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3.0 Summary of Safety Update 

The medical reviewer, Dr. Alma Davidson, recommends approval of this 
application as does the CDTL, Dr. Janice Pohlman.  The safety evaluation was 
based on recent literature relevant to the clinical safety of ceftazidime and 
dextrose solution as provided by the applicant, and a separate literature search 
conducted by Dr. Davidson.  The Office of Surveillance and Epidemiology-
Division of Pharmacovigilance II was consulted for analysis of selected adverse 
drug reactions associated with ceftazidime in the AERS database.  Based on the 
literature and the results of the AERS database search, language has been 
added to the postmarketing adverse reactions section of the label as follows: 
nephropathy which may be severe (e.g. renal failure).  Articles related to allergic 
reactions to dextrose-containing solutions in patients with a history of corn 
allergy/hypersensitivity support the addition of language to the Warnings and 
Precautions section of the label, as follows:  

"Hypersensitivity reactions, including anaphylaxis, have been reported with 
administration of dextrose containing products. These reactions have been 
reported in patients receiving high concentrations of dextrose (i.e. 50% dextrose). 
The reactions have also been reported when corn-derived dextrose solutions 
were administered to patients with or without a history of hypersensitivity to corn 
products." 

4.0 Summary of Other Regulatory Issues 

DMEPA has provided recommended revisions for the container and container 
labeling, as well as for the carton labeling that have been accepted by the 
Applicant.  DDMAC has provided edits to the package insert.   

This application did not require a pediatric assessment under PREA since the 
drug product does not contain or involve a new 1) active ingredient(s); 2) 
indication(s); 3) dosage form; 4) dosage regimen; or 5) route of administration.   

5.0 Regulatory Action 

I concur with the findings and recommendations of the review team that this 
application contains sufficient information to support approval of Ceftazidime for 
Injection and Dextrose for Injection 1 and 2 g. 

 

 

      Katherine A. Laessig, M.D.   
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