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« As of 2018, the National Institute for Health Care Excellence (NICE) and European n B) Agen 0) o e Ll After CPX-351 for (A) All Patients, (B) Patients Aged <60 Years, and
Medicines Agency (EMA) have recommended the use of CPX-351, a dual-drug liposomal 1.00 All Patients 1004 - Years 100 3 Patients 28 92 186 92 (C) Patients Aged =60 Years
encapsulation of daunorubicin and cytarabine in a synergistic 1:5 molar ratio, for adults Patients 398 Patients 120 278 Deaths 11 52 124 74 A) 29,
with newly diagnosed, therapy-related acute myeloid leukemia (t-AML) or AML with Deaths 261 Deaths 63 198 Censored 17 40 62 18 4% 9% Azacitidine
myelodysplasia-related changes (AML-MRC)'? Gensored 137 Censored 57 80 Median 0S, g 17.3 12.7 10.1

yelodysp 9 075 Median 0S, months ~ 12.8 075 Median 0S, months 189 11.2 075+ months ' : : Censored
e The recommendation from the NICE and EMA was based on the primary analysis of the S 95% Cl 11.0,14.4 s 95% Cl 13.8,NE  9.4,135 s 95% Cl 13.8,NE 11.6,NE 10.4,15.2 7.6,12.9 Il DA =+ Other Agent
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— After a median follow-up of 20.7 months, CPX-351 significantly improved overall survival g 2 2 B ot

(0S) vs conventional 7+3 chemotherapy; Kaplan-Meier (KM) estimates of 1-year and s 5 s 3% . er

2-year OS were 41.5% vs 27.6% and 31.1% vs 12.3%, respectively? e S S M Trial
— At a median follow-up of 60.9 months, improved OS with CPX-351 vs 7+3 was = 025 0254 025 38% Il Venetoclax

maintained, with higher 3-year (21% vs 9%) and 5-year (18% vs 8%) KM estimates of

0 with CPX-351 vs 7-+3* B) - o
— The overall safety profile of CPX-351 was consistent with the known safety profile of 7+32 0.00 0.00 Log-rank P=0.0007 0.00 23 °

e As the pivotal trial only included patients aged 60-75 years, we previously conducted a ' 11 ! ! ! ! ! ' 11 ! ! ! ! ' ' 1l ! ! ! ! !
retrospective population-based cohort study in England (data cutoff date of March 31, 2022) 012 12 24 3 48 60 012 12 24 36 48 60 012 12 24 36 48 60 29%
to characterize clinical outcomes with CPX-351 outside of a clinical trial setting and in a Time Since CPX-351 Treatment Initiation (Months) Time Since CPX-351 Treatment Initiation (Months) Time Since CPX-351 Treatment Initiation (Months)

?r;o;ggriEa;\'lzr;;ggfg:i;g;’ ;)?Zg?(:'gg younger adult patients (aged <60 years), who were All Patients Aged <60 Years Aged =60 Years Aged 18-44 Years Aged 45-59 Years Aged 60-69 Years Aged =70 Years
. : . . . Probability of Survival Probability of Survival . Probability of Survival Probability of Survival . Probability of Survival . Probability of Survival Probability of Survival
— This study provided real-world evidence of the effectiveness of CPX-351 in both younger Time Point m (95% CI) m (95% Cl) N at Risk (95% Cl) m (95% Cl) N at Risk (95% Cl) N at Risk (95% Cl) m (95% Cl)
(<60 years) and older adults (=60 years) with AML
1 month 377 0.94 (0.92, 0.96) 115 0.96 (0.92,0.99) 262 0.93(0.90, 0.96) 27 0.96 (0.90, 1.00) 88 0.96 (0.92, 1.00) 177 0.95(0.91,0.98) 85 0.90 (0.84, 0.96)
Objective 2 months 346 0.87 (0.84,0.90) 110 0.92(0.87,0.97) 236 0.85(0.81,0.89) 27 0.96 (0.90, 1.00) 83 0.90 (0.84, 0.96) 160 0.86 (0.81,0.91) 76 0.83(0.75,0.91) c
. . . 12 months (1 year) 207 0.52 (0.47,0.57) 73 0.61(0.53,0.70) 134 0.48 (0.42,0.54) 19 0.68 (0.53,0.88) 54 0.59 (0.49, 0.70) 97 0.52 (0.45,0.59) 37 0.40 (0.31,0.52) )
* This analysis reports updated data (up to ~4 years) on longer-term real-world survival outcomes 24 months (2 years) % 0.34 (0.30, 0.39) 38 0.46 (0.38, 0.57) 58 0.29 (0.24, 0.35) 12 0.60 (0.4, 0.82) 26 0.42 (0.32, 0.54) 43 0.33 (0.27, 0.41) 15 0.20 (0.13, 0.30)
in adult patients with AML who received CPX-351 in routine clinical practice in England
36 months (3 years) 55 0.32 (0.28,0.37) 22 0.45 (0.36, 0.55) 33 0.27 (0.22, 0.33) o 0.60 (0.44, 0.82) 17 0.40 (0.30, 0.52) 23 0.32 (0.26, 0.40) 10 0.17 (0.10, 0.27)
M eth OdS 48 months (4 years) 13 0.31(0.26, 0.36) 6 0.45 (0.36, 0.55) 7 0.25 (0.20, 0.32) * 0.60 (0.44, 0.82) * 0.40 (0.30, 0.52) * 0.29 (0.22, 0.38) * 0.17 (0.10,0.27)
*<6 patients (in compliance with the NCRAS small number suppression guidelines, as outlined by NHS Digital, patient counts <6 are not presented to remove any possibility of patient re-identification).

