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Description of the Manufacturing Process and Process Controls (3.2.P.3.3) and 
Controls of Critical Steps and Intermediates (3.2.P.3.4) 
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II. Information and data in this submission not related to drug product sterility assurance and 
product quality microbiology perspective were not evaluated and should be reviewed by 
an OBP reviewer. 

 
III. See Panorama for CGMP status of the relevant facilities. 
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______________________________________________________________________________________________________________________________ 

Center for Drug Evaluation and Research 
Office of Pharmaceutical Quality 

Office of Process and Facilities 
Division of Microbiology Assessment 

 
Date:  April 27, 2017 
STN:  BLA 761061/0 
Reviewer:  Candace Gomez-Broughton, Ph.D. Microbiologist, CDER/OPQ/OPF/DMA/Branch IV 
Endorsed: Reyes Candau-Chacon, Ph.D. Quality Assessment Lead, CDER/OPQ/OPF/DMA/Branch IV 
Subject:  New Biologics License Application 
Applicant: Janssen Biotech, Inc. 
License #: 1864 
Facilities: Biogen, Inc. Research Triangle, NC (FEI: 3000719749) 
  Janssen Biologics Cork, Ireland (FEI: 3007029028) 
Product:  TREMFYA® (guselkumab) 
Dosage:  solution for subcutaneous injection (100 mg/mL) 
Indication: Treatment for adult moderate-to-severe plaque psoriasis 
Action Date: July 16, 2017 
______________________________________________________________________________________________________________________________ 
Recommendation: The drug substance section of the BLA, as amended, is recommended for approval from a 
microbiology product quality perspective. 
__________________________________________________________________________________________________________________________ 
 
Introduction 
Janssen Biologics, Inc. has submitted a Biologics License Application (BLA) for the approval of guselkumab for the treatment 
of adults with moderate to severe plaque psoriasis. Guselkumab is a human immunoglobulin G1 lambda (IgG1λ) mAb which 
binds to the p19 protein subunit of human interleukin 23 (IL-23). This binding disrupts the IL-23/IL-17 pathway which leads 
to inflammation.  
 
This BLA was submitted in eCTD format. This assessment covers the drug substance sections of the application . Drug 
product sections were reviewed by Bo Chi, Ph.D.  
 
Amendments Reviewed 

• Sequence 0031 (07Apr2017) 
• Sequence 0037 (20Apr2017) 

 
Assessment 
S Drug Substance 
S.1 General Information 
Guselkumab (CNTO 1959) has been shown to bind the p19 subunit of human IL-23 which ultimately inhibits IL-23-specific 
intracellular signaling.  
 
S.2 Manufacture 
S.2.1 Manufacturer(s) 
The  of drug substance (DS) manufacturing are completed at Biogen Inc. in Research Triangle, North Carolina. 
The remainder of the DS manufacturing process is completed at Janssen Biologics in Cork, Ireland. Analytical testing 
(bioburden and endotoxin) is done at both sites.  
 
S.2.2 Description of Manufacturing Process and Process Controls 
The guselkumab DS manufacturing process consists of  which include  

. The manufacturing stages are outlined below: 

(b) (4)

(b) (4) (b) (4)

(b) (4)
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