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PRI OR AUTHORI ZATI ON CRI TERI A 

BRAND NAME*     
(generi c)   
  LI DODERM 
  (li docai ne pat ch 5%)  
 
  ZTLI DO  
  (li docai ne t opi cal system)  
 
St at us: CVS Care mark Criteri a          
Type:  I niti al Pri or Aut hori zati on wit h Quantity Li mi t     Ref # 125- 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 
Li doder m 
Li doder m i s i ndi cat ed f or reli ef of pai n associ at ed wi t h post-her peti c neur al gi a. It shoul d be appli ed onl y t o i ntact ski n.  
 
ZTLi do 
ZTLi do (li docai ne t opi cal syst em) 1. 8% i s i ndi cat ed f or t he reli ef of pai n associ at ed wi t h post -her peti c neur al gia ( PHN).  
 
Co mpendi al Uses 
Pai n associ at ed wi t h di abet i c neur opat hy4, 5, 8 
Pai n associ at ed wi t h cancer-rel at ed neur opat hy4, 6, 7

 

 

 

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 any of t he foll owi ng: A) Pai n associ at ed wi t h post-her peti c neur algi a, 
B) Pai n associ at ed wi t h di abeti c neur opat hy, C) Pai n associ at ed wi t h cancer-rel ated neur opat hy (i ncl udi ng 
treat ment-rel at ed neur opathy [ e. g. neur opat hy associ at ed wi t h radi ati on treat ment  or chemot her apy]) 

 
 

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.  Li doder m i s i ndi cat ed f or reli ef of pain associ at ed 
wi t h post-her peti c neur al gi a. ZTLi do (li docai ne t opi cal syst em) 1. 8% i s i ndi cat ed f or t he reli ef of pai n associ at ed wi t h post -
her peti c neur al gi a ( PHN).  
 
Because of t he diff erence in bi oavail ability of ZTLi do co mpar ed wi t h Li doder m (li docai ne 5% pat ch), a diff erent dosage 
strengt h i s requi red t o be ad mi ni st ered t o t he pati ent. One ZTLi do (li docai ne t opi cal  syst em) 1. 8% pr ovi des equi val ent 
li docai ne exposur e t o one Li doder m (li docai ne pat ch 5%).  I n a si ngl e- dose, crossover st udy conduct ed i n 53 heal t hy 
vol unt eers, ZTLi do (li docaine t opi cal  syst em) 1. 8% demonstrat ed equi val ent exposur e ( AUC) and peak concentrati on 
( Cmax) of li docai ne t o Li doder m (li docai ne pat ch 5%). 2 
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Li docai ne pat ches 5% wer e well t ol erat ed and reduced pai n i n pati ent s wi t h di abet i c neur opat hy i n an open-l abel , fl exi bl e-
dosi ng, 3- week st udy wi t h a 5- week ext ensi on wi t h 56 pati ent s wi t h cli ni call y defined pai nf ul di abeti c pol yneur opat hy of 
l onger t han a 3 mont hs'  durati on. Resul t s det er mi ned that up t o f our 5% li docai ne pat ches f or up t o 18 hours per day ar e 
wel l t ol erat ed i n pati ent s wi th pai nf ul di abeti c pol yneur opat hy, si gni fi cantl y i mpr ove pai n and qualit y-of-lif e ratings, and 
may all ow t aperi ng of conco mi t ant anal gesi c t her apy. 5  Additi onall y, t he Ameri can Acade my of Neur ol ogy reco mmends 
t hat t he Li doder m pat ch may be consi der ed f or t he treat ment of pai nf ul di abeti c neur opat hy. 8  Si nce ZTLi do patches 
pr ovi de an equi val ent dose of li docai ne as t he Li doderm pat ches, cover age i s avail abl e f or Li doder m (li docai ne pat ches) 
5 % and ZTLi do (li docai ne topi cal  syst em) 1. 8% f or pain associ at ed wi t h di abeti c neur opat hy.  
 
