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FDA- APPROVED | NO CATI ONS

Prophyl axis d I nvas ve Asperdllus and Cand dal rf ections

Nox&fil irjedion dd ayedrd easetad es, and ord suspensi on areindcaedfa pophy axs d invas ve Aspergllus and
Cand dairfedionsin patients who are & hghrisk d devd op ngtheseirfedions dueto bda ng severdy

i mmunoco mpromsed, such as henet opd €ic gemcdl transd ant (HSCT) red  ents vith g &t-versus-host d sease
(GVHD o those wth hematd og ¢ ndignand es withprd onged neuropen afrom che not her apy.

Nox&fil ijedionisind caedin patients 18 years o age and d der.

Nox&fil dd ayed-rd easetables and ord suspension aeindcaedin patierts 13 years d age and d der.

Trea nent & Qopharynged Canddasisindudng Gopharynged Canddass Refractarytoltraconazd e and o

H uconazd e

Noxafil ard suspensi onisind caedfa thetrea ment of aopharynged cand das s, ind ud ng oropharynged canddas s
refract arytoitraconazd e and/ or fluconazd e

COVERAGE CRTER A
The requested drug wil be covered wth pri a aut hori zati on whenthe fdlowng criteia ae met:
e Therequested drugis bdng prescribedfa the prevention d invas ve Aspergllus and Cand dairfedionsina
patient whoisa ahghrisk d devd o ngtheseirfecions dueto be ng severd yimmunoconpronsed
OR
o Noxafil ad suspens onis bei ng prescribedfar thetreament o noderaeto severe aopharynged cand das s
AND
e The patiert has experienced aninadequat etrea ment response to fl uconazd e ANDitraconazd e
OR
e The patient has experienced anind erancetofluconazd e ANDitraconazd e
OR
e The patien has acontra ndicaiontha wod d prohi it atrid o fluconazd e ANDitraconazd e

RATI ONALE

Theintent o the aiteriaisto provi de coverage cons sent wth product |abding FDA gu dance, sandards o med cd
practice, evi dence-based drugirfo metion, and or puldished gu ddines. Noxdfil irjection dd ayed-rd easetallets, and ard
suspension areind caedfor prophyl axis d invas ve Aspergllus and Cand dairfectionsin patients who are & highrisk o
devd op ngthesei rfections dueto bd ng severd yi mmunoconpromsed, such as he et opd €ic semcdl transg art
(HSCT) red gents wth g dt-versus-host dsease (GVHD) o those wth hemat d ogc ndignand es wth prd onged
neutropen afromche not herapy. Noxafil ifjedionisindicaedin paierts 18 years of age and d der. Noxédfil del ayed
rdeasetald és and ord suspenson aeindcaedinpaiernts 13 years d age and ol der. Noxéfil ad suspensonis
indcaedfoa thetrea ment of aropharynged cand d ass, ind ud ng oropharynged cand d assreract aytoitraconazd e
and o fluconazd e
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Nox&fil dd ayed-rd easetables and ord suspens on are na to be usedirnerchangeady duetothe dfferencesinthe
dos ng d eachfa mu aion

The I rfectious Dseases Sod ey d Anerica (I DSA recommends d dri nazd e niconazd e o nystainfa nid
oropharynged cand dasis. For nild dsease ddri nazd etroches a niconazd e buccd tald s are recommended.
Aternaivesfa nilddseaseindude nystainsuspenson. For noderaeto severe aopharynged canddass, ad
fluconazd eisrecommended. For fluconazd erdract ay d sease, itraconazd e sduion o posaconazd e suspens on are
recommended. Huconazde-reradayirfedions shouldbetreatediritidly vithitraconazd e sd uion bet ween 64 % and
80%d paierts wll respondtoth stherapy. Posaconazd e suspensi onis eficad ousin approx meatdy 75%adf patierts wth
refrac oy oropharynged cand d as s* Nox&fil ad suspens on wll be approved fa thetrea ment d noderaeto severe
oropharynged cand d as s whenthe patient has tri ed fluconazd e anditraconazd e as recommendedinthe guiddines.

