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FDA- APPROVED | NO CATI ONS

Spor anox (itraconazd €) Capsu es aeindcaedfar thetrea ment o thefdlowngfungd irfecionsin

i mmunoco mpronmsed and non-i MMUNoco npr onised pati ernts.

1 Bastonycoss pu nonary and extrapu nonary

2 Hsodasnos s indudng chronic cavtay pd nonary d sease and d sseninat ed, non- meninged h sodasmosis, and
3. Asperglloss, pu nmonary and extrapu nmonary, in paients who areindeant d o who arerdradaytoanphaeidn B
t her apy.

Sped nens far fungd cutues and aher rd evart laborat oy sud es (wet nourt, hist opa hd ogy, serd ogy) shod d be
ohtd ned bef aretherapy toisd a e andi dertify causative argani sns. Therapy may beingitued befarethe resuts d the
cutwes and aher labora oy sud es a e known; however, oncethese resuts becone avalald e artii rf edti ve t her apy
shod d be ad usted accordngdy.

Sporanox Capsues aedsoindcaedfa thetrea nent d thefdlowngfungd irfectionsin noni mmunoconpronsed
patierts

1 Ohychomycosis d thetoenal, vith o wthou fi ngernal i nvd ve ment, dueto dermat ophyt es (ti nea ungu um), and

2 Onychonycos s d thefingerndl dueto der met ophytes (tinea ungu um).

Prior toirtiaingtrea nent, appropriae nal sped nens fa labora oy testing (KOH preparaion fungd cutue or ndl
i opsy) shou d be okt d@ ned to corfir mthe d agnosi s d onychonycos s.

Compend d Uses

Cocd d d donycos s?3

Cocdd ddonycosi s prophylaxsin H Virfedion?3

Q ypt ococcosi s%3

H stod asnosi s prophyl axisin H Virfedion? 3

Invas ve fungd irfeci on prophyl axi sinliver transd ant pati en s?
M crosporid o5 s?

Td aronycos s (fa merly Penidlli od s)2

Atyrias s verscd a/ Tinea verscd a3

Spor arichos %3

Tinea capais Tneacauis, Tnea captis Tinea manuum T nea ped s

COVERAGE CRTER A
The request ed drug wil be covered wth pri a aut hori zati on whenthe fdlowng criteia ae met:

e The patiert has one d thefdlowng d agnoses: A Rtyriadsverscda, B Tineaverscda, Q Ohychomnycoss
due to der mat ophyt es (T nea ungu un) corfir med by afungd dagnostictest (e g, patass umhydrox de [ KOH
preparaion fungd cdtue or nal kopsy)

OR

e The patient has one d thefdlowng d agnoses: A Dssemnated Hsodasnosis B Centrd nervous system
(CNS) hdodasnosis, Q Haodasnosi s prophyl axisin HVirfedion, D Cocddoidonycos s prophyl axisinH V
i rf edti on
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OR
e The patiert has one o thefdlowng d agnoses: A Bastonycoss B Hsodasnosis Q Asperglloss D
Cocadddonycoss B Qyptococcoss B Spordrichoss, @ Tdaonycoss (fa nerly Penidllioss), H
M crosporid osis, 1) Invas ve fungd irfedion prophyl axisin aliver transd art pati ent
OR
e The patiert has one o thefdlowng d agnoses: A Tinea copais, B Tneacuis Q Tineacaptis D Tinea
manuum B Tinea peds
AND
o The paiert experienced aninadequat etrea nent response, irtderance, o cortraindcaionto any o the
fdlowng A fluconazd e B) giseduvin Q terh ndfine

RATI ONALE

Theintent o the aiteriaisto provi de coverage cons stent wth product 1abding FDA gu dance, sandards o med cd
practice, evi dence-based drugirfo metion, and o pulished gu ddines. Sporanox (itraconazd €) capsu es areind ca ed
fathetrea nent d Hastomycos s, pd nonary and extrapu nonary, hissod asnosis, ind ud ng chroni ¢ cavitary pd nmonary
d sease and d ssemnat ed, non- meninged hsodasnos s, and asperglloss pd nonary and extrapu nonary, in paierns
who areinderant d a who arerdradayto anphaerian Btherapy. Sped nens fa fungd cutues and a her rd evant
labora oy stud es (wet mount, h stopat hd ogy, serd ogy) shou d be ohta ned bef ore therapy toisd a e andi dertify
causative agan sns. Therapy nmay beingitued befaetheresuts d the cutures and aher labora ay stud es ar e known;
however, oncetheseresuts becone avalad e arti-i rfecti ve ther apy shod d be adjusted accard ndy.! Acceptad e
conpend a dsoindcaetha itraconazd eis appropri atefa thetrea ment o cocdd ddomycos s a cocd d ddonycos s
prophyl ax sin H Virfedion, aypococcos s, Hgodasmosis prophyl axisin HVinfection invas ve fungd irfection

