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The Impact of I?ost-Remission_Granulocyte BACKGROUND METHODS
CO I O n y _Stl m u I atl n g FaCtO r U S e I n th e P h a.S e 3  Patients with acute myeloid leukemia (AML) who are older or ineligible for intensive chemotherapy (IC) have poor outcomes? Post Hoc Analysis Population Post-remission G-CSF¢

_ ) . « Venetoclax (Ven)-based therapy has demonstrated improved outcomes vs low-intensity chemotherapy in patients with newly diagnosed AML Ven+Aza (N=286)° Ven+Aza (N=190)
St U d |eS Of Ve N etO C I ax CO m b N atl on Tr eat 1= tS ineligible for IC in two randomized Phase 3 trials Ven 400 mg daily on Days 1-28 G-CSF: n=93
N o i ) ) 2:1 Randomization Aza 75 mg/m? SC/IV on Days 1-7 No G-CSF: n=97
— In VIALE-A (NCT02993523), Ven + azacitidine (Aza) significantly improved median overall survival (OS) vs placebo (Pbo) + Aza (14.7 (N=433)2
i n Pat I e n tS WI t h N eWI DI a n O S ed mo vs 9.6 mo; P<.001), as well as the rate of complete remission/complete remission with incomplete hematologic recovery (CR/CRi; Pbo+Aza (N=145)° Pbo+Aza (N=41)
y Yiag 65.4% v5 283%; P<.00L)
A t M I " d L k " - In VIALE-C (NCT03069352), after an additional 6-mo follow-up from the primary analysis, median OS was improved with Ven + ;:Sir:gsi)c:r:z‘ée:f
cute ye Ol eukemila low-dose cytarabine (LDAC) vs Pbo + LDAC (8.4 mo vs 4.1 mo; descriptive P=.040), as was the rate of CR/CRi (48.3% vs 13.29%)34 Ven+LDAC (N=143)¢ :
Ven 600 mg daily on Days 1-28 CRICRI
: : o S _ _ * In both VIALE-A and VIALE-C, cytopenia with Ven-based therapy was successfully managed with protocol-recommended dose modifications®® 2:1 Randomization LDAC 20 mg/m2 SC on Days 1-10
Courtney DiNardo,! Keith Pratz,? Panayiotis Panayiotidis,®> Xudong Wei,* Vladimir Vorobyev,> _ _ T o _ (N=211) 2 ! >
Arpad lllés,® Inho Kim,” Vladimir Ivanov,® Grace Ku,® Catherine L. Miller,1° Meng Zhang,° ~ Granulocyte colony-stimulating factor (G-CSF) usage was allowed per institutional practice in both studies Pbo+LDAC (N=68) Pbo+LDAC (N=9)
: ’ : i N : R ’ . ‘s limi - i - : o : : Pbo daily on Days 1-28 G-CSF: n=2
Fernando Tatsch,lo Jalaja Potlurl,lo Xenia SChmIdt,lo Christian Recherll There is limited evidence on the use of granulocyte colony-stimulating factor for cytopenia management and its impact on outcomes in patients LDAC 20 mg/m2 SC on Days 1-10 No G.CSF: n=7

with AML who are ineligible for IC

Post-remission G-CSF was administered perinstitutional practice in both studies®
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Baseline Characteristics

OBJECTIVES / d with hieved CR/ d f puration of CRICK Overall Survival
* In VIALE-A, 190/286 patients (66%) treated with Ven+Aza achieved CR/CRI; 49% received G-CSF after : : e : .
achieving remission P (66%) ° * The use of G-CSF after CR/CRIi was not associated with inferior duration of CR/CRI in the treatment » Post-remission G-CSF use was not associated with inferior OS among Ven-treated patients in
arms of VIALE-A and VIALE-C VIALE-A and VIALE-C

To evaluate outcomes by pOSt-remISSIOn granU|OCyte Colony-stlmulatlng * In VIALE-C, 69/143 patients (48%) treated with Ven+LDAC achieved CR/CRIi; 43% received G-CSF after

factor use among patients who received venetoclax-based therapy in the achieving remission
randomized Phase 3 VIALE-A and VIALE-C studies of venetoclax in newly - Baseline Grade 23 neutropenia was similar between patients who went on to receive G-CSF and those 100 " 100 100 - 100 . .