Neur opat hi c cancer pai n ( NCP) may be cancer-rel at ed,  namel y resul ti ng from nervous syst em t umor i nvasi on,  sur gi cal 
nerve damage duri ng t umor removal , radi ati on-i nduced nerve damage and chemot her apy-rel at ed neur opat hy, or may be 
of beni gn ori gi n, unr el at ed to cancer.7 Addi ti onal  anal gesi c medi cati ons or t her apies may be necessary i n pat i ent s wi t h 
cancer-rel at ed pai n, parti cul arl y when opi oi d anal gesi cs ar e i neff ecti ve or pr oduce i nadequat e pai n reli ef. Accor di ng t o 
Nati onal  Compr ehensi ve Cancer Net work ( NCCN) guidel i nes f or adul t cancer pai n, t opi cal agent s such as Lidocai ne can 
be used as an adj uncti ve treat ment opti on i n neur opathi c pai n. 4, 6  
 
For PHN, Li doder m or ZTLi do shoul d be appli ed t o i nt act ski n t o cover t he most pai nf ul area wi t h appli cati on of up t o t hree 
pat ches, onl y once f or up to 12 hours wi t hi n a 24- hour peri od. Pat ches may be cut i nt o small er si zes wi t h sci ssors pri or t o 
removal  of t he rel ease li ner. Excessi ve dosi ng by appl yi ng mor e t han t he recommended quantity or appl yi ng f or l onger 
t han t he recommended weari ng ti me coul d resul t i n i ncr eased absor pti on of li docai ne and hi gh bl ood concentrati ons, 
l eadi ng t o seri ous adverse eff ect s.1- 4   
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CRI TERI A FOR APPROVAL 
 

1  Is t he request ed dr ug bei ng prescri bed f or any of t he f oll owi ng: A) Pai n associ at ed wi t h 
post-her peti c neur al gi a, B) Pai n associ at ed wi t h di abet i c neur opat hy, C) Pai n associ at ed 
wi t h cancer-rel at ed neur opat hy (i ncl udi ng treat ment-rel at ed neur opat hy [ e. g. neuropat hy 
associ at ed wi t h radi ati on treat ment or chemot her apy])? 
 

Yes No 

2  Does t he pati ent requi re mor e t han t he pl an all owance of 90 pat ches per mont h? 
[ Rph Not e:  If yes, t hen deny and ent er a parti al appr oval  f or 90 pat ches per 25 days or 
270 pat ches per 75 days of Li doder m or ZTLi do.] 
 

Yes No 

 

Gui deli nes f or Appr oval  

Dur ati on of Appr oval  36  Mont hs 

Quantity f or Appr oval  
90 pat ches/ 25 days* or 270 pat ches/ 75 days* 

Set 1 

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

1 2 
*The durati on of 25 days is used f or a 30-day fill peri od and 75 days is used for a 90-day fill peri od t o all ow ti me for 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 the poli cy (I NSERT CRI TERI A NAME) when 
maki ng t hi s deci si on.  The pol i cy st at es t hat t hi s medi cati on may be 
appr oved when bei ng used f or any of t he f oll owi ng:  
- Pai n associ at ed wi t h post-her peti c neur al gi a 
- Pai n associ at ed wi t h di abeti c neur opat hy 
- Pai n associ at ed wi t h cancer-rel at ed neur opat hy (i ncl udi ng cancer 
treat ment-rel at ed neur opathy)  
 
Based on t he poli cy and t he i nf or mati on we have, t he request i s deni ed.   
The i nf or mati on pr ovi ded t o us i ndi cat es t hat t he request ed medi cati on 
wi ll not be used f or one of the uses li st ed above.  
 
[ Short Descri pti on:  Di agnosi s] 

2.   Deny Appr ove, 36 
mont hs,  
90 pat ches/ 25 
days* 
270 pat ches/ 75 
days* 

You do not meet t he requi re ment s of your pl an. You have request ed 
mor e t han t he maxi mu m quantity all owed by your pl an.  Current pl an 
appr oved crit eri a cover up to 90 pat ches/ mont h of t he request ed dr ug. 
You have been appr oved for 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] 

*The durati on of 25 days is used f or a 30-day fill peri od and 75 days is used for a 90-day fill peri od t o all ow ti me for refill processi ng.  

 