prophyl ax sinliver transd ant patierts, sporarichos s, td aronmycos s (fa nerly penidllios s), and nicrosporid osis 2378
Sporanox capsu es are dsoindcaedin noni mmunoconpromsed patiertsfa thetrea nent d onychonycoss o the
toenal, with o wvithou fingernal invd venent, dueto der mat ophyt es (ti nea ungu um); and onychonycos s d the fi nger nal
due to der met ophyt es (tinea ungu um). Ria tointidingtrea nent, appropriae nail sped nens fa | abora ory testi ng
(patass umhydrox de [ KOH] prepar aion fungd cdtue, o nal bopsy) shod d be ohtanedto confirmthe d agnosi s o
onychonycosi s.? Per the conpend g itraconazd eis suggested as an dtenativetherapy fa thetrea nment d ptyriass
verscd ar, tinea versicd ar, tinea corpori s, tinea crui s tinea captis tinea manuum o tinea ped s.23

Itraconazd e wil be approved far thetrea ment o onychomycos s dueto der net ophyt es (ti nea ungu un) fdlow ng

corfir neti on wth afungd diagnostictest (e g, KOH preparaion fungd cdtue o ndl bopsy). Itraconazd ewll be
approved far thetrea ment of paients wth @ther pgtyriasis verscd o o tinea versicd a. Itraconazd e wil be approved far
thetrea nent d Hastonycosis, hsodasnos s, asperdllods, cocdd ddomnmycos s, aypococcos s, sporatrichosi s,
tdaonycos s (fa nerly penidlliods), and mcrosporidosi s

GiseduUvinisusedinthetrea nent o tineas (ri ngwormi rfections) d the skin hair, and nals ind ud ngtinea bar bae,
tinea captis tinea corparis tinea aruris, andtinea peds.2 Accord ngtothe Anerican Acadeny o Fanily Physd ans,
grised Uvin has beenthefirst-linetrea ment fa tinea captisirfedionsfa many years duetoitslongtrack record o safey
and dfediveness. However, randonized diricd trids have corfir ned tha newer agernts, such asterh naine and
fluconazd e have equd dfectiveness and sa @y and shorter trea ment courses.® Once-week y adnin graion o 150 ny
fluconazd e has conpend al support in paients wthtinea corparis tinea cruis andtinea peds.® Qd tehndineis afirg-
line agert for tinea capitis because o itstd erahility, ligh cwrerae andlowcost. Cutueresdts are usudlyna aval ad e
fatwotodx weeks, bu 95% df tinea captis casesinthe United Saes are caused by Trichophyt on, maki ng terhi nafine a
reasonald efirs¢ chdce Common trea nment options fa tinea captisind ude giseofuvn terk nafi ng fluconazd ¢ and
itraconazd e ® Ter ki nafi ne also has conpend d support far tinea cruris and tinea cor pari s.2 Itraconazd e wil be appr oved
fathetrea ment d tinea corporis tinea cruri s tinea capitis tinea manuum or tinea ped sfdlowng aninadequat e

trea ment response orintderancetofluconazd e giseduvin o terki nafine or far pati ents who have a contrand caionto
any d these dternativetherag es.

The AHFS O conpend umstaestha the usud duraion o trea ment far dssenmnated isdod asnosisis & least 12
mont hs. It dso saestha dscortinuance o secondary prophyl ax s aga nst cocd da domycos s can be cons dered dter
12 nmorthsin H Vtirfeded aduts and add escerts. Addtiondly, cond deraion can be gvento d scortinu ng secondary
prophyl axisin H Wi rfected aduts and add escents who have negative Hstod asma H ood cutures, have serum
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Hstod asma artigenlevd slessthan 2 ng nl, haverece veditraconazd efa a least 12 nont hs, have been rece i ng
antirdrovird therapy far & least 6 nonths, and have CD4+ T-cdl counts d 150/ nm3 or gea er.?2 Nloronmedex saestha
the recommended dose d itraconazd efa CNS hstodasnosis (nen ngtis paenchymd lesons o the ranand o
spnd cad o bah) dteintid therapy wthliposomd anphateridn Bfa 4to 6 weeks, is 200 nilligans adlytwo o
threeti nes dalyfa a least 1year and urtil resd uion of cerebrosp nd flud abnormalities, ind ud ng Hstod as na
antigen.® Bath conpend umlig dssenina ed h s od asmosi s as an FDA- approved use wth arecommendati on f o t herapy
tocortinuefa aleast 12 months.23 Therefarg the duraion o approvd far dssenminated higod asnosis, ONS
hsgodasnosi s, cocddddomycosis prophy axisin HVirfedion and isod asnmosis prophyl axisin H Virfecion wll be set
a 12 nmonths. The recommended trea ment course fa onychonycos s d thetoenals with o vithou fi nger nall

