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- Amyloid light-chain (AL) amyloidosis is a rare but life-threatening plasma cell disorder in which misfolded - The pooled analysis included cardiac-involved Asian patients from China, Japan, and Korea with ND-AL amyloidosis (European modification of the
I ca cy a n a e y o immunoglobulin light chains deposit in vital organs’. Mayo Clinic Cardiac Staging System II-IIa) treated with D-VCd. The study design was illustrated in Figure 1.

Cardiac involvement is the leading cause of mortality and occurs in approximately 70% of newly Figure 1: Study design

diagnosed (ND) patients2. 4 Primary endpoints: N
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D a rat u m u m a b P I u s VC d I n - In China, the most commonly involved organs is heart (83.6%) 5. Most patients were classified as ‘ AMY2009 (Phase 2; AQUARIUS; n =24) ’ ‘ AMY3001 (Phase 3; ANDROMEDA; n =17) ggf(;gl:'::;?)grﬁ{sgart:te at Month 6
Ma/Ib (74.7%) and I/IV (73.2%) according to the Mayo 2004 and Mayo 2012 staging systems®.

Secondary endpoints:

- Compared with foreign cohorts, patients in China generally have advanced cardiac stage, suggesting * Incidence cardiac adverse events
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N ewl D I a n Os e d A m I O I d delayed diagnosis and insufficient evaluations 67 i EXP'o°rSat°ry CEEDITL
Daratumumab plus bortezomib, cyclophosphamide, and dexamethasone (D-VCd) is the only approved Pooled analysis of Asian subgroup (N =41) Time to HemCR
frontline regimen for newly diagnosed AL (ND-AL) amyloidosis'-8. However, no dedicated data exist on (including 26 Chinese patients) ORR

its use in cardiac-involved Asian patients. Renal response rate at Month 6
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L I g h t-c h a I n Am y I o I d Os I s Here, we report a post-hoc pooled analysis of D-VCd in cardiac-involved Asian population. Consistent median follow-up of 11.5 months \___HemVGPR /

AL, amyloid light-chain; D-VCd, daratumumab plus bortezomib, cyclophosphamide, and dexamethasone; HemCR, hematologic complete response; ND, newly diagnosed; OS, overall survival; ORR,

objective response rate; HemVGPR, hematologic very good partial response.

i t C r i I I t - Cut date of AMY2009: 30May2025, AMY3001:14Feb2020; median follow-up: AMY2009 11.5month, AMY3001 9.4month
vv I l a d ac I l V O V el l lel l m Results Survival outcomes

Figure 2: Overall HemCR Rate

Baseline Characteristics 100 - » The 12-month OS rate was 87.8% (95% ClI, 78.3-98.4) in the Asian subgroup vs.

= The pooled Asian cohort (N=41) had a median age of 61 years (range, 37—82), with 88.5% (95% Cl, 77.0-100.0) in the China subgroup. (Figure 4)
o O e n a s Is o 65.9% male. Mayo cardiac stage Il and llla were nearly equally represented (48.8% and A - . Median OS was not reached.
51.2%, respectively). The majority had multiple organ involvement (median 2.1 organs), 80 A ' HemVGPR Safety
and 68.3% had renal involvement at baseline. (Table 1) : — All patients experienced 21 TEAE; serious and Grade =3 TEAEs occurred in
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As I a n P atl e n ts fro m Table 1: Baseline Characteristics 60 55.0% and 80.0%, respectively. (Table 2)
Asian China TEAEs leading to death were reported in 3 patients (7.5%); 5 deaths (12.2%)
s”,‘,’%ﬁ}”" s”,‘,’g’z‘g“p 40 4 occurred overall, with no patient discontinued treatment due to TEAEs.

