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BLA Executive Summary
Assessment Date: 10/26/2023

1. Application/Product Information 
BLA number 761279

Submission Type Resubmission

Regulatory Pathway NME 351(a)

Associated IND/BLA IND 125444

Review Designation Standard Review

Applicant Eli Lilly and Company

Indication Ulcerative Colitis

Rx/OTC dispensed Rx

Proprietary Name: Omvoh 

Non-proprietary Name/Code Name: mirikizumab-
mrkz 

Drug Product Name

OBP Naming: MAB HUMANIZED (IGG4) ANTI Q9NPF7 
(IL23A_HUMAN) [LY3074828]  

Drug Product 
Description

Omvoh (mirikizumab-mrkz) is a recombinant humanized 
IgG4 monoclonal antibody produced in a Chinese 
Hamster Ovary (CHO) cell line. The antibody binds with 
high affinity and specificity to the p19 subunit of human 
IL-23 cytokine and inhibits its interaction with the IL-23 
receptor. 

Omvoh (mirikizumab-mrkz) injection is a sterile, 
preservative-free, clear to opalescent, colorless to 
slightly yellow to slightly brown solution containing 
either 20 mg/mL mirikizumab-mrkz in single-dose vials, 
or 100 mg/mL mirikizumab-mrkz in single-dose prefilled 
pens.
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Dosage Form Solution, injection

Strength • 300 mg/15 mL (20 mg/mL) solution in a single-dose 
vial

• 100 mg/1 mL solution in a single-dose prefilled pen

Route of 
Administration

• Intravenous Infusion (vials)
• Subcutaneous Injection (prefilled pens)

Primary Container 
Closure System

• Vials: 20 mL clear,  glass tubing vial with a 
 elastomer closure (stopper) 

 
 

The closure is secured in place with a two 
piece flip-top aluminum seal.

•  1 mL-long, clear,  glass 
syringe barrel with small round flange, 27G special 
thin wall x 1/2" staked needle, and closed with a 

 elastomeric plunger and rigid 
needle shield.

Device Information The prefilled pens (  are 1 mL needle-
based injection system (NIS) used to deliver the drug 
product. The components of prefilled pens do not 
contact the drug product solution. Device information is 
assessed by CDRH and the review will be documented 
separately.

Co-packaged 
Product Information

Not applicable

Discipline Primary Secondary

Drug substance Mercy Oyugi Nailing Zhang

Drug product Mercy Oyugi Nailing Zhang

Immunogenicity 
Assay 

Marco Cardone Daniela Verthelyi

Reference ID: 5267330

(b) (4)

(b) (4)

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

(b) (4)

(b) (4)

(b) (4)



       For use with OPQ-OBP-SOP-3104: OPQ-OBP-TEM-0010-07 [BLA Executive Summary Template Non-annotated]
Page 3 of 7

Department of Health and Human Services
Food and Drug Administration

Center for Drug Evaluation and Research
Office of Biotechnology Products

Facility Hamet Touré (DS) 
/ Maria Gutierrez-
Hoffman (DP)

Michael Shanks

Microbiology Hamet Touré (DS) 
/ Maria Gutierrez-
Hoffman (DP)

Virginia Carroll

RBPM Shazma Aftab N/A

ATL Nailing Zhang

OPQ Review Team

Review Chief Maria-Teresa Gutierrez-Lugo

OPQ Issued Consults None. A CDRH consult was requested by OND and the 
review will be documented separately.

2. Recommendation and Conclusion on Approvability

Recommendation: Approval with PMCs/PMRs

The Office of Pharmaceutical Quality, CDER, recommends approval of BLA 
761279 for Omvoh (mirikizumab-mrkz) manufactured by Eli Lilly and Company.  
The data submitted in this application are adequate to support the conclusion 
that the manufacture of Omvoh (mirikizumab-mrkz) 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.

3. CMC Information for Action Letter
a. Manufacturing Location:

• Drug Substance: Eli Lilly Kinsale Limited, Dunderrow, Kinsale, County 
Cork, Ireland (FEI: 3002806888)

• Drug Product: Eli Lilly and Company, Lilly Corporate Center, 
Indianapolis, Indiana 46285, USA (FEI: 1819470)
(This is also the drug product packaging, labeling, and device assembly 
site.) 

b. Fill size and dosage form:
• 300 mg/15 mL (20 mg/mL) solution in a single-dose vial
• 100 mg/1 mL solution in a single-dose prefilled pen

Reference ID: 5267330
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proposed operations. In lieu of on-site pre-licensing inspections (PLI) for the 
DS manufacturing facility, Eli Lilly Kinsale Limited (Kinsale, County Cork, 
Ireland), a review of requested manufacturing site records under Section 
704(a)(4) of the Federal Food Drug and Cosmetic Act was conducted and 
found satisfactory. An on-site PLI for the DP manufacturing facility, Eli Lilly 
and Company (Indianapolis, Indiana, USA), was conducted in June 2023 and 
found satisfactory.