invd verrent, is 200 ng once dalyfa 12 weeks.! The suggest ed dos ng fa superfid d tineairfedionsis § mlar totha o
onychomycosi s d thetoenals 200 ng once daly, dthoughfo ashote duraion® Therefare coverage fa these
condtions wil be approved fa upto 3 nonths. The recommended and suggest ed trea mentsfa therems nder o the
approval eind cations vary depend ng onthetype o inf ection and paiert spedficfadars Trea nent inlifethreat en ng
situaions shod d be cortinued fa a mn numd 3 nonths and urtil dincd parameters andlaboraoytestsind caetha
the activefungd irfection has subsided. Aninadequae period d trea nent may leadtorecurence o adiveirfedion?®
Therefare the duraion o approvd fa theseind caions wil be set & 6 nont hs.
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CR TER A FOR APPROVAL

1 Does the paiert have one of thefdlowng d agnoses: A) Rtyiassverscd a, B Tinea Yes No
verscda, Q Onychomycos s dueto der mat ophyt es (Ti nea ungu um) corfir med by a
fungd dagnostictest (e g, patass umhydrox de [ KOH preparaion fungd cdtue o nal
b opsy) ?
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[If yes, then nofuther questions.]

2 Does the paiert have one of thefdlowng d agnoses: A) Tinea carparis B Tineacruis Yes No
O Tinea captis D Tineamanuum B T nea ped s?

[If no, then ski pto question 4.]

3 Has the patiert experi enced aninadequat etreda ment response, irderance or Yes No
cortrand caionto any d thefdlowng A fluconazd e B) giseduvin Q terl nefine?
[Nofuther questions.]

4 Does the paiert have one of thefdlowng d agnoses: A Dssemna ed hisod asmosis, B Yes No
Centrd nervous sysem(CONS) hsodasnosis, Q Hsodasnosi s prophy axisinH V
irfedion D Cocddddonycos s prophyl axisin H Virfection?

[If yes, then nofuther questions.]

5 Does the paiert have one of thefdlowng d agnoses: A) Bastonycos s, B Yes No
Hstodasmosis, Q Asperglloss D Cocddddomycosis, B QGypococcoss B
Sporarichoss, Q Tdaonycos s (fa merly Peridllioss), H Mcrospaidoss |) Invas ve
fungd irfection prophyl axi sin aliver transd ant paiernt?

Mappi ng | nstr ucti ons

Yes No DEN AL REASONS - DONOT USE FOR MED CARE PART D

1 | Approve 3 nonths Goto2

2 | Goto3 Goto4

3. | Approve, 3 nonths Deny You do na rneet therequrements o your dan
Your dan coversthis drug when you have these condtions:
- You have afungd ifedion o the gdn scdp o hand o aHeae€sfoa
- You havetriedfluconazde, giseduvn o tehndfine andit dd na work
fa you, o you cannat useit
Your request has been denied based ontheirf o reti on we have.
[ Short Descrigtiont No approvahl e d agnosi s, noinadequat e response,
indeance o contrd nd caiontofluconazd e gised uvin terd nafi ng

4. | Approve, 12 nort hs Goto5

5 | Approve, 6 nonths Deny You do na neet therequrenments o your dan

Your dan coversthis dugwhen you have one o these condtions:

- You have afungd irfecion o the gdn scd p hands, o fed

- You have a spedficfungd inf ection o the sk ntha causes spas

- You have a spedfic nal fungus andit has beentested

- You have Bastonycos s, Hstodasnosi s, Asperglias s,
Cocddddonycos s, Gypococcos s, Spararichoss Td aromnmycos s
(farnerly Penidllioss) o Nicrosporid os s

- You have HV and are prevernting Hstopd asnosis o Cocd d ddomycos s
- You have had aliver transd arnt and are preverting afungd irfection
Your request has been denied based ontheirfa netion we have

[ Short Descripion No approval e d agnos' s, no confirmati on o d agnos 9
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