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PRI OR AUTHORI ZATI ON CRI TERI A 
BRAND NAME*  
(generi c) 
  SI RTURO 
  (bedaquili ne) 
 
St at us:  CVS Care mark Criteri a 
Type:  I niti al Pri or Authori zati on       Ref # 923- 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  
Si rt uro i s a di aryl qui noli ne anti mycobact eri al drug i ndicat ed as part of combi nation t her apy i n t he treat ment of adul t and 
pedi atri c pati ent s (5 years and ol der and wei ghi ng at least 15 kg) wi t h pul monar y mul ti -drug resi st ant t ubercul osi s ( MDR-
TB). Reserve Si rt uro f or use when an eff ecti ve treat ment regi men cannot ot her wi se be pr ovi ded.  
Thi s i ndi cati on i s appr oved under accel er at ed appr oval  based on ti me t o sput um cul t ur e conversi on. Cont i nued appr oval  
f or t hi s i ndi cati on may be conti ngent upon verifi cati on and descri pti on of cli ni cal benefit i n confi r mat ory tri al s.  
Li mi t ati ons of Use:  

 Do not use Si rt uro f or t he treat ment of:  
o Lat ent i nf ecti on due t o Mycobact eri um t ubercul osi s  
o Dr ug-sensi ti ve t ubercul osi s  
o Extra- pul monary t ubercul osi s  
o I nf ecti ons caused by non-t ubercul ous mycobact eri a  

 The saf et y and effi cacy of Si rt uro i n t he treat ment of HI V i nf ect ed pati ent s wi t h MDR- TB have not been establ i shed as 
cli ni cal dat a ar e li mi t ed 

 
Of f Label  Uses 
Co mbi nati on regi men wi t h pr et omani d and li nezoli d f or t he treat ment of pul monary ext ensi vel y dr ug resi st ant  ( XDR) or 
treat ment-i nt ol erant or nonresponsi ve mul ti drug-resi st ant ( MDR) t ubercul osi s ( TB)5, 6 

 
 
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 as part of combi nati on t her apy i n a pati ent wi t h pul monar y mul ti -drug 
resi st ant t ubercul osi s ( MDR- TB)  

 AND 

 Anot her eff ecti ve treat ment  regi men cannot be used i nst ead of Si rt uro (bedaquili ne)  
OR 

 The request ed dr ug i s bei ng pr escri bed f or pul monary ext ensi vel y dr ug resi st ant (XDR) or treat ment-
i nt ol erant/ nonr esponsi ve mul ti drug-resi st ant ( MDR) t ubercul osi s 
AND 

 The request ed dr ug i s bei ng pr escri bed as part of a combi nati on regi men wi t h Pr et omani d and Zyvox (li nezolid)  
 
 
RATI ONALE 
The i nt ent of t he crit eri a i s t o pr ovi de cover age consi st ent wi t h product 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 publi shed gui deli nes. Si rt uro i s a di aryl qui noli ne anti mycobact eri al dr ug 
i ndi cat ed as part of combi nati on t her apy i n t he treat ment of adul t and pedi atri c pat i ent s (5 years and ol der and wei ghi ng at 
l east 15 kg) wi t h pul monar y mul ti -drug resi st ant t uberculosi s ( MDR- TB). Reserve Si rt uro f or use when an eff ective treat ment 
regi men cannot ot her wi se be pr ovi ded.  
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Si rt uro shoul d onl y be i niti at ed as part of combi nati on ther apy wi t h at l east 3 dr ugs t o whi ch t he pati ent’ s MDR- TB i sol at e 
has been shown t o be eff ecti ve i n vitro. If i n vitro t esti ng resul t s ar e unavail abl e, Sirt uro treat ment may be i nitiat ed i n 
combi nati on wi t h at l east 4 ot her dr ugs t o whi ch t he pati ent’ s MDR- TB i sol at e i s li kel y t o be suscepti bl e. The 
recommended dosage of Si rt uro i s 400 mg or all y once dai l y f or 2 weeks, t hen 200 mg or all y 3 ti mes weekl y ( with at l east 
48 hours bet ween doses) for 22 weeks. The t ot al dur ati on of treat ment wi t h Si rt uro i s 24 weeks.  
 
Pr et omani d i s a newl y approved FDA dr ug i ndi cat ed as part of a combi nati on regimen wi t h bedaquili ne ( Si rt uro) and 
li nezoli d ( Zyvox) f or t he treat ment of pul monar y XDR- TB or treat ment -i nt ol erant or nonr esponsi ve MDR- TB; the 
recommended dosage and dur ati on f or t hi s combi nati on regi men ar e as f oll ows5:  

 Pr et omani d Tabl et 200 mg or all y (1 t abl et of 200 mg), once dail y, f or 26 weeks. Swal l ow Pr et omani d Tabl et s 
whol e wi t h wat er 

 Bedaquili ne 400 mg or all y once dail y f or 2 weeks f oll owed by 200 mg 3 ti mes per week, wi t h at l east 48 hours 
bet ween doses, f or 24 weeks f or a t ot al of 26 weeks 

 If eit her bedaquili ne or Pr eto mani d Tabl et s are di scontinued, t he enti re combi nati on regi men shoul d al so be 
di sconti nued. Li nezoli d st arti ng at 1, 200 mg or all y per day f or 26 weeks, wi t h dose adj ust ment s t o 600 mg dail y 
and f urt her reducti on t o 300 mg dail y or i nt errupti on of dosi ng as necessary f or known li nezoli d adverse react i ons 
of myel osuppr essi on, peri pher al neur opat hy, and opti c neur opat hy.   

