
In our pursuit to improve the lives of people living with cancer, Clovis Oncology is committed to realizing the promise of precision 
medicines. Our product development programs generally target specific subsets of cancer, and for those indications that require them, the 
company seeks to simultaneously develop with partners diagnostic tools intended to direct a compound to patients most likely to benefit 
from their use.

ABOUT RUBRACA® (RUCAPARIB)
Rubraca is an oral, small molecule inhibitor of poly (ADP-ribose) polymerase (PARP) 1, 2 and 3 being developed in multiple tumor types.

In the United States, Rubraca (rucaparib) tablets are indicated as monotherapy for the maintenance treatment of adult patients with 
recurrent epithelial ovarian, fallopian tube, or primary peritoneal cancer who are in a complete or partial response to platinum-based 
chemotherapy. Rubraca is also indicated as monotherapy for the treatment of adult patients with deleterious BRCA-mutation (germline 
and/or somatic) associated epithelial ovarian, fallopian tube, or primary peritoneal cancer who have been treated with two or more 
chemotherapies and selected for therapy based on an FDA-approved companion diagnostic for Rubraca. If you are in the U.S., click here 
for full Prescribing Information and additional Important Safety Information.   

In Europe, Rubraca is licensed as monotherapy for the maintenance treatment of adults with platinum-sensitive relapsed high-grade 
epithelial ovarian, fallopian tube, or primary peritoneal cancer who are in response (complete or partial) to platinum-based chemotherapy, 
regardless of BRCA status. Rubraca is also licensed for adult patients with platinum-sensitive, relapsed or progressive, BRCA-mutated 
(germline and/or somatic), high-grade epithelial ovarian, fallopian tube, or primary peritoneal cancer, who have been treated with two 
or more prior lines of platinum-based chemotherapy, and who are unable to tolerate further platinum-based chemotherapy. If you are 
a healthcare provider in Europe, click here to access the Rubraca (rucaparib) Summary of Product Characteristics on the European 
Medicines Agency website. Healthcare professionals should report any suspected adverse reactions via their national reporting systems. 

Rubraca is an unlicensed medical product outside of the U.S. and Europe. 

Clovis is developing Rubraca in multiple tumor types, including ovarian and prostate cancers, as monotherapy and in combination with 
other anti-cancer agents. In addition to those described below, exploratory studies in other tumor types are underway. Clovis holds 
worldwide rights for Rubraca.
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Clovis Oncology believes that precision medicine – delivering the
right treatment to the right patient – is the future of cancer therapy.
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Study is part of Bristol-
Myers Squibb (BMS) clinical 
collaboration; view ATHENA 
press release here. 

Enrolling 

Target enrollment complete 

Data supported April 2018 
U.S. approval; view press 
release here.

Data supported January 2019 
EU approval; view press 
release here.

Completed 

Data supported December 
2016 U.S. approval; view 
press release here.

Data supported May 2018 EU 
approval; view press release 
here.

Completed 

Data supported December 
2016 U.S. approval; view 
press release here.

Data supported May 2018 EU 
approval; view press release 
here.

A randomized, multinational, double-blind, placebo-
controlled, four-arm trial evaluating rucaparib and 
nivolumab as maintenance treatment following 
response to front-line treatment in newly-diagnosed 
ovarian cancer patients. Response to treatment will 
be analyzed based on homologous recombination 
(HR) status of tumor samples. 

A confirmatory multicenter, randomized study of 
rucaparib versus chemotherapy in relapsed ovarian 
cancer patients with BRCA mutations who have 
failed two prior lines of therapy.

A randomized, double-blind study comparing the 
effects of rucaparib against placebo to evaluate 
whether rucaparib given as a maintenance 
treatment to platinum-sensitive patients can 
extend the period of time for which the disease is 
controlled after a positive outcome with platinum-
based chemotherapy.

An open-label study evaluating rucaparib in 
patients with platinum-sensitive, relapsed, high-
grade epithelial ovarian, fallopian tube, or primary 
peritoneal cancer. 

An open-label, safety, pharmacokinetic, and 
preliminary efficacy study of oral rucaparib in 
patients with solid tumor (Phase 1) or gBRCA 
mutation (Phase 2) ovarian cancer. 

Indication Trial Name,  Description Primary Status
 Phase  Endpoints
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A randomized open-label study evaluating the 
effects of rucaparib compared to physician’s 
choice of therapy for patients with metastatic 
castration-resistant prostate cancer (mCRPC) 
with specific gene alterations including BRCA and 
ATM. Eligible patients must have progressed on 
one prior androgen-receptor targeted therapy and 
must not have received prior chemotherapy for 
castration-resistant prostate cancer.

