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PRI OR AUTHORI ZATI ON CRI TERI A 
BRAND NAME*   

(generi c)    
  XI FAXAN 550 MG ONLY 

  (rifaxi mi n) 
                                                                                                                                              
St at us:  CVS Care mark Criteri a                                                                             
Type:  I niti al Pri or Authori zati on       Ref # 681- A 

* Dr ugs t hat ar e li st ed i n t he t arget drug box i ncl ude bot h br and and generi c and all dosage f or ms and strengt hs unl ess 
ot her wi se st at ed. OTC pr oduct s ar e not i ncl uded unl ess ot her wi se st at ed.  
 
 
FDA- APPROVED I NDI CATI ONS  
To reduce t he devel opment  of drug-resi st ant bact eri a and mai nt ai n t he eff ecti veness of Xif axan and ot her antibact eri al 
dr ugs, Xi f axan when used to treat i nf ecti on shoul d be used onl y t o treat or prevent i nf ecti ons t hat are pr oven or strongl y 
suspect ed t o be caused by suscepti bl e bact eri a. When cult ure and suscepti bility i nf or mati on ar e avail abl e, t hey shoul d be 
consi der ed i n sel ecti ng or modi f yi ng anti bact eri al t herapy. I n t he absence of such dat a, l ocal  epi demi ol ogy and 
suscepti bility patt erns may contri but e t o t he empi ri c selecti on of t her apy.  
Hepati c Encephal opat hy 
Xi f axan i s i ndi cat ed f or reducti on i n ri sk of overt hepatic encephal opat hy ( HE) recurrence i n adul t s. 
I n t he tri al s of Xi f axan f or HE, 91 % of t he pati ent s wer e usi ng l act ul ose concomi t antl y. Di ff erences i n t he treatment eff ect 
of t hose pati ent s not usi ng lact ul ose concomi t antl y could not be assessed.  
Xi f axan has not been st udied i n pati ent s wi t h MELD (Model  f or End- St age Li ver Di sease) scor es > 25, and onl y 8. 6% of 
pati ent s i n t he controll ed trial  had MELD scor es over 19. Ther e i s i ncr eased syst emi c exposur e i n pati ent s wi t h mor e 
sever e hepati c dysf uncti on.  
Irrit abl e Bowel  Syndr ome with Di arrhea 
Xi f axan i s i ndi cat ed f or t he treat ment of irrit abl e bowel  syndr ome wi t h di arrhea (I BS- D) i n adul t s. 
 
 
COVERAGE CRI TERI A 
The request ed dr ug will be cover ed wi t h pri or aut hori zati on when t he f oll owi ng crit eri a ar e met:  

 The request ed dr ug i s bei ng pr escri bed t o reduce t he ri sk of overt hepati c encephal opat hy ( HE) recurrence  
OR 

 The pati ent has t he di agnosi s of irrit abl e bowel  syndr ome wi t h di arrhea (I BS- D)  
AND 

o If t he pati ent has pr evi ousl y recei ved treat ment wi t h t he request ed dr ug, t he pati ent i s experi enci ng a 
recurrence of sy mpt oms AND 

o The pati ent has not al ready recei ved an i niti al 14- day course of treat ment AND t wo addi ti onal  14- day 
courses of treat ment wi t h the request ed dr ug 

 
 
RATI ONALE 
The i nt ent of t he crit eri a i s to pr ovi de cover age consi stent wi t h pr oduct l abeli ng, FDA gui dance, st andar ds of medi cal  
pr acti ce, evi dence- based drug i nf or mati on, and/ or publ i shed gui deli nes.  Xif axan 550 mg i s i ndi cat ed f or reducti on i n ri sk 
of overt hepati c encephal opat hy ( HE) recurrence and f or t he treat ment of irrit abl e bowel  syndr ome wi t h di arrhea (I BS- D) 
i n adul t s. 
 
