Case #3—
Recurrent Platinum-Sensitive
Ovarian Cancer

Gavin Stuart, MD
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Paclitaxel 175-185 mg/m? (3h)
+

Carboplatin AUC 5-6
or Cisplatin (10%)

R 7111« 11 I Platin without Paclitaxel
Carboplatin mono (71%)

== n=410 p Cisplatin mono (2%)

regimen (UK) Other platin regimens (27%)
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Patients at risk
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Paclitaxel + Conventional Platinum
Toxic Effect Platinum (n = 392) Therapy (n = 410)




With_at least evaluable disease |

Gemcitabine 1000 mg/m2? d

6+ months after nlatinum—— | 1+8

Carboplatin AUC 4 d 1
g 21 x 6 (-10)

Carboplatin AUC 5 d 1

s Measurable disease | q 21 X6 ('10)
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HR 0.72 (95% Cl, 0.58-0.90)

P=.73
I"' 1

Median = 8.6m (7.9 - 9.7m)
Median = 5.8m (5.2 - 7.1m)

Survival Probability
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Months
Ma. at Risk

C 178 155 120 7o 24 14
GC 178 161 128 &3 41 13

Mo, at Risk

c 178 82
GC 178 125




P Value

Carbo

Gem/Carbo




Experimental arm: CD
PLD 30 mg/m?21V d1
Carboplatin AUC 5d 1
Paclitaxel 175 mg/m2 1V d 1
Carboplatin AUC 5d 1

Control arm: CP
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relapse (>6 months) after

e Theranv-free interval
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CP (n

Number of Patients (%)

CD (n = 466)

HI/\/

ECOG performance status®

Characteristic
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CP (n

Number of Patients (%)

CD (n = 466)

Characteristic
Tumor size




Median PFS, mo







Infection




CD (n = 466) CP (n = 501)
Grade 2 Grade 3/5 Grade 2 Grade 3/5

aéle score

Neuropathy

score over time

Mean QoL sc
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Pegylated Liposomal
Doxorubicin +
Carboplatin

Gemcitabin +
Carboplatin

Nleurotoxicity — Hematolooical Toxicity — Hand Foot Sv (1194)

Paclitaxel +
Carboplatin




Strata:
Platinum
sensitivity
and ECOG
performance

Trabectedin 1.1 mg/m?
3 hour infusion +
PLD 30 mg/m?

q 3 weeks

Dexamethasone premedication

PLD 50 mg/m?




(@]
-
S
]
©
o
-




PFS Events: 105 PFS Events: 112

HR:0.70 (0.47-1.03) i HR:0.66 (0.46-0.97)
P=.0707 8 P=.0311

# Censored 105 ] # Censored 104
] Trabectedin+PLD

Trabectedin+PLD
11.1 mo
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Curmnulative probability
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Time from Randomization, months Time from Randomization, months
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Recurrent Ovarian and Peritoneal Cancer
TFIl > 6 months

To Chemotherapy
Randomization




Memorial Sloan-Kettering US [Protocol 07-078




2 x 2000mg PO qgd

= BbIBE 1120

- Max. duration of 120 weeks in nonprogressing patients

- No intake on days of chemotherapy
- Dose: 200 mg po bid (combi + mono)
dl | - Dose adaptation in case of undue toxicity

BIBF 1120/ Placebo :
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