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General Information

YODA Project (Protocol) ID:

2026-0628

Date Proposal Received by
YODA Project:

16-Jul-2026

Product Name(s):

Abiraterone acetate (ZYTIGA®), Apalutamide (ERLEADA®),
Erdafitinib (BALVERSA®), Doxorubicin hydrochloride (DOXIL)

Condition(s) Studied:

Neoplasms, Prostatic; Neoplasms, Breast; Urothelial Cancer;
Neoplasms, Ovarian

NCT Numbers(s), Protocol
Number(s) and Title(s):

NCT01591122 - ABI-PRO-3002

A Phase 3, Randomized, Double-blind, Placebo-Controlled Study of
Abiraterone Acetate (JNJ-212082) Plus Prednisone in Asymptomatic
or Mildly Symptomatic Patients With Metastatic Castration-
Resistant Prostate Cancer

NCT01715285 - 212082PCR3011

A Randomized, Double-blind, Comparative Study of Abiraterone
Acetate Plus Low-Dose Prednisone Plus Androgen Deprivation
Therapy (ADT) Versus ADT Alone in Newly Diagnosed Subjects With
High-Risk, Metastatic Hormone-naive Prostate Cancer (mHNPC)

NCT01867710 - 212082PCR2023

A Randomized Phase 2 Study Evaluating Abiraterone Acetate With
Different Steroid Regimens for Preventing Symptoms Associated
With Mineralocorticoid Excess in Asymptomatic, Chemotherapy-
naive and Metastatic Castration-resistant Prostate Cancer (mCRPC)
Patients

NCT00544440 - COU-AA-BMA

An Observational Study of Continuous Oral Dosing of an Irreversible
CYP17 Inhibitor, Abiraterone Acetate (CB7630), in Castration-
Resistant Prostate Cancer Patients Evaluating Androgens and
Steroid Metabolites in Bone Marrow Plasma

NCT01795703 - JNJ-212082-JPN-202

A Phase Il Study of JNJ-212082 (Abiraterone Acetate) in Metastatic
Castration-Resistant Prostate Cancer Patients Who Have Received
Docetaxel-based Chemotherapy

NCT00474383 - COU-AA-003

A Phase Il Open Label Study of CB7630 (Abiraterone Acetate) in
Patients With Advanced Prostate Cancer Who Have Failed
Androgen Deprivation and Docetaxel-Based Chemotherapy
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NCT01685983 - 212082PCR2007

A Phase 2 Open Label Study of Abiraterone Acetate (JNJ-212082)
and Prednisolone in Patients With Advanced Prostate Cancer Who
Have Failed Androgen Deprivation and Docetaxel-Based
Chemotherapy.

NCT00485303 - COU-AA-004

A Phase Il Open Label Study of CB7630 (Abiraterone Acetate) and
Prednisone in Patients With Advanced Prostate Cancer Who Have
Failed Androgen Deprivation and Docetaxel-Based Chemotherapy

NCT01695135 - ABI-PRO-3001

A Phase 3, Randomized, Double-blind, Placebo-Controlled Study of
Abiraterone Acetate (JNJ-212082) Plus Prednisone in Patients With
Metastatic Castration-Resistant Prostate Cancer Who Have Failed
Docetaxel-Based Chemotherapy

NCT01314118 - 212082PCR2005

A Multicenter, Open-label, Single-arm, Phase 2 Study of Abiraterone
Acetate Plus Prednisone in Subjects With Advanced Prostate Cancer
Without Radiographic Evidence of Metastatic Disease

NCT00887198 - COU-AA-302

A Phase 3, Randomized, Double-blind, Placebo-Controlled Study of
Abiraterone Acetate (CB7630) Plus Prednisone in Asymptomatic or
Mildly Symptomatic Patients With Metastatic Castration-Resistant
Prostate Cancer

NCT00638690 - COU-AA-301

A Phase 3, Randomized, Double-Blind, Placebo-Controlled Study of
Abiraterone Acetate (CB7630) Plus Prednisone in Patients With
Metastatic Castration-Resistant Prostate Cancer Who Have Failed
Docetaxel-Based Chemotherapy

NCT01381874 - 212082BCA2001

Randomized, Open-Label Study of Abiraterone Acetate (JNJ-212082)
Plus Prednisone With or Without Exemestane in Postmenopausal
Women With ER+ Metastatic Breast Cancer Progressing After
Letrozole or Anastrozole Therapy

NCT02489318 - 56021927PCR3002

A Phase 3 Randomized, Placebo-controlled, Double-blind Study of
Apalutamide Plus Androgen Deprivation Therapy (ADT) Versus ADT
in Subjects With Metastatic Hormone-sensitive Prostate Cancer
(mHSPC)
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NCT01946204 - ARN-509-003

A Multicenter, Randomized, Double-Blind, Placebo-Controlled,
Phase Il Study of ARN-509 in Men With Non-Metastatic (MO0)
Castration-Resistant Prostate Cancer

NCT02257736 - 56021927PCR3001

A Phase 3 Randomized, Placebo-controlled Double-blind Study of
JNJ-56021927 in Combination With Abiraterone Acetate and
Prednisone Versus Abiraterone Acetate and Prednisone in Subjects
With Chemotherapy-naive Metastatic Castration-resistant Prostate
Cancer (mCRPC)

NCT01790126 - ARN-509-002

The Role of Highly Selective Androgen Receptor (AR) Targeted
Therapy in Men With Biochemically Relapsed Hormone Sensitive
Prostate Cancer

NCT03390504 - 42756493BLC3001

A Phase 3 Study of Erdafitinib Compared With Vinflunine or
Docetaxel or Pembrolizumab in Subjects With Advanced Urothelial
Cancer and Selected FGFR Gene Aberrations

NCT02365597 - 42756493BLC2001
An Efficacy and Safety Study of Erdafitinib (JNJ-42756493) in
Participants With Urothelial Cancer

NCT00653952 - 30-57

A Phase 3, Randomized, Open-Label, Comparative Study of CAELYX®
versus Paclitaxel HCl in Patients with Epithelial Ovarian Carcinoma
Following Failure of First-Line, Platinum-Based Chemotherapy

NO NCT # - 30-49

A Phase 3, Randomized, Open-Label, Comparative Study of
DOXIL/CAELYX® versus Topotecan HCl in Patients with Epithelial
Ovarian Carcinoma Following Failure of First-Line, Platinum-Based
Chemotherapy

Proposal Review

Question 1: No
The clinical trial data from the study/studies listed above were previously

identified and approved as being available for a data sharing request. Is

there any reason why the study/studies listed should no longer be shared?

Comments if ‘Yes’:

Question 2: No
On review of the proposal, is there any data that has been requested that

may be missing from the clinical database?

Comments if ‘Yes’:
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Question 3:

Is a similar analysis underway, or completed and pending disclosure by J&J?

No

Comments if ‘Yes’:
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