
 

Tazor ac 353- A, 224- A 03- 2020   ©2020 CVS Car emar k. All ri ght s reserved.  
 

Thi s document cont ai ns confi dential  and pr opri et ary i nf or mati on of CVS Car emar k and cannot be repr oduced, di stri but ed or pri nt ed wi t hout writt en 
per mi ssi on from CVS Car emar k. Thi s document cont ai ns ref er ences t o br and- name pr escri pti on dr ugs that ar e trademar ks or regi st er ed trade mar ks of 
phar maceuti cal manuf act ur ers not  affili at ed wi t h CVS Car emar k.  

1 

 

PRI OR AUTHORI ZATI ON CRI TERI A 
DRUG CLASS  RETI NOI D ( TOPI CAL)  
 
BRAND NAME*  
(generi c)   
  TAZORAC ( ALL TOPI CAL)    
   (tazar ot ene)  
                                                                                                                                                                                                                                                                                   
St at us:  CVS Care mark Criteri a                                                                       Ref # 353- A  
Type:  I niti al Pri or Authori zati on                                                                     Ref # 224- 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  
Tazor ac (tazar ot ene) Cream 
Tazor ac Cr eam 0. 05 % and 0. 1% ar e i ndi cat ed f or t he topi cal  treat ment of pl aque psori asi s.  
Tazor ac Cr eam 0. 1% i s al so i ndi cat ed f or t he t opi cal treat ment of acne vul gari s.  
 
Tazor ac (tazar ot ene) Gel  
Tazor ac Gel  0. 05 % and 0. 1% ar e i ndi cat ed f or t he t opical  treat ment of pl aque psori asi s of up t o 20 % body surf ace ar ea   
i nvol vement. 
Tazor ac Gel  0. 1% i s al so i ndi cat ed f or t he t opi cal treatment of mil d t o moder at e f aci al acne vul gari s. 
 
Li mi t ati ons of Use 
The saf et y of Tazor ac Gel  use on mor e t han 20 % body surf ace ar ea has not been est abli shed.  
 
 
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 a di agnosi s of acne vul gari s 
OR 

 The request ed dr ug i s bei ng pr escri bed f or pl aque psori asi s t o treat l ess t han 20 per cent of t he pati ent’ s body 
surf ace ar ea 

 AND 

 The pati ent has experi enced an i nadequat e treat ment response t o at l east one t opi cal  corti cost er oi d   
[ Not e: The pati ent may conti nue t o use a corti cost er oi d product (e. g., cl obet asol , fluoci noni de, mo met asone, 
tri amci nol one, et c.).] 
OR 

 The pati ent has experi enced an i nt ol er ance t o at l east one t opi cal corti cost er oi d   
OR 

 The pati ent has a contrai ndi cati on t hat woul d pr ohi bit a tri al of t opi cal corti cost er oids 
 
 
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. Tazor ac Cr ea m 0. 05 % and 0. 1% are i ndi cat ed f or 
t he t opi cal treat ment of pl aque psori asi s and Tazor ac Cr ea m 0. 1% i s al so i ndi cated f or t he t opi cal treat ment of acne 
vul gari s. Tazor ac Gel  0. 05% and 0. 1% ar e i ndi cat ed for t he t opi cal treat ment of pl aque psori asi s of up t o 20% body 
surf ace ar ea i nvol vement and Tazor ac Gel  0. 1% i s al so i ndi cat ed f or t he t opi cal treat ment of mil d t o moder ate f aci al acne 
vul gari s.1 The crit eri a do not provi de f or cos meti c uses of t hi s drug.  
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The Ameri can Acade my of Der mat ol ogy ( AAD) gui delines st at e t hat t he t opi cal  t her apy of acne vul gari s i ncl udes t he 
usage of agent s t hat are avail abl e over t he count er or vi a pr escri pti on. Ther apy choi ce may be i nfl uenced by age of t he 
pati ent, sit e of i nvol vement, ext ent and severit y of di sease, and pati ent pr ef er ence. Topi cal  t her api es may be used as 
monot her apy, i n combi nation wi t h ot her t opi cal agent s or i n combi nati on wi t h or al agent s i n bot h i niti al control  and 
mai nt enance. Topi cal reti noi ds ar e i mport ant i n addr essi ng t he devel opment and mai nt enance of acne and are 
recommended as monot herapy i n pri maril y comedonal  acne, or i n combi nati on wi th t opi cal  or oral anti mi crobial s i n 
pati ent s wi t h mi xed or pri maril y i nfl ammat ory acne l esions. 7 
 
Syst emi c exposur e t o t azarot ene depends on t he ext ent of body surf ace ar ea treat ed. I n pati ent s treat ed t opi call y over 
suffi ci ent body surf ace ar ea (over 35 or 20 % of body surf ace ar ea when used as a cr eam or gel , respecti vel y, i n psori asi s 
pati ent s), syst emi c exposure t o t azar ot ene coul d be of t he same magni t ude as i n or all y treat ed ani mal s.  Al t hough 
syst emi c exposur e anti ci pat ed i n t he treat ment of t he face al one may be l ess as a resul t of t he mor e li mi t ed area of 
appli cati on of t he dr ug, it i s not known what l evel  of exposur e pr oduces t er at ogeni c eff ect s i n humans. 4   The compendi a 
st at e t azar ot ene cr eam and gel  are used t opi call y i n t he manage ment of st abl e plaque psori asi s. 4, 5 Furt her mor e, psori asi s 
i s cl assifi ed as mi l d-t o- moder at e or as moder at e-t o-sever e.  About 65 % of pati ents have mi l d di sease as defined by body 
surf ace ar ea i nvol vement and about 35 % have moderat e-t o-sever e di sease.  Mild psori asi s aff ect s up t o 3% of t he body.  
Moder at e psori asi s aff ect s 3 % t o 10 % of t he body’ s surf ace and sever e psori asi s aff ect s > 10 % of t he body’ s surf ace.8   

