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A phase lll Trial of postoperative chemotherapy or no further treatment for patients with
node-negative stage I-ll intermediate or high risk endometrial cancer.

ENGOT-EN2-DGCG / EORTC-55102
NCT01244789

Sponsor: DGCG

n=6/8

Chemotherapy
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5-year survival - FIGO

Stage | Gl G2 G3

la 93 91
Ib 92 93

Ic 91 75
Stage |l

lla 90 4 68

l1b 7 65
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No of

DGCG Denmark
NSGO Sweden, Finland 10 9 26
BGOG Belgium 10 8 8
EORTC Belgium, Austria, Germany, 27 23 34

Spain, UK, Nederlands, Czech
Rep

G-GOC us 1 1
MaNGO Italy 1 0
MITO ltaly 1 2
GEICO Spain 10 0 0
CEEGOG Czech Rep. pending 0 0
ISGO Israel 7 0 0
NOGGO Germany 5 0 0

Total 90 49 121
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A randomized double-blind placebo-controlled phase Il trial of first-line combination chemotherapy
with Nintadenib for patients with advanced or recurrent endometrial cancer

ENGOT-EN1 / FANDANGO

Randomization: 1:1

n = 148 NCT02730416
ARM A Monotherapy
/ \ Carboplatin + Nintedanib
Endometrial Paclitaxel
Cancer + Treat to
—_— Nintedanib PD/toxicity
Stage 3C2 ey ( RaNdomize
or .
Stage 4 Inve_stlg
or choice
First relapse ARMEE Monotherapy
Carboplatin + Placebo
Paclitaxel
+ Treat to
Placebo PD/toxicity
_ Sponsor: NSGO Stratifications
Project Manager: Christina Jederud | | Astage of disease (stage 3C2 vs. stage 4 vs. recurrent disease)
Statistitian: DePont Christensen APrior adj chemotherapy (yes/no)
Pl. Mirza ADisease status (Measurable disease vs. non-measurable)




A randomized double-blind placebo-controlled phase Il trial of first-line combination chemotherapy
with Nintadenib for patients with advanced or recurrent endometrial cancer

ENGOT-EN1 / FANDANGO

Study Status

Feasibility in collaborative groups completed

Intergroup contracts being signed

NSGO site-contracts being signed
Submissions DK (DHMA & VEK) i completed
Submissions SE (CA & EC) T completed
Submissions to other countries to follow
(GSO(FIN, NOR, BEL) GINECO, NOGGO)

ALVIAC (cdrug supoly): reacy oy mid July 20019

Expected first patient in: August/September 2016

mansoor@rh.regionh.dk



