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Olaparib

Rucaparib

Withdrawn
Indication in US

For the treatment of adult patients with deleterious or suspected deleterious
germline BRCA-mutated (gBRCAm) ovarian cancer who have been treated with three
or more prior lines of chemotherapy.

For the treatment of adult patients with a
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.

Phase 3 trial
requested by FDA

SOLO3

ARIEL4

Study population

Patients with gBRCAm platinum-sensitive relapsed ovarian cancer who had received
at least 2 prior lines of platinum-based chemotherapy

Patients with relapsed ovarian cancer and a BRCA
mutation (inclusive of germline and/or somatic) who
received two or more prior lines of chemotherapy

Eligibility criteria

* Relapsed, high-grade serous or endometrioid ovarian, primary peritoneal and/or
fallopian tube cancer

*  gBRCAmM

* ECOG performance status 0—-2

*  >2 previous lines of platinum-based chemotherapy

* No prior PARP inhibitor therapy

¢ Platinum sensitive

* Relapsed, high-grade epithelial ovarian, fallopian
tube or primary peritoneal cancer

*  >2 prior chemotherapy regimens, including >1
platinum-based regimen

* Deleterious germline or somatic BRCA mutation

* No prior PARP inhibitor or single-agent paclitaxel
treatment

Intervention/
treatment

Compared olaparib monotherapy with physician’s choice of single-agent non-
platinum chemotherapy

Compared rucaparib monotherapy with
monotherapy platinum, platinum-based doublet
chemotherapy or Single agent paclitaxel. Specific
comparator will depend on platinum status and
investigator decision.
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Phase 3 trial
requested by FDA

SOLO3

ARIEL4

Full Analysis Set
2 or more prior lines of chemotherapy

3 or more lines of chemotherapy
(Indicated population)

In the intent-to-treat (ITT) population

Olaparib 300mg bd Chemotherapy Olaparib 300mg bd Chemotherapy Rucaparib 600mg bd Chemotherapy
(N=178) (N=88) (N=90) (N=42) (N=233) (N=116)
Deaths, n (%) 116 (65.2) 46 (52.3) 63 (70.0) 23 (54.8) Death events occurred in 244/349 (70%) patients
Median (months) 34.9 32.9 29.9 39.4 194 25.4
OSHR=1.07 OSHR=1.33 OSHR=1.31

95% Cl =0.76, 1.49

95% Cl =0.84,2.18

95% Cl =1.00, 1.73
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