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BLA Executive Summary
Assessment Date: May 19, 2023

1. Application/Product Information 
BLA number 761151
Submission Type Resubmission
Regulatory Pathway NME 351(a)
Associated IND/BLA IND128707
Review Designation Standard Review
Applicant UCB, Inc.
Indication A humanized interleukin-17A and F antagonist indicated 

for the treatment of moderate to severe plaque 
psoriasis in adults who are candidates for systemic 
therapy or phototherapy.

Rx/OTC dispensed Rx
Proprietary Name: BIMZELX
Non-proprietary Name: BIMZELX

Drug Product Name

OBP Naming: MAB HUMAN (IGG1) ANTI Q16552 
(IL17_HUMAN) & ANTI Q96PD4 (IL17F_HUMAN) 
[UCB4940]

Drug Product 
Description

BIMZELX (BIMZELX) injection is a sterile, preservative-
free, clear to slightly opalescent and pale brownish-
yellow solution for subcutaneous use. Each BIMZELX 
pre-filled safety syringe or pre-filled autoinjector 
delivers 1 mL containing 160 mg BIMZELX,  
(1.23 mg), glycine (16.5 mg), polysorbate 80 (0.40 
mg), sodium acetate  and Water 
for Injection, USP at pH  Liquid drug product 
contained within a glass pre-filled syringe (PFS) is 
further packaged into one of two commercial 
presentations, a safety syringe (SS) or an autoinjector 
(AI).

Dosage Form Liquid
Strength 160 mg/mL
Route of 
Administration Subcutaneous Injection

Primary Container 
Closure System Pre-filled Syringe

Device Information (1) single-dose safety syringe and
(2) single-dose autoinjector

Co-packaged 
Product Information N/A

Reference ID: 5177174

(b) (4)

(b) (4)

(b) (4)
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1.
2.
3. Annual Stability Protocol

ii. Residual risk: None

iii. Future inspection points to consider: None

c. Drug Product:
i. Protocols approved: See protocols for DS noted above.

ii. Residual risk: None

FOIA statement: More detailed assessments of the BLA submission, which are not 
included in this integrated quality assessment, may be requested via a Freedom of 
Information Act (FOIA) request.

Reference ID: 5177174

(b) (4)

(b) (4)
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Recommendation: Complete Response

BLA Number: 761151
Assessment Number: 1

Assessment Date: May 6, 2022

Drug Name/Dosage Form BIMZELX (bimekizumab-bkzx) injection, for subcutaneous use in (1) single-dose 
prefilled syringe and (2) single-dose autoinjector

Strength/Potency 160 mg/mL 
Route of Administration Subcutaneous injection
Rx/OTC dispensed Rx
Indication A humanized interleukin-17A and F antagonist indicated for the treatment of 

moderate to severe plaque psoriasis in adults who are candidates for systemic 
therapy or phototherapy.

Recommended Dosing 
Regimen

320 mg (two 160 mg injections) administered by subcutaneous injection at 
Weeks 0, 4, 8, 12 and 16, then every 8 weeks thereafter.  For patients weighing 
≥120 kg, a dose of 320 mg every 4 weeks after week 16 may be considered.  

Applicant/Sponsor UCB, Inc.
US agent, if applicable N/A

Product Overview:
Bimekizumab-bkzx, an interleukin-17 A and F antagonist, is an immunoglobulin G1 (IgG1) monoclonal 
antibody produced by recombinant DNA technology in Chinese Hamster Ovary cells. Bimekizumab-bkzx 
is a humanized IgG1/κ monoclonal antibody that selectively binds to human interleukin 17A (IL-17A), 
interleukin 17F (IL-17F), and interleukin 17-AF cytokines, and inhibits their interaction with the IL-17 
receptor complex. IL-17A and IL-17F are naturally occurring cytokines involved in normal inflammatory 
and immune responses. Bimekizumab-bkzx inhibits the release of proinflammatory cytokines and 
chemokines.

