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Objectivas: Platnum (P) sensitive mabgnant tumors of the ovary
u‘chﬁ\mg - & month after P and paclitaze! {T]) are usually reated with
£ monatherapy. An advantage for monotherapy vs. a combination
therapy 1 not yet established. Due o a persisiing neuropathy at the time
of relapsing feaused by the primary P/T 1hz,m'v)\ nor-neuraloxic
subrtanges for a P eombination are wanted. G is on improved active
substance o ovarian canger {0C) To cstablish a study arm for a
randomized phase 111 wia! we performed a phase V11 wrial with G/C,
Study Methods: 26 previously T and T treafed paticnts (mostly OC) with
a relapse = G months wete reatid on day 'L with C (dose: AUC S
aceordmg o the Calvert formuliy: G (doses escalating 80K-1000-1200
mg/m® was given on day | and 8. Maximum tolerable dose (MTD) was
conskicred (0 be reached i 2/6 pts. sxpenenee dose-limiting xieity
{DLT ) defined as: Neutropenia grade 4 > 7 days, febrile neutropenia,
2rade 4 rhrombocytopenia or maer organ toxicity grade 3 or higher,
R Neutropen.a grade 34 intievel | (12 pts, /4% courses) and levet [T
(6 5.3 courscs) was obssrved in 26% vs. 30%. Due to'2 grade 34
Lthrom uoc\!cpf'n‘a of 28% vi. 9% level 3 was cancelied and a Leved T
(C 1000 mg/m® day | and 8/C AUC 4 day 1) was estabiished. There
were no grade 4 hematologic and non-hematelogie wxicity's to chserve
)

anzlusions ‘The combination of G (1000 mg/m? day 1 and 8) with €
(AUC 4 dav 1) g21x6 15 safe to be iccommended for phase HI wrials. A
prospective randomized trial. comparing G/C with standard C in
raiapsed OC, has been mitiated by the AGO 0OC Swdy Group in
Sartember 1999,