: : : who did not . *
diagnosed acute myeloid leukemia .
VIALE-A VIALE-C . o % %0 50
- Ven+Aza Ven+Aza Ven+LDAC = = ® 8
CONCLUSIONS Characteristic G-CSF No G-CSF G-CSF S 60 S 60 S 60 ,, S 60
(n=93) (n=97) (n=30) O © — s . s
Median age (range), years 76 (62-90) 77 (53-89) 74.5 (36-92) 76 (68-89) S 40 , S 40 = 40 U = 40
: : : Female, n (% 43 (46 35 (36 15 (50 19 (49 2 % - o s —
In the VIALE-A and VIALE-C studies, granulocyte colony-stimulating factor (G-CSF) e te (46) (36) (50) (49) £ £ 5 &
. . . . 0 0 . . N ( 0) 20 | — Ven+Aza GCSF —tt- ot 20 .| — Ven+LDAC G-CSF 20 - — Ven+Aza G-CSF 20 - — Ven+LDAC G-CSF
was administered post-remission to 49% and 43% of patients who received 0-1 52 (56) 56 (58) 17 (57) 23 (59) Veneaza No G-CS beionc e oo st B
o o - - - - - Pbo+Aza No G-CSF Pbo+LDAC No G-CSF Pbo+Aza No G-CSF Pbo+LDAC No G-CSF
venetoclax (Ven), respectively; baseline characteristics were similar between 23 41 (44) 41 (42) 13 (43) 16 (41) ) o L oo o |+ com o |+ G
' h ived d th ho did Cytogenetlc. risk,n (%0)° 0O 3 6 9 12 15 18 21 24 27 30 0 3 6 9 12 15 18 21 24 0 3 6 9 12 15 18 21 24 27 30 33 0 3 6 9 12 15 18 21 24
patients who received G-CSF and those who did not Intermediate 70 (75) 65 (67) 25 (83) 26 (67) Monthe Months | | Months | | Vonths
Poor 23 (25) 32 (33) 2 (7) 11 (28) bationts at Risk Patients at Risk Patients at Risk Patients at Risk
Type Of AML 93 83 23 58 47 43 9 17 5 0 0 30 25 19 14 9 8 2 0 0 93 N 88 77 69 56 49 27 12 1 0 0 30 29 25 23 16 15 5 1 0
De novo 72 (77) 70 (72) 16 (53) 31 (79) 0 10 9 8 4 2 2 1 o 0o o 2 1 1 1 0 0 0 0 0 0 10 10 10 10 5 5 3 2 0 0 0 2 2 2 2 2 2 1 0 0
Secondary 21 (23) 27 (28) 14 (47) 8 (21)
Baseline Gr 23 cytopenia,
n (%)
Neutropenia 75 (81) 74 (76) 26 (87) 29 (74) VIALE-A WREESE VIALE-A VIALE-C
Thrombocytopenia 38 (41) 49 (51) 20 (67) 18 (46) Duration of CR/CR; \aliderd Neliazs WETAAE Overall Survival Keliazs ez WS RIS
(n=93) (n=97) (n=30) (n=93) (n=97) (n=30)
Ven-LDAC 1o GLCSF grou, AML, acie myeloid oLKemia; AZa, azaciding; £COG PS, Exstor Cooperaie Ontelogy Group perfermance siiue: &-CF, granuiocyte Median (95% CI), mo NR (17.5-NR) 12.9 (7.9-17.3) 10.8 (4.9-17.8) 11.8 (5.9-NR) Median (95% CI), mo NR (NR-NR) 21.1 (15.2-NR) 20.8 (11.9-NR) 13.7 (10.8-NR)
colony-stimulating factor; Gr, grade; LDAC, low-dose cytarabine; Ven, venetoclax. 12-mo rate (95% Cl), % 67 (56-76) 53 (42-64) 45 (25-63) 49 (30-65) 12-mo rate (95% Cl), % 83 (73-89) 71 (60-79) 68 (47-82) 57 (39-71)
o _ 18-mo rate (95% Cl), % 59 (46—69) 37 (25-48) 23 (5-48) 49 (30-65) 18-mo rate (95% Cl), % 70 (59-78) 56 (44—65) 54 (32—71) 47 (30-63)
Preferred In VIALE-A and VIALE-C, G-CSF was used per institutional practice. Post-Remission G-CSF Use and Neutrophil Count Recovery 24-mo rate (95% CI), % 57 (44—67) 23 (11-37) NA NA 24-mo rate (95% CI), % 66 (54—75) 43 (31-55) NA NA
Although the StUdIeS Were nOt deSIQned to evaluate the ImpaCt Of G-CSF on ’ Among V_enjtreated patlents WhO recelved pOSt-remISSIOn G-CSF’ the medlan time to fIrSt G-CSF use Aza, azacitidine; CR, complete remission; CRi, complete remission with incomplete count recovery; G-CSF, granulocyte colony-stimulating factor; LDAC, low-dose Aza, azacitidine; G-CSF, granulocyte colony-stimulating factor; LDAC, low-dose cytarabine; NA, not available; NR, not reached; Pbo, placebo.
. . . after remission was 36 dayS (VlALE'A) and 30 dayS (V|ALE-C) cytarabine; NA, not available; NR, not reached; Pbo, placebo.
cytopenia management, this post hoc analysis supports the use of G-CSF to manage o _ _ o |
cvtopenias in patients with AML who receive Ven-based therapy in addition to * For VIALE-A, the median time to neutrophil count recovery from first post-remission Grade 4 neutropenia
bR P e Py was 13.5 days (with G-CSF)2 and 14 days (no G-CSF)b; including neutropenia onset pre-remission, the
