
 CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
 

211875Orig1s000 
 
 

NON-CLINICAL REVIEW(S) 



NDA # 211875                                                 Reviewer:  Wei Chen, Ph.D.

DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

PHARMACOLOGY/TOXICOLOGY NDA REVIEW AND EVALUATION

Application number: 211875

Supporting document/s: 17

Applicant’s letter date: April 23, 2020

CDER stamp date: April 24, 2020

Product: Paclitaxel Protein-Bound Particles for Injectable Suspension 

Indication: Metastatic breast cancer 

Applicant: HBT Labs, Inc.

Review Division: Division of Hematology Oncology Toxicology

(for Division of Oncology 1)

Reviewer: Wei Chen, PhD

Supervisor/Team Leader: Tiffany Ricks, PhD 

Division Director: John Leighton, PhD, DABT 

(Laleh Amiri Kordestani, MD)

Project Manager:  Jessica Kim

Reference ID: 4818675



NDA # 211875                                                 Reviewer:  Wei Chen, Ph.D.

Comments and recommendations

NDA 211875 was originally submitted on August 29, 2018.  The applicant provided this 
resubmission to address the deficiencies listed in the Complete Response Letter (CRL) 
to the original submission, dated 06/14/2019.  No nonclinical deficiencies were identified 
in the original NDA submission, and the applicant did not submit additional nonclinical 
study reports. The applicant stated that the NDA relies on FDA’s previous findings of 
safety and publicly available information on nonclinical properties of Taxol and 
Abraxane to support this NDA.  The reliance on Taxol was not necessary for approval.  
Labeling changes in the nonclinical sections were made to comply with the content and 
formatting of the Pregnancy and Lactation Labeling Rule (PLLR) and to be consistent 
with the label for Abraxane.  For final agreed upon changes to the Paclitaxel Protein-
Bound Particles for Injectable Suspension (Albumin-Bound) label, refer to the approved 
package insert.

This application is recommended for approval by the Pharmacology/Toxicology 
discipline.
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Disclaimer

Except as specifically identified, all data and information discussed below and 
necessary for approval of NDA 211875 are owned by HBT LABS INC or are data for 
HBT LABS INC has obtained a written right of reference.  Any information or data 
necessary for approval of NDA 211875 that HBT does not own or have a written right to 
reference constitutes one of the following: (1) published literature, or (2) a prior FDA 
finding of safety or effectiveness for a listed drug, as reflected in the drug’s approved 
labeling.  Any data or information described or referenced below from reviews or 
publicly available summaries of a previously approved application is for descriptive 
purposes only and is not relied upon for approval of NDA 211875.
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