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LABELS AND LABELING ASSESSMENT 
ADDENDUM (see pages 19 and 20) 

 

Date of Assessment: January 2, 2024  

Assessor: Diana Pei, PharmD  
Labeling Assessor 
Office of Biotechnology Products (OBP) 

Through: Jun Liu, PhD  
Product Quality Assessor 
OBP/Division of Biotechnology Review and Research III 

Application: BLA 761255-ORIG-2-RESUB-82 

Applicant: Fresenius Kabi USA, LLC 

Submission Date: November 4, 2022 
July 7, 2023 
November 27, 2023 
December 28, 2023 

Product: Idacio (adalimumab-aacf)  

Dosage form(s): Injection  

Strength and 
Container-Closure: 

Proposed: 40 mg/0.8 mL single-dose glass vial kit  
 
Approved:  
40 mg/0.8 mL single-dose prefilled pen (IDACIO Pen)  
40 mg/0.8 mL single-dose prefilled glass syringe  

Purpose of 
assessment: 

The Applicant submitted a biologics license application for the 
approval of a single-dose glass vial kit to include pediatric patients 
who weigh 10 kg to 30 kg for juvenile idiopathic arthritis and 17 kg 
to less than 40 kg for Crohn’s Disease.  

Recommendations: The prescribing information, medication guide, container and carton 
labeling are acceptable (see Appendix D) from an OBP labeling 
perspective. 
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Materials Considered for this Label and Labeling Assessment 

Materials Assessed Appendix Section 

Proposed Labels and Labeling A 

Evaluation Tables B 

Acceptable Labels and Labeling C 

n/a = not applicable for this assessment 
 
DISCUSSION 
We assessed the proposed labels and labeling for compliance with applicable requirements in 
the Code of Federal Regulations. Also, we assessed the proposed labels and labeling for 
consistency with recommended labeling practices (see Appendix B). 
 
During labeling discussions, it was determined that the Instruction for Use initially proposed by 
the Applicant on August 7, 2023 was not needed since the vial kit is for institutional use only. 
The Instruction for Use is not included in the accepted labeling (see Appendix C).   
 
CONCLUSION 
The carton labeling submitted on November 27, 2023 and the prescribing information and 
medication guide submitted on December 28, 2023 were assessed and found to be acceptable 
(see Appendix C) from an OBP Labeling perspective.  
 
APPENDICES 
Appendix A: Proposed Labeling  

 Prescribing Information (submitted on July 7, 2023) 
\\CDSESUB1\EVSPROD\bla761255\0069\m1\us\114-labeling\114a-draft-label\draft-uspi-

with-vial-kit-tracked-changes.docx 

 Medication Guide (submitted on July 7, 2023) 

\\CDSESUB1\EVSPROD\bla761255\0069\m1\us\114-labeling\114a-draft-label\draft-med-

guide-with-vial-kit-tracked-changes.docx 

 

 Instructions for Use (submitted on August 7, 2023)  

\\CDSESUB1\EVSPROD\bla761255\0072\m1\us\114-labeling\114a-draft-label\draft-

labeling-vial-kit-ifu-institutional-use-tracked-chang.docx 

 

 Carton Labeling (submitted on August 7, 2023) 

1 Page of Draft Labeling have been Withheld in Full as b4 (CCI/TS) 
immediately following this page
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APPENDIX C.  Acceptable Labels and Labeling (See Addendum)  

 Prescribing Information and Medication Guide (submitted on December 28, 2023) 
\\CDSESUB1\EVSPROD\bla761255\0089\m1\us\114-labeling\114a-draft-label\draft-uspi-

and-medication-guide-vial-kit-clean.docx 

 Carton Labeling (submitted on November 27, 2023) 
(b) (4)

1 Page of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately 
following this page
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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: 12/14/2024

1. Application/Product Information 

BLA number 761255 (Original 2) for the single-dose glass vial kit

Submission Type CR Response

Regulatory Pathway Biosimilar 351(k)

Associated IND/BLA IND 124098

Review Designation Standard Review

Applicant Fresenius Kabi USA, LLC

Indication

• Rheumatoid arthritis (RA)

• Juvenile idiopathic arthritis (JIA) (2 years of age and older)

• Psoriatic arthritis (PsA)

• Ankylosing spondylitis (AS)

• Crohn’s disease (CD) in adults and pediatric patients 6 
years of age and older

• Ulcerative Colitis (UC) in adult patients

• Plaque Psoriasis (PsO)

Rx/OTC dispensed Rx

Proprietary Name: Odacio

Non-proprietary Name/Code Name: 
adalimumab-aacfDrug Product Name
OBP Naming
MAB HUMAN (IGG1) ANTI P01375 (TNFA_HUMAN) 
[MSB11022]

Drug Product 
Description

Idacio (adalimumab-aacf, MSB11022) is a recombinant 
human IgG1 monoclonal antibody produced in CHO cells. 
MSB11022 binds to Tumour Necrosis Factor-alpha (TNFα) 
and neutralizes its biological function by blocking its 
interaction with TNF Receptors, TNFR1 (p55) and TNFR2 
(p75), which in turn reduces inflammatory response.

