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SUPPLEMENTAL DIGITAL CONTENT 1 

Study 10 and ARIEL2 investigators 

D. Armstrong (Johns Hopkins Kimmel Cancer Center), J. Balmaña (Vall d'Hebron 

Institute of Oncology), S. Banerjee (Royal Marsden NHS Foundation Trust Royal 

Marsden Sutton Hospital), H. Burris (Sarah Cannon Research Institute), S. Chambers 

(University of Arizona Cancer Center), A. Clamp (Christie Hospital), G. Colon-Otero 

(Mayo Clinic Jacksonville), D. Cragun (University of Arizona Cancer Center), B. DiCarlo 

(Coastal Integrative Cancer Care), R. Dichmann (Central Coast Medical Oncology), 

S.M. Domchek (University of Pennsylvania), O. Dorigo (Stanford University), Y. Drew 

(Newcastle Hospitals NHS Foundation Trust and Northern Institute for Cancer 

Research, Newcastle University), A. Floquet (Institut Bergonié), M. Friedlander (Prince 

of Wales Hospital), P. Ghatage (Tom Baker Cancer Centre), L. Gladieff (Institut 

Claudius Regaud), J. Goh (Royal Brisbane & Women's Hospital), P. Haluska (Mayo 

Clinic Rochester), W. Harb (Horizon Bio Advance), P. Harnett (Crown Princess Mary 

Cancer Centre), G. Kichenadasse (Flinders Cancer Clinic Flinders Medical Centre), P. 

Konstantinopoulos (Dana Farber), R.S. Kristeleit (University College London [UCL] 

Cancer Institute and UCL Hospitals), A. Leary (Gustave Roussy Cancer Center, 

INSERM U981, and Groupe d'Investigateurs Nationaux pour l'Etude des Cancers 

Ovariens [GINECO]), J.A. Ledermann (UCL Cancer Institute and UCL Hospitals), D. 

Lorusso (Fondazione Policlinico Universitario Agostino Gemelli IRCCS and Multicenter 

Italian Trials in Ovarian Cancer [MITO]), P. LoRusso (Karmanos Cancer Institute), L. 

Martin (Fox Chase Cancer Center), I.A. McNeish (Imperial College London), J. Medioni 

(Hôtel Dieu), A. Montes (Guy's and St Thomas Hospital), K. Moore (University of 

Oklahoma), M. Morgan (University of Pennsylvania), D. Mutch (Washington University 
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School of Medicine), A. Oaknin (Vall d’Hebron Institute of Oncology), A.M. Oza 

(Princess Margaret Cancer Centre, University Health Network), D. Park (St. Jude 

Heritage Medical Group), M. Patel (Florida Cancer Center), A. Poveda (Instituto 

Valencia de Oncologia), I. Ray-Coquard (Centre Léon Bérard and University Claude 

Bernard and GINECO), T. Safra (Sourasky Medical Center), J. Sanchez 

(Comprehensive Cancer Centers of Nevada), C. Scott (Royal Melbourne Hospital), F. 

Selle (Hôpital Tenon), S. Seward (Karmanos Cancer Institute), R. Shapira-Frommer 

(Chaim Sheba Medical Center), G. Shapiro (Dana Farber), N. Teng (Stanford 

University), K. Tonkin (Cross Cancer Centre), A. Wahner Hendrickson (Mayo Clinic 

Rochester), J. Weberpals (The Ottawa Hospital), S. Welch (London Regional Cancer 

Centre) 

 

Supplementary methods 

Constituent study designs 

Study 10 Part 1 enrolled patients with a relapsed advanced solid tumor (a known 

BRCA1 or BRCA2 mutation was not required) and established rucaparib 600 mg twice 

daily as the recommended dose for phase 2 and phase 3 evaluation. Study 10 Part 2A 

enrolled patients with platinum-sensitive (defined as disease progression ≥6 months 

after last dose of platinum), relapsed ovarian cancer and a germline BRCA1 or BRCA2 

mutation (detected by local testing) who had received two to four prior therapies. Study 

