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FDA- APPROVED | NO CATI ONS

Toreducethe devd opnent d drug-res sant bacteria and e rta nthe eff edtiveness d Xfaxan and a her artibact eri d
drugs, Afaxan when usedtotreat irfection shod d be used onlytotrea o preventirfedionstha ae proven or srondy
suspect edto be caused by susceptil e bacteria When cuture and suscepti blityi nfa neti on are aval ald ¢ they shod d be
cons deredin sd ecting or modifyi ng arti bact eri d therapy. Inthe absence o such data |ocd ed demd ogy and

suscepti blity paterns may contribuetothe enpiric sdection o therapy.

Hepati c Encephd opat hy

Xfaxanisindcaedfa reductioninrisk o overt hepatic encephd opat hy (HE) recurrencein addts.

Inthetrids d Xfaxanfa Hg 91%d the paierts were us nglac U ose concomtantly. Dfferencesinthetreament dfed
o those patients na us nglactu ose concontartly codd nat be assessed.

Xfaxan has na been studedin patierts ith MELD (Mode fa End- S age Li ver O sease) scores >25 andony 8 6%
patientsinthe contrdledtrid had MELD scores over 19. Thereisincreased system ¢ exposurein patients wth nore
sever e hepati ¢ dysf uncti on

Irritad e Bowd Syndronme with Darrhea

Xfaxanisindcaedfa the trea nent o irritad e bowd syndrome wth d arhea (1 BS- D in aduts

COVERAGE CRTER A
The request ed drug wil be covered vith priar aut hori zati on whenthefdlowng criteria ae net:
e Therequested drugis bd ng prescribedtoreducetherisk o overt hepatic encephd opat hy (HE recurrence
OR
e The patient hasthe d agnos s d irritald e bowed syndrome wth d arhea (I BS D
AND
o Ifthe patiert has previoudy recd vedtrea nment wththe request ed drug the patient is experiend ng a
recurence o synptons AND
o The patient has na dready rece ved aniritid 14-day course d trea nment ANDtwo addtiond 14-day
courses d trea ment wththe requested drug

RATI ONALE

Theintent o the aiteriaisto provi de coverage cons sent wth product |abding FDA gu dance, gandards o med cd
practice evi dence-based drugirfo metion, and o pulished gu ddines. Xfaxan 550 ngisind caedfa reductioninrisk
of overt hepatic encephd opat hy (HE) recurence and fa thetrea nment o irritald e bowd syndronme wth d arhea (I BS D
inaddts

The recommended dose o Xfaxan (rifax min) for travders darheais 200 ngtaken ordlythreeti mes a day fa three
days. Trea ment wth a higher rifax min dosage (400 mg threeti nes dadly) dd not provide addtiond diricd bendfit.?2 Ths
citeiaonytages Xfaxan 550 ngtal &, wh ch exceeds the recommended dose for travd ers darhea Therefore
coveragefortravd ers darhea wll nd be addressedinthis citeria
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The dficacy and saf ey o rifax minfa reducti on o risk of recurrence o overt hepatic encephd opathy were evd uaedin a
randonized, dacebo-contrdled doul e Hind studyinaduts who wereinrenmssonfromhepati c encephd opat hy (Conn
scored Oa 1) dter haing 2 ar nore ep sodes d hepatic encephd opat hy assoda ed wth chroricliver d sease duri ng
the prev ous 6 nonths. Atotd d 299 aduts wererandonizedtorecd ve rifax min 550 nmy or d acebotwce dailyfa 6
mont hs o urtil the drug was d sconti nued because d a breakt hr ough ep sode o hepati c encephd opat hy or ana her
reason (e g, adverse dfeds, request to wthdraw). Comparison d Kap an- Me er esti et es o evert-free curves showed
that rifax nnreducedtherisk d hepatic encephd opahy ef sodes by 58%conpared wth d acebo duringthe 6 rmonth
trea ment period? To dl owcoverage wthou dsrugtionintherapy, the duraion o approvd wil be 12 nort hs if the
coverage citeiais ne.

The recommended dose o Xfaxanfa I BS Dis one 550 ngtald & taken ardlythreeti mes a day far 14 days. Patients
who experience arecurence o synptons can berdreated uptotwoti nes wththe sane dosage reg nen. The safay
and eficacy o Xfaxanfa thetrea nent d IBS D was evd uaedin 3randonized, mlti-center, doud e-Hind p acebo
contrdled sud esinaddt patiernts InTrids 1 and 2, petientsreceaved Xfaxan 550 ngthreeti mes a day fa 14 days, o
p acebo, andfdlowed far al0- week trea nent-free period Tid 3 evd ua ed repeat trea nent in addts wthl BS- Dfar up
to 46 weeks.! To confirmXfaxanis be ng used appropria dy, coverage far paierts who have previoud y received

trea ment wth Xfaxan wll be cons deredif the patiert is experi end ng arecurrence d synptons andthe patient has na
dready recd ved anintid 14-day course d treat nent and t wo addtiond 14-day courses o trea ment wth Xfaxan. Snce
Xfaxanis nat ind caedfa use beyond 14 daystotreat | BS Dsynptons, the duration o approvd vill be 14 days if
coverage citeiais ne.
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CR TER A FOR APPROVAL

1 Istherequested drug be ng prescribedtoreducetherisk d overt hepaic encephal opa hy Yes No
(HB recurence?
[If yes, then nofuther questions.]

2 Does the paiert havethe diagnos s o irritald e bowd syndrome wth d arhea (I1BS-D ? Yes No

3 Has the patiernt prevoudyrece vedtrea nment wththe requested drug? Yes No
[If na then nofuther questions.]

4 Isthe patient experiend ngarecurence o synptons? Yes No

5 Has the patient dready rece ved anirtid 14-day course o trea nent ANDtwo addtiond Yes No

14-day courses d trea nent withtherequested drug?

X faxan 550 g 681- A 03- 2020 ©2020 CVS Carenark Al rightsreserved

This docunent corta ns corfidertid and proprieayirfa mation d C/S Caremark and cannat be reproduced, dstributed o prirted wthout witten
per mssionfrom CVS Carenmark This docunent cortdnsreferences to brand-nanme prescri gion drugs tha aetrademarks o reg s eredtrade marks o

phar maceuicd manufactuers na dfilided wth CVS Caremark
2
¥ CVS caremark’



Mappi ng | nstructi ons

Yes

No

DEN AL REASONS — DONOT USE FOR MEDO CARE PART D

Approve, 12
mont hs

Goto 2

Goto 3

You do na neet therequirenents d your dan

Your dan coverstlis dugwhen you neet any d these condtions:

- You haveirritald e bowd syndrome wth d arhea (IBS D)

- The drugis usedtolower the risk d overt hepati c encephd opat hy
(HB recurence

Your request has been denied based ontheirfa netion we have

[ Short Descripion No approval e d agnosi g

Goto4

Approve, 14
days

Gotob

Deny

You do na neet therequrenents d your dan Your g an coversths
drug when you neet dl d these condtions:

- You have usedths drug befare

- You have had arecurence o synptons

Your request has been denied based ontheirf o retion we have.

[ Short Descripion Cortinuati on o therapy; Norecurence o

Sy npt o 1g|

Deny

Approve, 14
days

You do na neet therequrements o your dan Your g an coverstlis
drug when you have na dready hadttreetad 14-day courses o
trea ment wththis drug

Your request has been denied based ontheirfo nmeti on we have

[ Short Descriptiont Exceeded max number d courses of therapy]
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