
Introduction
Uproleselan is a novel E-selectin inhibitor with activity 
in AML1,2

Primary
To assess the safety and tolerability of uproleselan combined with 
azacitidine and venetoclax in older or unfit patients with treatment 
naïve AML (Endpoints: safety, AE by CTCAE v5.0, R2PD)
Secondary
To evaluate the preliminary efficacy of uproleselan combined with 
azacitidine and venetoclax (Endpoints: MFC MRD-ve CR/CRi, 
ORR, TI, DoR, EFS, RFS, OS)
Exploratory
To evaluate correlative biomarkers and mechanisms of response of 
uproleselan combined with azacitidine  (Endpoints: E-selectin 
ligand expression on blasts; efficacy endpoints in pt subsets)

• Ongoing single center Phase 1 trial of frontline Upro in 
combination with Aza/Ven in older or unfit AML pts 
(NCT04964505).

• Dose de-escalation portion using a modified 3+3 
dose de-escalation design with DLT assessed in 
cycle 1 to determine RP2D (6-12 patients)

• After RP2D determined, a 19-patient dose 
expansion portion to evaluate preliminary efficacy 
using rate of MFC MRD negative CR/CRi to 
determine sample size

• Key eligibility criteria included: age > 18 years, AML 
diagnosis by WHO 2016 criteria and eligibility for frontline 
Aza/Ven

• Ven ramp up in cycle 1 including TLS monitoring and 
prophylaxis; a bone marrow biopsy was done after every 
cycle until MLFS+; Upro was given for up to 6 cycles and 
decreased to daily after achieving MLFS+; dose 
modifications and delays were allowed

• Treatment continues until relapse/progression, intolerance 
or patient decision to stop

Objectives and Endpoints

Study Design

Results
Patient Disposition

• Preliminary results from this Phase I study of Uproleselan 
in combination with Aza/Ven in pts with untreated AML 
ineligible for induction chemotherapy demonstrate:

• Tolerable safety profile
• No DLTs were observed
• The most common Grade 3-4 AE and SAE were 

hematologic
• Dose modifications and/or cycle delays were 

common
• Promising preliminary efficacy

• 50% rate of MFC MRD negative CR/CRi
• All patients achieved an MLFS or better 

response
• Enrollment is ongoing
• Two additional study sites are planned

Conclusions
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Results

Correlatives

• Data cut off 6/26/2022
• Data from the dose optimization portion and initial dose expansion 

are presented
• All patients completed cycle 1

• Median time on study 126 days (range 32-179)
• Median number of treatment cycles received 3 (range 1-6)

• No DLTs were observed
• There were no deaths in the first 30 days (30d mortality 0%)
• There was one death from sepsis in the first 60 days (60d 

mortality 13%)
• Two patients remain on treatment
• All patients achieving MLFS or better response had dose 

modifications and/or cycle delays
• Six patients have discontinued study therapy

• Patient decision (n=4), Death (n=2)

Treatment Emergent Adverse Events
All patients had at least one TEAE of any grade and of grade 3 or higher; 
2 patients experienced grade 5 events (sepsis; malignant neoplasm -
AML), both unrelated

Serious Adverse Events
4 patients (50%) experienced a total of 9 SAE

Demographics

Responses

E-Selectin ligand was detected in all patients at baseline


