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PRI OR AUTHORI ZATI ON CRI TERI A 
BRAND NAME*   

(generi c) 

   CI ALI S 2. 5 mg, 5 mg 
  (tadal afil)   

     
St at us:  CVS Care mark Criteri a         
Type:  I niti al Pri or Authori zati on wit h Quantity Li mi t          Ref # 865- C 

* 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  
Er ectil e Dysf uncti on  
Ci ali s i s i ndi cat ed f or t he treat ment of erectil e dysf unction ( ED).  
Beni gn Pr ost ati c Hyper plasi a  
Ci ali s i s i ndi cat ed f or t he treat ment of t he si gns and sympt oms of beni gn pr ost ati c hyper pl asi a ( BPH).  
Er ectil e Dysf uncti on and Beni gn Pr ost ati c Hyper plasi a  
Ci ali s i s i ndi cat ed f or t he treat ment of ED and t he si gns and sy mpt oms of BPH ( ED/ BPH).   
 

Li mi t ati on of Use 
If Ci ali s i s used wi t h fi nast eri de t o i niti at e BPH treat ment, such use i s recommended f or up t o 26 weeks because t he 
i ncr ement al benefit of Ci alis decr eases from 4 weeks until 26 weeks, and t he i ncre ment al  benefit of Ci ali s beyond 26 
weeks i s unknown.  
 
 
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 dail y use for sy mpt omati c beni gn pr ost ati c hyper pl asi a ( BPH)   
[ Not e: Exampl es of si gns and sy mpt oms of BPH ar e i ncompl et e empt yi ng, weak stream, strai ni ng, uri nary 
frequency, i nt er mi tt ency, or urgency.] 

 
Quantity Li mi t s appl y. 
 
 
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.  Ci ali s i s indi cat ed f or t he treat ment of erectil e 
dysf uncti on ( ED), f or t he treat ment of t he si gns and sympt oms of beni gn pr ost ati c hyper pl asi a ( BPH), and f or t he 
treat ment of ED and t he si gns and sy mpt oms of BPH (ED/ BPH). 1- 3 However, t he di agnosi s of ED will not be i ncl uded i n 
t hese crit eri a f or appr oval . 
 
Ci ali s i s not i ndi cat ed f or use i n newbor ns or chil dren. Si nce BPH i s t ypi call y a condi ti on t hat occurs i n ol der pati ent s, t he 
crit eri a f or appr oval  does not speci f y t hi s i nf or mati on rel at ed t o t he BPH di agnosi s.1- 3 

 
Accor di ng t o t he Ameri can Ur ol ogi cal  Associ ati on ( AUA) BPH gui deli nes, l ower uri nary tract sy mpt oms (LUTS) secondary 
t o BPH may i ncl ude i ncompl et e empt yi ng, weak stream,  strai ni ng, uri nary frequency, i nt er mi tt ency, or urgency. The 
pr esence of moder at e-t o-sever e LUTS i s al so associ at ed wi t h t he devel opment of acut e uri nary ret enti on ( AUR) as a 
sy mpt om of BPH pr ogr ession. If drug t her apy i s consider ed, deci si ons will be i nfluenced by coexi sti ng over acti ve bl adder 
sy mpt oms and pr ost at e si ze or ser um PSA l evel s.4 Whil e t adal afil i s eff ecti ve i n treati ng obstructi ve BPH/ LUTs sy mpt oms, 
st udi es have i ndi cat ed t hat it does not aff ect peak uri nar y fl ow, i ndi cati ng it i s not hel pf ul i n t he treat ment of acut e uri nary 
ret enti on ( AUR).1, 5  Al so, t he over all benefit and ri sks of t her apy must be consi dered. Per AUA BPH gui deli nes, t he 
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pri mar y goal  of treat ment i s t o all evi at e bot hersome LUTS t hat resul t from pr ost atic enl ar gement and t he alt erati on of 
di sease pr ogr essi on and preventi on of compl i cati ons that can be associ at ed wi t h BPH/ LUTS. If treat ment i s successf ul, a 
yearl y f oll ow- up shoul d i nclude a repeat of t he i niti al eval uati on t o det ect any changes t hat have occurred, if sy mpt oms 
have pr ogr essed, or if a compl i cati on has devel oped. 4 

