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To: Administrative File, STN 125504/0

From: Reyes Candau-Chacon, PhD. Reviewer, OC/OMPQ/DGMPA/BMAB

Through: Patricia Hughes, Ph.D., Team Leader, OC/ OMPQ/DGMPA/BMAB

Subject: New Biologic License Application (BLA)

US License: 1244

Applicant: Novartis Pharmaceuticals Corporation

Facilities: Novartis Pharma S.A.S. Centre de Biotechnologie, 8 rue de l’Industrie, 68330 
Huningue, France (FEI 3004864869)

Product: Cosentyx (secukinumab)

Dosage: Sterile lyophilized powder for reconstitution with 1 mL SWFI in 6 mL glass vials 
containing 150 mg of secukinumab; 150 mg/1 mL solution for injection in a prefilled 
syringe; 150 mg/1 mL solution for injection in a prefilled syringe assembled into a 
disposable autoinjector

Indication: For the treatment of moderate to severe plaque psoriasis in adult patients who are 
candidates for systemic therapy or phototherapy

Due date: October 24, 2014

Recommendation for Approvability: The drug substance part of BLA 125504 is recommended for 
approval from a microbiology product quality perspective with the following post-marketing 
commitments:

1. To conduct routine bioburden testing  
 The bioburden method will be qualified with samples from the next 

production batches in 2015. Routine testing will be implemented for the 2016 manufacturing 
campaign.

2. To conduct routine bioburden testing  
 The bioburden method will be qualified with samples from the next 

production batches in 2015. Routine testing will be implemented for the 2016 manufacturing 
campaign.

3. To conduct routine bioburden and endotoxin testing  Routine 
testing will be implemented for the 2015 manufacturing campaign.
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1. Please provide the manufacturing schedule for the drug substance and drug product 
manufacturing sites. 

Vial Presentation:

Reference ID: 3416297
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