e This study included adults (aged =18 years) with AML who were treated with CPX-351 in a Cl, confidence interval; KM, Kaplan-Meier; N, number; NCRAS, National Cancer Registration and Analysis Service; NE, not estimable; NR, not reached; 0S, overall survival.
el e ) sl o il st deniel 1, 20712 sl s S, 2028 o At data cutoff for OS (June 30, 2023), median follow-up was 12.8 months (interquartile range [IQR]; 4.4-22.5) e When stratified by age, estimated 4-year 0S was higher for patients aged <60 years (45% [95% CI: 36, 55]) than for those aged =60 years
— Patients receiving CPX-351 as part of a clinical trial were excluded from the study e Overall, 261 (66%) patients died, and estimated 4-year OS was 31% (95% confidence interval [CI]: 26, 36) (25% [95% CI: 20, 32], log rank P<<0.001)

e Patient records were sourced from England’s Cancer Analysis System (CAS) database,
available th.rOUQh t_he National Cancer Reglstratlon and AnalyS|S Sel'.VICG 4ncludes all other AML treatments including low-dose cytarabine for A), and includes DA and venetoclax for B) and C).

— Electronic medical records from the Cancer Outcomes and Services Dataset (COSD) AML, acute myeloid leukemia; DA, daunorubicin/cytarabine; FLAG, fludarabine, high-dose cytarabine, and granulocyte-colony
_li i i ot i i . . . . . . stimulating factor.
NGO EHlnioe el B 00ld S 68 (lE) (NPT GG U B S Figure 2. KM-Estimated 0S Landmarked From HCT Date for (A) All Patients Who Aged Figure 3. KM-Estimated 0S Landmarked From Post-CPX-351 Second-Line Treatment Start Date by . .
to identify patient diagnoses Underwent HCT and (B) Patients Aged <60 Years and =60 Years Who Underwent HCT <60 Second-Line Treatment e |n a treatment patterns analysis of second-line treatments after CPX-351, a total of
— HES inpatient and outpatient care data were used to identify hematopoietic cell 9 = Years 153/398 (38%) patients died without subsequent salvage therapy after CPX-351,
transplantation (HCT) A) 00 All Patients B) 100 Patients 62 102 1 . All Patients® FLAG-Based-Treated  Trial Participants and 82/398 (21%) were alive without receiving subsequent therapy by the end of the
— Systemic anticancer treatment (SACT) and radiotherapy information were provided via : Patients 164 ' L, Deaths 19 40 00 1 Patients 163 37 65 27 study period
, Deaths 59 . Censored 43 62 Hq Deaths 108 31 44 13 . N .
the SACT dataset and radiotherapy dataset Censored 105 " Median 0S i Censored 55 6 21 14 — When stratified by age, 25/120 (21%) patients aged <60 years and 128/278 (46%)
e (S was estimated from the diagnosis date and landmarked from the HCT date Median 0S, months NR months NR NR LA g/lf)egi%r; 0S, months , 79.142 ) 5 78.121 . 5 51) 11.% 5 6 glRNE patients aged =60 years died without subsequent salvage therapy after CPX-351, and
[ o () A,12. A1, .9, 10. .9, 0 i 0 i
— Patients were censored on the last day of disease assessment or hematology assessment — 075 95% Cl NE, NE — 0757 95%Cl _ 0754 35/120 (29%) patients aged <60 years and 47/278 (177%) patients aged =60 years
. - i , [ s [ were alive without receiving subsequent therapy by the end of the study period
— Survival probabilities were estimated using the KM method S £ = . . _ .
% ‘us’ u‘s’ e The most common second-line treatments in the overall population were fludarabine,
R I t = 050— 5 050 s 0.50— high-dose cytarabine, and granulocyte-colony stimulating factor (FLAG)-based therapy
esu S 2 F g (n=65), and azacitidine (n=37)
. . e . . s s = — When stratified by age, the most common second-line treatment used after CPX-351
Table 1. Patient Demographic and Clinical Characteristics g E E Lo L B was FLAG-based therapy (n=31) in patients aged <60 years, and FLAG-based (n=34)
All Patients YRR Bl Aged =60 Years 0.25- 0.25 0.25 S o B and azacitidine therapy (n=30) in patients aged =60 years
(N=398) (n=120) (n=278)
Age at Diagnosis, Years
Mean (SD) 62 (10) 50 (10) 67 (4) Log-rank P=0.2797
Median (IQR) 64 (58-69) 54 (45-57) 67 (64-70) 0.00 =17 | | | | 0.00 ==y | | | | 0.00 T 1 | | | | .
Age Categories 012 12 24 36 48 012 12 24 36 48 012 12 24 36 48 c I
at Diagnosis (Years), n (%) Time Since HCT (Months) Time Since HCT (Months) Time From Start of Second-Line Treatment, Post CPX-351 (Months) 0 n c us I 0 ns
