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who are at high risk of developing these infections 
due to being severely immunocompromised, such as HSCT 
recipients with GVHD or those with hematologic malignancies with 
prolonged neutropenia from chemotherapy. 
Oral suspension - treatment of oropharyngeal candidiasis (OPC), 
including OPC refractory (rOPC) to itraconazole and/or fluconazole. 

Injection, delayed-release tablets, and oral suspension - prophylaxis 
of invasive Aspergillus and Candida infections in patients, (b) (4)

Reference ID: 3960097 



   
 

 
  

 

 
 

 
 

 

 

 
 

 

 
 
 

 
 

  

 
 
 
  

1.	  EXECUTIVE SUMMARY 

NOXAFI® (posaconazole ) oral suspension was approved in 2006 for the prophylaxis of invasive 
Aspergillus and Candida infections and the treatment of oropharyngeal candidiasis, including 
oropharyngeal candidiasis refractory to itraconazole and/or fluconazole. Posaconazole oral 
suspension is not approved for use in patients 13 years of age and younger. 

The labeling supplement includes revisions to subsections 8.4, USE IN SPECIFIC 
POPULATIONS, Pediatric Use and; 12.3, CLINICAL PHARMACOLOGY, 
Pharmacokinetics of the NOXAFIL® United States Prescribing Information (USPI). 

To support the labeling supplement, the Applicant provided a pediatric clinical study report 
(P03579/P032) titled “Phase 1B study of the safety, tolerance, and pharmacokinetics of oral 
posaconazole in immunocompromised children with neutropenia”. The study was terminated 
early based on pharmacokinetic analysis demonstrating that the PK exposure target (90% of 
subjects achieving steady state Cavg of 500 -< 2500 ng/mL) was not met. In this study of 136 
neutropenic pediatric patients 11 months to less than 18 years treated with posaconazole oral 
suspension, 70 subjects were evaluable for PK analyses at Day 7 (steady state), and only 50 % of 
those subjects (30% -80%, depending on the dosing cohort, see Table below) achieved steady 
state Cavg of 500 -< 2500 ng/mL. 

(b) (4)

	 28-3: Deferred pediatric study under PREA for the prophylaxis of invasive Aspergillus 
and Candida infections in patients, ages 2 to 12 year of age, who are at high risk of 
developing these infections. (Same as Written Request [WR] Study 2A or 2B). 
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12. 3 Pharmacokinetics 
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