For thetrea nent d aopharynged cand das s (OPQ refracaytofluconazd ethe duraion o therapyis based onthe
severity d the patient's underl yi ng d sease and dincd response. Forty-five sulj ects wthrefracay OPC weretreaed wth
posaconazd e ard suspension 400 ng B Dfa 3 days, fdlowed by 400 ng QDfa 25 days wth an opti onfa furt her

trea ment duing a 3 nonth na rtenance period Fdloa ng a dos ng anmendnent, afuther 44 suljects weretreaed wth
posaconazd e 400 ng B Dfa 28 days. The eficacy d posaconazd e was assessed by the dincd success (cure o

i nprovement) rae dter 4 weeks o trea nent. Therefore, approvd sfa Noxdfil ad suspens on wil befa 6 nonths.

For the prophyl axi s d invasive Aspergllus and Cand dairfections the duraion o therapyis based on recoveryfrom
neutropen a o i mmunosuppress on Liver fundtiontests shod d be evd uated a the stat d and duingthe course o
posaconazd etherapy. Paients who deve op abnor e liver functiontests duri ng posaconazd etherapy shoud be
monitaredfa the devd opment d nore severe hepaticinjuy. Patient management shou dind udel abora oy evd uati on of
hepati c functi on (parti cd aly liver functiontests and Lliruk n). Dscorti nuation o posaconazd e nust be consderedif
dinicd dgns and synptoms cons stert wthliver d sease devd optha may be atribuad eto posaconazd e Therefareg
approvd sfa prophyl ax s d invas ve Aspergllus and Cand dairfections wil befa 6 nonthsto dlowfa nonitoring and
fa reevd uation d the underlyi ng condti on
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CR TER A FOR APPROVAL

1 Istherequested drug bda ng prescribedfa the preverntion o invas ve Aspergllus and Yes No
Cand dairfectionsin a paient whois a ahghrisk o devd og ngtheseirfecions dueto
be ng severdyi mmunoco mpronised?
[If yes, then nofuther questions.]

2 Isthisrequest fa Noxafil ad suspens on? Yes No

3 Istherequested drug ba ng prescribedfar thetrea nent d noderaeto severe Yes No
oropharynged cand d as s?
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Has the patient experi enced aninadequat etrea nent response to fl uconazd e AND Yes No
itraconazd e?
[If yes, then nofuther questions.]

Has the patiert experienced anind erancetofluconazd e ANDitraconazd e? Yes No
[If yes, then nofuther questions.]

Does the paiert have a contrdnd cationtha wou d proh Gt atrid o fluconazd e AND Yes No
itraconazd e?

Mappi ng | nstructi ons

Yes No DEN AL REASONS — DONOT USE FOR MEO CARE PART D
Approve, 6 Goto2
mont hs
Goto3 Deny You do nat reet therequrenents d your dan

Your dan coversthis dugwhen you are & hHghrisk d afungd irfecion
(Aspergllus o Cand da).

Your request has been denied based ontheirfo nmetion we have.

[ Short Descripgion No approval e d agnos s

Goto4 Deny You do na neet therequrenments o your dan

Your dan coversthis dugwhen you neet any o these condtions:

- You ae & hghrisk d afungd irfecion (Aspergllus or Cand da)

- You have a nodera eto severefungd irfection d the nouth andthroa
(Q@opharynged cand d ad s)

Your request has been denied based ontheirfa neti on we have.

[ Short Descripiort No approval e d agnos g

Approve, 6 Goto5

mont hs

Approve, 6 Goto 6

mont hs

Approve 6 Deny You do na neet therequrements o your dan.

mont hs Your dan coversthis dugwhen you nmeet any o these condtions:
- You have a noderaeto severefungd irfection d the nmouth andthroa
(Qopharynged cand d ad s)
- You tri ed fl uconazd e and itraconazd e andthey dd nat workfa you, o
you cannat usethem
Your request has been denied based ontheirf o retion we have
[Short Descripggiont Noinadequat e response, irntderance o
contrd nd caiontofluconazd e and itraconazd ¢

Nox&fil 3094- A 02- 2020 ©2020 CVS Carenark Al rightsreserved

Thi s docunent cortans corfidertid and proprigaryirfa netion d CVS Caremark and canna bereproduced, dsribued o pirted wthout witten
per mssg onfrom CVS Carenark This docunent cortdnsreferences to brand-name prescrigion drugs that aetrademarks o reg s eredtrade marks o
phar maceuicd manufactuers na dfilided wth CVS Caremark

3

®YCVS caremark’




