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LABELS AND LABELING ASSESSMENT 
 

Date of Assessment: December 7, 2022 

Assessor: Vicky Borders-Hemphill, PharmD  
Labeling Assessor 
Office of Biotechnology Products (OBP) 

Through: Jun Liu, Product Quality Assessor 
OBP/Division of Biotechnology Review and Research 3 

Application: BLA 761255 

Applicant: Fresenius Kabi USA, LLC  

Submission Date: December 13, 2021 

Product: Idacio (adalimumab-aacf) 

Dosage form(s): Injection 

Strength and 
Container-Closure: 

Single-dose prefilled pen: 40 mg/0.8 mL 

Single-dose prefilled glass syringe: 40 mg/0.8 mL 

Purpose of 
assessment: 

The Applicant submitted a biologics license application for Agency 
assessment 

Recommendations: The prescribing information, medication guide, instructions for use 
(submitted on December 6, 2022), container labels (submitted on 
November 4, 2022), and carton labeling (submitted on November 29, 
2022 and December 6, 2022) were assessed and found to be 
acceptable (see Appendix C) 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). 
 
CONCLUSION 
The prescribing information, medication guide, instructions for use (submitted on December 6, 
2022), container labels (submitted on November 4, 2022), and carton labeling (submitted on 
November 29, 2022 and December 6, 2022) were assessed and found to be acceptable (see 
Appendix C) from an OBP Labeling perspective.  
 
APPENDICES 
Appendix A: Proposed Labeling  
Prescribing Information and Medication Guide (submitted on December 13, 2021 
\\CDSESUB1\evsprod\bla761255\0001\m1\us\114-labeling\114a-draft-label\draft-labeling-text-
uspi-and-medication-guide.docx) 
 
Instructions for Use (submitted on December 13, 2021 
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12 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TS) 
immediately following this page
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