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PRI OR AUTHORI ZATI ON CRI TERI A 
BRAND NAME*  
(generi c)   
  NOXAFI L (all dosage for ms) 

  (posaconazol e) 

                                                                                                                                                                                                                                                                                    
St at us:  CVS Care mark Criteri a                                                                                         
Type:  I niti al Pri or Authori zati on       Ref # 3094- 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  
Pr ophyl axi s of I nvasi ve Asper gill us and Candi da I nf ections 
Noxafil i nj ecti on, del ayed-rel ease t abl et s, and or al suspensi on ar e i ndi cat ed f or prophyl axi s of i nvasi ve Aspergill us and 
Candi da i nf ecti ons i n pati ent s who ar e at hi gh ri sk of devel opi ng t hese i nf ecti ons due t o bei ng sever el y 
i mmunoco mpr omi sed, such as hemat opoi eti c st em cell transpl ant ( HSCT) reci pi ents wi t h gr aft-versus- host di sease 
( GVHD) or t hose wi t h hemat ol ogi c mali gnanci es wi t h pr ol onged neutropeni a from chemot her apy.  
Noxafil i nj ecti on i s i ndi cat ed i n pati ent s 18 years of age and ol der.  
Noxafil del ayed-rel ease t abl et s and or al suspensi on are i ndi cat ed i n pati ent s 13 years of age and ol der.  
 
Tr eat ment of Or opharyngeal  Candi di asi s I ncl udi ng Orophar yngeal  Candi di asi s Refract ory t o Itraconazol e and/ or 
Fl uconazol e 
Noxafil oral suspensi on i s indi cat ed f or t he treat ment of oropharyngeal  candi di asi s, i ncl udi ng or opharyngeal  candi di asi s 
refract ory t o itraconazol e and/ or fl uconazol e.  
 
 
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 request ed dr ug i s bei ng pr escri bed f or t he pr event i on of i nvasi ve Asper gill us and Candi da i nf ecti ons i n a 
pati ent who i s at a hi gh ri sk of devel opi ng t hese i nf ections due t o bei ng sever el y immunocompr omi sed 

 OR 

 Noxafil oral suspensi on i s bei ng pr escri bed f or t he treatment of moder at e t o sever e oropharyngeal  candi di asi s  
 AND 

 The pati ent has experi enced an i nadequat e treat ment response t o fl uconazol e AND i traconazol e 
 OR  

 The pati ent has experi enced an i nt ol er ance t o fl uconazol e AND itraconazol e 
OR 
 The pati ent has a contrai ndi cati on t hat woul d pr ohi bit a tri al of fl uconazol e AND itraconazol e 
 

 
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. Noxafil i njecti on, del ayed-rel ease t abl et s, and or al 
suspensi on ar e i ndi cat ed f or prophyl axi s of i nvasi ve Asper gill us and Candi da i nf ecti ons i n pati ent s who ar e at hi gh ri sk of 
devel opi ng t hese i nf ecti ons due t o bei ng sever el y i mmunocompr omi sed, such as he mat opoi eti c st em cell transpl ant 
( HSCT) reci pi ent s wi t h gr aft-versus- host di sease ( GVHD) or t hose wi t h hemat ol ogi c mali gnanci es wi t h pr ol onged 
neutropeni a from chemot herapy. Noxafil i nj ecti on i s i ndi cat ed i n pati ent s 18 years of age and ol der. Noxafil del ayed-
rel ease t abl et s and or al  suspensi on ar e i ndi cat ed i n pat i ent s 13 years of age and ol der. Noxafil oral suspensi on i s 
i ndi cat ed f or t he treat ment of oropharyngeal  candi di asis, i ncl udi ng or opharyngeal  candi di asi s refract ory t o itraconazol e 
and/ or fl uconazol e. 
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Noxafil del ayed-rel ease t abl et s and or al suspensi on are not t o be used i nt erchangeabl y due t o t he diff erences i n t he 
dosi ng of each f or mul ati on.   
 
The I nf ecti ous Di seases Soci et y of Ameri ca (I DSA) reco mmends cl otri mazol e, mi conazol e or nyst ati n f or mil d 
or opharyngeal  candi di asi s. For mi l d di sease, cl otri mazol e troches or mi conazol e buccal  t abl et s ar e recommended.  
Al t er nati ves f or mil d di sease i ncl ude nyst ati n suspension. For moder at e t o sever e oropharyngeal  candi di asi s, oral 
fl uconazol e i s recommended. For fl uconazol e-refract ory di sease, itraconazol e soluti on or posaconazol e suspensi on ar e 
recommended. Fl uconazol e-refract ory i nf ecti ons shoul d be treat ed i niti all y wi t h itraconazol e sol uti on; bet ween 64 % and 
80 % of pati ent s will respond t o t hi s t her apy. Posaconazol e suspensi on i s effi caci ous i n appr oxi mat el y 75 % of  pati ent s wi t h 
refract ory or opharyngeal  candi di asi s.4 Noxafil oral suspensi on will be appr oved f or t he treat ment of moder at e to sever e 
or opharyngeal  candi di asi s when t he pati ent has tri ed fluconazol e and itraconazol e as recommended i n t he gui deli nes.  
 
