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PRI OR AUTHORI ZATI ON CRI TERI A 
BRAND NAME*  
(generi c)   
  SPORANOX ORAL CAPSULES   
   (itraconazol e) 
    
St at us:  CVS Care mark Criteri a                                                                              
Type:  I niti al Pri or Authori zati on       Ref # 280- 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) Capsul es ar e i ndi cat ed f or t he treat ment of t he f oll owi ng fungal  i nf ecti ons i n 
i mmunoco mpr omi sed and non-i mmunoco mpr omi sed pati ent s: 
1. Bl ast omycosi s, pul monary and extrapul monary 
2. Hi st opl as mosi s, i ncl udi ng chr oni c cavi t ary pul monary di sease and di ssemi nat ed, non- meni ngeal  hi st opl asmosi s, and 
3. Asper gill osi s, pul monar y and extrapul monar y, i n patient s who ar e i nt ol er ant of or who ar e ref ract ory t o amphot eri ci n B 
t her apy.  
Speci mens f or f ungal  cult ures and ot her rel evant l aborat ory st udi es ( wet mount, hist opat hol ogy, ser ol ogy) shoul d be 
obt ai ned bef or e t her apy t o isol at e and i dentify causati ve or gani sms. Ther apy may be i nstit ut ed bef or e t he resul t s of t he 
cul t ures and ot her l abor at ory st udi es ar e known; however, once t hese resul t s beco me avail abl e, antii nf ecti ve t her apy 
shoul d be adj ust ed accor dingl y.  
 
Spor anox Capsul es ar e al so i ndi cat ed f or t he treat ment of t he f oll owi ng f ungal  i nf ecti ons i n non-i mmunoco mpromi sed 
pati ent s: 
1. Onychomycosi s of t he t oenail, wi t h or wi t hout fi ngernai l i nvol vement, due t o dermat ophyt es (ti nea ungui um), and 
2. Onychomycosi s of t he finger nail due t o der mat ophyt es (ti nea ungui um).  
Pri or t o i niti ati ng treat ment, appr opri at e nail speci mens f or l abor at ory t esti ng ( KOH pr epar ati on, f ungal  cult ure, or nail 
bi opsy) shoul d be obt ai ned t o confi r m t he di agnosi s of onychomycosi s.  
 
Co mpendi al Uses 
Cocci di oi domycosi s2, 3 
Cocci di oi domycosi s prophyl axi s i n HI V i nf ecti on2, 3 
Cr ypt ococcosi s2, 3 
Hi st opl as mosi s pr ophyl axi s i n HI V i nf ecti on2, 3 
I nvasi ve f ungal  i nf ecti on prophyl axi s i n li ver transpl ant  pati ent s3 
Mi cr ospori di osi s2 
Tal ar omycosi s (f or merl y Peni cilli osi s)2 
Pi t yri asi s versi col or/ Ti nea ver si col or3 
Spor otri chosi s2, 3 
Ti nea cor pori s, Ti nea cr uri s, Ti nea capi ti s, Ti nea manuu m, Ti nea pedi s3 
 
 
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 one of t he foll owi ng di agnoses: A) Pi t yri asi s versi col or, B) Ti nea ver si col or, C) Onychomycosi s 
due t o der mat ophyt es ( Ti nea ungui um) confi r med by a f ungal  di agnosti c t est (e. g., pot assi um hydr oxi de [ KOH]  
pr epar ati on, f ungal  cult ure, or nail bi opsy) 

 OR 

 The pati ent has one of t he foll owi ng di agnoses: A) Di sse mi nat ed hi st opl as mosi s, B) Central nervous syst em 
( CNS) hi st opl as mosi s, C) Hi st opl as mosi s pr ophyl axi s in HI V i nf ecti on, D) Cocci di oi domycosi s pr ophyl axi s i n HI V 
i nf ecti on 
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 OR 

 The pati ent has one of t he foll owi ng di agnoses: A) Bl ast omycosi s, B) Hi st opl as mosi s, C) Asper gill osi s, D) 
Cocci di oi domycosi s, E) Crypt ococcosi s, F) Spor otri chosi s, G) Tal ar omycosi s (f or merl y Peni cilli osi s), H) 
Mi cr ospori di osi s, I) I nvasi ve f ungal  i nf ecti on pr ophyl axi s i n a li ver transpl ant pati ent  