BIMZELX (bimekizumab-bkzx) injection is a sterile, preservative-free, clear to slightly opalescent and 
pale brownish-yellow solution for subcutaneous use. Each BIMZELX prefilled syringe or prefilled 
autoinjector delivers 1 mL containing 160 mg bimekizumab-bkzx, (1.23 mg), glycine (16.5 
mg), polysorbate 80 (0.40 mg), sodium acetate  and Water for Injection, USP at 
pH . Liquid drug product contained within a glass pre-filled syringe (PFS) is further packaged into 
one of two commercial presentations, a safety syringe (SS) or an autoinjector (AI).

Quality Assessment Team:

Discipline Primary 
Assessor

Secondary 
Assessor Branch/Division

Drug Substance
Drug Product

Immunogenicity
Xuhong Li Kelley Burridge CDER/OPQ/OBP/DBRRIV

Labeling James Barlow
Jennifer Kim CDER/OPQ/OBP

Facility Wayne Seifert Zhong Li
Microbiology-Drug Substance Bo Chi
Microbiology-Drug Product Wayne Seifert

Candace Gomez-
Broughton

CDER/OPQ/OPMA/DBM

Devices (Consult) Matthew Ondeck Rumi Young CDRH/OPEQ/OHTIII/DHTIIIC
Application Team Lead Kelley Burridge CDER/OPQ/OBP/DBRRIV

RBPM Erica Keafer, Anh-Thy Ly CDER/OPQ/OPRO/DRBPMI/RBPMB1

Reference ID: 4980288

(b) (4)

(b) (4)

(b) 
(4)
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Multidisciplinary Assessment Team:

Discipline Assessor Team Leader Office/Division
RPM Strother Dixon CDER/OND/ORO/DROII

Cross-disciplinary Team Lead Gordana Diglisic CDER/OND/OII/DDD
Medical Officer Kevin Clark Gordana Diglisic CDER/OND/OII/DDD

Pharmacology/Toxicology Jill Merrill Barbara Hill CDER/OND/OII/DPTII
Clinical Pharmacology Jie (Jenny) Cheng Chinmay Shukla CDER/OTS/OCP/DIIP

Statistics Marilena Flouri Mohamed Alosh CDER/OTS/OB/DBIII

1.  Names:

a. Proprietary Name: BIMZELX
b. Trade Name: BIMZELX
c. Non-Proprietary Name/USAN: bimekizumab-bkzx
d. CAS Name: 1418205-77-2
e. Common Name: UCB4940 (CDP4940)
f. INN Name: bimekizumab-bkzx
g. OBP systematic name: MAB HUMAN (IGG1) ANTI Q16552 (IL17_HUMAN) & ANTI Q96PD4 

(IL17F_HUMAN) [UCB4940]

Submissions Assessed:
Submission(s) Assessed Document Date

STN 761151/0001 - New/BLA July 15, 2020
STN 761151/0002 - Labeling/Package Insert Draft July 16, 2020
STN 761151/0004 - Quality/Response To Information Request July 29, 2020
STN 761151/0005 - Quality/Response To Information Request August 12, 2020
STN 761151/0006 - Quality/Response To Information Request August 19, 2020
STN 761151/0009 - Quality/Response To Information Request September 24, 2020
STN 761151/0011 - General Correspondence September 29, 2020
STN 761151/0012 - Quality/Response To Information Request October 2, 2020
STN 761151/0013 - Quality/Quality Information October 8, 2020
STN 761151/0015 - Quality/Response To Information Request October 15, 2020
STN 761151/0018 - Quality/Response To Information Request November 12, 2020
STN 761151/0019 - General Correspondence November 20, 2020
STN 761151/0020 - Quality/Response To Information Request November 25, 2020
STN 761151/0021 - Quality/Response To Information Request December 3, 2020
STN 761151/0026 - Quality/Response To Information Request January 11, 2021
STN 761151/0032 - Quality/Quality Information January 26, 2021
STN 761151/0037 - Quality/Response To Information Request February 12, 2021
STN 761151/0041 - Quality/Response To Information Request March 1, 2021
STN 761151/0043 - Quality/Response To Information Request March 11, 2021
STN 761151/0044 - Quality/Response To Information Request March 16, 2021
STN 761151/0049 - Quality/Quality Information April 19, 2021
STN 761151/0050 - Quality/Quality Information May 3, 2021
STN 761151/0051 - Labeling/Container-Carton Draft, Labeling/Package Insert Draft May 19, 2021
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STN 761151/0052 - Quality/Response To Information Request June 28, 2021
STN 761151/0054 - Labeling/Container-Carton Draft August 13, 2021
STN 761151/0055 - Quality/Quality Information August 23, 2021
STN 761151/0056 - Labeling/Container-Carton Draft September 7, 2021
STN 761151/0057 - Quality/Response to Information Request September 30, 2021
STN 761151/0056 - Labeling/Container-Carton Draft November 30, 2021
STN 761151/0056 - Labeling/Container-Carton Draft January 25, 2022
STN 761151/0056 - Labeling/Container-Carton Draft January 31, 2022
STN 761151/0056 - Labeling/Package Insert Draft March 2, 2022

