK Simulations [C] (105,114) (103, 112) (107.118) (1.03,1.14) (5 128) (144.1.24) 087 074
prewouslyauhe 202A American Society of Clinical Oncology Annual Meeting.® “Amivantamab SC Q3W dose: 2400 mg (3360 mg if 280 kg). *Amivantamab IV Q2W dose: 1050 > 4 = = = EN x = — R g e C oo I_ C
(1400 mg if 280 kg). ‘With or without lazertinib. *Amivantamab SC Q4W dose: 3520 mg (4640 mg if 280 kg). "m TASQ was. completed by participants at screening 1be(nre (he . CyRy EP— - = S e I S, X 3
IV to SC switch) and following amivantamab SC administration at CID1, G3DI1, and EOT. The original wording of the TASQ specified that the SC injection would take place i the * PK met the noninferiority criterion for efficacy when the lower bound S OeRTI0e5070) I T 0.62,067(057.082) ung Lancer
“thigh," but the modified questionnaire specifies that the injection willtake place in the “skin” 3 i 0, A 5
antamabs C, Cycle; D, Day; EGFR, epidermal growth factor receptor; EOT, end of treatment; Ex1Sdel, exon 19 deletion mutation; of the geometric (EED) ratio (GMR) 90% confldencg interval (CI) for «
on 30 nerton o, . ravnous 68, cn 21 355 subtuton uttio, e eerink: TS0, modled ASO:NSCLC, sl ol kg concer average concentration (C,,) and trough concentration (Co,qn) was 20.8, IV,GM(CV%) 362(25) 229(26) 98(3)  245(7) W8(27) 67(32) 305(27) 191(27) 80(33) 139(40) 76(41  22(50) 696(2) 457(2) 218(26) 534(20) 344(2) 160 (25)
Satisfaction Questionnaire.

and fol’ Safety When the upper bound Of the GMR 90% CI for SC,GM (CV%) 396 (28) 245(29) 148 (30) 275(32) 160(33) 89(33) 367(28) 227(28) 138(29) 198(38) 109 (40) 55 (42) 486(28) 306(29) 189 (30) 343(31) 205(32) T118(32)
maximum concentration (C,,) was <1.25

* Simulated exposures of amivantamab IV versus SC for the Q2W dose regimen Note: PK noninferiority criteria to ensure comparable efficacy (lower bound of the GMR 80% CI 208 for Cu and Cues) and safety (upper bound of the GMR 90% CI <1.25 for Cxs.) were met for all DLs. E E
were noninferior, which further supports the IV to SC switch at reduced dose (\:v DLIO 1050 mg (mm ‘mg if 280 kg); DL(), 700 mg (1050 mg if 280 kg) DL(2) 350 mg (700 mgif 280 kg); SC: DLO, 1600 mg (2240 mg if 280 kg); DL(), 1050 mg (1600 mg if 280 kg); DL(-2), 700 mg (1050 mgif 280 ko).

Cyc [ Crougn l; CV, coefficient of variation; DL, dose level; GM, geometric mean; GMR, geometric mean ratio; IV, intravenous;
3 e ok e BN, svary 3 wastor S0 subcutaegon L steady state. S t h R d
levels (Figure 3) ! can e code

EEEE

https://www.congresshub.com/Oncology/ELCC2025/Amivantamab/Lim
Copies of this poster obtained through QR (Quick Response) and/or text key codes are for personal use only and may not be
reproduced without written permission of the authors.

Presented by SM Lim at the European Lung Cancer Congress (ELCC);
March 26-29, 2025; Paris, France.

REFERENCES:

1. Moores SL, et al. Cancer Res. 2016:76(13):3942-3953. 2. Vijayaraghavan S, et al. Mol Cancer Ther. 2020;19(10):2044-2056. 3. Yun J, et al. Cancer Discov. 2020;10(8):1194-1209. 4. RYBREVANT® (amivantamab-vmjw) injection, for intravenous use [package insert]. Janssen Biotech, Inc.; 2025.
5. RYBREVANT® (amivantamab-vmjw). Product information. Janssen Biologics BV.; 2025. 6. Leighl NB, et al. J Clin Oncol. 2024;42(30):3593-3605. 7. Alexander M, et al. Presented at: World Conference on Lung Cancer (WCLC) Annual Meeting; September 7-10, 2024; San Diego, CA, USA.
8. Scott SC, et al. Presented at: American Society for Clinical Oncology (ASCO) Annual Meeting; May 31-June 4, 2024; Chicago, IL, USA. 9. Minchom AR, et al. J Clin Oncol. 2023;41(16 suppl):9126.






