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FDA- APPROVED | NO CATI ONS

Treat ment of Toxop asmosis

Darapri misind caedfa thetrea ment o toxod asnosis when used corj d rtly wth a sufonanide, dnce synergsmex ss
wththHs conbi naion

Compend d Uses

Toxod asnosi s, Frophyl axis?345
Pneunocystisjiroved pneumoni g R ophyl axis>34
Cyst d sospori ad s>45

COVERAGE CRTER A
The request ed drug wll be covered vith priar aut hori zati on whenthefdlowng criteria ae net:
e Therequested drugis bd ng prescribedfa thetrea ment d congeritd toxod asnmosisin a ped aric pai ent
OR
e Therequested drugis bdng prescribedfa thetrea nment o toxod asnosi s
OR
e The patiert has anirntderance o cortra nd caionto sufamet hoxazd e'tri met hopri mANDthe requested drugis
be ng prescribed far any o thefdlowng A Toxod asmosi s prophyl axis B Pneumocysti sjiroved pneunona
prophyl ax s Q Cystd sosporias s

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 drugirfor metion, and o puldished gu ddines. Dearapri misindcaedfa thetrea nent o
toxod asnosi s when used conjd rtly wth a sufonamde, g nce synergsmex gs wthth s comb nati on

The CDC Nationd Ingitues d Hedth(NH, HV Medd ne Assod aion o thelrfectious Dseases Sod ety o America
(IDSA), Anerican Acadeny d Ped arics (AAP), and ahers saetha areg men o pyri met hanine (andleucovorin) in
conjunction wth sufad az neisthereg nmen o chadceforiritid trea ment o toxopgasnosi s, ind ud ngtoxod asmosisin HV
ifeded addts, add escents, and childen?

The dosage o Darapri mfor thetrea nent o toxod asmosis nust be carefuly ad usted so asto provi de nmaximum
therapeuic éfect and a min num o sde e€feds. A the dosagerequred thereisa marked varidioninthetdeanceto
the drug Young paients maytdeae Hgher dosesthan dderindviduds Goncurrernt admn graion o fdinc addis
strond y recommendedin al paiers.

- The ped dric dosage o Darapri mis 1 my/ kg day dvidedino 2 equd ddly doses; dte 2to 4 days th s dose may
be reduced to one hdf and continued far approxi metdy 1 nonth The usud ped atric sufonanide dosageisused
in corj uncti on wth Dar aprim

o The prferedtrea nment fa congenitd toxod asnosi sis a conbi naion o pyri et hanine and sufad az ne,
with supd enentd leucovorinto niri nhze herret d og ctox dty assod @ ed wth pyrimet hamne. Duraion o
trea ment d congeritd toxopg asnosisinirfants wthout HVirfedionis 12 nmonths. Inthe absence o
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defintive da a the sanme durdionisrecommended f o treaing congeritd toxod asmosi sin H Vi rfect ed
children235
- The addt gating doseis 50to 75 ng o the drug daly, toget her with 1to 4 g ddly d asufonamde o the
sufapyri md netype, e g sufadoxi ne Th s dosageisord narily cortinued far 1to 3 weeks, depend ng onthe
response o the paiernt andtd erancetotherapy. The dosage may then be reducedto abou one hdf tha
prevoudy gvenfa each drug and cortinued far an addtiond 4to 5 weeks.

Toxod asnosi s B ophyl axis? 5. Toxopd as ma- ser opositive pati erts who have a CD4+ count o <100 cdl g pL shou drecd ve
prophyl ax s aga nst Toxofd as nic encephditis (TE). The doud e-strengthtald & daly dose o tri met hopri m

sufamet hoxazd e (TMP- SMX), recommended asthe preferedreg nmen fa Pneumocystis carini pneunon a (PCP)
prophylax s, dsois éfedive aga nst TE andisreconmended. If paierts canna tderae TMP- SMX the reco mmended
dternativeis dapsone- pyrimet hamne d usleucovorin whchis dso efedive aganst PCP. Ri mary prophyl ax s shod d be
d scorti nued anong paierts who have responded to highy active artirerovrd therapy wth anincreasein CD4 T-
lynphocyt e countsto >200 cdlduLfa a least 3 norths.

