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CBFA2T3-GLIS2 (CBF/GLIS) AML
Most refractory Childhood AML
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• Infants,  young children
• Highly refractory

• Highly adherent (  CXCR4)

Smith et.al, CCR 2019



FOLR1 uniquely expressed in CBF/GLIS AML
No expression in normal hematopoiesis
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FOLR1 expression is induced by CBF/GLIS fusion
Causal Link between fusion and FOLR1 expression
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STRO-002 (Luveltamab Tazevibulin) is a FOLR1-
directed ADC with promising clinical activity against 

FOLR1-positive ovarian cancer

(1) Sutro-proprietary tubulin-targeting 3-aminophenol hemiasterlin warhead, SC209.
(2) Based on STRO-002 pre-clinical models showing immune stimulation at site of tumor upon cell death.

STRO-002 is a homogeneous antibody drug conjugate (ADC)
with a drug-antibody ratio (DAR) of 4, targeting
folate-receptor alpha (FolRα)

1

2

3

4

3
Protease-cleavable linker 4

2
pAMF

FolRα
1

Hemiasterlin-
derivative warhead

Y180

F404

FolRα is overexpressed in certain cancers including 
ovarian cancer and endometrial cancer

Precisely positioned non-natural amino acids, 
p-azidomethyl-L-phenylalanine (pAMF), at positions Y180 
and F404 on the heavy chain

Stable protease-cleavable linkers, with rapid clearance 
of toxic catabolite after release and cell killing

Warhead is hemiasterlin-derivative1 with potentially dual 
mechanism against the tumor – tubulin-inhibitor cytotoxin,
less sensitive to P-gp transport and induces immunogenic 
response upon cell death2



STRO-002; Potent FOLR1-directed Cytotoxicity
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STRO-002

CLINICAL EXPERIENCE IN CBF/GLIS AML

17 patients with CBF/GLIS+ AML treated with STRO-
002 through SUTRO Compassionate Use Program



Patient Demographics



Treatment Pathway
• Initial Monotherapy in 15
• Combination with

– Methotrexate
– Fludarabine & Cytarabine 

(+/- G-CSF)
– Venetoclax +/- Azacitidine 
– Decitabine

• Consolidation with
– DLI (donor lymphocyte 

infusions)
– Stem cell transplant

Total Patients Treated
N=17

<5% blasts at study entry
N=5

≥5% blasts at study entry
N=12

Monotherapy
N=3

Combination 
Therapy

N=2

Monotherapy
N=12

Continued 
Monotherapy

N=6

Cytotoxics Added
N=6



• Well tolerated
• Monotherapy
• Combination

• Outpatient monotherapy
• Maintenance monotherapy 

with little to no neutropenia

Adverse Events



Best Overall Response to STRO-002

MRD-Neg CR MRD-Pos CR PR/SD
Response (%) 41% 6% 53%
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Deep Response with No Hematopoietic Toxicity 
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Patient Disposition



Survival Post STRO-002 Treatment

All Patients

By Response status

MRD-Positive
Median OS 3.1 m

MRD-Negative
Median OS not reached 



Conclusions
• FOLR1 is expressed in CBF/GLIS AML

– Causal association
– No expression in normal hematopoiesis

• STRO-002 exhibits anti-leukemia activity in relapsed/refractory CBFA2T3-
GLIS2 AML

• Well tolerated as monotherapy and in combination with cytotoxic therapy
• Responses were seen in patients with and without prior stem cell 

transplant
• Response (CR) associated with improved outcome
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