The recommended dose of Xi f axan (rif axi mi n) f or traveler s’ di arrhea i s 200 mg t aken or all y t hree ti mes a day f or t hree 
days. Tr eat ment wi t h a hi gher rif axi mi n dosage (400 mg t hr ee ti mes dail y) di d not provi de addi ti onal  cli ni cal  benefit. 2 Thi s 
crit eri a onl y t arget s Xi f axan 550 mg t abl et, whi ch exceeds t he recommended dose f or travel ers’ di arrhea. Ther ef or e, 
cover age f or travel ers’ di arrhea will not be addr essed in t hi s crit eri a.  
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The effi cacy and saf et y of rif axi mi n f or reducti on of ri sk of recurrence of overt hepati c encephal opat hy wer e eval uat ed i n a 
rando mi zed, pl acebo-controll ed, doubl e- bli nd st udy i n adul t s who wer e i n remi ssion from hepati c encephal opat hy ( Conn 
scor e of 0 or 1) aft er havi ng 2 or mor e epi sodes of hepati c encephal opat hy associat ed wi t h chr oni c li ver di sease duri ng 
t he pr evi ous 6 mont hs. A t ot al of 299 adul t s wer e rando mi zed t o recei ve rif axi mi n 550 mg or pl acebo t wi ce dail y f or 6 
mont hs or until t he dr ug was di sconti nued because of a br eakt hr ough epi sode of hepati c encephal opat hy or anot her 
reason ( e. g., adverse eff ects, request t o wi t hdr aw). Compari son of Kapl an- Mei er esti mat es of event-free curves showed 
t hat rif axi mi n reduced t he risk of hepati c encephal opathy epi sodes by 58 % compared wi t h pl acebo duri ng t he 6- mont h 
treat ment peri od.2 To all ow cover age wi t hout di srupti on i n t her apy, t he dur ati on of appr oval  will be 12 mont hs if t he 
cover age crit eri a i s met.  

 
The recommended dose of Xi f axan f or I BS- D i s one 550 mg t abl et t aken or all y t hree ti mes a day f or 14 days.  Pati ent s 
who experi ence a recurrence of sy mpt oms can be retreat ed up t o t wo ti mes wi t h the same dosage regi men. The saf et y 
and effi cacy of Xi f axan f or the treat ment of I BS- D was eval uat ed i n 3 rando mi zed,  mul ti -cent er, doubl e- bli nd, pl acebo-
controll ed st udi es i n adul t pati ent s. I n Tri al s 1 and 2, pati ent s recei ved Xi f axan 550 mg t hr ee ti mes a day f or 14 days, or 
pl acebo, and f oll owed f or a 10- week treat ment -free peri od. Tri al 3 eval uat ed repeat treat ment i n adul t s wi t h I BS- D f or up 
t o 46 weeks. 1 To confi r m Xi f axan i s bei ng used appr opri at el y, cover age f or pati ents who have pr evi ousl y recei ved 
treat ment wi t h Xi f axan will be consi der ed if t he pati ent  i s experi enci ng a recurrence of sy mpt oms and t he pati ent has not 
al ready recei ved an i niti al 14- day course of treat ment and t wo addi ti onal  14- day cour ses of treat ment wi t h Xi f axan. Si nce 
Xi f axan i s not i ndi cat ed f or use beyond 14 days t o treat I BS- D sy mpt oms, t he durati on of appr oval  will be 14 days if 
cover age crit eri a i s met. 
 
 
REFERENCES 
1.  Xi f axan [ package i nsert]. Bri dgewat er, NJ: Sali x Phar maceuti cal s, I nc; Oct ober 2019.  
2.  Lexi comp Onli ne, AHFS DI ( Adul t and Pedi atri c) Onli ne. Hudson, OH: Wol t ers Kl uwer Cli ni cal Dr ug I nf or mation, I nc. 

htt p:// onli ne.l exi. com/.  Accessed Febr uary 2020.  
3.  Mi cr omedex (el ectroni c versi on). Tr uven Heal t h Anal yti cs, Gr eenwood Vill age, Col orado, USA.  

htt p:// www. mi cr omedexsol uti ons. com/. Accessed February 2020.  
 
