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BRAND NAME*

(generi ¢
S RTURO
(bedaquiline)

Satus: CVS Caremark Qiteria
Type: Intid Rior Authorization Ref # 923 A

* Dugstha aeligedinthetage drug boxind ude bath brand and generic and dl dosage fa ns and strengt hs un ess
ot herwse saed OTC products are na ind uded un ess aher wse saed

FDA- APPROVED | NO CATI ONS
drtuois aday qundine anti nycobacterid dugindcaed as pat d comnbi nation therapy inthe trea ment d addt and
ped aric patierts (5 years and dder and we ghing a least 15 kg) vith pd nonary miti-drug res sart tubercu os s ( MDR
TB). Reserve Srturofa use when an efedivetrea nment reg men canna d her wse be prov ded.
Thisindcaionis approved under accd era ed approvd based onti ne to spuum cutue convers on Continued approvd
fa thisind caion nmay be corti ngert upon verification and descripion d diricd benefitincorfirnatorytrids.
L mtaions d Wse
e Do na use Srturofa thetrea nment d:

o Laentirfediondueto M/cobacteri umtubercu os s

o Drugsenstivetubercu oss

o Bxtra pd nmonarytubercu osis

o Irfections caused by nontubercu ous nycobact eria
e The sadeayand eficacy o Srtuwointhetrea ment d H Virfeced paiens wth MDR- TB have na been estaldished as

dinicd daaaeli nted

df Labd Wses
Combi nationreg men wthpretoman d andlinezdidfor thetrea nent d pu nonary exensvdy dugres gant (XDR o
trea ment-ind erant o nonrespons ve mitidrugres sant ( MDR tubercu os s (TB®>:6

COVERAGE CRTER A
The requested drug wil be covered wth pri a aut hori zati on whenthe fdlowng criteia ae met:
e Therequested drugis bd ng prescribed as part d combi naiontherapyin a patient vith pu nonary muti-dug
ressan tubercud os s (MDR TB)
AND
e Ancdther éfedivetrea nent reg men cannat be usedinstead d Srtu o (bedaquiline)
OR
e Therequested drugis bdng prescribedfa pd nonary extensvdy dugressant (XDR o trea nment-
irtd erart/ nonresponsive mitidugres gart (MDR tubercu os s
AND
e Therequested drugis bd ng prescribed as part  a combi nationreg men wth Fretonman d and Zyvox (li nezdid)

RATI ONALE

The inert o the citeiaisto provide coverage consigert wth product |abding, FDA gu dance, sandards o med cd
practice ev dence-based drugirfo nation and o published gu ddines. Srturoisa daryl qu ndine anti nycobacterid dug
indcaed as part d conbi nationtherapyinthetrea nent d adut and ped aric paierts (5years and d der and we ghing a
least 15 kg) wth pu monary multi-drugres starnt tubercdosis (MDR TB). Reserve Srtuofa use when an efedivetrea nent
reg men canna d her wse be prowv ded
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Srtuoshoddory beirtiaed as pat d conbi naiontherapy wth a least 3 drugs to whichthe paient’s VMDR-TBisd ae
has been shown to be efectiveinyitra Ifinvitrotestingresuts ae unavalald e Srtuotrea nent nmay beintiatedin
conbi naion wth & least 4other drugsto whichthe patient’s MDR TBisd @eislikd yto be susceptide The
recommended dosage o Srturois 400 ng ordly once dalyfa 2 weeks, then 200 mg ordly 3ti mes weel y (with & | east
48 hours bet ween doses) for 22 weeks. Thetad duration o treat ment wth Srturois 24 weeks.