The immunogenicity assays are sufficiently sensitive to detect anti-drug 
antibodies (ADA) in presence of Omvoh (mirikizumab-mrkz) at concentrations 
presented in the patient samples. The neutralizing anti-drug antibody (NADA) 
assay used a target interference assay format that measures the reduction in 
target binding due to blocking the drug’s complementarity-determining region 
(CDR) by ADA. This strategy relies on pre-binding of the drug to IL-23 and 
may not accurately test samples for neutralizing activity. However, the 
immunogenicity assays assessment team concluded that although the assay 
is not considered a suitable neutralization assay, the development of a new 
neutralizing assay will not be requested as a new neutralizing assay will not 
provide additional information, because a high correlation between titers and 
loss of product exposure and efficacy was observed in 1/3 of the subjects 
with titers >160.

The overall Omvoh (mirikizumab-mrkz) control strategy incorporates control 
over raw materials, facilities and equipment, the manufacturing process, 
adventitious agents, microbial contamination, and release and stability of the 
drug substance and drug product. The manufacturing processes and overall 
control strategies for Omvoh (mirikizumab-mrkz) are appropriately 
established to ensure consistency and quality of the final product; therefore, 
lot variability is not a concern. The BLA is recommended for approval from 
the product quality, facility, microbiology and sterility assurance perspectives. 

b. Subdiscipline Recommendation:    
   Drug Substance     - Adequate
   Drug Product - Adequate
   Immunogenicity Assay - Adequate   
   Facilities - Adequate
   Microbiology - Adequate

                   
c. Environmental Assessment (EA):  

Categorical exclusion is claimed by the applicant and deemed acceptable.

Reference ID: 5267330
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d. Potency Assessment for Labeling:
As an initial matter, we determined that no U.S. standard of potency has 
been prescribed for Omvoh (i.e., there is no specific test method described in 
regulation for Omvoh that establishes an official standard of potency).  We 
next considered whether potency is a factor for Omvoh within the meaning of 
21 CFR 610.61(r), which requires a statement about potency on the package 
(carton) label if “potency is a factor” and “no U.S. standard of potency has 
been prescribed.”  We have determined that potency is not a factor for 
Omvoh for purposes of § 610.61(r) because lot variability is not a concern for 
Omvoh as Omvoh’s manufacturing process is appropriately controlled to 
ensure the consistency and quality of the final product.  
 

5. Life-Cycle Considerations 
a. Established Conditions based on ICH Q12 principles:  No

Comments: The applicant states that the BLA does not include an 
Established Conditions proposal as described in ICH Q12 and post-
approval changes will follow the regulations and recommendations in the 
guidance.

b. Drug Substance:
i. Protocols approved:

Reference ID: 5267330
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ii. Residual risk: None

iii. Future inspection points to consider: None 

c. Drug Product:
i. Protocols approved:

• Post-approval stability protocols for drug product
•

ii. Residual risk: None

iii. Future inspection points to consider: 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: 5267330
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LABELS AND LABELING ASSESSMENT 
 

Date of Assessment: October 25, 2023 

Assessor: Jennifer Kim, PharmD 
Labeling Assessor 
Office of Biotechnology Products (OBP) 

Through: Mercy Oyugi, PhD 
Product Quality Assessor 
OBP/Division of Biotechnology Review and Research 3 

Application: BLA 761279 

Applicant: Eli Lilly and Company 

Submission Date: March 30, 2022 and May 24, 2023 

Product: Omvoh (mirikizumab-mrkz) 

Dosage form(s): Injection 

Strength and 
Container-Closure: 

300 mg/15 mL (20 mg/mL) in single-dose vial 
100 mg/mL in a single-dose prefilled pen 
 

Purpose of 
assessment: 

The Applicant submitted a biologics license application to seek 
approval of mirikizumab-mrkz for the treatment of adult patients with 
moderately to severely active ulcerative colitis. 
 