 OR 

 The pati ent has one of t he foll owi ng di agnoses: A) Ti nea cor pori s, B) Ti nea cruri s, C) Ti nea capi ti s, D) Ti nea 
manuu m, E) Ti nea pedi s  
 AND 

o The pati ent experi enced an i nadequat e treat ment response, i nt ol erance, or contrai ndi cati on t o any of t he 
f oll owi ng: A) fl uconazol e, B) gri seof ul vi n, C) t erbi nafi ne 

 
 
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) capsul es are i ndi cat ed 

f or t he treat ment of bl ast omycosi s, pul monar y and extrapul monary; hi st opl as mosi s, i ncl udi ng chr oni c cavit ary pul monary 

di sease and di ssemi nat ed, non- meni ngeal  hi st opl as mosi s, and; asper gill osi s, pul monary and extrapul monary, i n pati ent s 

who ar e i nt ol erant of or who ar e refract ory t o amphot eri ci n B t her apy. Speci mens f or f ungal  cult ures and ot her rel evant 

l abor at ory st udi es ( wet mount, hi st opat hol ogy, ser ol ogy) shoul d be obt ai ned bef ore t her apy t o i sol at e and i dentify 

causati ve or gani s ms. Therapy may be i nstit ut ed bef ore t he resul t s of t he cult ures and ot her l abor at ory st udi es ar e known; 

however, once t hese resul ts become avail abl e, anti -i nfecti ve t her apy shoul d be adj ust ed accor di ngl y.1 Acceptabl e 

compendi a al so i ndi cat e t hat itraconazol e i s appr opri at e f or t he treat ment of cocci di oi domycosi s or cocci di oi do mycosi s 

pr ophyl axi s i n HI V i nf ecti on, crypt ococcosi s, hi st opl asmosi s pr ophyl axi s i n HI V i nf ecti on, i nvasi ve f ungal  i nf ecti on 

pr ophyl axi s i n li ver transpl ant pati ent s, spor otri chosi s, tal ar omycosi s (f or merl y peni cilli osi s), and mi cr ospori di osi s.2, 3, 7, 8 

Spor anox capsul es ar e al so i ndi cat ed i n non-i mmunoco mpr omi sed pati ent s f or t he treat ment of onycho mycosi s of t he 

t oenail, wi t h or wi t hout fi nger nail i nvol vement, due t o der mat ophyt es (ti nea ungui um); and onycho mycosi s of the fi nger nail 

due t o der mat ophyt es (ti nea ungui um). Pri or t o i niti ati ng treat ment, appr opri at e nail speci mens f or l abor at ory testi ng 

(pot assi um hydr oxi de [ KOH] prepar ati on, f ungal  cult ure, or nail bi opsy) shoul d be obt ai ned t o confi r m t he di agnosi s of 

onychomycosi s.1 Per t he co mpendi a, itraconazol e i s suggest ed as an alt er nati ve t her apy f or t he treat ment of pityri asi s 

versi col or, ti nea versi col or, ti nea cor pori s, ti nea cruri s, ti nea capi ti s, ti nea manuu m or ti nea pedi s.2, 3 

 
Itraconazol e will be appr oved f or t he treat ment of onycho mycosi s due t o der mat ophyt es (ti nea ungui um) f ollowi ng 
confi r mati on wi t h a f ungal  di agnosti c t est (e. g., KOH prepar ati on, f ungal  cult ure, or nail bi opsy).  Itraconazol e wi ll be 
appr oved f or t he treat ment of pati ent s wi t h eit her pityriasi s versi col or or ti nea versi col or. Itraconazol e will be appr oved f or 
t he treat ment of bl ast omycosi s, hi st opl as mosi s, aspergill osi s, cocci di oi domycosi s, crypt ococcosi s, spor otri chosi s, 
t al aromycosi s (f or merl y peni cilli osi s), and mi cr ospori diosi s. 
 
