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Recent approval of recent new options

1. EMA website. Available at: https://www.ema.europa.eu/en/medicines/human (accessed May 2021);
2. FDA website. Available at: https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm (accessed May 2021);
3. Venclyxto® (venetoclax). EMA Summary of Product Characteristics, May 2021.



•CPX-351

•CC-486

• Venetoclax

• Glasdegib

New agents



CPX-351 phase III study

Lancet JE et al. J Clin Oncol 2018;36:2684–2692



CPX-351 phase III study: Overall Survival

Lancet JE et al. J Clin Oncol 2018;36:2684–2692



Lancet JE et al, Lanc Hematol, 2021



CPX-351 phase III study: OS landmarked from time of HSCT

Lancet JE et al. J Clin Oncol 2018;36:2684–2692



V-FAST: CPX-351 + Targeted Agents in Newly Diagnosed AML

Pullarkat. EHA 2021. Abstr EP442. NCT04075747.



V-FAST: RP2D

Pullarkat. EHA 2021. Abstr EP442. NCT04075747.



QUAZAR AML-001: Oral AZA for pts with AML in CR after iCHT

Wei AH, et al. N Engl J Med. 2020;383:2526-2537.

PRE-RANDOMIZATION

Screening

Key eligibility criteria:
• First CR / CRi with 

IC ± consolidation 
• Age ≥ 55 years
• de novo or secondary AML
• ECOG PS score 0 to 3
• Intermediate- or poor-risk 

cytogenetics
• Ineligible for HSCT
• Adequate bone marrow recovery 

(ANC ≥ 0.5 × 109/L, platelet count ≥ 
20 × 109/L)

FOLLOW-UP: until death, withdrawal of 
consent, study termination, or loss to follow-up

Randomization (1:1) 

Within 4 months (±7 
days) of CR/CRi

Stratified by:
• Age: 55 to 64 / ≥ 65
• Prior MDS/CMML: Y / N
• Cytogenetic risk:  

Intermediate / Poor
• Consolidation: Y / N

RANDOMIZATION

Continue 
Treatment

TREATMENT PHASE

(Optional)
CC-486/PBO 
×21 days

Response Assessm
ent 

Every 3 Cycles

> 15% 
BM Blasts

5% to 15% 
BM Blasts

CR/CRiCC-486 300 mg 
QD ×14 days

Placebo 
QD×14 days Stop 

Treatment End of Study

28-day cycles



QUAZAR AML-001: Oral AZA for pts with AML in CR after iCHT

Wei AH, et al. N Engl J Med. 2020;383:2526-2537.



QUAZAR AML-001: OS and RFS by NPM1 status

Döhner. EHA 2021. Abstr S131. 



QUAZAR AML-001: OS and RFS by FLT3 status

Döhner. EHA 2021. Abstr S131. 



VIALE-A: Phase 3, double-blind, randomized trial of Ven+Aza vs 
Pbo+Aza in patients with newly diagnosed AML ineligible for iCHT

1. ClinicalTrials.gov. NCT02993523 (accessed April 2021);
2. DiNardo CD, et al. N Engl J Med 2020; 383:617–629 (incl. suppl.).



VIALE-A: OS estimate

DiNardo CD, et al. N Engl J Med 2020; 383:617–629 (incl. suppl.).



VIALE-A: CR/CRi rate across genetic subgroups

DiNardo CD, et al. N Engl J Med 2020; 383:617–629 (incl. suppl.).



BRIGHT AML 1003: Phase 2, open-label, randomized trial of Glas+LDAC
vs LDAC in patients with newly diagnosed AML ineligible for iCHT

Heuser M, et al. Ann Hematol 2021; 100:1181–1194.



BRIGHT AML 1003: OS estimate

Heuser M, et al. Ann Hematol 2021; 100:1181–1194.



BRIGHT AML 1003: CR rates

Heuser M, et al. Ann Hematol 2021; 100:1181–1194.



Who is ineligible for intensive chemotherapy?

“…the panel could not clearly define a patient population 
‘unfit’ for intensive chemotherapy, despite models that 

have been developed to help in this determination.”

Sekeres MA, et al. Blood Adv 2020; 4:3528–3549.



Itzykson R et al. Blood 2021; 138(7):507-519.





•More treatment options available for older pts
–Reducing the rate of those addressed to BSC

• Integrating physical and biologic/genetic fitness
• Role of immune-therapy (Magrolimab)
• Role of maintenance
• Development of an «all oral therapy»
• Role of MRD
–MRD-driven post remission therapy

–MRD-driven de-escalation strategies

Conclusions


