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LABELS AND LABELING ASSESSMENT 
 

Date of Assessment: July 29, 2021                                       
 

Assessor: Jim Barlow, RPh 
Labeling Assessor 
Office of Biotechnology Products (OBP) 

Through: Nailing Zhang, PhD, Product Quality Assessor 
OBP/Division of Biotechnology Review and Research IV 

Application: BLA 761123 

Applicant: AstraZeneca AB 

Submission Date: July 31, 2020; July 14, 2021 and July 27, 2021 

Product: Saphnelo (Anifrolumab-fnia)   

Dosage form(s): Injection 

Strength and 
Container-Closure: 

300 mg/2 mL (150 mg/mL) in a single-dose vial 

Purpose of 
assessment: 

The Applicant submitted this biologics license application for the 
treatment of adult patients with moderate to severe systemic lupus 
erythematosus (SLE),  
 

Recommendations: The prescribing information, patient labeling, container labels, and 
carton labeling are acceptable from an OBP labeling perspective. 
 

 

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, patient labeling, container labels, and carton labeling submitted on 
July 27, 2021 were assessed and found to be acceptable (see Appendix C) from an OBP labeling 
perspective.  
 
APPENDICES 

(b) (4)
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Recommendation: Approval 
 

BLA/NDA Number: 761123 
Review Number: 1 

Review Date: 6/28/2021 
 
Drug Name/Dosage Form SAPHNELO™ (anifrolumab-fnia), injection 
Strength/Potency Vial: 300 mg/2 mL (150 mg/mL) 
Route of Administration Intravenous (IV) infusion 
Rx/OTC dispensed Rx 
Indication moderate to severe systemic lupus erythematosus (SLE) 
Applicant AstraZeneca 

 
 

Product Overview: 
 
Anifrolumab-fnia is a recombinant human immunoglobulin kappa 1 (IgG1) monoclonal antibody  
targeting subunit 1 of the type I interferon receptor (IFNAR1). It is expressed in mouse myeloma cells 
(NS0). 
 
SAPHNELO™ (anifrolumab-fnia) injection is a preservative-free, sterile, clear to opalescent and 
colorless to slightly yellow solution for intravenous infusion after dilution. It is supplied in single-dose 
vial containing 300 mg/2 mL (150 mg/mL) anifrolumab-fnia. 
 

 
Quality Review Team: 

 
Discipline Reviewer Branch/Division 

Drug Substance (DS) Nailing Zhang Division of Biotechnology 
Review and Research (DBRR) IV 

Drug Product (DP) Nailing Zhang DBRR IV 
Immunogenicity Assay Nailing Zhang DBRR IV 
Labeling James Barlow Office of Biotechnology 

Products (OBP) 
Facility Ziyang Su 

Michael Shanks 
Office of Pharmaceutical 
Manufacturing Assessment/ 
Division of Biotechnology 
Manufacturing (OPMA/DBM) 

Facility Team Lead Zhong Li OPMA/DBM 
Microbiology Dupeh Palmer  

Maria Gutierrez-Hoffman 
OPMA/DBM 

Microbiology Team Lead Maxwell Van Tassell OPMA/DBM 
Application Team Lead Haoheng Yan DBRR IV 
RBPM Rabiya Haider Office of Program and 

Regulatory Operations (OPRO) 
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Multidisciplinary Review Team: 
 

Discipline Reviewer Office/Division 
RPM Christine Ford OND/ORO/DROII 
Cross-disciplinary Team Lead Raj Nair OND/OII/DRTM 
Medical Officer Amit Golding OND/OII/DRTM 
Pharmacology/Toxicology Xiaochun Chen OND/OII/DPTII 
Clinical Pharmacology Lei He OTS/OCP/DIIP 
Statistics Ling Lan OTS/OB/DBIII 

 
Names: 
 

a. Proprietary Name:   SAPHNELO 
b. Trade Name:     SAPHNELO™ 
c. Non-Proprietary Name/USAN: Anifrolumab-fnia 
d. CAS Registry Number:  1326232-46-5 
e. Common Name:   MEDI-546 (company code) 
f. INN Name:    Anifrolumab-fnia 
g. Compendial Name:   Not applicable. 
h. OBP Systematic Name:  MAB HUMAN (IGG1) ANTI P17181 (INAR1_HUMAN) [MEDI546] 

 
 

Submissions Reviewed: 
 

Submission(s) Reviewed Document Date 
STN 761123/SN 0001,  07/31/2020 
STN 761123/SN 0004,  09/28/2020 
STN 761123/SN 0006,  10/13/2020 
STN 761123/SN 0010 12/15/2020 
STN 761123/SN 0011 12/16/2020 
STN 761123/SN 0014 01/12/2021 
STN 761123/SN 0034 05/18/2021 
STN 761123/SN 0036,  05/25/2021 
STN 761123/SN 0039 06/02/2021 
STN 761123/SN 0040 06/21/2021 
STN 761123/SN 0042 06/30/2021 
STN 761123/SN 0044 07/09/2021 
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Quality Review 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 

Review 
Completed 

Comments 

III 3 Adequate 5/1/2020 None 

III 3 Adequate 5/1/2020 None 

V 3 Adequate 5/26/2020 None 

V 3 Adequate 5/26/2020 None 

V 3 Adequate 5/26/2020 None 

1.  Action codes for DMF Table: 1- DMF Reviewed; Other codes indicate why the DMF was not reviewed, as follows: 
2- Reviewed previously and no revision since last review; 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 reviewed. 
 

B. Other documents: IND101849 
 

3. Consults: None.  
 

4. Environmental Assessment of Claim of Categorical Exclusion: A categorical exclusion is claimed for 
the requirement to prepare an environmental assessment in accordance with 21 CFR 25.31(c) 

 
Executive Summary: 

 
I.  Recommendations: 

A. Recommendation and Conclusion on Approvability: 
The Office of Pharmaceutical Quality (OPQ), CDER, recommends approval of STN 761123 for 
SAPHNELO manufactured by AstraZeneca. The data submitted in this application are adequate 
to support the conclusion that the manufacture of SAPHNELO 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. 

Reference ID: 4832948
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a. Drug Substance: 

i. Protocols approved: 
1.  validation, Section 3.2.S.2.5  
2.  validation, Section 3.2.S.2.5 
3. Future working cell bank qualification, Section 3.2.S.2.3.3.5 
4. Cell bank stability testing, Section 3.2.S.2.3.3.5 
5. Future working reference standard qulification, Section 3.2.S.5.3 
6. Reference standard stability, Section 3.2.S.5.3 
7. Post-approval DS stability testing, Section 3.2.S.7.2 

ii. Outstanding review issues/residual risk: none 

iii. Future inspection points to consider: microbial controls during the DS 
manufacturing process 
 

b. Drug Product 
 

i. Protocols approved: Post-approval DP stability testing, Section 3.2.P.8.2 
 

ii. Outstanding review issues/residual risk: None 
 

iii. Future inspection points to consider: none  
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