 
Wri tt en by:  UM Devel opment ( SE)  
Dat e Wri tt en:  06/ 2010 
Revi sed:  ( SE) 05/ 2011, 06/ 2011 (creat ed non- Medi car e versi on wi t h i ncl usi on of compendi al use), 10/ 2011, 10/2012; ( RP) 10/ 2013 

(combi ned non- Medi car e and Medi car e versi ons), 10/ 2014, 05/ 2015 (added I BS- D), (JH) 10/ 2015, ( SE)  06/ 2016 (creat ed separ at e 
Med D); ( RP) 10/ 2016 (no cli ni cal changes), 08/ 2017 (non -cli ni cal changes t o questi on 1), 03/ 2018 (no cli ni cal changes); ( KC) 
03/ 2019; ( NZ) 03/ 2020  

Revi ewed:  Medi cal Aff ai rs ( KP) 06/ 2010, 05/ 2011, 06/ 2011, 10/ 2011, (LMS) 10/2012, 10/ 2013, 10/ 2014; (LCB) 05/2015, 10/ 2015; ( RR) 
04/ 2019; ( CHART) 03/ 26/ 20 

 Ext er nal Revi ew:  08/ 2010, 06/ 2011, 03/ 2012, 04/ 2013, 04/ 2014, 04/2015, 06/ 2015, 02/ 2016, 12/ 2016, 12/ 2017, 06/ 2018, 06/ 2019, 
06/ 2020 

 
 
 

CRI TERI A FOR APPROVAL 
 

1  Is t he request ed dr ug bei ng prescri bed t o reduce t he risk of overt hepati c encephal opat hy 
( HE) recurrence?  
[If yes, t hen no f urt her questi ons.] 
 

Yes No 

2  Does t he pati ent have t he di agnosi s of irrit abl e bowel  syndr ome wi t h di arrhea (I BS- D) ? 
 

Yes  No 

3  Has t he pati ent previ ousl y recei ved treat ment wi t h t he request ed dr ug? 
[If no, t hen no f urt her questions.] 
 

Yes No 

4  Is t he pati ent experi enci ng a recurrence of sy mpt oms? 
 

Yes No 

5  Has t he pati ent al ready recei ved an i niti al 14- day course of treat ment AND t wo addi ti onal  
14- day courses of treat ment wi t h t he request ed dr ug?  

Yes No 
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Mappi ng I nstructi ons 

 Yes No DENI AL REASONS – DO NOT USE FOR MEDI CARE PART D 

1.   Appr ove, 12 
mont hs 

Go t o 2  

2.   Go t o 3 Deny  You do not meet t he requi re ment s of your pl an.  
Your pl an covers t hi s dr ug when you meet any of t hese condi ti ons:  
- You have i rrit abl e bowel  syndr ome wi t h di arrhea (I BS-D)  
- The dr ug i s used t o l ower the ri sk of overt hepati c encephal opat hy 

( HE) recurrence 
Your request has been deni ed based on t he i nf or mati on we have.  
[ Short Descri pti on: No approvabl e di agnosi s] 

3.   Go t o 4 Appr ove, 14 
days 

 

4.   Go t o 5 Deny You do not meet t he requi re ment s of your pl an. Your pl an covers t hi s 
dr ug when you meet all of these condi ti ons:  
- You have used t hi s drug bef or e 
- You have had a recurrence of sy mpt oms 
Your request has been deni ed based on t he i nf or mati on we have.  
[ Short Descri pti on: Conti nuati on of t her apy; No recurrence of 
sy mpt oms]  

5.   Deny Appr ove, 14 
days 

You do not meet t he requi re ment s of your pl an. Your pl an covers t hi s 
dr ug when you have not al ready had t hr ee t ot al 14- day courses of 
treat ment wi t h t hi s dr ug.  
Your request has been deni ed based on t he i nf or mati on we have.  
[ Short Descri pti on: Exceeded max number of courses of t her apy]  

 


