t IGCS 2022 BN I ™

" f\\: ANNUAL GLOBAL MEETING NEW YORK CITY
/"N SepT29-ocT1H NG N

¢

0003 / #557

Plenary Session
PLENARY 01: OPENING CEREMONY AND ORAL ABSTRACT PRESENTATIONS
29-09-2022 8:00 AM - 10:30 AM

OVERALL SURVIVAL RESULTS FROM ARIEL3: A PHASE 3 RANDOMIZED, DOUBLE-BLIND
STUDY OF RUCAPARIB VS PLACEBO FOLLOWING RESPONSE TO PLATINUM-BASED
CHEMOTHERAPY FOR RECURRENT OVARIAN CARCINOMA

Robert L Coleman', Amit Oza?, Domenica Lorusso?, Carol Aghajanian*, Ana Oaknin®, Andrew

Dean®, Nicoletta Colombo?, Johanne Weberpals8, Andrew Clamp?®, Giovanni Scambia'®, Alexandra
Leary'', Robert Holloway'2, Margarita Amenedo Gancedo'3, Peter Fong', Jeffrey Goh'®, David
O'Malley'®é, Sandra Goble'?, Lara Maloney'8, Jonathan Ledermann?®

"The University of Texas MD Anderson Cancer Center, Department Of Gynecologic Oncology And
Reproductive Medicine, Houston, United States of America, 2Princess Margaret Cancer Centre,
University Health Network, Division Of Medical Oncology And Hematology, Toronto, Canada, 3MITO and
Fondazione IRCCS Istituto Nazionale dei Tumori, Gynecologic Oncology Unit, Milan, Italy, “Memorial
Sloan Kettering Cancer Center, Gynecologic Medical Oncology, New York, United States of

America, 5Vall d'Hebron Institute of Oncology (VHIO), Hospital Universitari Vall d’Hebron, Vall d’Hebron
Barcelona Hospital Campus, Gynaecologic Cancer Programme, Barcelona, Spain, 6St John of God
Subiaco Hospital, Department Of Oncology, Subiaco, Australia, "European Institute of Oncology and
University of Milan-Bicocca, Gynecologic Cancer Program, Milan, Italy, 80ttawa Hospital Research
Institute, Division Of Gynecologic Oncology, Ottawa, Canada, °The Christie NHS Foundation Trust and
University of Manchester, Department Of Medical Oncology, Manchester, United Kingdom, 'Fondazione
Policlinico Universitario A. Gemelli IRCCS and Scientific Directorate, Ginecologia E Ostetricia, Rome,
Italy, ""Gustave Roussy Cancer Center, INSERM U981, and Groupe d'Investigateurs Nationaux pour
I'Etude des Cancers Ovariens (GINECO), Gynecological Unit, Villejuif, France, '2Florida Hospital Cancer
Institute, Department Of Gynecologic Oncology, Orlando, United States of America, *Oncology Center of
Gallicia, La Corufia, Medical Oncology Department, La Corufia, Spain, '“Auckland City Hospital, Medical
Oncology Department, Grafton, Auckland, New Zealand, '®Cancer Care Services, Royal Brisbane and
Women'’s Hospital, Department of Oncology, Herston, QLD, Australia And University Of Queensland, St
Lucia, Australia, 8The Ohio State University, James Cancer Center, Clinical Research Gynecologic
Oncology, Columbus, United States of America, "Clovis Oncology, Inc., Biostatistics, Boulder, United
States of America, ®Clovis Oncology, Inc., Clinical Development, Boulder, United States of

America, 'UCL Cancer Institute, University College London and UCL Hospitals, Department Of
Oncology, London, United Kingdom

Objectives: In ARIEL3 (NCT01968213), rucaparib maintenance treatment significantly improved
progression-free survival (PFS) vs placebo. We present updated PFS2 and preplanned final overall
survival (OS) analyses.

Methods: Patients were randomized to receive rucaparib 600 mg BID or placebo. Efficacy was analyzed
across the 3 protocol-defined nested cohorts (BRCA-mutant, homologous recombination deficient [HRD],
and intent-to-treat [ITT]). PFS2 was an exploratory endpoint, defined as time from randomization to
second event of investigator-assessed disease progression, or death due to any cause. OS was a
secondary endpoint with analysis planned after 70% of death events. The data cutoff was April 4, 2022,
for efficacy and December 31, 2019, for safety. Patients were followed after treatment discontinuation for
incidence of myelodysplastic syndrome (MDS) or acute myeloid leukemia (AML); MDS/AML are reported
as of April 12, 2022.

Results: Median follow-up was 77.0 months as of the efficacy data cutoff. In the ITT population, death
events had occurred in 410/564 (72.7%) patients. PFS2 and OS are presented in the Table. Among
placebo-arm patients, =45% received a PARP inhibitor as a subsequent treatment. Safety was consistent
with prior reports; MDS/AML was reported in 14 (3.8%) rucaparib-arm and 6 (3.2%) placebo-arm patients



2 IGCS 2022 I\ F &

ANNUAL GLOBAL MEETING

7/ SEPT29 -ocT1H W

NEW YOEK CITY

-

(P=0.72) (reported post-study drug treatment in 8 cases in the rucaparib arm and 6 in the placebo

arm).
BRCA HRD ITT
Rucaparib Placebo Rucaparib Placebo Rucaparib Placebo
(n=130) (n=66) (n=236) (n=118) (n=375) (n=189)
PFS2 events, n (%) 98 (75.4) 54(81.8) | 183(77.5) | 99(83.9) 302 (80.5) 162 (85.7)
Median PFS2, 26.1 18.4 24.7 18.4 20.6 16.3
months (22.8-32.8) | (15.7-24.4) | (21.9-26.8) | (15.8-22.1) | (18.7-23.5) | (14.6-17.9)
(95% ClI) HR 0.672 HR 0.718 HR 0.703
(95% CI1 0.480-0.941) (95% Cl1 0.558-0.923) (95% Cl 0.579-0.854)
P=0.02 P=0.01 P<0.01
0S events, n (%) 82 (63.1) 48(72.7) | 159(67.4) | 85(72.0) 270 (72.0) 140 (74.1)
Median OS, 45,9 47.8 40.5 47.8 36.0 43.2
months (37.7-59.6) | (43.2-55.8) | (36.6-48.4) | (42.7-53.0) | (32.8-39.4) | (38.1-46.9)
(95% ClI) HR 0.832 HR 1.005 HR 0.995
(95% Cl1 0.581-1.192) (95% C1 0.766-1.320) (95% C10.809-1.223)
P=0.32 P=0.97 P=0.96

HRs and associated P values were calculated using a stratified log-rank test and stratified Cox-proportional model. P values are
nominal with no adjustment for multiplicity.
Cl, confidence interval; HR, hazard ratio.

Conclusions: These data support the use of rucaparib as a maintenance treatment for recurrent ovarian
carcinoma; although no OS benefit was seen, the PFS benefit for rucaparib was maintained through the
subsequent line of therapy.




