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Phase 1/11 Study ofgemtuzumab
ozoganlicin in combination chemotherapy

for CD33+refractory or relapsed AML:

JALSC―ADIIL206
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' Current beatment results in ydng .dults with non-ApL-AML are
tbproving (%CR >70%, sY-OS 40-50%), how€ver, quite a lew patients
telepse or refraclorV to initial thGraDies,
SIr:N S -R-/- tu% W

Background
. Patients with relaDsed or r€frartory AMLhale a poor outcome

(%cR<50%, 5Y-OS<30%).

'' Gemtuzumab ozogamaicin(co)is a humanized anti-CD33 llto^b
conjugated with cltotoxic antitumor antibiotic, calicheamicin, that
terget CD33 Ag. lUore than 80yd ofAltfL cells hrve CD33 on rheir
ssrface.

' GO induces CR+CRp in ebout 307. of r€lapsed/refractory ANtL
. Several studies leshd tbe use of GO in combination chemothersp),,

eilher at dirgnosis orut tim€ of rel.pse and mosr of rhem are mdre
promising than moootherapy.
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AIPIS and OBJECTIVES
AIMS

erec● ve sa]vage therapies combining new agent(CO)wllh

co nven“ On』 chen101herapy(JALSC AML201 induction therapy
regimen)

・ OBJECTIVES
―Determlnc Maximun 101erated dose ttTD)

― To■ icity pronle(NCl‐ CTCAE ver3)

― Response Rate anterm2● onal Working Croop Critri2)

lnclusion Crit€rir
l. CD33+ denovoAi\{Lexcept

APL ; refractory lo the first
remission induction lherapv or
first relrpse (>6 months from

Eligibility

Erclusion Cri&ria
l. Previous MDS/NIP
2. Secondary Ai\tL
3. CNS leukemia
.1. RseiYedTransplantation
5. Women who are pregnant or

brerstfeding
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Treatment Schedule

l IDR arm(IAC)

2 DNR arm (DAC)
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AML206 Study Schema

IAC:6 institutes DAC:S institutes

Patients Demographics

Patients Demographics-2

or.rnn llc D\G
Petftrtmel Shlc
$a( {rlt'IFl-)
\ldar (R$$) 1.0(0.1J9.!) l.7lt.e-19.2) r-l 0.9-!i.ll

Hb (gdl)
lldbi(kns.) l0.c (?.1'11.6) 12.5 (t.Gll.6) 106 (?.1-lt.E)

Plrl (rla'ipl.)

)ldh.(R.na.r t.t{z.H.i) 5.e(2-Cl0.7l ll.5ll-s{.Jt

Udiri(kn{e} {:.3 (?.tt6,al $,J ll?.l$) !9.9 (7.9-h.})

1!CDll al$tr
JFIrn(Ridq.t a9.{{19-100t 92.9{62.i,IffD&.6i19-$,r}
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IAG:Non…Hematologic Toxicity
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DAG:WBC&ANC
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DAG:Non… IIcmatologic Toxicity

Assessment of DLT

l-evel'l 3 0

Level-2 3 0

Level-3 3 3 Prolongation of neutropenia
Prolongation of thrombocltopenia
Crude 4 Infection (Brtin Abscess)

DAG
Level-l 3 0

Level-2 4 0
Level-3 3 0

Level4 SRB r€commerded nol lo proceed

肝きli出l‖1:、lD Recommend Oose&Sched ug踊『 111

ンledian Counts Ofヽ ヤBC&ANC at
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Response
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De.dr I p.tient (DAC-leve!2) died ofCNS bleeding due to PD
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Conclusion

l Combination of GO with conventional( as JALSG) IDR+Ara-
C or DNR-Ara-C is well tolerated and active in relapsed/

refractory AJ\!L
2. MTD of GO in the combination is considered 5 mg/m2 (iust

after IDR or DNR administration)

3, Major toxicities ar€ seyere neutropenia, thrombocytopenia,
febrile neutropenia

4. No VOD/SOS was observed

5. Both of IAG I IDR 12 mg/m2 @t-3)+Ara-C 100 mg,/m2

{Dl-7)+CO 3 mg/m'? (D4)l and DAC IDNR (50 mglm2
Dl-5)+Ara-C 100 mglm2 (D1-7)+GO 3 mgim'?(D6)l therapies
are recommend for phase II study to evaluate long term
eflicacy and safety
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