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NDA Executive Summary  

 

1. Application/Product Information  

NDA Number. 217639 

Applicant Name Stemline Therapeutics, Inc.  

Drug Product Name ORSERDU® (elacestrant) 

Dosage Form.   Tablet 

Proposed Strength(s) 345 mg and 86 mg 

Route of 
Administration   Oral 

Maximum Daily Dose 345 mg 

Rx/OTC Dispensed   Rx 

Proposed Indication 

ORSERDU is a selective estrogen receptor antagonist 
indicated for treatment of postmenopausal women and 
men, with -positive, HER2-negative advanced or 
metastatic breast cancer with disease progression 
following endocrine therapy 

Drug Product 
Description 

345 mg: immediate release, light blue, unscored, oval 
film-coated biconvex tablet, imprinted with “MH” on one 
side and plain on the other side. 
 
86 mg: immediate release, light blue, unscored, round 
film-coated biconvex tablet, imprinted with “ME” on one 
side and plain on the other side. 

Co-packaged product 
information N/A 

 Device information: 
Elacestrant, IR-film coated tablets, 86 mg and 345 mg are 
packaged in high density polyethylene (HDPE) bottles 
with child-resistant (CRC)  closures 
that incorporate an induction heat seal liner. 

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] 

Review Team Discipline  Primary  Secondary 
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Drug Substance Sivakoteswara 
Rao Mandadapu  Paresma Patel 

Drug Product/ 
Labeling Rajiv Agarwal Xing Wang 

Manufacturing Huiquan Wu Zhaoyang Meng 

Biopharmaceutics Qi Zhang Anitha Govada 

Microbiology Huiquan Wu Zhaoyang Meng 

Other (specify): 
 
 

N/A  

RBPM Kristine Leahy 

ATL Xing Wang 

Consults N/A 

 

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, quality, and bioavailability of the proposed drug product. The labels 
and labeling include adequate quality information as required. All associated 
manufacturing, testing, packaging facilities were deemed acceptable. 

 
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 
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   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 
Comments: 

 

Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments: None 
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