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Kitamura K et al. Leukemia 1997 
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Kanamaru A et al. Blood 1995, Asou et al. J Clin Oncol. 1998  
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A Phase й study comparing ATRA and New Synthetic 
Retinoid Tamibarotene (Am80) in maintenance therapy for  
Newly diagnosed APL: Japan Adult Leukemia Study Group 

JALSG) APL204 study  

J A L S G 
Japan Adult Leukemia Study Group 



JALSG APL204 Study 

Induction Consolidation  

A IDA × 3, Ara-C × 7 
B IDA × 1, Ara-C × 2  
C IDA × 1 

Group A  
WBC<3000 and  
APL cells<1000  

Group B 
3000֔ WBC<100
00  
or APL 
cells֕ 1000 

Group C 
WBC֕ 10000 

Group D  
If number of 
APL cells֕ 1000   

ATRA  45 

ATRA  45 
IDA 12 x 2 
AraC 100 x 5 

ATRA  45 
IDA 12 x 3 
AraC 100 x 7 

MIT    7× 3 
Ara-C 200 × 5 

DNR  50× 3 
Ara-C 200 × 5 

IDA    12 × 3 
Ara-C 140 × 5 

CR 

Maintenance  

Molecular 
CR R 

J A L S G 
Japan Adult Leukemia Study Group 

ASH2012 



Follow up 
(2 years) 

Maintenance 
(2 years) 

JALSG APL204 Study 

Primary endpoint:  

hematological or 

molecular relapse  

(relapse-free survival) 

J A L S G 
Japan Adult Leukemia Study Group 

ASH2012 

ATRA 45 mg/m2/d 

t.i.d × 14 days 
q 3 mos 
X 8 courses 

Am80 6 mg/m2/d 

b.i.d × 14 days 
q 3 mos 
X 8 courses 

PML/RARŬ 
MRD 

Monitoring  

Molecular 
CR R 

( Japan UMIN-CTR Registration ID : C000000154 ) 



Results of JALSG APL204  Study  

5-year RFS between Maintenance Groups 

ATRA n = 136 

83.5% 

90.8% 

p = 0.154 

Am80 n = 134  



Results of JALSG APL204  Study   

5-year RFS in WBC֕10,000/ɛl (Group C) 

according to Maintenance Groups 

60.3% 

87.7% 

p = 0.031 

ATRA n = 26 

Am80 n = 26  

  ATRA Am80 P 
Age 38 38 0.838 
Sex       

M 18 19 
0.611 

F 9 7 
WBC 26600 18400 0.103 
Hb 10.1  9.6 0.749 
PLT 2.3 3.0  0.525 
DIC score       

 < 2 0 0 
0.977 3 1 1 

> 4 24 23 



Park JH, Blood 120:1535, 2012 

ATRA plus arsenic gets ŀƴƻǘƘŜǊ ά!έ ƛƴ APL treatment 

ŀ ƴŜǿŎƻƳŜǊ ά!έƳул 
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http://www.jalsg.jp/index.html 



Miracle poison? 

  





Chen CQ, Kitamura et al. 



APL 2000 2008  

No.  Age/Sex Diagnosis Prior treatment 
Disease 
status 

Resistance 

1 61/M M3v A+CT Rel1  Ҧ + 

2 35/M M3 A+CT Rel1 ҍ 
3 30/M M3 A+CT Rel2 ҍ 
4 41/M M3 A+CT Rel1 ҍ 
5 62/M M3 A+CT, HD-Ara-C Rel3 ҍ 
6 42/F M3 A+CT, aPBSCT Rel2 + 
7 46/F M3 A+CT 2nd CR ҍ 
8 54/F M3 A+CT Rel2 ҍ 
9 19/M M3 A+CT Rel1 ҍ 
10 42/M M3 A+CT, UR-BMT Rel3 ҍ 
11 61/M M3v A+CT Rel1 ҍ 
12 48/M M3 A+CT, HD-Ara-C Rel2 ҍ 
13 39/M M3v A+CT, UR-BMT Rel3 ҍ 
14 20/M M3 A+CT Rel1 ҍ 
15 36/M M3 A+CT Rel1 ҍ 



 

Goto Tomita et al. Blood 2011 



PML B2 RAR LB #1) 

Goto Tomita et al. Blood 2011 