Pneunocystisjiroved Pneumoni a Revertior?4 TMP-SMXisthe drug d chd cefor prevertion d intid ep sodes (pri mary
prophyl axis) d PCPin H\Wirfeded aduts, add escents, and childen andfa chroric ma ntenance therapy to prevent
recurence fdlowng aniritid PCP epsodeintheseind\idud s (secondary prophyl ax s). Dapsone g us pyri net hanine

p us | eucovarinis cond dered an dternativetherapy. The CDG NH and | DSA statetha pri mary a secondary PCP
prophyl ax s generdly can be d scontinuedin H Virfeded aduts and add escertsif CD4+ Tcdl counts have re mai ned a
2000 M3 o geder fa a least 3 nont hs.

Cystd sosporias 45 TMP-SMXisthe anti mcrokd d agent o chacefa trea nent of cystdsospariass(fa nerly
isosporiad s). Itisthe orly agent whose useis supported by substantid puldished daa and diricd experience. Therefare
paenid dtenaivetherages shod d bereservedfa patiernts wth docunment ed sulfairntderance o in whomtrea nent
fdls Snd e agernt therapy wth pyri met hamne has been used, wth anecdad success fa trea nent and prevertion o
isosporiad s Pyri met hanine (5075 ng/ day) dusleucovorin(10-25 ngy day) to prevent nyd osuppress on may be an
effedivetrea ment dternaive itisthe opionfa sufaintderart paierts Paientswth CD4 cdl counts <200 cdld mn3
shou drece ve secondary prophyl ax s (chrori ¢ na tenance therapy) wth TMP- SMX whichis dso praecive aga nst
Pneunocystisjiroved and Toxod asma gondi irfedions. Insufairntderart pdients, pyi nethanine (25 ng/day) wth
leucovori n (5-10 ng/ day) has been used.

Mal arig Trea ment236 Pyrimet hamineis NOT recommended d oneinthetrea nment d acue nd aid atacks andis no
longer ind udedinthe CDC Gui ddinesfa thetrea ment d nd aia

Mal ari g Rophyl axis238 Pyri methamneis NOT the drug of chdcefa nd aia prophyl axs Depend ng onthe red ¢ ance
patterns, drugs such as cHoroqui ne o nefl ogu ne are preferred
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CR TER A FOR APPROVAL

1 Istherequested drug ba ng prescribed far thetrea nent d congenitd toxod asnosisina  Yes No

ped atric paiern?
[If yes, then nofuther questions.]

2 Istherequested drug bda ng prescribed far thetrea nent o toxod as nosi s? Yes No

[If yes, then nofuther questions.]

3 Does the pdient have anintd erance o corntrd nd céion to sufanet hoxazd e'tri methopri m  Yes No
ANDistherequested drug be ng prescribed fa any o thefdlowng A Toxod asmosi s
prophyl axis B Pneunocystisjiroved pneunon a prophyiaxis Q Cystd sospori ad s?

Gui deli nes for Approvd

Dur ati on of Approva 12 Mont hs

Set 1
Yes to questi on(s) No t o questi on(s)
1 None
Dur ati on of Approva 3 Mont hs Dur ati on of Approva 3 Mont hs
Set 2 Set 3
Yes to questi on(s) No t o questi on(s) Yes to questi on(s) No t o questi on(s)
2 1 3 1
2
Mappi ng | nstructi ons
Yes No DEN AL REASONS - DONOT USE FOR MED CARE PART D
1| Approve, 12 Goto2
mont hs
2| Approve, 3 nonths | Goto 3
3.| Approve, 3 nonths | Deny You do na neet therequrenments o your dan

Your dan coversthis dugwhen you nmeet any o these condtions:

- You are us ng Derapri mfor thetrea nment d toxod asmosi s

- You have dther tried o are unal etotake

sufanet hoxazd €tri met hopri mand Dar apri mis be ng prescri bed far any
of thefdlowng condtions. toxod asnmosi s prophyl axi s pneunocysti s
jiroved pneunon a prophylaxis, a cystdsosporias s

Your request has been denied based ontheirfo mation we have

[ Short Descripgiont No approval e d agnosis, Noirtderance o

contrd nd caionto sufamethoxazd e'tri met hopri m]
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