Idacio is a proposed biosimilar to US-licensed Humira in the 
40 mg/0.8 mL strength. Its proposed mechanism of action is 
the same as that of US-licensed Humira. MSB11022 drug 
substance (DS) is  

 Idacio drug product is a sterile solution  
 and supplied as a single-dose 

prefilled syringe (PFS) and, single-dose prefilled pen (PFP), 

both approved in BLA 761255 (Original 1) on December 13, 

Reference ID: 5294698

(b) (4)

(b) (4)
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2022 and single-dose vial kit (BLA 761255, Original 2), all at 
the 40 mg/0.8 mL strength.

Dosage Form Liquid

Strength
• Single-dose prefilled glass syringe (PFS): 40 mg/0.8 mL

• Single-dose prefilled pen (PFP): 40 mg/0.8 mL

• Single-dose glass vial kit: 40 mg/0.8 mL

Route of Administration Subcutaneous injection

Primary Container 
Closure System

PFS: 1 mL  glass syringe with a 
29-gauge, 12.7 mm, thin walled stainless steel needle, 
protected with a rigid needle shield. The syringe is closed 
with a  plunger stopper . The 
PFS is assembled with a  device (a passive 
safety device designed to prevent needle stick injuries).

PFP: the primary CCS for the PFP is the PFS described 
above. The pen assembly is a physioject disposable 
autoinjector (AI) device.

Vial Kit: The vial is a  glass vial closed 
with a rubber stopper with  

 an aluminum flip off crimp seal and 
plastic cap. Each vial kit is supplied with a vial adapter, one 
sterile syringe, one sterile safety needle, two alcohol swabs.

Co-packaged Product 
Information N/A

Discipline Primary Secondary
Facility Yi Wang Virginia Carroll

Microbiology
Reyes Candau-
Chacon

Virginia Carroll

Drug substance 
and drug product

Jun Liu
Maria Gutierrez 
Lugo

RBPM Kelly Ballard

OPQ Review Team

ATL Maria Gutierrez Lugo

OPQ Issued Consults N/A

BLA 761255/Original 1 – single-dose prefilled pen (PFP) and single-dose 

prefilled glass syringe (PFS) was approved as a biosimilar to US-Licensed 

Humira (adalimumab) on December 13, 2022. A complete response letter (CRL) 

was issued for BLA 761255/Original 2 – single-dose glass vial kit on the same 

date. Refer to BLA761255/Original 1 OPQ Executive Summary dated December 

13, 2022, for the overall quality assessment of PFP, PFS and glass vial kit 

presentations.

Reference ID: 5294698

(b) (4)

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

(b) (4)

(b) (4)

(b) (4) (b) (4)
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The CRL identified deficiencies at the vial kit manufacturing site,  

 after the pre-license inspection 

(PLI) conducted between  This review will only focus on the 

adequacy of the provided response for addressing the identified deficiencies in 

CRL.

2. Recommendation and Conclusion on Approvability
Recommendation: Approval

The Office of Pharmaceutical Quality, CDER, recommends approval of BLA 
761255/Original 2 for Idacio (MSB11022) single-dose glass vial kit, 40mg/0.8mL.  
The data submitted in this application are adequate to support the conclusion 
that the manufacture of Idacio single-dose glass vial kit 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: 

• Drug Product (for single-dose glass vial kit): 

b. Fill size and dosage form:
Idacio is supplied as 40 mg/0.8 mL solution in a single-dose glass vial kit.

c. Dating Period: 
• Drug Product: 36 months at 36°F to 46°F (2°C to 8°C). This dating 

period may include a single period up to 28 days at a maximum of 77°F 
(25°C) with protection from light.

• Drug Substance: months at C
• Intermediate Substance, if applicable: N/A
• For packaged products: IDACIO drug product is supplied in a carton 

containing 1 sterile single-use syringe, an adapter, 2 alcohol preps and 1 
glass vial providing 40 mg (0.8 mL) of IDACIO

• Stability Option: N/A
d. Exempt from lot release: 

Reference ID: 5294698

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

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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• Yes
• Rationale, if exempted: Idacio is exempted from lot release per FR 95-

29960.

4. Basis for Recommendation

Refer to the BLA761255/Original 1 OPQ Executive Summary dated December 
13, 2022, for basis for recommendation of approval from the drug substance, 
drug product, immunogenicity assays, and microbiology, except for the facility for 
the vial presentation which are all applicable to original 2. 

This memo addresses the CR issue related to deficiencies identified at the 
completion of the facility inspection of  

) which prevented approval of the vial presentation (original 2). 
Briefly, to address the deficiencies issued in the CRL, the  facility 
has informed the applicant of the completion of corrective and preventive actions 
(CAPA) and remediation activities in response to the PLI FDA Form 483. After 
the  PLI, a general GMP Inspection was conducted by the FDA at 

. No observation was issued 
during the on-site GMP inspection. To evaluate the adequacy of the resolution of 
the deficiencies identified during the  PLI, a 704(a)(4) records review 
request in support of BLA 761255-ORIG-2 was sent on . Adequate 
descriptions of the facilities, equipment, environmental controls, cleaning and 
contamination control strategy were provided for  

 proposed for DP vial kit manufacture. All 
proposed manufacturing and testing facilities are acceptable based on their 
current CGMP compliance status and recent relevant inspectional coverage.

5. Life-Cycle Considerations 

Refer to the BLA761255/Original 1 OPQ Executive Summary on December 13, 

2022, for life-cycle considerations.

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: 5294698

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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