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(,) QUESTION

GINECO

* Who is a good candidate ?

* Which surgical objective ?

e Which benefits ?



MORBIDITY OF SURGERY FOR
(') RECURRENCE
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e Bleeding: 500cc (300 — 1000)
* Operative length: 233 min (130 — 288)
* Bowel resection : 40% (0 — 80)

* “significant” perioperative morbidity:
19.2% (0 — 88)

 Median survival: 30 month (10 — 62)

Bristow R et al. 2009
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=neco predictors of complete resection

TABLE 5. Multivariate analysis of factors for achieving complete resection

Parameter Estimate OR 95% CI P value
Eastern Cooperative Oncology Group (ECOG) .94 27 2.65 1.56-4.52 < 00l
Residual disease after primary surgery (mm)* 90 27 2.46 1.45-4.20 < 1
Ascites 1.63 Ad 3.0H 1.97-13.16 = Ad1
Localization of recurrence in preoperative diagnostics A 31 1.55 B5-2 .82 155

OR odds ratio, CI confidence interval.
* Altematively Intemational Federation of Gynecology and Obstetrics (FIGO) stage if residual disease after primary surgery is unknown
[hazard ratio (HR) 1.87 (95% C1 1.04-3.37); P = .036)].

Harter P & al 2006
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anzco  mpact of surgical outcome

1 4
0,9 -
> 0.8 - no residuals
= 07 - median OS 45.2 mos.
L0
S 064
o
S 05-
T 044 —
e 034
® 02 :;211.;08?:42 7.16): p < 0.001 RUSS, . 29 2o
4.7 ( 42-7,18); p . median OS 19.7 mos.
0,14 0vs. 10+ mm: residuals 1 - 10 mm
0 HR:3.31(CI1,86 - 5,88); p< 0.001 i median OS 19.6 mos.
0 12 24 36 48

DESKTOPOVARI months



) DESKTOP Il : DESIGN

GINECO

Patients with disease-free.interval > 6 months, informed consent, and:

* good performance status (ECOG =0)

« no residuak after primary surgery (if unknown FIGO stage Il initially)
*  No orsmall volume of ascites (estimation: < 500 ml)

/\

Yes No
i surgen s still desired:
open laparoscopy
perioneal carcinosis?
">>‘7,.-' - -.‘
_ No Yes
A ' FIG. 2. Design of the Arbeitsgemeinschaft
A o Owtoralpart of DESKTOP I - anky descriptise analysis | Gynaekologische Onkologie Ovarian Com-
e & = : mittee Descriptive Evaluation of preoperative

Laparotomy _ : Tptv o p!
+ Selection KrniTeria for O Perability in recurrent
OVARan cancer (AGO OVAR DESKTOP
platinum-based combination therapy ).

Complete cytoreduction in 76% of patients with a first recurrence
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) THE REFERENCE

1.0

HR = 0.82 (85% C1, 0.72 to 0.94)
Log-rank P (superlority) - .005
P (noninferiority) < 001
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(median PFS, 9.4 mo)

Proportion Not Progressing
o
~n

T T T T T

0 " 12 18 24 30
Time After Random Assignment (months)

No. at risk

Carboplatin-PLD 466 397 188 60 20 <

Carboplatin-paciitaxel 507 405 152 45 10 2

Fig 2 Progression-free survival (PFS). HR, hazard ratio; PLD, pegylated liposo-

mal doxorubicin.

CALYPSO 2005 - 2007

Prognostic factors:

Univariate: age, nb lines, platinum free
interval, surgery for recurrence;
measurable tumour, size < vs. >5cm, nb
sites (1 or +), grade, ECOG, treatment

Multivariate : treatment

Recurence sensitive to platinum, DFS : 11.3 month

Pujade Lauraine E et al. 2010
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 Main objective
— Overall survival

e Secondary objectives

— Progression free survival

— Quality of life (baseline, 6, 12 month)(EORTC
QLQ 30 & NCCN FOSI)

— Prognostic value of residual disease
— Postoperative morbidity

— Exploratory analyses of surgical characteristics
and chemotherapy, prognostic factors
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Randomized trial assessing the impact of surgery in patients with a first relapse
of platinum sensitive ovarian cancer.

First relapse, platinum sensitive

First treatment platinum based,

PFS >6 months.

No previous chemotherapy for
the relapse.

Complete surgery deemed

feasible and positive AGO score

q
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ﬁ

Surgery

ﬁ

No surgery

Platinum based
>~ chemotherapy

* Recommended platinum-based chemotherapy regimens:
- carboplatin/paclitaxel

- carboplatin/gemcitabine

- carboplatin/pegliposomal doxorubicin

-or other platinum combinations in prospective trials
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1rst recurrence of platinum sensitive, invasive epithelial
ovarian, fallopian tube- or primary peritoneal cancer of any

inital stage

Progression-free interval of at least 6 months after end of
last platinum based chemotherapy

OR recurrence within 6 months or later after primary surgery
if the patient has not received prior chemotherapy in
patients with FIGO I. Non cytostatic maintenance therapy
not containing platinum will not be considered for this
calculation



DESKTOP I: - descriptive analysis in a multi-
AGO-OVAROP.1  centre setting
- identify an appropriate endpoint
- creation of a model for a
predictive score for resectability
(allowing pts. selection for further studies)

DESKTORP IllI: - Validation of the predictive score
AGO-OVAR OP.2 - descriptive analysis of the selection
bias for offering surgery to ROC pts.

DESKTORP lll: - Prospectively randomized trial to
AGO-OVAR OP4  evaluate the impact on OS
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» Contact : bvotan@arcagy.org

» Contact : nlefur@arcagy.org