Recommendations: The prescribing information, medication guide, instructions for use, 
container labels, and carton labeling are acceptable from an OBP 
labeling perspective. 
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BLA Executive Summary
Assessment Date: 02/16/2023

1. Application/Product Information 
BLA number 761279

Submission Type Original BLA

Regulatory Pathway 351(a)

Associated IND/BLA IND 125444

Review Designation Standard

Applicant Eli Lilly and Company

Indication Ulcerative Colitis

Rx/OTC dispensed Rx

Proprietary Name: Omvoh 

Non-proprietary Name/Code Name: mirikizumab-
mrkz 

Drug Product Name

OBP Naming: MAB HUMANIZED (IGG4) ANTI Q9NPF7 
(IL23A_HUMAN) [LY3074828]  

Drug Product 
Description

Omvoh (mirikizumab-mrkz) is a recombinant humanized 
IgG4 monoclonal antibody produced in a Chinese 
Hamster Ovary (CHO) cell line. The antibody binds with 
high affinity and specificity to the p19 subunit of human 
IL-23 cytokine and inhibits its interaction with the IL-23 
receptor. 

Omvoh (mirikizumab-mrkz) injection is a sterile, 
preservative-free, clear to opalescent, colorless to 
slightly yellow to slightly brown solution containing 
either 20 mg/mL mirikizumab-mrkz in single-dose vials, 
or 100 mg/mL mirikizumab-mrkz in single-dose prefilled 
pens 

Reference ID: 5128859
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Dosage Form Injection Solution

Strength  300 mg/15 mL (20 mg/mL) solution in a single-dose 
vial

 100 mg/1 mL solution in a single-dose prefilled pen

Route of 
Administration

 Intravenous Infusion (vials)
 Subcutaneous Injection (prefilled pens 

Primary Container 
Closure System

 Vials: 20 mL clear,  glass tubing vial with a 
 elastomer closure (stopper) 

 
 

The closure is secured in place with a two-
piece flip-top aluminum seal. 

  1 mL-long, clear,  glass 
syringe barrel with small round flange, 27G special 
thin wall x 1/2" staked needle, and closed with a 

elastomeric plunger and rigid 
needle shield.

Device Information prefilled pens  
 are 1 mL needle-based injection system (NIS) 

used to deliver the drug product. The components of 
prefilled pens  do not contact the 
drug product solution. Device information is assessed by 
CDRH, and the recommendation is approvable. The 
CDRH review will be documented separately.

Co-packaged 
Product Information

Not applicable

Discipline Primary Secondary

Drug substance Mercy Oyugi Nailing Zhang

Drug product Mercy Oyugi Nailing Zhang

Reference ID: 5128859
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Immunogenicity 
Assay 

Marco Cardone Daniela Verthelyi

Facility Hamet Touré (DS) 
/ Maria Gutierrez-
Hoffman (DP)

Michael Shanks

Microbiology Hamet Touré (DS) 
/ Maria Gutierrez-
Hoffman (DP)

Virginia Carroll

RBPM Rabiya Haider / 
Shazma Aftab

N/A

ATL Nailing Zhang

OPQ Review Team

Review Chief Maria-Teresa Gutierrez-Lugo

OPQ Issued Consults None. A CDRH consult was requested by OND and the 
review will be documented separately.

2. Recommendation and Conclusion on Approvability

Recommendation:  Complete Response 

The Office of Pharmaceutical Quality (OPQ), CDER, has completed assessment of 
BLA 761279 for Omvoh (mirikizumab-mrkz) manufactured by Eli Lilly and 
Company. The data submitted in this application are not sufficient to support a 
conclusion that the manufacture of Omvoh (mirikizumab-mrkz) is well-controlled 
and will lead to a product that is pure and potent. From a CMC standpoint, OPQ 
is recommending a Complete Response letter be issued to Eli Lilly and Company 
to outline the deficiencies noted below and the information and data that will be 
required to support approval.

3. Draft Complete Response Comments and Additional Comments (if 
applicable):

Facility Complete Response Comment (provided by OPMA):

Following pre-license inspection of the ELI LILLY AND COMPANY, Indianapolis, 
Indiana (FEI 1819470), manufacturing facility listed in this application, FDA 

Reference ID: 5128859
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conveyed deficiencies to the representative of the facility. Satisfactory resolution 
of these deficiencies is required before this application may be approved.

Additional Microbiology Comments (provided by OPMA):

Additional Product Quality Comment (provided by OBP):

Reference ID: 5128859
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   Facilities - Inadequate
   Microbiology - Adequate

                   
c. Environmental Assessment (EA):  

Categorical exclusion is claimed by the applicant and deemed acceptable.

d. Potency Assessment for Labeling:
Not applicable as OPQ does not recommend approval of this application.  
 

5. Life-Cycle Considerations 
Not applicable as OPQ does not recommend approval of this application.

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: 5128859
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