18-44 28 (7) 28 (23) - o Th . ) . . .
45-59 92 (23) 92 (77) - All HCT Patients HCT Patients Aged <60 Years HCT Patients Aged =60 Years All Patients? Azacitidine-Treated FLAG-Based-Treated Trial Participants This StUdy prOWdeS uDdated real-world survival outcomes l.n adults with
- . - . i . = - » : — - — - AML aged <60 years and =60 years who were treated with CPX-351
60-69 186 (47) - 186 (67) Probability of Survival OBV TEIR | oo Probability of Survival O WA ATz Nat | Probability of Survival Probability of Survival Probability of Survival Bl
70-74 78 (20) - 78 (28) Time Point Post-HCT (95% Cl) (95% Cl) (95% CI) Time Point (95% Cl) Risk (95% Cl) (95% Cl) (95% Cl) In Englan
=75 14 (4) - 14 (5) 1 month 161 0.98 (0.96, 1.00) 60 0.97 (0.92, 1.00) 101 0.99 (0.97, 1.00) 1 month 152 093(0.89,0.97) 35  095(0.88,1.00) 59  0091(0.84,098) 26  0.96(0.89,1.00) * The inclusion of younger patients with AML (<60 years) who received
SeFX' 2 (I%) - 9 %32 2 months 155 0.95 (0.91,0.98) 59 0.95 (0.90, 1.00) 9 0.94 (0.90, 0.99) 2 months 141 087(0.81,092 30  081(069,095 53  082(073,092 26  0.96(0.89,1.00) CPX-351 treatment is noteworthy because the pivotal phase 3 trial and
emaile i i VA i 3,6-9
il 250 (63) 62 (52) 188 (69 12 months (1 year) 105 0.71 (0.65, 0.79) 46 0.7 (0.68, 0.89) 59 0.68 (0.59, 0.77) 12 months (1 year) 64 0.43 (0.36, 0.51) 11 0.30 (0.8, 0.49) 30 0.48 (0.37, 0.61) 10 052(0.36,0.75) other real-world studies primarily included older patients
Ethnicity, n (%) 24 months (2 years) 63 0.65 (0.58,0.73) 25 0.68 (0.56, 0.81) 38 0.63 (0.54, 0.73) 24 months (2 years) 23 0.32 (0.26, 0.41) * 0.15 (0.07, 0.35) 11 0.32 (0.22, 0.46) * 0.52 (0.36, 0.75) * Results demonstrated improved 3- and 4-year OS compared with long-term
White 346 (87) 96 (80) 250 (90) 36 months (3 years) 27 0.60 (0.52, 0.70) 1 0.68 (0.56,0.81) 16 0.56 (0.46, 0.69) 36 months (3 years) 6 0.29 (0.21,0.38) * 0.12 (0.04,0.32) * 0.29 (0.19, 0.44) 0 follow-up data from the phase 3 trial that led to the approval of CPX-351*
Asian 24 (6) 13(11) @ Cl, confidence interval; HCT, hematopoietic cell transplantation; KM, Kaplan-Meier; N, number; NE, not estimable; NR, not reached; 0S, overall survival. “All patients lso includes DA, LDAC, other, and venetoclax-ireated patients. ‘ o . . e |n partiCUIar, a hlgh prOpOl’tiOﬂ of patients were bl’ldged to HCT after
A“(,),tththype n (%) 280 e 170 * HCT was reported for 164 (41%) patients; of these patients, 62 (38%) were aged <<60 years and 102 (62%) were aged =60 years ﬁlEcﬁgglg;}tTnchtl)Téerllllglr?oAt\r(ejglcjr[]]gcriu%gno;eg}?gi?\w\?alF 1AG ucarebine, g dose Yarebne.and sranueeye-colony stmufaing fecor KA epan-Heter; LOAC,fow-cose overabnes . number CPX-351 treatment, WhL%hgwaS consistent with the phase 3 trial and
tAML 117 29) 30 25) 87 (31) * Median age at diagnosis of patients undergoing HCT was 62 years (1QR: 55-67 years) « Median 0S on any second-line treatment was 9.4 months (95% Cl: 7.7, 12.2) Sinerlfee] AR Sllties = | _ |
AML with a prior MDS o T B 78 * In the overall population who underwent HCT, estimated 3-year OS landmarked from HCT date was 60% (95% Cl: 52, 70) « After CPX-351 treatment, estimated 2-year 0S from the date of any second-line treatment was 32% (95% CI: 26, 41); and was 32% (95% Cl: 22, 46) * These results suggest that, in a real-world setting, CPX-351 is an effective
ﬁmyll_vl(:{lgg(g;sllgD e . G . * When stratified by age, estimated 3-year OS landmarked from HCT date was higher for patients aged <60 years (68% [95% CI: 56, 81)) with FLAG-based therapy and 15% (95% Cl: 7, 35) with azacitidine treatment option and may contribute o prolonged OS in both younger and
i - than for those aged =60 years (56% [95% Cl: 46, 69 older patients with AML
Unspecified AML only 121 (30) 42 (35) 79 (28) 9 y (56% [95% ) P
AML, acute myeloid leukemia; AML-MRC, acute myeloid leukemia with myelodysplasia-related changes; CMML, chronic
myelomonocytic leukemia; ICD, International Classification of Diseases; IQR, interquartile range; MDS, myelodysplastic syndrome;
SD, standard deviation; t-AML, therapy-related acute myeloid leukemia.