Reference ID: 4980288
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Quality Assessment Data Sheet:

1.  Legal Basis for Submission: 351(a)
2.  Related/Supporting Documents:

A. DMFs:

DMF # DMF 
Type DMF Holder Item 

referenced Code1 Status2
Date 

Assessment 
Completed

Comments

II 3 N/A N/A LOA June 1, 
2020

II 3 N/A N/A LOA May 
29, 2020

II 3 N/A N/A LOA May 
22, 2020

II 3 N/A N/A LOA June 1, 
2020

III 3 N/A N/A LOA August 
14, 2019

III 3 N/A N/A LOA August 
16, 2019

Reference ID: 4980288

(b) (4)

(b) (4)
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III 3 N/A N/A
LOA 

November 
8, 2019

1.  Action codes for DMF Table: 1- DMF Assessed; Other codes indicate why the DMF was not assessed, as follows: 
2- Assessed previously and no revision since last assessment; 3- Sufficient information in application; 4- Authority to 
reference not granted; 5- DMF not available; 6- Other (explain under “comments”)

2.  Action codes for Status column: Adequate, Adequate with Information Request, Deficient, or N/A (There is not 
enough data in the application; therefore, the DMF did not need to be assessed.

B. Other documents: IND, Referenced Listed Drug (RLD), or sister application.

Document Application Number Description

IND 128707 Investigation of the use of UCB4940 for the treatment of patients 
with psoriasis. Initially submitted on June 14, 2016.

3.  Consults: 

Discipline/Topic Date 
Requested Status Recommendation Assessor

CDRH/Devices

Safety syringe and autoinjector
July 20, 2020 Complete

Approvable pending 
device inspection at 

UCB Pharma SA
Matthew Ondeck (primary)
Rumi Young (secondary)

4.  Environmental Assessment of Claim of Categorical Exclusion: Acceptable per 21 CFR 25.31(c)

Reference ID: 4980288

(b) (4)

(b) (4)

(b) (4)
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Executive Summary:

I.  Recommendations:

A. Recommendation and Conclusion on Approvability:

This application will not be approved during this assessment cycle due to GMP deficiencies 
identified during inspection of the UCB Braine Drug Product Manufacturing Facility (FEI: 
3003909356) by the Office of Pharmaceutical Manufacturing Assessment/Division of 
Biotechnology Manufacturing (OPMA/DBM). At this time, there are no outstanding module 3 
review issues from either OBP or OPMA for STN 761151 for BIMZELX (bimekizumab-bkzx) 
manufactured by UCB, Inc. Because the application will not be approved in this cycle, the 
facility issue listed below will be communicated to the sponsor in the FDA Complete Response 
(CR) letter. If manufacturing changes are made before the sponsor submits their responses to 
the CR deficiencies, additional assessment may be needed during the next assessment cycle.

B. Summary of Complete Response Issues:  

OPMA/DBM has completed the compliance reviews of the pre-license inspections conducted at 
 & UCB Braine Drug 

Product Manufacturing Facility (FEI: 3003909356).  The inspectional recommendation will be a 
withhold for the UCB Braine Drug Product site as a result of the inadequate 483 responses.  The 

 site 483 responses were deemed adequate and the site is acceptable.  The 
Overall Manufacturing Inspection Recommendation (OMIR) for this BLA will be “Withhold” due 
to the withhold approval recommendation for the UCB Braine Drug Product manufacturing site.

