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Inpatient Versus Outpatient Administration of Hypomethylating Agents and Venetoclax in Acute Myeloid
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Background: Venetoclax (VEN) in combination with hypomethylating agents (HMAs) is the standard of care for newly diag-
nosed AML patients who are older and determined to be unfit for intensive induction chemotherapy. The decreased intensity
of HMA/VEN affords the possibility of outpatient management provided appropriate monitoring can be done for tumor lysis
syndrome, persistent cytopenias, and infection risk inherent to initial AML directed therapy.

We evaluated the incidence of TLS, infection risk, and transfusion needs in patients with AML treated with HMA/VEN at our
institution who initiated therapy as an inpatient versus outpatient to determine the safety and feasibility of initial outpatient
HMA/VEN therapy.

Methods: This was a retrospective Lifespan IRB approved review of patients diagnosed with AML from 12/1/2016 to 12/1/2021.
Patients who received HMA/VEN for AML, either as frontline or as relapsed/refractory therapy, were included. Patients’ records
were reviewed for demographic, leukemia specific, and patient specific outcomes. TLS was based on Cairo Bishop classifica-
tion. Fisher exact/Pearson chi-squared and Mann Whitney U tests were used to determine statistical differences for categorical
and continuous variables, respectively, while the log rank test was used for overall survival (OS).

Results: Between 12/1/2016 and 12/1/2021, 122 patients were initiated on HMA/VEN with 73 patients treated frontline (24
inpatient, 49 outpatient) and 49 treated in the relapsed/refractory setting (11 inpatient, 38 outpatient).

In the frontline setting, there was no difference in demographic data between those patients who initiated HMA/VEN inpatient
versus outpatient while relapsed/refractory patients who were initiated inpatient were more likely to have a higher Charlson
Comorbidity Index than that of those outpatients ( Table 1).

In terms of leukemia specific factors, frontline patients who received inpatient HMA/VEN were more likely to have a higher
WBC at diagnosis. No differences in leukemia specific factors were seen amongst relapsed/refractory patients ( Table 1).

No difference in infections, TLS risk, or transfusion needs was seen amongst frontline patients who received HMA/VEN inpa-
tientvs outpatient. Relapsed/refractory patients who received HMA/VEN inpatient had an increased risk of febrile neutropenia
and required more pRBC and platelet transfusions than patients who received HMA/VEN outpatient. ( Table 1).

OS did not differ for frontline use of HMA/VEN amongst patients who initiated treatment inpatient versus outpatient [11
mo, (1-50) versus é mo (0-26), p 0.64]. In relapsed/refractory patients, those who were initiated on HMA/VEN outpatient had
significantly higher OS (12.5 mo, range 0-76 mo) than those who were initiated on HMA/VEN inpatient (6 mo, range 2-50 mo,
p 0.02) likely secondary to the increase in consolidative allo-SCT amongst outpatient relapsed/refractory HMA/VEN patients
versus inpatient relapsed/refractory HMA/VEN patient (19 patients vs 1 patient, p 0.02).

Conclusion: Patients at our institution were able to be initiated on HMA/VEN as an outpatient for AML treatment without any
perceived increase in TLS or infection risk in both the frontline and relapsed/refractory settings. Center and patient specific
factors, such as travel distance and ability to administer supportive care, should be considered with outpatient administration
of HMA/VEN.
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Table 1: Demographic,
leukemia specific, and
outcome data for AML
patients initiated on
HMA/NEN as an
inpatient versus an
outpatient.

INPATIENT OUTPATIENT P VALUE
FRONTLINE 24 patlents 49 patients
Sex MF 158 3316 .68
Age T7.5 (57-87) B0 (36-51) .39
ccl B [3-10) 6 {2-13) .27
ECOG 1(0-3) 100-2) Xl
WEBC diagnosis 7.6 [0.3-158) 3.3 (0.9-168) 05
BM biast percent 38 [1-85) 36 (5-93) [X]
ELM 2022 Risk 3 (23] 3(1-3) 0.75
Intections 1 (0-4) 1 {0-6) 0.88
Hospitalizations 2(0-9) 2{0-13) (X
Febrile Neutropenia B [25%) 13 (27%) 0.69
Bacteremia 1 (4%} 3 [6%;) 089
Sepsis. T (4% T (4%) 0.99
PRBC transfusions 12 (0-84) 11 {0-61) on
PLT transiusions 4 [0-83) 6 {0-74) [K]
Tumor Lysis Syndrome 0 (0%} 2(4%) 0.99
RELAPSED/REFRACTORY 11 patients 38 patlents
Sex MF 5% 17721 0.87
Age 70 [50-75) 65 (22-79) 0.25
cCl 5 (3-8] 4 [0-7) 0.05
ECOG 1(0-2) 0{0-2) 0.35
BM biast percent 63 (7-80) 46 (1-90) 0.78
ELM 2022 Risk Z(1-3] Z(1-3) 0.99
Intections 3 (0-8] 2 [0-11] 0.12
Hospitalizations Z(08) 1 (B-18) 0.28
Febrile Neutrapenia T [5a%) Tz [32%] 005
Bacteremia 2 [18%) 8 (23%) 0.99
Sepsis 0 (0%} 1 (3%) 0.99
PRBC transfusions 20 (1-88) 10(0-72) 0.7
PLT transfusions 12 [2-112) 4 {0-71) 0.03
Tumor Lysis Syndrome 1 [] [F5]
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