 
The Ameri can Acade my of Der mat ol ogy and t he Nati onal  Psori asi s Foundati on have est abli shed gui deli nes f or t he 
treat ment of psori asi s. Topi cal  corti cost er oi ds ar e t he most commonl y pr escri bed agent s f or treati ng mil d t o moder at e 
psori asi s. I n pati ent s wi t h moder at e-t o-sever e psori asi s, t opi cal  corti cost er oi ds may be pr escri bed as adj unct i ve t her apy 
al ong wi t h syst emi c t her apy or phot ot her apy.7 Corti cost er oi ds ar e avail abl e i n many strengt hs and f or mul ati ons, whi ch 
all ows f or versatility of use. The choi ce of t he appr opri at e pot ency corti cost er oi d and its vehi cl e shoul d t ake i nto 
consi der ati on t he di sease severity, t he l ocati on bei ng treat ed, pati ent pr ef er ence, as well as t he age of t he patient. Due t o 
t he pot enti al irrit ancy of t opical  t azar ot ene, addi ng t opi cal  corti cost er oi ds t o a regi men of t azar ot ene i s an appropri at e 
opti on.  Combi nati on t her apy may i ncr ease t he dur ation of treat ment benefit as wel l as l engt h of remi ssi on.   Anot her 
pot enti al advant age of usi ng combi nati on t azar ot ene and a t opi cal corti cost er oi d is a pot enti al decr ease i n ster oi d-i nduced 
atrophy. 6   Si nce t opi cal corti cost er oi ds ar e t he cor nerst one of treat ment f or t he maj ority of pati ent s wi t h psoriasi s, Tazor ac 
(t azar ot ene) will be appr oved f or psori asi s if t he pati ent has had an i nadequat e treat ment response,  i nt ol erance or 
contrai ndi cati on, t o at l east one t opi cal corti cost er oi d.  
 

Avage (t azar ot ene) Cr eam i s i ndi cat ed as an adj uncti ve agent f or use i n t he mi ti gati on (palli ati on) of f aci al fi ne wri nkli ng, 
f aci al mottl ed hyper- and hypopi gment ati on, and beni gn f aci al l enti gi nes i n pati ent s who use compr ehensi ve ski n car e and 
sunli ght avoi dance pr ogr ams. 3  Si nce t he treat ment of t hese i ndi cati ons i s consi der ed cos meti c, t hi s product i s not 
i ncl uded i n t he crit eri a f or cover age.  
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Wri tt en by:  UM Devel opment ( GP)  
Dat e Wri tt en:  08/ 1997 
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CRI TERI A FOR APPROVAL 
 

1  Does t he pati ent have a di agnosi s of acne vul gari s? 
[If yes, t hen no f urt her questi ons.] 
 

Yes No 

2  Is t he request ed dr ug bei ng prescri bed f or pl aque psoriasi s t o treat l ess t han 20 percent of 
t he pati ent’ s body surf ace area? 
 

Yes No 

3  Has t he pati ent experi enced an i nadequat e treat ment response t o at l east one t opi cal  
corti cost er oi d? 
[ Not e: The pati ent may conti nue t o use a corti cost er oi d product (e. g., cl obet asol , 
fl uoci noni de, mo met asone, tri amci nol one, et c.).] 
[If yes, t hen no f urt her questi ons.] 
 

Yes No 

4  Has t he pati ent experi enced an i nt ol er ance t o at l east one t opi cal  corti cost er oi d? 
[If yes, t hen no f urt her questi ons.] 
 

Yes No 

5  Does t he pati ent have a contrai ndi cati on t hat woul d prohi bit a tri al of t opi cal 
corti cost er oi ds? 
 

Yes No 

 

 

Mappi ng I nstructi ons (353- A)  

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

1.   Appr ove, 
36 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 acne vul gari s 
- You have pl aque psori asis and will use t hi s dr ug on less t han 20 percent of your 
body  
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.   Appr ove, 
36 mont hs 

Go t o 4  

4.   Appr ove, 
36 mont hs 

Go t o 5  

5.   Appr ove, 
36 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 one t opi cal  corti cost er oi d first, and it 
di d not work 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 
t opi cal corti cost er oi ds]  
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Gui deli nes f or Appr oval  

Dur ati on of Appr oval  12 Mont hs Dur ati on of Appr oval  12 Mont hs 

Set 1  Acne Set 2 Psori asi 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 2 1 

  3  

Dur ati on of Appr oval  12  Mont hs Dur ati on of Appr oval  12  Mont hs 

Set 3 Psori asi s Set 4 Psori asi 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) 

2 1 2 1 

4 3 5 3 

   4 

 
 

Mappi ng I nstructi ons (224- A)  

 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 acne vul gari s 
- You have pl aque psori asis and will use t hi s dr ug on less t han 20 percent of your 
body  
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.   Appr ove, 
12 mont hs 

Go t o 4  

4.   Appr ove, 
12 mont hs 

Go t o 5  

5.   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 one t opi cal  corti cost er oi d first, and it 
di d not work 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 a 
t opi cal corti cost er oi d] 

 