Gri seof ul vi n i s used i n t he treat ment of ti neas (ri ngworm i nf ecti ons) of t he ski n, hair, and nail s, i ncl udi ng ti nea bar bae, 
ti nea capi ti s, ti nea cor pori s, ti nea cr uri s, and ti nea pedi s.2 Accor di ng t o t he Ameri can Acade my of Fami l y Physi ci ans, 
gri seof ul vi n has been t he first-li ne treat ment f or ti nea capi ti s i nf ecti ons f or many years due t o its l ong track recor d of saf et y 
and eff ecti veness. However, randomi zed cli ni cal tri al s have confi r med t hat newer agent s, such as t er bi nafi ne and 
fl uconazol e, have equal  effecti veness and saf et y and short er treat ment courses. 9 Once- weekl y admi ni strati on of 150 mg 
fl uconazol e has compendi al support i n pati ent s wi t h ti nea cor pori s, ti nea cruri s, and ti nea pedi s. 3 Or al  t erbi naf i ne i s a first-
li ne agent f or ti nea capi ti s because of its t ol er ability, high cur e rat e, and l ow cost. Cul t ur e resul t s are usuall y not avail abl e 
f or t wo t o si x weeks, but 95% of ti nea capi ti s cases i n the Uni t ed St at es ar e caused by Tri chophyt on, maki ng t erbi nafi ne a 
reasonabl e first choi ce. Common treat ment opti ons f or ti nea capi ti s i ncl ude gri seof ul vi n, t erbi nafi ne, fl uconazol e, and 
itraconazol e.9 Ter bi nafi ne al so has compendi al support f or ti nea cruri s and ti nea cor pori s.2 Itraconazol e will be appr oved 
f or t he treat ment of ti nea corpori s, ti nea cruri s, ti nea capi ti s, ti nea manuu m or ti nea pedi s f oll owi ng an i nadequat e 
treat ment response or i nt oler ance t o fl uconazol e, gri seof ul vi n or t erbi nafi ne or f or pati ent s who have a contraindi cati on t o 
any of t hese alt ernati ve t herapi es.  

 
The AHFS DI compendi um st at es t hat t he usual  dur ation of treat ment f or di ssemi nat ed hi st opl as mosi s i s at least 12 
mont hs. It al so st at es t hat di sconti nuance of secondary prophyl axi s agai nst cocci dioi do mycosi s can be consi der ed aft er 
12 mont hs i n HI V-i nf ect ed adul t s and adol escent s. Addi ti onall y, consi der ati on can be gi ven t o di sconti nui ng secondar y 
pr ophyl axi s i n HI V-i nf ect ed adul t s and adol escent s who have negati ve Hi st opl asma bl ood cul t ures, have serum 
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Hi st opl as ma anti gen l evel s l ess t han 2 ng/ mL, have recei ved itraconazol e f or at l east 12 mont hs, have been recei vi ng 
anti retrovi ral t her apy f or at least 6 mont hs, and have CD4+ T-cell count s of 150/ mm3 or gr eat er.2 Mi cromedex st at es t hat 
t he recommended dose of itraconazol e f or CNS hi st opl as mosi s ( meni ngi ti s, par enchy mal  l esi ons of t he br ai n and/ or 
spi nal  cor d, or bot h) aft er i niti al t her apy wi t h li posomal  a mphot eri ci n B f or 4 t o 6 weeks, i s 200 mi lli grams or al l y t wo or 
t hree ti mes dail y f or at l east  1 year and until resol uti on of cer ebr ospi nal  fl ui d abnormal i ti es, i ncl udi ng Hi st opl as ma 
anti gen. 3 Bot h compendi um li st di ssemi nat ed hi st opl asmosi s as an FDA- appr oved use wi t h a recommendati on f or t her apy 
t o conti nue f or at l east 12 mont hs. 2, 3 Ther ef or e, t he dur ati on of appr oval  f or di sse mi nat ed hi st opl as mosi s, CNS 
hi st opl as mosi s, cocci di oi domycosi s pr ophyl axi s i n HI V i nf ecti on and hi st opl as mosi s pr ophyl axi s i n HI V i nf ection will be set 
at 12 mont hs. The recommended treat ment course f or onychomycosi s of t he t oenail s, wi t h or wi t hout fi nger nail 
i nvol vement, i s 200 mg once dail y f or 12 weeks. 1 The suggest ed dosi ng f or superfici al ti nea i nf ecti ons i s si milar t o t hat of 
onychomycosi s of t he t oenail s, 200 mg once dail y, although f or a short er dur ati on. 3 Ther ef or e, cover age f or t hese 
condi ti ons will be appr oved f or up t o 3 mont hs.  The recommended and suggest ed treat ment s f or t he remai nder of t he 
appr ovabl e i ndi cati ons vary dependi ng on t he t ype of inf ecti on and pati ent speci fic f act ors. Tr eat ment i n lif e-thr eat eni ng 
si t uati ons shoul d be conti nued f or a mi ni mu m of 3 mont hs and until cli ni cal par amet ers and l abor at ory t est s i ndi cat e t hat 
t he acti ve f ungal  i nf ecti on has subsi ded.  An i nadequate peri od of treat ment may lead t o recurrence of acti ve i nf ecti on. 1 
Ther ef or e, t he dur ati on of appr oval  f or t hese i ndi cati ons will be set at 6 mont hs.  
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CRI TERI A FOR APPROVAL 
 

