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FDA- APPROVED | NO CATI ONS
JuHdia (efinaconazd €) todcd sd uion 10%is an azd e artifungd ind caedfo thetodcd trea ment d onychonycos s o
thetoenal(s) dueto Trichophyt on rubrumand Tri chophyt on nent agr ophyt es.

COVERAGE CRTER A
The requested drug wil be covered wth pri a au hori zati on whenthefdlowng citeia ae net:
e Therequested drugis bd ng prescribedfa onychomycos s d thetoenal(s) dueto Trichophyt onrubrumor
Tri chophyt on nent agr ophytes, wh ch has been corfir ned wth afungd dagnostictest (e g, paass umhydrox de
[KOH prepardaion fungd cutue o nal bopsy)

AND

e The patien has experienced aninadequat etrea nment responseto an ord artifungd therapy (e g, terkd ndfine,
itraconazd €
OR

e The patien has experienced aninderanceto an ord antifungd therapy (e g, terh néfi ne, itraconazd €)
OR

e The patient has a cortrandicai ontha wod d prohi kit atrid d an ord artifungd therapy (e g, terki néfine
itraconazd €

RATI ONALE

Theirnten d the citeriaisto provi de coverage cons sent wth product | abding FDA gu dance, ¢andards o medi cd
practice, evi dence-based drugirfa retion and or pulished gu ddines. Jubdia(einaconazd e) togcd sd uion, 10%is an
azd e artifungd ind caedfor thetod cd trea ment d onychonycosi s d thetoenal(s) dueto Trichophyt on rubrumand

Tri chophyt on nent agrophytes. Judiaisto be apdiedto afededtoenals once dalyfa 48 weeks, usngtheintegraed
flowt hrough brush apgicaor. Wien apgd yi ng Juldi g the toenal, thetoenal fd ds, toenal bed hyponych um andthe
undersuface d thetoenal pae aeto be conpl eedy covered.

Onychomycosis nay be d agnosed by the presence o fung by cdture mcroscopy (Patass umhydroxide[ KOH gdn), o
hsdogcd examnation d the ndl dae® Nlcoscopyis acomnony used et hod becauseitisinexpens ve and easyto
perfam nal dipgngs o scrapngs are dacedinadop o KOH and exanined under a nicroscope fa the presence o
fungd dements.®

Per the CDG od artifungd therapy (terkinafine) is cons deredfirg linetrea nment far corfir med onychomycos s.©

Accord ngtothe Cochrane review mned caiontaken ordly appearsto curethe condtion nmore quicky and efectivd ythan
tog cd trea nent. There was h gh-qudity evidencetha ad azd e (itraconazd € andterb ndfinetrea nents were nore
effedivefa achevng nycd ogcd cue and dinicd curefa onychonycos s conparedto dacebo, and when conpared
drecly, terbi nafine was probally nore efedivethan azd es andlikdy na assod ated wth excess adverse events

(gised uvin was assod a ed wth nore adversereactions than azd es and terb nafing).> Qd trea nent d onychomycos s
isthe sandard d care however, dugirnteractions andrisk o acueliverirjuy canli nit thar use * Dfficdtiesin
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faomd aingtodcd trea nent to penetiraethe nal andreachthe ste d ifectioninthe nal bed has hanpered the
devd opnent and the use of topcd agents.* Juliaisthefirg triazd e artifungd devd oped fa thetrea nment of
onychomycos s. In2randoni zedtrids conp eée cuerae defined as no evidence o fungd irfection & week 52 was
denonstraedin 15 2%t o 17. 8%df pdierts reca i ng efi naconazd e (N=1236) compared wth 3 3%to 5 5%reced i ng
p acebo (N=415) fa thetrest ment d onychonycosi s of thetoenal. Juldia prov ded an efedive and wel-td erat ed
trea ment and may bethefirs top cd trea nent tha can be cons dered aviad e dternaiveto ard trea ments.#
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CR TER A FOR APPROVAL

1 Istherequested drug ba ng prescribedfa onychomycosi s o thetoenal(s) dueto Yes No
Tri chophyt on rubrum or Trichophyt on nent agr ophyt es, wh ch has been corfir med wvith a
fungd dagnostictest (e g, patass umhydrox de[ KOH preparation fungd cdtue a ndl
ki opsy) ?

2 Has the patient experienced aninadequat etrea rment responseto an ard artifungd Yes No
therapy (e g, terd ndine itraconazd €) ?

3 Has the patient experienced anindeanceto an ord antifungd therapy (e g, terh nafine Yes No
itraconazd € ?

4 Does the patient have a contrd nd caiontha wou d prohi bt atrid d an ord artifungd Yes No
therapy (e g, teri ndfi ne itraconazd e) ?

Gui ddines for Approva

Dur ation of Approvad 12 Mont hs

Set 1 Set 2 Set 3

Yesto No to question(s) | Yesto No to Yesto No to
guesti on(s) guesti on(s) questi on(s) guesti on(s) guesti on(s)
1 None 1 2 1 2

2 3 4 3
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Mappi ng I nstructi ons

Yes No DEN AL REASONS — DONOT USE FOR MEDO CARE PART D
1L | Goto2 Deny You do na neet therequrenents d your dan
Your dan coversths dugwhen you neet dl o these condtions;
- You have a spedficfungal irfedion d thetoenal(s)
- You had atest to corfir myour toenal fungd irf ecti on
Your request has been denied based ontheirfa nmetion we have
[ Short Descripion No approvald e d agnosi s, no corfirmati on of
d agnos g
2 | Approve 12 Goto3
mont hs
3 | Approve, 12 Goto4
mont hs
4. | Approve, 12 Deny You do na neet therequrenents d your dan
mont hs Your dan coversth s dug when you havetried an ara artifungd

med d nefirg andit dd na work fa you o you cannat useit.
Your request has been denied based onthei rf o mati on we have.

[ Short Description Noinadequat eresponse inderance o
contrand caionto ard artifungd g
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