Median (range) age, years 61.0 (37-82) 58.0 (37-76) ! Cardiac TEAEs were observed in 30.0%, most commonly cardiac failure (20.0%).
A M Y2 0 0 9 a n d A M Y3 0 0 1 Male sex, n (%) 27 (65.9) 18 (69.2) The safety profile of D-VCd in Asian patients was generally consistent with the
Median (range) duration of follow-up, months 11.5 (0-21) 11.4 (0-13) 20 ~ overall safety population.3#

ECOG performance status, n (%)
Jin Lu', Ming-hui Zhao?, Yu Wu3, Xiaonong Chen*, Zhen Cai®, Fude Zhou?, Kenshi Suzukié, Kihyun Kim?, 15 (36.6) 5(19.2) 0 Table 2: Summary of TEAE and cardiac TEAE

Chihiro Shimazakis, Jin Seok Kim®, Takayuki Ikezoe'®, Chang-Ki Min'', Shinsuke lida'2, Nagaaki Katoh'?, 21(51.2) 16 (61.5) >HemVGPR 2HemVGPR . .
Tomoaki Fujisaki'¥, Ho-Jin Shin's, NamPhuong Tran'6, Matteo Loi"?, Yishen Yang'8, Jianmin Zhuo'®, Xue Gai?°, Tyve of easurabla 838 T (%) 5n(1=i-§) 5n(1=%g) Asian subgroup China subgroup _
Kwang wei Wu?', Bijie Xun®, Yulin Gong?® ygerum FLC only ’ ° 21 (52.5) 12 (48.0) HemCR, hematologic complete response; HemVGPR, hematologic very good partial response TEAE

Peking University People’s Hospital, Peking University Institute of Hematology, National Clinical Research Centre for Hematologic Disease, gumber of Iorgans Inv?‘;id’ mean (SD) 2.1 (0.87) 2.2 (0.94)
Collaborative Innovation Center of Hematology, Beijing, China; 2 Peking University First Hospital, Beijing, China; *West China Hospital, Sichuan rgan involvement, n (% i . i Patients with a TEAE, n (% 40 (100.0 25 (100.0
University, Chengdu, China; “Ruijin Hospital Affiliated to Shanghai Jiao Tong University, Shanghai, China; The First Affiliated Hospital of Zhejiang Gastrointestinal tract 5(12.2) 2(7.7) Flgure 3 HematOIOQIC response and organ response at Month 6 (%) ( ) ( )
University, Hangzhou, China; éDepartment of Hematology, Japanese Red Cross Medical Center, Tokyo, Japan; "Department of Medicine, Samsung Heart 41 (100) 26 (100) Related TEAE, n (%) 36 (90.0) 25 (100.0)
Medical Center, Sungkyunkwan University School of Medicine, Seoul, South Korea; 8Kyoto Kuramaguchi Medical Center, Kyoto, Japan; ®Yonsei ) 100 - m Asian subgroup  m Chinese subgroup

University College of Medicine Severance Hospital, Seoul, Korea; "°Fukushima Medical University Hospital, Japan; '* Seoul St Mary’s Hospital, Seoul, Kidney 28 (68.3) 19 (73.1) Grade 23 TEAE, n (%) 80.0) 23 (92.0)
Korea; ?Nagoya City University Institute of Medical and Pharmaceutical Sciences, Aichi, Japan; "*Shinshu University, Matsumoto, Nagano, Japan; Liver 5(12.2) 5(19.2)

Response rate (%)

CA, USA; ""Johnson&Johnson, Netherlands; "®IQVIA, Shanghai, China; '®Johnson&Johnson, Shanghai, China; 22Johnson&Johnson, Beijing, China; Cardiac stage?, n (%)
2'Johnson & Johnson, Singapore, Singapore i ’ 20 (48.8) 13 (50.0)

Ma 21(51.2) 13 (50.0)
NYHA functional class, n (%)
LCYAELCEWELY I 19 (46.3) 9 (34.6)

D-VCd delivered rapid, deep response and durable clinical benefit alongside a I B 2‘7‘_63'?) 1;((151?;)

o . . ; . . . Related TEAE leading to death 2(5.0 1(4.0
manageable safety profile in Asian patients with cardiac AL amyloidosis, Renal function status, creatinine clearance < ™\46.3) 12 462) 9 (5.0 (4.0)

consistent with the findings from the individual AMY2009 and AMY3001 studies. e T Cardiac TEAE
These findings support D-VCd as an effective frontline standard of care for I 15 (36.6) 10 (38.5) Patients with a cardiac TEAE, n (%) 12(30.0) 10 (40.0)
patients with cardiac-involved ND-AL amyloidosis. I 11(26.8) 5(19.2) 0 A Related cardiac TEAE 6(15.0) 4(16.0)
%\Ea 12 g48-;‘) 82((370-78)) HemCR Cardiac response Renal response Cardiac TEAE of any grade, n (%)
V (End stage renal di 1(2.4) 1(3.8) HemCR, hematologic Complete response Cardiac failure 8 (20.0) 6 (24.0)

