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Emergent Adverse Reactions (TEARs) be included in Table 8, the Applicant counter-proposed 
that , be included in Table 8, 

.  The agreed upon Table 8 is included in the attachment to this 
review.

Additional Revisions to the Labeling

Dosing VFEND in Adults and Pediatric Patients with Hepatic and Renal Impairments
The following statements on Hepatic and Renal impairment were removed from the  

 and included under the 
“DOSAGE and ADMINSTRATION” section of the HLs.  

 Hepatic impairment: Use half the maintenance dose in patients with mild to moderate 
hepatic impairment (Child-Pugh Class A and B) (2.5)

 Renal impairment: Avoid intravenous administration in patients with creatinine 
clearance <50 mL/min (2.6)

Whereas, the following statement was included in the “DOSAGE and ADMINSTRATION” 
section of the HLs for pediatric patients with hepatic and renal impairments: 

 Dosage adjustment of VFEND in pediatric patients with renal or hepatic impairment 
has not been established (2.5, 2.6)

Conclusion and Recommendations:  This reviewer recommends approval of the above listed 
voriconazole pediatric efficacy supplements as well as the accompanying agreed upon labeling 
changes.
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