For t he treat ment of oropharyngeal  candi di asi s ( OPC) refr act ory t o fl uconazol e t he dur ati on of t her apy i s based on t he 
severit y of t he pati ent' s underl yi ng di sease and cli ni cal  response.  Fort y-fi ve subj ects wi t h refract ory OPC wer e treat ed wi t h 
posaconazol e or al suspensi on 400 mg BI D f or 3 days, f oll owed by 400 mg QD f or 25 days wi t h an opti on f or furt her 
treat ment duri ng a 3- mont h mai nt enance peri od. Foll owi ng a dosi ng amend ment, a f urt her 44 subj ect s wer e treat ed wi t h 
posaconazol e 400 mg BI D f or 28 days. The effi cacy of posaconazol e was assessed by t he cli ni cal  success (cur e or 
i mpr ovement) rat e aft er 4 weeks of treat ment. Ther ef ore, appr oval s f or Noxafil oral  suspensi on will be f or 6 mont hs.  
 
For t he pr ophyl axi s of i nvasi ve Asper gill us and Candi da i nf ecti ons t he dur ati on of t her apy i s based on recovery from 
neutropeni a or i mmunosuppr essi on. Li ver f uncti on t ests shoul d be eval uat ed at t he st art of and duri ng t he cour se of 
posaconazol e t her apy. Patient s who devel op abnor mal  li ver f uncti on t est s duri ng posaconazol e t her apy shoul d be 
moni t ored f or t he devel opment of mor e sever e hepati c i nj ury. Pati ent manage ment  shoul d i ncl ude l abor at ory eval uati on of 
hepati c f uncti on (parti cul arly li ver f uncti on t est s and bilirubi n). Di sconti nuati on of posaconazol e must be consider ed if 
cli ni cal si gns and sy mpt oms consi st ent wi t h li ver di sease devel op t hat may be attri but abl e t o posaconazol e. Ther ef or e, 
appr oval s f or prophyl axi s of i nvasi ve Asper gill us and Candi da i nf ecti ons will be f or 6 mont hs t o all ow f or moni tori ng and 
f or reeval uati on of t he underl yi ng condi ti on.  
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CRI TERI A FOR APPROVAL 
 

1  Is t he request ed dr ug bei ng prescri bed f or t he pr evention of i nvasi ve Asper gill us and 
Candi da i nf ecti ons i n a patient who i s at a hi gh ri sk of devel opi ng t hese i nf ecti ons due t o 
bei ng sever el y i mmunocompr omi sed? 
[If yes, t hen no f urt her questi ons.] 
 

Yes No 

2  Is t hi s request f or Noxafil oral  suspensi on? 
 

Yes No 

3  Is t he request ed dr ug bei ng prescri bed f or t he treat ment of moder at e t o sever e 
or opharyngeal  candi di asi s? 

Yes No 
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4  Has t he pati ent experi enced an i nadequat e treat ment response t o fl uconazol e AND 
itraconazol e? 
[If yes, t hen no f urt her questi ons.] 
 

Yes No 

5  Has t he pati ent experi enced an i nt ol er ance t o fl uconazol e AND itraconazol e? 
[If yes, t hen no f urt her questi ons.] 
 

Yes No 

6  Does t he pati ent have a contrai ndi cati on t hat woul d prohi bit a tri al of fl uconazol e AND 
itraconazol e? 

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 

Go t o 2  

2.   Go t o 3 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 ar e at hi gh ri sk of a f ungal  i nf ecti on 
( Asper gill us or Candi da). 
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] 

3.   Go t o 4 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 meet any of t hese condi ti ons:  
- You ar e at hi gh ri sk of a fungal  i nf ecti on ( Asper gill us or Candi da)  
- You have a moder at e t o sever e f ungal  i nf ecti on of t he mout h and t hroat 
( Or opharyngeal  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] 

4.   Appr ove, 6 
mont hs 

Go t o 5  

5.   Appr ove, 6 
mont hs 

Go t o 6  

6.   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 meet any of t hese condi ti ons:  
- You have a moder at e t o sever e f ungal  i nf ecti on of t he mout h and t hroat 
( Or opharyngeal  candi di asi s)  
- You tri ed fl uconazol e and itraconazol e and t hey di d not work f or you, or 
you cannot use t hem.  
Your request has been deni ed based on t he i nf or mati on we have.  
[ Short Descri pti on:  No i nadequat e response, i nt ol er ance or 
contrai ndi cati on t o fl uconazol e and itraconazol e]  

 
 