Conclusions Re?al staget. n (%) 18 (43.9) 9 (34.6) Figure 4: Kaplan-Meier plot for OS in the Asian and China subgroup Restri?tw_e c‘ardiomyopathy 3(79) 3(12.0)
D-VCd yielded rapid and deep hematologic responses in Asian patients with Z P s 100 Atrial fibrilation g:i 1 E:g;
(2.5) 1(4.0)
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Related serious TEAE

32
“Matsuyama Red Cross Hospital, Matsuyama, Japan; "SPusan National University Hospital, Busan, South Korea; '®Johnson&Johnson, Los Angeles, Soft tissue 8 (19.5) 5(19.2) 80 Serious TEAE, n (%) 22 (55.0) 16 (64.0)
14 (

35.0) 9 (36.0)

. : . TEAE leading to treatment
60 discontinuation, n (%) 0 0

TEAE leading to death, n (%) 3(7.5) 1(4.0)

40

Response rate (%)

median time to response of 58 days bRelative to the start of the first study treatment administration Palpitations
: °Renal stage is derived based on the combination of eGFR (estimated glomerular filtration rate) and proteinuria 75 Right ventricular dysfunction

. ) : . ECOG PS, Eastern Cooperative Oncology Group performance status; FLC, free light chains; NYHA, New York Heart
D-VCd achieved robust organ improvements at Month 6, showing cardiac and Association Sinus tachycardia 2.5) 1(4.0)

1
cardiac-involved ND-AL amyloidosis, with a HemCR rate of 61.0% and a aCardiac stage was classified in accordance with the European modification of the staging system of the Mayo Clinic. ‘=h_|—. Myocardial injury 1
1(2.5) 1(4.0)
1
renal response rates of 48.8% and 34.1%, respectively. Efficacy outcomes: Overall HemCR Ventricular extrasystoles 1(2.5) 1(4.0)
7
7
5

+ In the Asian subgroup, the overall HemCR rate was 61.0% (95% ClI, 44.5-75.8), with Grade 23 cardiac TEAE. n (% 175 5 (20.0
, : , 53.7% (95% Cl, 37.4-69.3) achieving HemCR by Month 6. In the China subgroup, the rade 23 cardiac TEAE. n (%) (17.5) (20.0)
The median overall survival was not reached and no new safety signals were corresponding rates were 65.4% (95% Cl, 44.3-82.8) and 61.5% (95% Cl, 40.6-79.8), Serious cardiac TEAE, n (%) (17.5) 5(20.0)
identified. respectively. (Figure 2 & 3) Related serious cardiac TEAE (12.5) 3(12.0)
Among 25 hemCR patients, the median time to HemCR was 58 days (rgnge, 28—'240) in Cardiac TEAE leading to death, n

the Asian subgroup, and 60 days (range, 28-240) out of 17 HemCR Chinese patients. 0 (%)
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£ Narrated poster video individual refellerlwe, and thepinf\cl,l,-mati(;n slhloul|d not bé altered or 32.9-64.9) vs. 53.8% (95% Cl, 33'4__73'4) 'n_the China subgroup. (Figure 3) éﬁ!an gé :23?7) gg g; 196 ?) 0 ventricular dysfunction, cardiac arrest, myocardial infarction, myocardial injury, tricuspid valve incompetence,
P reproduced in any way. = The renal response rate at Month 6 in the Asian subgroup was 34.1% (95% Cl, 20.1— ina ventricular extrasystoles

' Supplementary material o S 50.6) vs. 46.2% (95% Cl, 26.6-66.6) in the China subgroup. (Figure 3) 08, overall survival ——Asian —— China TEAE, treatment-emergent adverse events
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