recommended dose modifications median values were 27 days (with G-CSF)¢ and 31 days (no G-CSF)¢
* For VIALE-C, the median time to neutrophil count recovery from first post-remission Grade 4 neutropenia Safety
_ _ B _ B . - was 13 days (with G-CSF)d and12.5 days (no G-CSF)¢; including neutropenia onset pre-remission, the
For additional | :: > ADDYIE andine authors fhank the participants, sudy sites, and Investigators who parieipared in fhese elinical trals median values were 26 days (with G-CSF)f and 27 days (no G-CSF)9 « In both studies, duration of post-remission Grade 23 neutropenia or febrile neutropenia was generally shorter with G-CSF use than without G-CSF use
) ) ] e 2 8 Venetoclax is being developed in CoIIabOI’a}tiOIW betwee_n AbbVie and Genentech. VIALE-A Yvas Spqnsored_by AbbVie
information or to obtain Al e e e e VIALE-A VIALE-C VIALE A Selected Post-Remission Gr 23 TEAES* VIALE-A VIALE-C
a PDF of this poster EE et Rl e putcaton o nad accees v dta arpriifre e rfing e and pproalof Parameter Ven+Aza G-CSF | Ven+LDAC G-CSF Neutropens 3 53 e —— Duration of Post-Remission  [SSSVEIITEZ Ven-+Aza Ven+LDAC
. Vahabzadeh, PharmD of Bio Connections, LLC, funded by AbbVie. (n :93) (n :30) mVen+Aza G-CSF P 31 lx‘e_n;(-)I;DAC G-CSF Neutropenla G-CSF No G-CSF G-CSF
Scan QR code or utilize the following link to download - 1 - - wi - : . . ol : i eai ) _ _ Febril I n=93 : B = = =
oo vrson o s presenaionand vt AGbvie = A A NN A S A S Al ecian number of post-remission G-CSF cycles (range) 3.5 (1-20) 2 (1-10) Nevropenia ok worctrle  pp— 23 rensoncno ocer I— = (n=97) —
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- - " T Abbia. Jasz Pharmaceuticals, Novarts, Takeda, Foghor Therapeutics, Biusbird Bio, GlaxoSminKiine, Genmab, Median time from remission to first G-CSF use, days (range) 36 (2-483) 30 (2-459) _ 35 Ven+Aza No G-CSF (n=39) remission Gr 3 net?tropenia 12.5 (1-696) 16 (1-648) 15 (2-419) 12.5 (5-367)
: - Servier, and Genentech; consultancy or advisory role for Celgene, Agios, AbbVie, and GlaxoSmithKline; leadership ) e . . 9 h Thrombocytopenia q (n=97) Thrombocytopenia _33 47 = : :
QR code expiration: September 1, 2023 45 " role with Notable Labs; and stock and other ownership interests in Notable Labs. KP reports research funding from Median ANC at initiation of G-CSF use (range), 10%/L (f&ﬂgE), days
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5. Pratz KW, et al. Blood. 2020;136(supplement 1):51-53. frc?r%(?Anl:JebViéS,uArErlwgeﬁt,eNi\S/artiasl,lchelz|g229?/3azzalglk(m)agri?ala(éseutigglws(,e Ageilo‘sa,céhus;\i/,lel\l/lai:éhall'ﬁ%, irs]tellgss?aRrgchgleéC%, First post-remission G-CSF use 1.40 (0'04_11'67)0 1.39 (0'06_20'70)p aTEAEs were defined as AEs with onset or worsening from the first dose of study drug until 30 days after treatment discontinuation.

6. Wei AH, et al. Presented at EHA 2020. Abstract EP439. Al . e : : . . oA .
and Daiichi-Sankyo. aData from 82 patients. "Data from 80 patients. °Data from 92 patients. YData from 21 patients. Data from 28 pts. ‘Data from 27 patients. 9Data from 37 patients. "Valid ANC from AE, adverse event; Aza, azacitidine; G-CSF, granulocyte colony-stimulating factor; Gr, grade; LDAC, low-dose cytarabine; TEAE, treatment-emergent adverse event; Ven, venetoclax.

assessments on or within a 3-day window prior to G-CSF initiation or cessation. ‘Data from 276 uses of G-CSF. iData from 79 uses of G-CSF. kData from 65 patients
with valid ANC. 'Data from 22 patients with valid ANC. "Data from 295 uses of G-CSF. "Data from 72 uses of G-CSF. °Data from 57 patients with valid ANC. PData from 21
patients with valid ANC. ANC, absolute neutrophil count; Aza, azacitidine; G-CSF, granulocyte colony-stimulating factor; LDAC, low-dose cytarabine; Ven, venetoclax.
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