
PRIOR AUTHORIZATION CRITERIA 
BRAND NAME* 
(generic)   
  SPORANOX ORAL SOLUTION 
  (itraconazole) 
  
Status:  CVS Caremark Criteria                                                                              
Type:  Initial Prior Authorization       Ref # 
210-A 

* Drugs that are listed in the target drug box include both brand and generic and all dosage forms and 
strengths unless otherwise stated. OTC products are not included unless otherwise stated. 
 
 
FDA-APPROVED INDICATIONS  
Sporanox (itraconazole) Oral Solution is indicated for the treatment of oropharyngeal and esophageal 
candidiasis. 
 
 
COVERAGE CRITERIA 
The requested drug will be covered with prior authorization when the following criteria are met: 

 The patient has a diagnosis of oropharyngeal candidiasis or esophageal candidiasis 
 
 
RATIONALE 
The intent of the criteria is to provide coverage consistent with product labeling, FDA guidance, standards 
of medical practice, evidence-based drug information, and/or published guidelines. Sporanox 
(itraconazole) Oral Solution is indicated for the treatment of oropharyngeal and esophageal candidiasis. 
 
For oropharyngeal candidiasis, Sporanox (itraconazole) Oral Solution should be taken for 1 to 2 weeks. 
For patients with oropharyngeal candidiasis unresponsive/refractory to treatment with fluconazole tablets 
responding to Sporanox (itraconazole) Oral Solution therapy, clinical response will be seen in 2 to 4 
weeks. Patients may be expected to relapse shortly after discontinuing therapy. For esophageal 
candidiasis, Sporanox (itraconazole) Oral Solution should be taken for a minimum treatment of 3 weeks. 
Treatment should continue for 2 weeks following resolution of symptoms. Sporanox Oral Solution and 
Sporanox Capsules should not be used interchangeably. Only Sporanox Oral Solution has been 
demonstrated effective for oral and/or esophageal candidiasis. There is limited data on the safety of long-
term use, greater than 6 months, of Sporanox Oral Solution. There is limited data on the safety of long-
term use, greater than 6 months, of Sporanox Oral Solution. Therefore, the duration of approval will be 
set at 6 months. 
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