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NDA Executive Summary 
 

1. Application/Product Information  

NDA Number 218711 

Applicant Name ZHUHAI BEIHAI BIOTECH CO LTD 

Drug Product Name BEIZRAY (docetaxel) 

Dosage Form  Injection 

Proposed Strength(s)  80 mg/4 mL 

NDA Classification  Type 5 – New Formulation or New Manufacturer 

Route of Administration  Intravenous 

Maximum Daily Dose  190 mg (based on 100 mg/m2, BSA 1.7-1.9 m2) 

Rx/OTC Dispensed  Rx 

Proposed Indication 

BEIZRAY is a microtubule inhibitor indicated for:  
• Breast Cancer (BC): single agent for locally 
advanced or metastatic BC after chemotherapy 
failure; and with doxorubicin and cyclophosphamide 
as adjuvant treatment of operable node-positive BC 
(1.1)  
• Non-small Cell Lung Cancer (NSCLC): single agent 
for locally advanced or metastatic NSCLC after 
platinum therapy failure; and with cisplatin for 
unresectable, locally advanced or metastatic 
untreated NSCLC (1.2)  
• Castration-Resistant Prostate Cancer (CRPC): with 
prednisone in metastatic castration-resistant prostate 
cancer (1.3)  
• Gastric Adenocarcinoma (GC): with cisplatin and 
fluorouracil for untreated, advanced GC, including the 
gastroesophageal junction (1.4)  
• Squamous Cell Carcinoma of the Head and Neck 
(SCCHN): with cisplatin and fluorouracil for induction 
treatment of locally advanced SCCHN (1.5) 

Drug Product Description 

BEIZRAY is supplied as a kit consisting of the 
following: 

 Two single dose vials of docetaxel injection: 80 
mg/4 mL each; a clear, colorless liquid 
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 One single dose vial of IV Solution Stabilizer: 
50 mL of 25% Human Albumin solution for 
infusion; a clear and slightly viscous solution 

Co-packaged product 
information 

See above 

Device information N/A 

Storage Temperature/ 
Conditions 

Store at 20°C to 25°C (68°F to 77°F). Excursions 
permitted from 15°C to 30°C (59°F to 86°F). [see 
USP controlled room temperature]. Retain in the 
original package to protect from light. Protect from 
freezing. 

Review Team 

Discipline Primary Secondary 

Drug Substance Rajan Pragani Haripada Sarker 

Drug Product/ 
Labeling 

Rajiv Agarwal 
Xing Wang/ 
David Claffey 
(labeling) 

Manufacturing Golam Kibria Kshitij Patkar 

Biopharmaceutics 
Hardikkumar 
Patel 

Anitha Govada 

Microbiology Hemlata Tamta Denise Miller 

Other (specify) N/A  

RBPM Utkarsh Desai 

ATL Xing Wang 

Consults None 

 
2. Final Overall Recommendation  - Approval 
3. Action Letter Information 

a. Expiration Dating: 
An expiration dating period of 24 months may be granted when stored at 
the proposed storage conditions. 
 
b. Additional Comments for Action  
None 

 
4. Basis for Recommendation:  
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a. Summary of Rationale for Recommendation: 

Originally, albumin from was used in the application. Applicant was 
notified by that they will no longer supply the Albumin for this marketing 
application; therefore, Applicant provides the LoA from Octapharma. Applicant 
provides the relevant information using 25% albumin from Octapharma via 
amendment SDN0019/0020 and updates the relevant sections of the NDA. The 
data from in vitro studies demonstrated that there is no difference in the overall 
characteristics between BH009 infusion solution diluting with 25% albumin from 
Octapharma at 0.14 mg/mL and 0.31 mg/mL of docetaxel concentrations and 
BH009 infusion solution diluting with % albumin from  at  mg/mL 
of docetaxel concentration. It should also be noted that there was no substantial 
difference between the % and 25% albumin from  at  mg/mL 
either. Both Albumins are FDA approved products under BLAs. 
 
The applicant has provided sufficient information to assure the identity, 
strength, purity, and quality of the proposed drug product. All associated 
manufacturing, testing, packaging facilities were deemed acceptable based on 
PAI and previous inspection history. Based on the OPQ review team’s 
evaluation of the information provided in the submission, OPQ recommends 
APPROVAL of NDA 218711 for BEIZRAY (docetaxel) injection, for intravenous 
use. 
 
b. Is the overall recommendation in agreement with the individual 
discipline recommendations?    Yes 

 
Recommendation by Subdiscipline: 

   Drug Substance      - Adequate 
   Drug Product  - Adequate 
   Quality Labeling  - Adequate 
   Manufacturing  - Adequate 
   Biopharmaceutics - Adequate 
   Microbiology  - Adequate 

 

 Environmental Assessment:    Categorical Exclusion - Adequate 

 QPA for EA(s):     No 
 

5.  Life-Cycle Considerations 
Established Conditions per ICH Q12:  No 
Comparability Protocols (PACMP):  No 

 Additional Lifecycle Comments: None 
 

 
Application Technical Lead Name and Date: 

Xing Wang, Ph.D.     10/18/2024 
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The LD is provided as single dose vials of Docetaxel 80 mg/4 mL (without human 
albumin). The required amount of the LD is added into a 250 mL infusion bag or bottle of 
either 0.9% Sodium Chloride solution or 5% Dextrose solution to produce a final 
concentration of 0.3 mg/mL to 0.74 mg/mL using syringe.  
 
The Applicant has provided bioequivalence study data between the proposed drug 
product and the LD (to be assessed by the Office of Clinical Pharmacology) and Ethanol 
safety assessment (to be assessed by the OND’s nonclinical review team). Because the 
drug product is a solution for injection, in vitro drug release testing is not required for 
batch release or stability testing of the proposed drug product. In addition, adequate 
controls for the drug product quality assurance (pH, osmolarity, assay etc.)  are included 
in the drug product batch release specifications (to be assessed by the OPQ’s drug 
product and manufacturing process review teams).Therefore, Biopharmaceutics review 
is not necessary for this NDA. 
 
Note: The Applicant has proposed a change in excipient manufacturing source i.e. a new 
supplier for solubilizer (human albumin). It should be noted that Human Albumin has an 
approved Biologics License Application (BLA) and specifications for batch release. 
Therefore, a change in albumin source (excipient manufacturer) is not expected to impact 
the drug product quality and drug substance   
 
OVERALL REVIEW RECOMMENDATION: The drug product is a solution for injection, 
from a Biopharmaceutics perspective, there are no approvability issues. Final determination 
of bioequivalence between the proposed and LD product is deferred to Clinical, Clinical 
Pharmacology, Non-Clinical and other CMC disciplines.  
 

 

Primary Biopharmaceutics Assessor’s Name and Date: Hardikkumar H Patel, Ph.D., 

6/18/2024 

 

Secondary Assessor Name and Date (and Secondary Summary, as needed): Anitha 
Govada, Ph.D.,6/18/2024  
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