 
The recommended dose of Ci ali s f or once dail y use f or BPH i s 5 mg, t aken at approxi mat el y t he same ti me ever y day. For 
BPH, a st arti ng dose of 2. 5 mg i s recommended f or creati ni ne cl ear ance 30 t o 50 mL/ mi n. 1- 3 The quantity f or appr oval  f or 
Ci ali s 2. 5 mg and 5 mg will be 30 t abl et s per mont h.  
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Wri tt en by:  UM Devel opment ( SE)  
Dat e Wri tt en:  10/ 2011 
Revi sed:  ( TM) 05/ 2012; ( PL) 10/ 2012 (ext ended dur ati on); (TM) 04/ 2013; ( CT) 04/ 2014; ( CF) 04/ 2015; (JH) 04/ 2016; ( KM) 04/ 2017 (removed 

contrai ndi cati on questi on, added limi t questi on); ( KC) 04/ 2018 (no clini cal  changes); ( KC/ CF) 04/ 2019 (no cli ni cal changes); ( KC) 
04/ 2020 (no cli ni cal changes), 08/2020 (updat ed not e i n di agnosi s questi on) 

Revi ewed:  Medi cal Aff ai rs:  ( KP) 10/ 2011; ( DR) 05/ 2012; ( DC) 04/ 2013; ( KP) 04/ 2014; ( ADA) 04/ 2015; ( TP) 04/ 2016; (JG) 04/ 2017; ( CHART) 
04/ 30/ 20, 09/ 03/ 20 

  Ext er nal Revi ew: 11/ 2011, 06/ 2012, 08/ 2013, 08/ 2014, 08/ 2015, 08/2016, 08/ 2017, 08/ 2018, 08/ 2019 

 

 

CRI TERI A FOR APPROVAL 
 

1  Is t he request ed dr ug bei ng prescri bed f or dail y use f or sympt omati c beni gn pr ost ati c 
hyper pl asi a ( BPH) ? 
[ Not e: Exampl es of si gns and sy mpt oms of BPH ar e i ncompl et e empt yi ng, weak stream, 
strai ni ng, uri nary frequency, i nt er mi tt ency, or ur gency.] 
 

Yes No 

2  Does t he pati ent requi re MORE t han t he pl an all owance of 1 t abl et per day? 
 
[ Rph Not e:  If yes, t hen deny and ent er a parti al appr oval  f or 30 t abl et s / 25 days or 90 
t abl et s / 75 days of t he request ed dr ug.] 
 

Yes No 

 
 

Gui deli nes f or Appr oval  

Dur ati on of Appr oval  36 mont hs 

Quantity f or Appr oval  30 tabl et s per 25 days* 
90 tabl et s per 75 days* 

Set 1 

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

1 2 
*The dur ati on of 25 days i s used f or a 30- day fill peri od and 75 days i s used f or a 90- day fill peri od t o all ow ti me f or refill processi ng.  
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* The dur ati on of 25 days i s used f or a 30- day fill peri od and 75 days i s used f or a 90- day fill peri od t o all ow ti me f or refill processi ng.  
 
 
 
 

Mappi ng I nstructi ons 

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

1.  Go t o 2 Deny Cover age f or t hi s medi cati on i s deni ed f or t he f oll owi ng reason(s). We 
revi ewed t he i nf or mati on we recei ved about your conditi on and ci rcumst ances.  
We used t he poli cy (I NSERT CRI TERI A NAME) when maki ng t hi s deci si on.  
The poli cy st at es t hat t hi s medi cati on may be appr oved when t he me mber i s 
requesti ng t he medi cati on for dail y use f or sy mpt omatic beni gn pr ost ati c 
hyper pl asi a ( BPH).  
 
Based on t he poli cy and t he i nf or mati on we have, t he request i s deni ed.  The 
request was deni ed because t he i nf or mati on pr ovi ded to us i ndi cat es t hat you 
ar e not requesti ng t he medi cati on f or t he treat ment of sy mpt omati c beni gn 
pr ost ati c hyper pl asi a ( BPH) .   
[ Short Descri pti on:  No approvabl e di agnosi s] 
 

2.  Deny Appr ove, 36 
mont hs 
30 t abl et s per 
25 days* 
90 t abl et s per 
75 days* 

You have request ed mor e than t he maxi mu m quantity all owed by your 
pl an. Current pl an appr oved crit eri a cover up t o 30 t abl et s per mont h of t he 
request ed dr ug and strength. You have been appr oved f or t he maxi mu m 
quantity t hat your pl an covers f or a dur ati on of 36 mont hs. Your request f or 
addi ti onal  quantiti es of t he request ed dr ug and strengt h has been deni ed.  
 
[ Short Descri pti on:  Over max quantity] 