C. CR Action Letter Language: 

We have completed our review of this application, as amended, and have determined that we 
cannot approve this application in its present form. We have described our reasons for this 
action below and, where possible, our recommendations to address these issues.

FACILITY INSPECTIONS

During a recent inspection of the UCB Pharma SA (FEI: 3003909356) manufacturing facility for 
this application, our field investigator conveyed deficiencies to the representative of the facility. 
Satisfactory resolution of these deficiencies is required before this application may be approved.

D. Benefit/Risk Considerations:
Bimekizumab-bkzx drug product is a monoclonal antibody designed to treat moderate to severe 
plaque psoriasis in adults who are candidates for systemic therapy or phototherapy. 
Bimekizumab-bkzx was statistically superior to placebo (p-values < 0.001) for both co-primary 
efficacy endpoints in both clinical trials. The Applicant demonstrated that bimekizumab-bkzx is 
effective for its intended use in the target population.

E. Recommendation on Phase 4 (Post-Marketing) Commitments, Requirements, 
Agreements, and/or Risk Management Steps, if approvable: None.

Reference ID: 4980288

(b) (4)

(b) (4)
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Recommendation: Approval Pending Inspections

BLA Number: 761151
Assessment Number: 1

Assessment Date: October 14, 2021

Drug Name/Dosage Form BIMZELX (bimekizumab-bkzx) injection, for subcutaneous use in (1) single-dose 
prefilled syringe and (2) single-dose autoinjector

Strength/Potency 160 mg/mL 
Route of Administration Subcutaneous injection
Rx/OTC dispensed Rx
Indication A humanized interleukin-17A and F antagonist indicated for the treatment of 

moderate to severe plaque psoriasis in adults who are candidates for systemic 
therapy or phototherapy.

Recommended Dosing 
Regimen

320 mg (two 160 mg injections) administered by subcutaneous injection at 
Weeks 0, 4, 8, 12 and 16, then every 8 weeks thereafter.  For patients weighing 
≥120 kg, a dose of 320 mg every 4 weeks after week 16 may be considered.  

Applicant/Sponsor UCB, Inc.
US agent, if applicable N/A

Product Overview:
Bimekizumab-bkzx, an interleukin-17 A and F antagonist, is an immunoglobulin G1 (IgG1) monoclonal 
antibody produced by recombinant DNA technology in Chinese Hamster Ovary cells. Bimekizumab-bkzx 
is a humanized IgG1/κ monoclonal antibody that selectively binds to human interleukin 17A (IL-17A), 
interleukin 17F (IL-17F), and interleukin 17-AF cytokines, and inhibits their interaction with the IL-17 
receptor complex. IL-17A and IL-17F are naturally occurring cytokines involved in normal inflammatory 
and immune responses. Bimekizumab-bkzx inhibits the release of proinflammatory cytokines and 
chemokines.

BIMZELX (bimekizumab-bkzx) injection is a sterile, preservative-free, clear to slightly opalescent and 
pale brownish-yellow solution for subcutaneous use. Each BIMZELX prefilled syringe or prefilled 
autoinjector delivers 1 mL containing 160 mg bimekizumab-bkzx, (1.23 mg), glycine (16.5 
mg), polysorbate 80 (0.40 mg), sodium acetate  and Water for Injection, USP at 
pH  Liquid drug product contained within a glass pre-filled syringe (PFS) is further packaged into 
one of two commercial presentations, a safety syringe (SS) or an autoinjector (AI).