e Atotal of 398 patients with AML who were treated with CPX-351 in England were identified E- E
. . 7 IS
in the CAS database; more than half of the patients (56%) had secondary AML References: 1. National Institute for Health and Care Excellence. Liposomal cytarabine—daunorubicin for untreated acute myeloid leukaemia. 2018. Available at: https://www.nice.org.uk/guidance/tab52/resources/liposomal-cytarabinedaunorubicin-for-untreated-acute-myeloid-leukaemia-pdf-82607018513605. Last accessed April 2024. 2. European Medicines Agency (EMA). Vyxeos liposomal summary of Copies of this poster obtained through Quick Response (QR) code -

0 : 0 = product characteristics. 2022. Available at: https://www.ema.europa.eu/en/documents/product-information/vyxeos-liposomal-epar-product-information_en.pdf. Last accessed April 2024. 3. Lancet JE, et al. J Clin Oncol. 2018;36(26):2684-2692. 4. Lancet JE, et al. Lancet Haematol. 2021;8(7):e481-e491. 5. Legg A, et al. Clin Lymphoma Myeloma Leuk. 2023;23(10):e323-e330. 6. Rautenberg C, et al. are for personal use only and may not be reproduced without
- Dl 12 (30_/0) patlen’Fs were aged <6Q years arl]d 274 (70 h) V_Vere e >§0 years Blood Cancer J. 2021;11(10):164. 7. Guolo F, et al. Blood Cancer J. 2020;10(10):96. 8. Chiche E, et al. Blood Adv. 2021;5(1):176-184. 9. Bernal T, et al. Cancer Med. 2023;12(14):14892-14901. permission from EHA or the authors of this poster. Er
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