Pretorman dis a newy approved FDA drugind cated as part d acomb nationregmen wth bedaquiline (Srturo) and
linezdid (Zyvox) fa thetreat ment d pd nonary XDRTB or trea nent-irtd erant or nonresponsive MDR TB the
recommended dosage and dur aionfa ths conbi nation reg men are as fdl ows®:
e PreonandTadea 200 ngordly(1tad & d 200 ng), once ddly, fa 26 weeks. Swvallow Preorman d Tald eés
whd e wth wet er
e Bedaquline 400 ng ardlyonce dalyfa 2 weeks fdlowved by 200 ng 3ti mes per week, wth & least 48 hours
bet ween doses, fa 24 weeksfa atad o 26 weeks
o |f @ther bedaquline o Retoman d Tad & s are d scortinued, the ertire conti naionreg nen shod d d so be
d scortinued linezdidgarting & 1,200 ng ardly per day fa 26 weeks, wth dose ad ust nentsto 600 ng daly
and futher reductionto 300 ng daly arinterruption o dos ng as necessary fa known linezdid adver se reacti ons
of nyd osuppress on peripherd neuropat hy, and optic neur opa hy.
If linezdidis per manently discorti nued duri ngtheirntid four consecutive weeks o trea ment, bedaquiline and Rretoman d
TaH e s shod d d so be d sconti nued. If linezdidis d sconti nued ater theintid four weeks d consecutivetreat nert,
corti nue admn s ei ng bedaquiline and R onman d Tad &s.5

The Centersfa Dsease Contrd and Rrevention (CDC) provis ond gu ddinesforthe use o bedaqulinefa thetrea nent
o mitidugres gan tubercu os s, go beyond current FDA- appr oved | abding fa bedaquiline# The gu ddines saethe
fdlowng Bedaquiline may be usedfa 24 weeks o treat ment in aduts wthlaboratary-corfir med pd nonary MDR- TB (TB
wth anisd @ e showng genatyg c a phenayp cressganceto bahison az d and rifanp n) when an ef ecti ve treat ment
reg nen canna a her wse be provi ded, bedaquline may be used on a case- by-case bas sinchilden H\infeded
persons, pregnant wonmen, persons wth extrapd nonary MDR- TB and pati erts wth conor b d condti ons on conco nit art
med caions when an efedivetrea nment reg men canna d her wse be prov ded and bedaquiline nay be used on a case-
by-case bas sfa durations longer than 24 weeks when an &fedivetrea nent regmen canna be provided aher wse 47
Addtiondly, new evidenceis avdlald efromthe Worl dHedth O gan zaion ( WHO onthe use d bedaqulinelonger than
sx nonths duraionfa MDR Rfanpn Resgart (RR-TB concurrent use d bedaquiline and dd aman dfa MDR RR TB
and use o bedaquline pretorman d andlinezdidin combi nationfa paients wthextensvdy drugreds gart tubercu os s
(XDR TB).88 The dosing d the corbi nationreg men of Reoman d bedaquiling andlinezdid can be extended beyond
26 weeks, if necessary.® Therefarg the duraion o approvd isse a 12 nort hs.
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CR TER A FOR APPROVAL

1 Istherequest ed drug bd ng prescribed as part d cormnbinaiontherapyin a patient wth Yes No
pu monary muti-drugred gant tubercu os s ( VDR TB)?
[If ng then ski pto question 3]
2 Can ana her dfecivetreament reg nen be usedinsead o Srtuo (bedaquiline)? Yes No
[ Nofuther questions.]
3 Istherequested drug bda ng prescribedfa pu monary exensvdy dugresgan (XOR o Yes No
trea ment-i td erart/ nonrespons ve mutidugres gart (MDR tubercu od s?
4 Istherequested drug be ng prescribed as part d a combi nationreg nen wth Rretonman d Yes No
and Zyvox (linezdid?
Mappi ng | nstr ucti ons
Yes No DEN AL REASONS - DONOT USE FOR MED CARE PART D
1 Goto 2 Goto3
2 Deny Approve, 12 You do na neet therequirenents d your dan
mont hs Your dan coversthis dugwhen aher drugs cannat be used fa the
i rfecti on
Your request has been denied based ontheirfo nmeti on we have
[ Short Descripion Ana her efedivetrea nent reg men can be used|
3 Goto4 Deny You do na neet therequrements o your dan
Your dan coversthis dugwhenitis used wth aher drugsfa a
cetdanifedioninthelungstha isred gart to miti de drugs.
Your request has been denied based ontheirfo rmeti on we have
[ Short Descritiont No approval e d agnos g
4, Approve, 12 Deny You do na neet therequrenments o your dan
mont hs Your dan coversthis dugwhenitis used wth Freoman d and Zyvox
(linezdid fa thei rfection
Your request has been denied based ontheirfo neti on we have
[ Short Description No approval e d agnosi § comhi nation reg nen|
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