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PRI OR AUTHORI ZATI ON CRI TERI A 
BRAND NAME*  
(generi c) 
  JUBLI A 
  (efi naconazol e t opi cal sol uti on) 
 
St at us:  CVS Care mark Criteri a         
Type:  I niti al Pri or Authori zati on       Ref # 1160- A 

* Dr ugs t hat ar e li st ed i n t he t arget drug box i ncl ude both 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 
Jubli a (efi naconazol e) t opi cal  sol uti on, 10 % i s an azol e antif ungal  i ndi cat ed f or t he t opi cal treat ment of onycho mycosi s of 
t he t oenail(s) due t o Tri chophyt on rubr um and Tri chophyt on ment agr ophyt es.  
 
 
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 f or onychomycosi s of t he t oenail(s) due to Tri chophyt on rubr um or 
Tri chophyt on ment agr ophytes, whi ch has been confi r med wi t h a f ungal  di agnosti c t est (e. g., pot assi um hydr oxi de 
[ KOH] pr epar ati on, f ungal  cul t ure, or nail bi opsy)  

AND 

 The pati ent has experi enced an i nadequat e treat ment response t o an or al antif ungal  t her apy (e. g., t erbi nafi ne, 
itraconazol e) 

 OR 

 The pati ent has experi enced an i nt ol er ance t o an or al antif ungal  t her apy (e. g., t erbi nafi ne, itraconazol e) 
 OR 

 The pati ent has a contrai ndi cati on t hat woul d pr ohi bit a tri al of an or al antif ungal  t her apy (e. g., t erbi nafi ne, 
itraconazol e) 

 
 
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. Jubli a (efinaconazol e) t opi cal sol uti on, 10 % i s an 
azol e antif ungal  i ndi cat ed for t he t opi cal treat ment of onycho mycosi s of t he t oenai l(s) due t o Tri chophyt on rubrum and 
Tri chophyt on ment agr ophytes. Jubli a i s t o be appli ed to aff ect ed t oenail s once dai l y f or 48 weeks, usi ng t he int egr at ed 
fl ow-t hr ough br ush appli cator. When appl yi ng Jubli a, the t oenail, t he t oenail f ol ds, t oenail bed, hyponychi um, and t he 
under surf ace of t he t oenail pl at e ar e t o be compl et el y cover ed.  
 
Onycho mycosi s may be di agnosed by t he pr esence of f ungi  by cul t ure, mi croscopy ( Pot assi um hydr oxi de [ KOH]  st ai n), or 
hi st ol ogi cal exami nati on of t he nail pl at e. 5 Mi cr oscopy is a commonl y used met hod because it i s i nexpensi ve and easy t o 
perf or m; nail cli ppi ngs or scrapi ngs ar e pl aced i n a dr op of KOH and exami ned under a mi cr oscope f or t he presence of 
f ungal  el ement s.6 
 
Per t he CDC, or al antif ungal  t her apy (t er bi nafi ne) i s consi der ed first li ne treat ment f or confi r med onychomycosi s. 6 
Accor di ng t o t he Cochr ane revi ew, medi cati on t aken orall y appears t o cur e t he condi ti on mor e qui ckl y and effecti vel y t han 
t opi cal treat ment. Ther e was hi gh- qualit y evi dence t hat  oral azol e (itraconazol e) and t erbi nafi ne treat ment s wer e mor e 
eff ecti ve f or achi evi ng mycol ogi cal  cur e and cli ni cal  cure f or onychomycosi s compar ed t o pl acebo, and when compar ed 
di rectl y, t erbi nafi ne was pr obabl y mor e eff ecti ve t han azol es and li kel y not associ at ed wi t h excess adverse event s 
(gri seof ul vi n was associ at ed wi t h mor e adverse reactions t han azol es and t er bi nafi ne).5  Or al  treat ment of onycho mycosi s 
i s t he st andar d of car e, however, drug i nt eracti ons and ri sk of acut e li ver i nj ury can li mi t t hei r use. 4  Di ffi culties i n 
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f or mul ati ng t opi cal treat ment t o penetrat e t he nail and reach t he sit e of i nf ecti on i n t he nail bed has hamper ed t he 
devel opment and t he use of t opi cal agent s.4  Jubli a i s the first tri azol e antif ungal  devel oped f or t he treat ment of 
onychomycosi s. I n 2 randomi zed tri al s, compl et e cur e rat e, defi ned as no evi dence of f ungal  i nf ecti on at week 52, was 
de monstrat ed i n 15. 2% t o 17. 8% of pati ent s recei vi ng efi naconazol e ( N=1236) compar ed wi t h 3. 3% t o 5. 5% recei vi ng 
pl acebo ( N=415) f or t he treat ment of onychomycosi s of t he t oenail. Jubli a pr ovi ded an eff ecti ve and well -t ol erat ed 
treat ment and may be t he first t opi cal treat ment t hat can be consi der ed a vi abl e alter nati ve t o or al treat ment s. 4 
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CRI TERI A FOR APPROVAL 
 

1  Is t he request ed dr ug bei ng prescri bed f or onychomycosi s of t he t oenail(s) due t o 
Tri chophyt on rubr um or Trichophyt on ment agr ophyt es, whi ch has been confi r med wi t h a 
f ungal  di agnosti c t est (e. g., pot assi um hydr oxi de [ KOH]  prepar ati on, f ungal  cult ure, or nail 
bi opsy) ? 
 

Yes No 

2  Has t he pati ent experi enced an i nadequat e treat ment response t o an or al antif ungal  
t her apy (e. g., t erbi nafi ne, itraconazol e) ? 
 

Yes No 

3  Has t he pati ent experi enced an i nt ol er ance t o an or al antif ungal  t her apy (e. g., t erbi nafi ne, 
itraconazol e) ? 
 

Yes No 

4  Does t he pati ent have a contrai ndi cati on t hat woul d prohi bit a tri al of an or al antifungal  
t her apy (e. g., t erbi nafi ne, itraconazol e) ? 
 

Yes No 

 
 

Gui deli nes f or Appr oval  

Dur ati on of Appr oval  12 Mont hs 

Set 1 Set 2 Set 3 

Yes t o 
questi on( s) 

No t o questi on( s) Yes t o 
questi on( s) 

No t o 
questi on( s) 

Yes t o 
questi on( s) 

No t o 
questi on( s) 

1 None 1 2 1 2 

2  3  4 3 
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Mappi ng I nstructi ons 

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

1.   Go t o 2 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 t hese condi ti ons:  
- You have a speci fi c f ungal i nf ecti on of t he t oenail(s) 
- You had a t est t o confi r m your t oenail f ungal  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, no confi rmati on of 
di agnosi s] 

2.   Appr ove, 12 
mont hs 

Go t o 3  

3.   Appr ove, 12 
mont hs 

Go t o 4  

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 you have tri ed an or al antif ungal  
medi ci ne first and it di d not wor k f or you or you cannot use it.  
Your request has been deni ed based on t he i nf or mati on we have.  
 
[ Short Descri pti on: No i nadequat e response, i nt ol er ance, or 
contrai ndi cati on t o or al antifungal s]  

 


