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IAG: Non-Hematologic Toxicity 
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DLT !	


DAG: WBC & ANC Level-1: 
DNR 50 
(D1-3)+ 
GO 3(D4) 

Level-2: DNR 50 (D1-4)+ GO 3(D5) 

Level-3: DNR 50 (D1-5) +GO 3 (D6) 

DAG: Hematologic Toxicity 
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DAG: Non-Hematologic Toxicity 
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Assessment of DLT 
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No of Pts No of DLT
IAG
Level-1 3 0
Level-2 3 0
Level-3 3 3 Prolongation of neutropenia

Prolongation of thrombocytopenia
Grade 4 Infection (Brain Abscess)

DAG
Level-1 3 0
Level-2 4 0
Level-3 3 0
Level-4 SRB recommended not to proceed 

IAG-Level-3 is MTD 
DAG-Level-4 will be MTD   

IAG-Level-2  
DAG-Level-3    Recommend Dose & Schedule:  

Median Counts of WBC & ANC at 
Administration of GO 
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Response	
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Outcome: 
Alive: 18 patients 
Dead: 1 patient (DAG-level-2) died of CNS bleeding due to PD 

Conclusion  
1.  Combination of GO with conventional( as JALSG) IDR+Ara-

C or DNR-Ara-C is well tolerated and active in relapsed/
refractory AML 

2.  MTD of GO in the combination is considered 5 mg/m2 (just 
after IDR or DNR administration) 

3.  Major toxicities are severe neutropenia, thrombocytopenia, 
febrile neutropenia 

4.  No VOD/SOS was observed 
5.  Both of IAG [ IDR 12 mg/m2 (D1-3)+Ara-C 100 mg/m2 

(D1-7)+GO 3 mg/m2 (D4)] and DAG [DNR (50 mg/m2 
D1-5)+Ara-C 100 mg/m2 (D1-7)+GO 3 mg/m2 (D6)] therapies 
are recommend for phase II study to evaluate long term 
efficacy and safety 
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