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LABELS AND LABELING ASSESSMENT 
 

Date of Assessment: December 23, 2024 

Assessor: Vicky Borders-Hemphill, PharmD 
Labeling Assessor 
Office of Product Quality Assessment III (OPQA III) 

Through: Faruk Sheikh, PhD 
Product Quality Assessor 
OPQA III/Division of Product Quality Assessment XIV 

Application: BLA 761381 and BLA 761429 

Applicant: Bristol-Myers Squibb Company 
Shared Manufacturing Arrangement between Bristol Myers Squibb 
Company and Halozyme 

Submission Date: February 29, 2024 

Product: Opdivo Qvantig (nivolumab and hyaluronidase-nvhy) 

Dosage form(s): injection 

Strength and 
Container-Closure: 

600 mg nivolumab and 10,000 units hyaluronidase per 5 mL (120 
mg/2,000 units per mL) solution in a single-dose vial 

Purpose of 
assessment: 

The Applicant submitted a biologics license application for Agency 
assessment. 

Recommendations: The prescribing information and medication guide (submitted on 
December 20, 2024) and container labels and carton labeling 
(submitted on December 17, 2024) were assessed and found to be 
acceptable (see Appendix C) from an OPQA III 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 and medication guide (submitted on December 20, 2024) and 
container labels and carton labeling (submitted on December 17, 2024) were assessed and 
found to be acceptable (see Appendix C) from an OPQA III Labeling perspective.  
 
APPENDICES 
Appendix A: Proposed Labeling  
Prescribing Information and Medication Guide (submitted on February 29, 2024 

\\CDSESUB1\EVSPROD\bla761381\0001\m1\us\initial-bla-nivo-hyal-markup.pdf) 
 
Container Labels (submitted on February 29, 2024) 

 
  

(b) (4)

2 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately 
following this page
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OPQA III revised to provide the name of the administration device with corresponding 
materials of construction (e.g., polypropylene and polycarbonate syringes). OND removed the 
other proposed materials of construction and provided comment to applicant “As no 
administration instructions are provided in the USPI for subcutaneous infusion sets, we have 
deleted the compatibility information for these materials.”. Applicant’s response: From BMS: 
Subcutaneous infusion sets were used during the CA20967T study and the list of compatible 
materials for these sets were described in module 3.2.P.2.6. BMS proposes to maintain this 
list of compatible materials and further proposes to include subcutaneous infusion sets as an 
administration option. Language has been added to support the use of the winged/butterfly 
set. As mentioned in an earlier comment, this set was used Checkmate -67T. The set reduced 
nurse strain/fatigue and increases patient comfort, relative to standard needle.”. OPQA III 
Labeling does not object and defers to OND clinical for the inclusion of “or subcutaneous 
administration set (e.g., winged/butterfly)”. 
  
Revise to include the name of the administration device with corresponding materials of 
construction. The Applicant revised as requested. 

 
 
Provide the time that it takes to reach room temperature. Applicant’s response: From BMS: 
As settings for preparing OPDIVO QVANTIG may vary from site to site, providing a time to 
reach room temperature may not be appropriate for each site. Thus, consistent with the 
recently approved Tecentriq Hybreza USPI, we propose to keep the recommendation as 
proposed. Furthermore, as OPDIVO QVANTIG is intended for HCP administration by trained 
professionals who routinely administer such products and is not intended for self-
administration by a patient, we believe this additional information is not needed. OPQA III 
Labeling does not object. 
 
Revised the hold time limit for syringe storage from  to 48 hours. Applicant’s response: 
As provided in our response to the FDA IR dated July 29, 2024 (Q1), BMS considers the 
submitted microbiological stability data sufficient to support the storage of the prepared 
syringe for up to at 2-8°C, as initially proposed in the BLA. At the time, BMS proposed 
a 48-hour storage period in response to the follow-up FDA IR dated August 28, 2024 
(Q1)

 BMS respectfully 
requests that the FDA consider our proposal to revise the storage 
duration of the prepared syringe to at 2-8°C. OPMA response: Data to support 
extension of storage time should be submitted in a future supplement. 
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