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This is a corrected review that does not change the overall 
recommendations/conclusions of the original review dated 

August 27, 2024.

BLA Executive Summary
Assessment Date: August 26, 2024

1. Application/Product Information 
BLA number 761306

Submission Type Resubmission (Round 2)  

Regulatory Pathway 351(a)

Associated IND/BLA IND 119866

Review Designation Standard

Applicant Eli Lilly and Company

Indication Moderate to severe chronic atopic dermatitis

Rx/OTC dispensed Rx

Proprietary Name Ebglyss

Non-proprietary Name/Code Name lebrikizumab-
lbkz

Drug Product Name

OBP Naming  MAB HUMANIZED (IGG4) ANTI P35225 
(IL13_HUMAN) [LY3650150]

Drug Product 
Description

Lebrikizumab is supplied as a sterile 250 mg/2 mL 
solution formulated in 6.2 mg histidine, 1.8 mg glacial 
acetic acid, 119.6 mg sucrose, 0.6 mg polysorbate 20, 
and Water for Injection  

Lebrikizumab is a humanized IgG4 monoclonal antibody 
consisting of two heavy chains (HC) and two light 
chains (LC) that are held together via 12 intra-chain 
disulfide bonds and 4 inter-chain disulfide bonds. A 

Reference ID: 5445842
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S226P mutation was introduced to the hinge region  
.

Dosage Form Liquid

Strength 250 mg/2 mL

Route of 
Administration

Subcutaneous

Primary Container 
Closure System

The DP is stored in a 2.25 mL, Type  glass 
syringe barrel with a  elastomeric 
plunger .

Device Information The  is assembled with device components to 
prepare the two presentations— pre-filled syringe with 
needle safety device (PFS-NSD) and autoinjector (AI).

Co-packaged 
Product Information

None

Discipline Primary Secondary

Drug substance

Drug product

Immunogenicity 
Assay 

Amy Hsu Kristen Nickens

Facility Bo Chi 
(DS)/Melissa Ray 
(DP)

Zhong Li

Microbiology Bo Chi 
(DS)/Melissa Ray 
(DP)

Maxwell Van 
Tassel

OPQ Review Team

RBPM Andrew Shiber (June 1, 2023 – 
current); Anh-Thy Ly (until May 
31, 2023)

Reference ID: 5445842

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) 
(4)











   
Page 7 of 7

Department of Health and Human Services
Food and Drug Administration

Center for Drug Evaluation and Research
Office of Pharmaceutical Quality

Reference ID: 5445842

APPEARS THIS WAY ON ORIGINAL



--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

KRISTEN P NICKENS
09/12/2024 05:31:09 PM

Signature Page 1 of 1

Reference ID: 5445842



       For use with OPQ-OBP-SOP-3104: OPQ-OBP-TEM-0010-07 [BLA executive summary non-annotated template]
Page 1 of 6

Department of Health and Human Services
Food and Drug Administration

Center for Drug Evaluation and Research
Office of Biotechnology Products

BLA Executive Summary
Assessment Date: September 27, 2023

1. Application/Product Information 
BLA number 761306

Submission Type Original Submission 

Regulatory Pathway NME 351(a)

Associated IND/BLA IND 119866

Review Designation Standard

Applicant Eli Lilly and Company

Indication Moderate to severe chronic atopic dermatitis

Rx/OTC dispensed Rx

Proprietary Name Ebglyss

Non-proprietary Name/Code Name lebrikizumab-
lbkz

Drug Product Name

OBP Naming  MAB HUMANIZED (IGG4) ANTI P35225 
(IL13_HUMAN) [LY3650150]

Drug Product 
Description

Lebrikizumab is supplied as a sterile 250 mg/2 mL 
solution formulated in 6.2 mg histidine, 1.8 mg glacial 
acetic acid, 119.6 mg sucrose, 0.6 mg polysorbate 20, 
and Water for Injection . 

Lebrikizumab is a humanized IgG4 monoclonal antibody 
consisting of two heavy chains (HC) and two light 
chains (LC) that are held together via 12 intra-chain 
disulfide bonds and 4 inter-chain disulfide bonds. A 
S226P mutation was introduced to the hinge region  

.

Dosage Form Liquid
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Strength 250 mg/2 mL

Route of 
Administration

Subcutaneous

Primary Container 
Closure System

The DP is stored in a 2.25 mL, Type  glass 
syringe barrel with a  elastomeric 
plunger .

Device Information The  is assembled with device components to 
prepare the two presentations— pre-filled syringe with 
needle safety device (PFS-NSD) and autoinjector (AI).

Co-packaged 
Product Information

None

Discipline Primary Secondary

Drug substance

Drug product

Immunogenicity 
Assay 

Amy Hsu Kristen Nickens

Facility Bo Chi 
(DS)/Melissa Ray 
(DP)

Zhong Li

Microbiology Bo Chi 
(DS)/Melissa Ray 
(DP)

Maxwell Van 
Tassel

RBPM Andrew Shiber (June 1, 2023 – 
current); Anh-Thy Ly (until May 
31, 2023)

OPQ Review Team

ATL Kristen Nickens

OPQ Issued Consults Two CDRH ICCRs (# 00878385 and 00878369) were 
requested by OPQ for the device quality review and 
facility inspection. See DARRTS and the ICCR database 

Reference ID: 5252150
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for the ICCRs and associated memos from Courtney 
Evans for PFS-NSD review and Florencia Wilson for 
autoinjector review, and Porsche Bennett for device 
facility review.

2. Recommendation and Conclusion on Approvability
Recommendation:  Complete Response 

The Office of Pharmaceutical Quality (OPQ), CDER, has completed assessment of 
BLA 761306 for Ebglyss manufactured by Eli Lilly and Company.  The information 
and data provided to support licensure are not sufficient to support a conclusion 
that the manufacture of Ebglyss 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):

Complete Response Comment (provided by DBM and OBP):

1. As part of the facility evaluation of  
 drug substance (DS) manufacturing facility, a 

Remote Regulatory Assessment (RRA) was performed. FDA identified issues 
during the RRA and conducted a pre-license inspection (PLI) to further 
evaluate the facility. Following the PLI, FDA conveyed deficiencies to the 
representative of the facility.  FDA has reviewed the responses from the 
facility, and all deficiencies have not been satisfactorily resolved. Satisfactory 
responses to these deficiencies should be provided to the inspection team 
prior to submitting your complete response. Your complete response should 
include the date of the facility’s response to the FDA Form 483. The 
assessment of the application approvability and resolution of inspection 
deficiencies would be evaluated upon receipt of the complete response and 
may include a re-inspection of the facility. Please work with the facility in 
resolving the related deficiencies.

2. Following evaluation of the inspection findings noted above, and the response 
to those findings, the Agency has identified concerns regarding the reliability 
of data generated at  in your BLA submission. The 

Reference ID: 5252150
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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.
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