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b. Fill size and dosage form: RYSTIGGO is provided as 280 mg/2 mL in a 
single-dose vial

c. Dating Period: 
 Drug Substance:  months at °C
 Drug Product: 24 months at 2°C - 8°C 
 For packaged products: Not packaged
 Stability Option: 

 We have approved the post approval stability protocol(s) in 
the license application for drug substance and drug product.

d. Exempt from lot release: 
 Yes
 Rationale, if exempted: specified product

Note: RYSTIGGO is exempted from lot-by-lot release per FR 95-
29960. The overall control strategy, including manufacturing and 
release controls, is adequate to control lot-to-lot variability and 
product quality over the proposed shelf-life. 

e. Draft Phase 4 (Post-Marketing) Commitments, Requirements, 
Agreements, and/or Risk Management Steps, as applicable
CMC PMC#1 (4427-3): To develop a two-tiered reference standard 
system consisting of primary and working reference standards to support the 
rozanolixizumab-noli product lifecycle. The primary and working reference 
standard will be created from representative DS batches which have passed 
all release specifications. The first new reference standards will be qualified 
against the current reference standard  according to a 
predefined protocol. The results for qualification of new primary and 
working/secondary reference standards will be submitted in a Prior Approval 
Supplement. Alternatively, protocols for qualification and requalification of 
future primary and working/secondary reference standards may be 
submitted as a Prior Approval Supplement, which may facilitate a reduced 
reporting category for implementation of new reference standards.  

Final reference standard qualification report submission date: 02/29/2024

CMC PMC#2 (4427-4): To perform a shipping validation study under real 
time shipping conditions (i.e., temperature, mode of transport, shipping 
duration, and shipping containers and packing representative of the 
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LABELS AND LABELING ASSESSMENT 
 

Date of Assessment: June 23, 2023 

Assessor: Scott Dallas, RPh  
Labeling Assessor 
Office of Biotechnology Products (OBP) 

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

Application: BLA 761286 

Applicant: UCB, Inc. 

Submission Date: October 24, 2022   

Product: RYSTIGGO (rozanolixizumab-noli)   

Dosage form(s): Injection 

Strength and 
Container-Closure: 

280 mg/2 mL (140 mg/mL) in a single-dose vial 

Purpose of 
assessment: 

The applicant submitted a biologics license application for the 
treatment of generalized myasthenia gravis (gMG) in adult patients 
who are anti-acetylcholine receptor (AChR) or anti-muscle-specific 
tyrosine kinase (MuSK) antibody positive. 
 

Recommendations: The prescribing information, container label, 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 with accepted OBP labeling revisions under review as of June 23, 
2023, and the container label, and carton labeling submitted on April 14, 2023 were assessed 
and found to be acceptable (see Appendix C) from an OBP labeling perspective. The prescribing 
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information incorporated all OBP edits and revisions.  However, other review disciplines may still 
require edits and revisions.  Thus, final prescribing information was not attached to this labeling 
assessment. 
 
APPENDICES 
Appendix A: Proposed Labeling 

 Prescribing Information (submitted on October 24, 2022) 
\\CDSESUB1\EVSPROD\bla761286\0001\m1\us\114-labeling\draft\labeling\cir-202209-

sub.docx  

 Container Label (submitted on October 24, 2022) 

 Carton Labeling (submitted on October 24, 2022) 

(b) (4)

1 Page(s) of Draft Labeling has been Withheld in Full as b4 (CCI/TS) immediately following this page
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