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PRI OR AUTHORI ZATI ON CRI TERI A 
BRAND NAME*  
(generi c)   
  SPORANOX ORAL SOLUTI ON 
  (itraconazol e) 
  
St at us:  CVS Care mark Criteri a                                                                              
Type:  I niti al Pri or Authori zati on       Ref # 210- A 

* Dr ugs t hat ar e li st ed i n t he t arget drug box i ncl ude bot h br and and generi c and all dosage f or ms and strengt hs unl ess 
ot her wi se st at ed. OTC pr oduct s ar e not i ncl uded unl ess ot her wi se st at ed.  
 
 
FDA- APPROVED I NDI CATI ONS  
Spor anox (itraconazol e) Oral  Sol uti on i s i ndi cat ed f or the treat ment of oropharyngeal  and esophageal  candi diasi s.  
 
 
COVERAGE CRI TERI A 
The request ed dr ug will be cover ed wi t h pri or aut hori zati on when t he f oll owi ng crit eri a ar e met:  

 The pati ent has a di agnosi s of oropharyngeal  candi di asi s or esophageal  candi di asi s 
 
 
RATI ONALE 
The i nt ent of t he crit eri a i s to pr ovi de cover age consi stent wi t h pr oduct l abeli ng, FDA gui dance, st andar ds of medi cal  
pr acti ce, evi dence- based drug i nf or mati on, and/ or publ i shed gui deli nes. Spor anox (itraconazol e) Or al  Sol uti on i s i ndi cat ed 
f or t he treat ment of oropharyngeal  and esophageal  candi di asi s.  
 
For or opharyngeal  candi di asi s, Spor anox (itraconazol e) Or al  Sol uti on shoul d be t aken f or 1 t o 2 weeks. For pati ent s wi t h 
or opharyngeal  candi di asi s unr esponsi ve/refract ory t o treat ment wi t h fl uconazol e tabl et s respondi ng t o Spor anox 

(itraconazol e) Or al  Sol uti on t her apy, cli ni cal response wi ll be seen i n 2 t o 4 weeks. Pati ent s may be expect ed t o rel apse 
shortl y aft er di sconti nui ng ther apy. For esophageal  candi di asi s, Spor anox (itraconazol e) Or al  Sol uti on shoul d be t aken f or 
a mi ni mu m treat ment of 3 weeks. Tr eat ment shoul d conti nue f or 2 weeks f oll owi ng resol uti on of sy mpt oms. Spor anox Or al  
Sol uti on and Spor anox Capsul es shoul d not be used i nt erchangeabl y. Onl y Spor anox Or al  Sol uti on has been 
de monstrat ed eff ecti ve f or or al  and/ or esophageal  candi di asi s. Ther e i s li mi t ed dat a on t he saf et y of l ong-t erm use, 
gr eat er t han 6 mont hs, of Spor anox Or al  Sol uti on. There i s li mi t ed dat a on t he safet y of l ong-t er m use, great er t han 6 
mont hs, of Spor anox Or al  Sol uti on. Ther ef or e, t he durati on of appr oval  will be set  at 6 mont hs.  
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CRI TERI A FOR APPROVAL 
 

1  Does t he pati ent have a di agnosi s of oropharyngeal  candi di asi s or esophageal  
candi di asi s? 
 

Yes No 

 
 

Mappi ng I nstructi ons 

 Yes No DENI AL REASONS – DO NOT USE FOR MEDI CARE PART D 

1.   Appr ove, 6 mont hs Deny You do not meet t he requi re ment s of your pl an. Your pl an covers t hi s dr ug 
when you have a f ungal  i nfecti on of t he mout h or t hroat ( Or opharyngeal  
candi di asi s or Esophageal  candi di asi s).  
Your request has been deni ed based on t he i nf or mati on we have.  
[ Short Descri pti on: No approvabl e di agnosi s] 

 
 
 
 
 
 
 
 