10 Part 2B enrolled patients with ovarian cancer with a germline or somatic BRCA1 or 

BRCA2 mutation (detected by local testing) who received three to four prior 

chemotherapy regimens. The inclusion criteria did not have a requirement regarding the 

time to progression following the most recent platinum-based treatment; thus, patients 
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with platinum-sensitive disease (disease progression ≥6 months after last platinum), 

platinum-resistant (disease progression <6 months after last platinum, with best 

response other than progressive disease), and platinum-refractory (best response of 

progressive disease on last platinum with progression-free interval <2 months) disease 

were allowed. Study 10 Part 3 enrolled patients with a relapsed solid tumor and a 

germline or somatic BRCA1 or BRCA2 mutation (detected by local or central testing) for 

assessment of the pharmacokinetic and safety profiles of a higher dose tablet of 

rucaparib.   

ARIEL2 Part 1 enrolled patients who had received at least one prior platinum-based 

regimen and had platinum-sensitive disease. ARIEL2 Part 2 enrolled patients with 

relapsed high-grade ovarian cancer who had received at least three, but not more than 

four, prior chemotherapies and had a treatment-free interval of more than 6 months 

following first-line chemotherapy. Similar to Study 10 Part 2B, there was no inclusion 

criterion regarding platinum status; thus, patients in Part 2 could have platinum-

sensitive, -resistant, or -refractory disease. Although a known BRCA1 or BRCA2 

mutation was not required to enroll in ARIEL2, all tumor and blood samples were tested 

centrally for the presence of a germline or somatic BRCA1 or BRCA2 mutation.  

Patients enrolled in the two clinical trials were aged 18 years or older, had an Eastern 

Cooperative Oncology Group performance status of 0 or 1, and had adequate organ 

function. 

In Study 10 and ARIEL2, tumor assessments included appropriate imaging techniques 

(preferably computed tomography scans of chest, abdomen, and pelvis, with slice 

thickness per Response Evaluation Criteria In Solid Tumors version 1.1 [RECIST]); 

other methods (eg, magnetic resonance imaging or clinical examination) were utilized if 
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required. In Study 10, assessments were performed at screening, at the end of every 6 

weeks (±7 days) of treatment until week 18, and every 9 weeks (±7 days) thereafter; if 

an initial complete or partial response was noted after week 18, confirmatory scans 

were performed 4 to 6 weeks later. In ARIEL2, assessments were performed at 

screening and at the end of every 8 weeks (±4 days) of treatment; however, for patients 

who had been on study for at least 18 months, the frequency of tumor assessments 

could be reduced to every 16 weeks (±2 weeks). 

In both trials, grade 3 or 4 adverse events were managed with dose modification 

(treatment interruption and/or dose reduction) or treatment discontinuation. Patients 

received a starting dose of 600 mg twice daily, and doses were to be reduced in 120 mg 

twice daily increments down to 240 mg twice daily (Study 10 Parts 1 and 2A, ARIEL2 

Part 1) or in 100 mg twice daily increments down to 300 mg twice daily (Study 10 

Parts 2B and 3, ARIEL2 Part 2). 

Integrated platinum-sensitive efficacy outcomes – secondary end points 

The best response in the sum of target lesions was defined as the largest decrease in 

percentage change from baseline in the sum of the diameter(s) of all target lesions. The 

duration of response for any confirmed RECIST complete response or partial response 

was defined as the time from first response until the first date that progressive disease 

per RECIST was documented. The duration of response was analyzed using 

Kaplan-Meier methodology; data were censored at the date of the last postbaseline 

scan for patients who had an ongoing response. Progression-free survival was defined 

as the time from first dose to the first date that progressive disease per RECIST was 

documented or death due to any cause; progression-free survival was also analyzed 
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using Kaplan-Meier methodology, with data censored at the last postbaseline scan for 

patients without documented progressive disease or death.  
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