1  Does t he pati ent have one of t he f oll owi ng di agnoses: A) Pi t yri asi s versi col or, B) Ti nea 
versi col or, C) Onycho mycosi s due t o der mat ophyt es (Ti nea ungui um) confi r med by a 
f ungal  di agnosti c t est (e. g., pot assi um hydr oxi de [ KOH]  prepar ati on, f ungal  cult ure, or nail 
bi opsy) ? 

Yes No 
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[If yes, t hen no f urt her questi ons.] 
 

2  Does t he pati ent have one of t he f oll owi ng di agnoses: A) Ti nea cor pori s, B) Ti nea cr uri s, 
C) Ti nea capi ti s, D) Ti nea manuu m, E) Ti nea pedi s? 
[If no, t hen ski p t o questi on 4.] 
 

Yes No 

3  Has t he pati ent experi enced an i nadequat e treat ment response, i nt ol erance or 
contrai ndi cati on t o any of t he f oll owi ng: A) fl uconazol e, B) gri seof ul vi n, C) t erbi nafine? 
[ No f urt her questi ons.] 
 

Yes No 

4  Does t he pati ent have one of t he f oll owi ng di agnoses: A) Di ssemi nat ed hi st opl asmosi s, B) 
Central nervous syst em ( CNS) hi st opl as mosi s, C) Hi stopl as mosi s pr ophyl axi s i n HI V 
i nf ecti on, D) Cocci di oi domycosi s prophyl axi s i n HI V i nfecti on? 
[If yes, t hen no f urt her questi ons.] 
 

Yes No 

5  Does t he pati ent have one of t he f oll owi ng di agnoses: A) Bl ast omycosi s, B) 
Hi st opl as mosi s, C) Asper gill osi s, D) Cocci di oi domycosi s, E) Crypt ococcosi s, F) 
Spor otri chosi s, G) Tal ar omycosi s (f or merl y Peni cilli osis), H) Mi cr ospori di osi s, I) I nvasi ve 
f ungal  i nf ecti on pr ophyl axi s i n a li ver transpl ant pati ent? 
 

Yes No 

 
 
 
 

Mappi ng I nstructi ons 

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

1.   Appr ove, 3 mont hs Go t o 2  

2.   Go t o 3 Go t o 4  

3.   Appr ove, 3 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 t hese condi ti ons:  
- You have a f ungal  i nf ecti on of t he gr oi n, scal p, or hand, or at hl et e’ s f oot  
- You have tri ed fl uconazol e, gri seof ul vi n, or t erbi nafi ne and it di d not work 
f or you, or you cannot use it  
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, no i nadequat e response, 
i nt ol erance or contrai ndi cation t o fl uconazol e, gri seof ulvi n, t erbi nafi ne]  

4.   Appr ove, 12 mont hs Go t o 5  

5.   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 one of t hese condi ti ons:  
-  You have a f ungal  i nf ection of t he gr oi n, scal p, hands, or f eet  
- You have a speci fi c f ungal  inf ecti on of t he ski n t hat causes spot s 
- You have a speci fi c nail f ungus and it has been t est ed 
-  You have Bl ast omycosi s, Hi st opl as mosi s, Asper gill osi s, 
Cocci di oi domycosi s, Cryptococcosi s, Spor otri chosi s, Tal ar omycosi s 
(f or merl y Peni cilli osi s) or Mi cr ospori di osi s 
-  You have HI V and ar e preventi ng Hi st opl as mosi s or Cocci di oi domycosi s 
-  You have had a li ver transpl ant and ar e pr eventi ng a f ungal  i nf ecti on 
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, no confi rmati on of di agnosi s] 

 
 
 
 
 
 


