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CHAPTER IV: LABELING 
 

Amendments addressed in this review: 

SD-001 09/25/21 new NDA 

SD-002 10/14/21 label name 

SD-003 12/28/21` updated stability studies 

SD-006 03/21/22 vial and carton labels 

SD-007 04/15/22 updated USPI 

 

Amendment SD-001 

 Provided are draft vial labels, carton labels and USPI with comparisons to the 

Velcade labels and labeling. 

 

Amendment SD-002 

 The amendment provides revised vial labels, carton labels and USPI in response 

to comments in an email dated 10/08/21 which recommended that the request for 

proprietary name review be withdrawn and that the labels and labeling be revised 

accordingly. 

 

Amendment SD-006 

 The amendment provides a discussion and a copy of the annotated comparison 

with the RLD (amendment SD-001) in response to comments in an email dated 03/15/22.  

The letter expressed a safety concern regarding potential medication errors and the 

possible used of syringe stickers. 

 The holder responded that, because MAIA’s ready-to-use product does not 

require reconstitution, it is intended for the practitioner to withdraw the required dose 

directly from the vial and administer at point of use.  Therefore, the proposed drug 

product does not need to be stored in a syringe prior to administration.  The product 

strength and route of administration are already clearly indicated on the drug product vial.  

Thus, vial stickers used with Velcade are not needed. 

 

Amendment SD-007 

 The amendment provides revised USPI in response to FDA editorial comments on 

the labels and labeling issued in an email dated 04/11/22. 

Comment 1:  Please refer to your NDA submitted under section  505(b)(2) of the Federal 

Food, Drug, and Cosmetic Act for Bortezomib Injection.  We also refer to your 

submission dated 09/27/21.  Please review the changes/comments and do the following in 

the same label version provided: 

• Accept any changes that you agree with including all format/minor editorial changes 

• Edit over the ones that you do not agree with (do not reject any changes that the FDA 

proposed) 

• Please address the comments directly to the document in tracked changes 

• Maintain a docx file 

• Do NOT anonymize the comments 

Response 
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Special instructions for 
product preparation  

Adequate This is a ready-to-use solution 

Important administration 
instructions  

N/A  

For parenteral products: 
include statement: 
“Parenteral drug products 
must be inspected visually 
for particulate matter and 
discoloration prior to 
administration, whenever 
solution and container 
permit”  

Adequate Statement is present 

If there is a USP 
monograph for the drug 
product  

N/A Th draft Pharmacopeia Forum monograph is 
referenced. 

For radioactive products,  N/A  

For hazardous products, 
include the statement 
“DRUG X is a hazardous 
drug. Follow applicable 
special handling and 
disposal procedures.x” with 
x numerical citation to 
“OSHA Hazardous Drugs”. 

Adequate Drug is cytotoxic. 
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Any deficiencies should be listed at the end in the “ITEMS FOR 
ADDITIONAL ASSESSMENT.”  None 
 

3.0 CONTAINER AND CARTON LABELING 

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