Quality Assessment Team:

Discipline Primary 
Assessor

Secondary 
Assessor Branch/Division

Drug Substance
Drug Product

Immunogenicity
Xuhong Li Kelley Burridge CDER/OPQ/OBP/DBRRIV

Labeling James Barlow CDER/OPQ/OBP
Facility Wayne Seifert Zhong Li

Microbiology-Drug Substance Bo Chi
Microbiology-Drug Product Wayne Seifert

Candace Gomez-
Broughton

CDER/OPQ/OPMA/DBM

Devices (Consult) Matthew Ondeck Rumi Young CDRH/OPEQ/OHTIII/DHTIIIC
Application Team Lead Kelley Burridge CDER/OPQ/OBP/DBRRIV

RBPM Erica Keafer, Anh-Thy Ly CDER/OPQ/OPRO/DRBPMI/RBPMB1

Reference ID: 4872668

(b) (4)

(b) (4)

(b) (4)
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Multidisciplinary Assessment Team:

Discipline Assessor Team Leader Office/Division
RPM Strother Dixon CDER/OND/ORO/DROII

Cross-disciplinary Team Lead Gordana Diglisic CDER/OND/OII/DDD
Medical Officer Kevin Clark Gordana Diglisic CDER/OND/OII/DDD

Pharmacology/Toxicology Jill Merrill Barbara Hill CDER/OND/OII/DPTII
Clinical Pharmacology Jie (Jenny) Cheng Chinmay Shukla CDER/OTS/OCP/DIIP

Statistics Marilena Flouri Mohamed Alosh CDER/OTS/OB/DBIII

1.  Names:

a. Proprietary Name: BIMZELX
b. Trade Name: BIMZELX
c. Non-Proprietary Name/USAN: bimekizumab-bkzx
d. CAS Name: 1418205-77-2
e. Common Name: UCB4940 (CDP4940)
f. INN Name: bimekizumab-bkzx
g. OBP systematic name: MAB HUMAN (IGG1) ANTI Q16552 (IL17_HUMAN) & ANTI Q96PD4 

(IL17F_HUMAN) [UCB4940]

Submissions Assessed:
Submission(s) Assessed Document Date

STN 761151/0001 - New/BLA July 15, 2020
STN 761151/0002 - Labeling/Package Insert Draft July 16, 2020
STN 761151/0004 - Quality/Response To Information Request July 29, 2020
STN 761151/0005 - Quality/Response To Information Request August 12, 2020
STN 761151/0006 - Quality/Response To Information Request August 19, 2020
STN 761151/0009 - Quality/Response To Information Request September 24, 2020
STN 761151/0011 - General Correspondence September 29, 2020
STN 761151/0012 - Quality/Response To Information Request October 2, 2020
STN 761151/0013 - Quality/Quality Information October 8, 2020
STN 761151/0015 - Quality/Response To Information Request October 15, 2020
STN 761151/0018 - Quality/Response To Information Request November 12, 2020
STN 761151/0019 - General Correspondence November 20, 2020
STN 761151/0020 - Quality/Response To Information Request November 25, 2020
STN 761151/0021 - Quality/Response To Information Request December 3, 2020
STN 761151/0026 - Quality/Response To Information Request January 11, 2021
STN 761151/0032 - Quality/Quality Information January 26, 2021
STN 761151/0037 - Quality/Response To Information Request February 12, 2021
STN 761151/0041 - Quality/Response To Information Request March 1, 2021
STN 761151/0043 - Quality/Response To Information Request March 11, 2021
STN 761151/0044 - Quality/Response To Information Request March 16, 2021
STN 761151/0049 - Quality/Quality Information April 19, 2021
STN 761151/0050 - Quality/Quality Information May 3, 2021
STN 761151/0051 - Labeling/Container-Carton Draft, Labeling/Package Insert Draft May 19, 2021
STN 761151/0052 - Quality/Response To Information Request June 28, 2021

Reference ID: 4872668



Page 3 of 17

Department of Health and Human Services
Food and Drug Administration

Center for Drug Evaluation and Research
Office of Biotechnology Products

STN 761151/0054 - Labeling/Container-Carton Draft August 13, 2021
STN 761151/0055 - Quality/Quality Information August 23, 2021
STN 761151/0056 - Labeling/Container-Carton Draft September 7, 2021
STN 761151/0057 - Quality/Response to Information Request September 30, 2021

Reference ID: 4872668
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Quality Assessment Data Sheet:

1.  Legal Basis for Submission: 351(a)
2.  Related/Supporting Documents:

A. DMFs:

DMF # DMF 
Type DMF Holder Item 

referenced Code1 Status2
Date 

Assessment 
Completed

Comments

II 3 N/A N/A LOA June 1, 
2020

II 3 N/A N/A LOA May 
29, 2020

II 3 N/A N/A LOA May 
22, 2020

II 3 N/A N/A LOA June 1, 
2020

III 3 N/A N/A LOA August 
14, 2019

III 3 N/A N/A LOA August 
16, 2019

Reference ID: 4872668
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(b) (4)
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bromobutyl 
rubber 
stopper

III 3 N/A N/A
LOA 

November 
8, 2019

1.  Action codes for DMF Table: 1- DMF Assessed; Other codes indicate why the DMF was not assessed, as follows: 
2- Assessed previously and no revision since last assessment; 3- Sufficient information in application; 4- Authority to 
reference not granted; 5- DMF not available; 6- Other (explain under “comments”)

2.  Action codes for Status column: Adequate, Adequate with Information Request, Deficient, or N/A (There is not 
enough data in the application; therefore, the DMF did not need to be assessed.

B. Other documents: IND, Referenced Listed Drug (RLD), or sister application.

Document Application Number Description

IND 128707 Investigation of the use of UCB4940 for the treatment of patients 
with psoriasis. Initially submitted on June 14, 2016.

3.  Consults: 

Discipline/Topic Date 
Requested Status Recommendation Assessor

CDRH/Devices

Safety syringe and autoinjector
July 20, 2020 Complete

Approvable pending 
device inspection at 

UCB Pharma SA
Matthew Ondeck (primary)
Rumi Young (secondary)

4.  Environmental Assessment of Claim of Categorical Exclusion: Acceptable per 21 CFR 25.31(c)

Reference ID: 4872668

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

(b) (4)
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Executive Summary:

I.  Recommendations:

A. Recommendation and Conclusion on Approvability:

Pending the outcome of pre-license inspections, the Office of Pharmaceutical Quality (OPQ), 
CDER, recommends approval of STN 761151 for BIMZELX (bimekizumab-bkzx) manufactured by 
UCB, Inc. The data submitted in this application are adequate pending inspections to support 
the conclusion that the manufacture of BIMZELX is well-controlled and leads to a product that is 
pure and potent. It is recommended that this product be approved for human use under 
conditions specified in the package insert pending successful outcomes of inspections.

Summary of Complete Response Issues:  None.

Approval Action Letter Language: No action at this time. Pending inspections.

Benefit/Risk Considerations:
Bimekizumab-bkzx drug product is a monoclonal antibody designed to treat moderate to severe 
plaque psoriasis in adults who are candidates for systemic therapy or phototherapy. 
Bimekizumab-bkzx was statistically superior to placebo (p-values < 0.001) for both co-primary 
efficacy endpoints in both clinical trials. The Applicant demonstrated that bimekizumab-bkzx is 
effective for its intended use in the target population.

Due to the COVID-19 pandemic, we were unable to perform pre-license inspections on the DS 
manufacturing site  and the DP manufacturing site UCB in Belgium. This 
BLA cannot be approved until inspections are completed. 

B. Recommendation on Phase 4 (Post-Marketing) Commitments, Requirements, 
Agreements, and/or Risk Management Steps, if approvable: None, pending inspections.

II. Summary of Quality Assessments:

A. CQA Identification, Risk and Lifecycle Knowledge Management

Table 1: Active Pharmaceutical Ingredient CQA Identification, Risk and Lifecycle Knowledge 
Management 

Type of CQA Quality Attribute Risk Origin Control Strategy

Identity* Identity Safety Intrinsic to molecule

Degree of Clarity and 
Opalescence

Appearance
Degree of Coloration

DP Stability Formulation

Reference ID: 4872668

(b) (4)

(b) (4)
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b. Drug Product

i. Protocols approved: See protocols for DS noted above.

ii. Outstanding assessment issues/residual risk: See inspection points below plus the DP and DP 
microbiology reviews for items needing follow up during the pre-license inspection.

iii. Future inspection points to consider: Pre-license inspection not yet conducted.

Reference ID: 4872668

(b) (4)

(b) (4)
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