Gemtuzumab Ozogamicin in Patients with Newly Diagnosed
Acute Myeloid Leukemia — Day 1 vs Day 1, 4 and 7 Regimen

Akriti Jain, Chen Wang, Somedeb Ball, Luis Aguirre, Zaker Schwabkey, Katherine A Tobon, Andrew Kuykendall,
Onyee Chan, Eric Padron, Jeffrey E Lancet, Rami Komrokji, Kendra Sweet, David A. Sallman

_ _ SOUTH FLORIDA
H. Lee Moffitt Cancer Center and Research Institute

Absract e Reeuts W Reuns

Table 2. Responses based on GO schedule * Median age at diagnosis was 54 years (20-74 years).
« 52.8% patients (n=38) received 1-day and 47.2% (n=34)
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Gemtuzumab ozogamicin (GO) is an antibody-drug Table 1. Baseline characteristics of patients included in the two cohorts

conjugate comprising the CD33-directed monoclonal

_ : Variable All 1 Day GO GOonD1,4,7 | p-value Variable Al 1 Day GO GOonD1,4,7 | p-value received 3-day-GO.
antibody covalently linked to N-acetyl gamma n=72 n=38 n=34 n=72 n=38 n=34 Patients in the 3-day cohort were younger (52 vs 58 years;
calicheamicin. Age, median (range), years = 54 (20-74) 58 (24-74) 52 (20-69) 0.035 ORR (CR + CRI) 20 (77.8) 29(76.3) 2r{79.4) 0.784 p=0.035), received daunorubicin (97.1 vs 78.9%; p=0.030), and
N | | Gender 0.479 R 55 (76.4) 29 (76.3) 26 (76.5) capped GO (97.1 vs 60.5%; p<0.001).
The mostly commonly utilized regimens include GO at - 36 (50) 17 @47 19 (55.9) L ;Eif;) 2(103) ;Eff;) - The ORR was comparable for both cohorts (76.3 vs 79.4%,
3 mg/m2 (capped at 4.5 mg) on Day 1, 4 and 7 and Female 36 (50) 21 (55.3) 15 (44.1) AIIo:CT in CR1 557505) TS} 253 A5 _'?;0784)' dift ot he 1 o f
Day 1 (with or without cap). s . > 084 ere was no difference between the two groups in terms o
S 0 633 616 2 @53 | e —— T (98 03 S0 relapse, alloSCT, 30-day or 60-day TRM.
To date, there has been no comparative analyses A T i - MRD positive 22 (39.3) 13(448)  9(333) MRD-negativity ratei, post-induction trended towards being
evaluating differential outcomes and MRD negativit AT .t o) Post consolidation MRD 0.411 higher (29.6 vs 10.3%; p=0.084) in the 3-day cohort, however,
9 _ _ 9 y Asian 2(2.8) 0 2(5.9 MRD negative 29 (51.8) 15 (51.7) 14 (51.8) this difference disappeared post-consolidation (51.8 vs 51.7%;
based on dOSlng regimen. Unknown 8 (11.1) 5(13.2) 3 (8.8) MRD positive 6 (10.7) 2 (6.9) 4 (14.8) p=0.411).
_ _ _ Cytogenetic risk 0.172 30-day TRM 4 (5.5) 2(5.3) 2 (5.8) 0.908 More patients in the 3-day cohort received GO in consolidation
HenCe, we Undel'tOOkthIS I’etI’OSpeCtlve anaIyS|S tO Eavorable 26 (36.1) 14 (36.8 12 (35.3) 60-day TRM 5 (6.9) 3(7.9) 2 (5.8) 0.737 however this was not Significant (60 VS 375%, p:0156) MRD-
study the differences in responses and outcomes in e s T YW 79559 negativity rates post-consolidation for patients that were MRD-
patients treated with 1-day compared to the 3-day GO pyE— T : T o e Survival posmve postl-lnductlon were not different for patients that got GO
regimen | Overall Survival reldpse Free stunvival in consolidation (75 vs 100%; p=0.21).
. ELN I'IS: . 42( . 3) . ( 3) . (61 8) 0.101 10()-‘[:|‘1Ti:QLi A ipayco 741% 67.3% : 1-Day GO 73.3‘0% 66%0 ° OS and RFS (F|gure 1)
avorable 58. 59. - T o soue @ 15 g ) e * There was no difference in OS for patients that were MRD-
= > 80 g EETTE I p=0824 (@
Materials & Methods Intermediate 20 (27.8) 14 (36.8) 6 (17.6) EI B R VU, negative post-induction or post-consolidation and for patients
Adverse 10 (13.9) 3(7.9) 7 (20.6) s > that attained MRD-negativity earlier. However, RFS was higher in
W ducted " f vsis of all patient ECOG 0.227 % 40- E 40' patients that were MRD-negative post-consolidation (12-mo RFS
.e conauc e d retrospective ana y§|s OoT a pa lIents 5 27 (37.5) 13 (34.2) 14 (41.2) § o £ 20- 100 vs 80%; p=0.046).
with newly diagnosed AML that received GO in , 3507 25 (658 6 52.9) N R
combination with 7+3 as the upfront treatment ; 20 0 T G NIR I IEIC R T Vb Conclusions
between 2017 and 2021 at Moffitt Cancer Center. Anthracycline 0.030
| | | Daunorubicin 63 (87.5) 30 (78.9) 33 (97.1) * 3-day-GO led to improved MRD-negativity rates post-induction
The 1-day cohort included patients that received a Idarubicin 9 (12.5) 8 (21.1) 1(2.9) At a median follow up of 19 months, there was no however thl§ _dlfference dlsqppgareq after COﬂSOlId-atlon. |
single dose of GO during induction while the patients Was GO capped? oy difference in the 12-month OS (74.1 vs 80.8%; p=0.824) * MRD-negativity post-consolidation improved RFS irrespective of
i i i and RFS (73.3 vs 79.9%; p=0.327) between 1-day and 3- regimen.
that received GO on Day 1, 4 and 7 were included in Yes 56 (77.8) 23(605) | 33(97.1) ( d‘; pcohorts) Y +  There was no difference in OS, RFS and other outcomes between
the 3-day cohort. No 16 (22.2) 16 (39.5) 1(2.9) y ' the two cohorts and earlier attainment of MRD-negativity did not

affect OS. Also, use of GO in consolidation did not affect MRD-
negativity post-consolidation.
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