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PRI OR AUTHORI ZATI ON CRI TERI A 
BRAND NAME*  
(generi c)   
  DI FI CI D   
   (fi daxomi ci n) 
                                                                                                                                                                                                                                                                                      
St at us:  CVS Care mark Criteri a                                                                             REG          
Type:  I niti al Pri or Authori zati on       Ref # 2753- 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 
Di fi ci d i s i ndi cat ed i n adul t and pedi atri c pati ent s aged 6 mont hs and ol der f or t he treat ment of C. diffi cil e-associ at ed 
di arrhea ( CDAD).  
 
Usage 
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 Di fi ci d and ot her anti bact eri al 
dr ugs, Di fi ci d shoul d be used onl y t o treat i nf ecti ons t hat are pr oven or strongl y suspect ed t o be caused by C.  diffi cil e. 
When cul t ure and susceptibility i nf or mati on ar e avail abl e, t hey shoul d be consi dered i n sel ecti ng or modi f yi ng anti bact eri al 
t her apy. 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 
sel ecti on of t her apy.  
 
 
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 pati ent has t he di agnosi s of C. diffi cil e-associ at ed di arrhea ( CDAD) confi r med by a posi ti ve st ool  assay 

 
 
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.  Di fi ci d i s indi cat ed i n adul t and pedi atri c pati ent s 
aged 6 mont hs and ol der f or t he treat ment of C. diffi cil e-associ at ed di arrhea ( CDAD).  
 
The recommended dose f or adul t s i s 200 mg or all y t wi ce dail y f or 10 days.  The reco mmended dosi ng f or pedi atri c 
pati ent s, who wei gh at l east 12. 5 kg and ar e abl e t o swal l ow t abl et s, i s 200 mg orall y t wi ce dail y f or 10 days.  If unabl e t o 
swall ow t abl et s or wei gh l ess t han 12. 5 kg, Di fi ci d oral  suspensi on i s avail abl e f or use. The recommended dosi ng f or 
pedi atri c pati ent s i s based on body wei ght and admi nist er ed vi a or al syri nge t wi ce dail y f or 10 days.   
 
Cl ostri di um di ffi cil e i nf ecti on ( CDI ) i s defi ned by t he presence of sy mpt oms (usual l y di arrhea) and eit her a st ool  t est 
posi ti ve f or C. diffi cil e t oxi ns or det ecti on of t oxi geni c C. diffi cil e, or col onoscopi c or hi st opat hol ogi c fi ndi ngs reveali ng 
pseudo me mbr anous coliti s.4  
 
I n t wo randomi zed, doubl e bli nded tri al s i n adul t pati ents, Di fi ci d had a cli ni cal response rat e at t he end of t he 10- day 
treat ment peri od t hat was non-i nf eri or t o oral vancomyci n. Di fi ci d demonstrat ed superi or sust ai ned cli ni cal response t o 
or al  vancomyci n, defi ned as cli ni cal response at t he end of treat ment and survi val wi t hout proven or suspected CDAD 
recurrence t hrough 25 days beyond t he end of treat ment. Thi s diff erence was due t o l ower rat es of pr oven or suspect ed 
CDAD duri ng t he f oll ow- up peri od i n Di fi ci d-treat ed patient s.  Si mil ar rat es of cli ni cal  response at t he end of treat ment and 
pr oven or suspect ed CDAD duri ng t he f oll ow- up peri od wer e seen i n Di fi ci d-treat ed and vancomyci n-treat ed pati ent s 
i nf ect ed wi t h a BI i sol at e.  
 
The saf et y and effi cacy of Di fi ci d i n pedi atri c pati ent s 6 mont hs t o l ess t han 18 year s was i nvesti gat ed i n a Phase 3, 
mul ti cent er, i nvesti gat or-blinded, randomi zed, comparati ve tri al . 
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Si nce t he recommended durati on of treat ment wi t h Di fici d f or C. diffi cil e-associ at ed di arrhea i s 10 days, t he dur ati on of 
appr oval  will be 10 days if cover age crit eri a i s met.  
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CRI TERI A FOR APPROVAL 
 

1  Does t he pati ent have t he di agnosi s of C. diffi cil e- associ at ed di arrhea ( CDAD) confi r med 
by a posi ti ve st ool  assay? 
 

Yes No 

 
 

Mappi ng I nstructi ons 

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

1.   Appr ove, 10 
days 

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 all of t hese conditi ons appl y:  
- You have bact eri a cert ai n type of bact eri al i nf ecti on t hat i s causi ng 

di arrhea  
- The t ype of bact eri a has been confi r med by a st ool  t est 
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, no confi rmati on of 
di agnosi s] 

 
 
 
 