If li nezoli d i s per manentl y di sconti nued duri ng t he i niti al f our consecuti ve weeks of treat ment, bedaquili ne and Pr et omani d 
Tabl et s shoul d al so be di sconti nued. If li nezoli d i s di sconti nued aft er t he i niti al f our weeks of consecuti ve treat ment, 
conti nue admi ni st eri ng bedaquili ne and Pr et omani d Tabl et s. 5  
 
The Cent ers f or Di sease Control and Pr eventi on ( CDC) pr ovi si onal  gui deli nes f or t he use of bedaquili ne f or t he treat ment 
of mul ti drug-resi st ant t ubercul osi s, go beyond current FDA- appr oved l abeli ng f or bedaquili ne. 4 The gui deli nes st at e t he 
f oll owi ng: Bedaquili ne may be used f or 24 weeks of treat ment i n adul t s wi t h l abor at ory-confi r med pul monar y MDR- TB ( TB 
wi t h an i sol at e showi ng genot ypi c or phenot ypi c resi st ance t o bot h i soni azi d and rifa mpi n) when an eff ecti ve treat ment 
regi men cannot ot her wi se be pr ovi ded; bedaquili ne may be used on a case- by-case basi s i n chil dren, HI V-inf ect ed 
persons, pregnant wo men, persons wi t h extrapul monary MDR- TB, and pati ent s wi t h comor bi d condi ti ons on concomi t ant 
medi cati ons when an eff ect i ve treat ment regi men cannot ot her wi se be pr ovi ded; and bedaquili ne may be used on a case-
by-case basi s f or dur ati ons l onger t han 24 weeks when an eff ecti ve treat ment regimen cannot be pr ovi ded other wi se. 4, 7 

Addi ti onall y, new evi dence i s avail abl e from t he Worl d Heal t h Or gani zati on ( WHO)  on t he use of bedaquili ne longer t han 
si x mont hs dur ati on f or MDR/ Ri f ampi n Resi st ant ( RR)-TB, concurrent use of bedaquili ne and del amani d f or MDR/ RR- TB, 
and use of bedaquili ne, pret omani d and li nezoli d i n combi nati on f or pati ent s wi t h ext ensi vel y dr ug resi st ant tubercul osi s 
( XDR- TB).6, 8  The dosi ng of t he combi nati on regi men of Pr et omani d, bedaqui li ne, and li nezoli d can be ext ended beyond 
26 weeks, if necessary.5 Ther ef or e, t he dur ati on of approval  i s set at 12 mont hs.  
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CRI TERI A FOR APPROVAL 
 

1  Is t he request ed dr ug bei ng prescri bed as part of combi nati on t her apy i n a pati ent wi t h 
pul monar y mul ti -drug resi stant t ubercul osi s ( MDR- TB)? 
[If no, t hen ski p t o questi on 3.] 
 

Yes No 

2  Can anot her eff ecti ve treatment regi men be used i nstead of Si rt uro (bedaquili ne)? 
[ No f urt her questi ons.] 
 

Yes No 

3  Is t he request ed dr ug bei ng prescri bed f or pul monar y ext ensi vel y dr ug resi st ant ( XDR) or 
treat ment-i nt ol erant/ nonr esponsi ve mul ti drug-resi st ant ( MDR) t ubercul osi s? 
 

Yes No 

4  Is t he request ed dr ug bei ng prescri bed as part of a combi nati on regi men wi t h Pr et omani d 
and Zyvox (li nezoli d)? 
 

Yes No 

 

Mappi ng I nstructi ons 

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

1.   Go t o 2 Go t o 3  

2.   Deny Appr ove, 12 
mont hs 

You do not meet t he requi re ment s of your pl an.  
Your pl an covers t hi s dr ug when ot her dr ugs cannot be used f or t he 
i nf ecti on.   
Your request has been deni ed based on t he i nf or mati on we have.  
[ Short Descri pti on: Anot her eff ecti ve treat ment regi men can be used]  

3.   Go t o 4 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 it i s used wi t h ot her drugs f or a 
cert ai n i nf ecti on i n t he l ungs t hat i s resi st ant t o mul ti ple dr ugs.   
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]  

4.   Appr ove, 12 
mont hs 

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 it i s used wi t h Pr et omani d and Zyvox 
(li nezoli d) f or t he i nf ecti on.   
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/ combi nation regi men]  

 


