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Arm 1(SOC)
CTX 6 cycles gawk
N=309 -
Newly diagnosed —» Bevacizumab q3wk Primary:
advanced high «  PFShby Inv
grade epithelial . . . o
OVC stage IV Arm 2 (Tx intensification) (BICR sensitivity)
CTX 6 cycles q3wk Maintenance for all pts
Primary surgery or [N IRy _ without PD on CTX Formal Secondary
interval debulking ————p Bevacizumab g3wk (CR, PR, SD) (tested):
surgery (D) Durvalumab  g3wk « 0S
All comers Olaparib till PD for pts with
Arm 3 (Tx intensification with olaparib maintenance) evidence of disease Other secondary
N=309  CTX 6 cycles q3wk at 24 mo + PFS2
N =927 —p + ORR
Bevacizumab g3wk .« HRQOL
Durvalumab 3wk « TFST, TSST, TDT

Olaparib 300mg BD (24 months)
| |

| |
5 months 15 months 30 months

Stratification:
1) No residual vs. residual or IDS
2) tBRCAwt vs. tBRCAmut
3) Region: US; EU, RoW
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design

120 patients

with a germline or somatic

Olaparib tablets

mutation in BCRA1 /2

Eligible patients

Exposure for 218 months after
first-line chemotherapy or =12
months after second-/later-
line chemotherapy

300 mg bid or last

= Relapsed non- tolerable dose

mucinous EQC

Treatment with r‘f \‘1
s e U PR or CR to most PES

. recent course of
maintenance - platinum-based Primary endpoint
therapy chemotherapy (RECIST 1.1)
PR/CR after>4 (no bevacizumalk)
cycles of platinum- l‘*\ J"

based chemo

Documented
BRCA1/2 status
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108 patients

Exposure for 212 months after
first-line chemotherapy or Z&
months affer second-/later-
line chemotherapy

Stratification factors:

»  Prior bevacizumab

= =3 wvs =4 prior lines of
chemotherapy




Study design ANITA

N= 414 patie Control &Armm (A)

Platinum
doublet
,.r/:El_E::u rrent high- grade \ + ;:nebn

serous or endometrioid, or
undifferentiated owvarian,
primary peritoneal or tubal
carcimoma

TFIp =& months

== 2 prior limes

=mheasurable disease

Miraparib + Placebo

umntil disease progression, unacceptable
boaicity, death or withdrawal of consent

& cycles
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I CR. PR or

Experimental &rm (B)

sECOG< 1 :'atli;l“-':':_ Miraparib + Atezolizumab
L=1N] L= =
I\\— ——’/II until disease progression, unacoe ptable

Atezolizurmab

Dodicity, death or withdraswal of consent
& cycles

Stratification factors:
= Platinum based regimen selected
= PFI (6-12 months vs. > 12 months)
= BRCA mutation status (mutated vs. non-mutated)
* PD-L1 expression status (positive vs. negative vs. non informative)
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= weight =58 and <77
' e Start at 200 mg RADAR

oR dosing
- weight =277kg and
platelet count
=150,000/uL

Miraparib 300 mg
RANDOMIZED COHORT

ISTITUTO DI RICERCHE
I M “ FARMACOLOGICHE
MARIO NEGRI - IRCCS