A single-arm study in patients with BRCA  
mutations (inclusive of germline or somatic) and 
also enrolling patients with deleterious mutations  
of other homologous recombination repair genes. 
All patients must have progressed on at least one 
or two lines of androgen-receptor targeted therapy.



CLOVIS-SPONSORED RUBRACA STUDIES (continued)

Indication Trial Name,  Description Primary Status
 Phase  Endpoints

Rubraca is approved by the regulatory agencies in the U.S. and the EU for the indications stated previously in the “About Rubraca” section of this 
clinical overview. All other disease indications are investigational and therefore have not been proven safe or effective by any health authority.
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Pan-tumor study in patients with solid tumors 
associated with deleterious mutations in 
homologous recombination repair genes. 

Rucaparib in combination with sacituzumab 
govitecan for the treatment of advanced 
metastatic triple-negative breast cancer, relapsed 
platinum-resistant ovarian cancer, and advanced 
metastatic urothelial cancers. Part of the 
SEASTAR study comprised of multiple single-arm 
rucaparib combination studies.

An open-label, dose-escalation, safety and 
pharmacokinetic study of rucaparib administered 
twice daily (BID) to Japanese patients with a solid 
tumor who have failed previous standard treatment 
for their cancer. A recommended dose of rucaparib 
for Japanese patients will be determined in a dose-
escalation portion and then further evaluated in a 
dose-expansion portion of the study.

ABOUT LUCITANIB
Lucitanib is an investigational oral, potent inhibitor of the tyrosine kinase activity of vascular endothelial growth factor receptors 1 through 
3 (VEGFR1-3), platelet-derived growth factor receptors alpha and beta (PDGFRα/β), and fibroblast growth factor receptors 1 through 3 
(FGFR1-3). The clinical collaboration with Bristol-Myers Squibb expanded in 2019 to include the combination of lucitanib and nivolumab. 
Clovis has global rights (excluding China) for lucitanib.

CLOVIS-SPONSORED LUCITANIB STUDIES 
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Rucaparib  
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Phase 1b/2

Lucitanib with 
Nivolumab
Combination 

Phase 1b/2

Study with multiple treatment arms evaluating the 
safety, tolerability, PK, and preliminary efficacy 
of rucaparib in combination with lucitanib in 
patients with locally advanced or metastatic solid 
tumors (Phase 1b), followed by evaluation of the 
combination in advanced ovarian cancer patients 
in an expansion phase (Phase 2 cohorts). Part of 
the SEASTAR study comprised of multiple single-
arm rucaparib combination studies.

Study to evaluate the safety and efficacy of 
lucitanib in combination with nivolumab in patients 
with advanced gynecologic cancers and other 
solid tumors.
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Visit www.clovisoncology.com to learn more about Clovis Oncology and current clinical trials underway.  
For information about enrollment status for any of these clinical trials, visit www.clinicaltrials.gov.

Copyright © 2019 Clovis Oncology. 

PARTNER-SPONSORED STUDIES 
Clovis is exploring Rubraca and lucitanib in combination with inhibitors of PD-1.

In July 2017, Bristol-Myers Squibb Company (BMS) and Clovis Oncology, Inc. announced a clinical collaboration agreement to evaluate 
the combination of BMS’ immunotherapy nivolumab and Clovis Oncology’s Rubraca. Exploratory studies in ovarian, prostate, gastric 
and lung cancers are underway or planned, as well as active discussions with BMS regarding additional potential combination studies. 
In February 2019, the clinical collaboration with BMS was expanded to include the combination of lucitanib and nivolumab.
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An investigational immunotherapy study of 
nivolumab in combination with rucaparib, 
docetaxel, or enzalutamide in metastatic 
castration-resistant prostate cancer. The 
nivolumab and rucaparib combination in 
metastatic castration-resistant prostate cancer is 
being conducted as an arm of the larger BMS-
sponsored study. 
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FRACTION  
Rucaparib 
Combination 
with Nivolumab 
and Ipilimumab

Phase 2

Combination study of rucaparib with nivolumab 
and ipilimumab for the treatment of advanced 
gastric cancer. The nivolumab, ipilimumab and 
rucaparib combination in advanced gastric cancer 
is being conducted as an arm of the larger BMS-
sponsored study.

• Overall  
 response rate

Planned

Sponsored by BMS

Gastric 
Cancer

Lucitanib 
Combination 
with Nivolumab

Phase 2

Combination study of lucitanib and nivolumab 
in patients with stage IV non-small cell lung 
cancer that has spread or reoccurred after failure 
of chemotherapy and immunotherapy. The 
nivolumab and lucitanib combination in stage IV 
non-small cell lung cancer is being conducted as 
an arm of the larger BMS-sponsored study. 
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