PR OR AUTHOR ZATI ON CR TER A

BRAND NAME*
(generi ¢
LI DODERM
(lidoca ne patch 5%

ZTL DO
(lidoca netop cd system

Saus: CVS Carenark Qiteria
Type: Intid Rior Authorizaion wth Quantity L nat Ref # 125 C

* Dugstha aeligedinthetage drug boxind ude bath brand and generic and dl dosage fa s and strengt hs un ess
o herwse saed OTC products are nat induded un ess aherwse saed

FDA- APPROVED | NO CATI ONS
Li doder m
Lidoder misindcaedfa relid d pan assod aed wth post-herpetic neurd ga It shod d be apdied oflytoirtact skin

ZTLi do
ZTLido (lidoca netodcd system) L8%isindcaedfa therdid d pan assod aed vith post-herpetic neurd ga (PHN).

Conpend d Wses
Pai n assod & ed wth d abetic neur opa hy* 58
Pai n assod & ed wth cancer-rd a&ed neur opat hy* &7

COVERAGE CRTER A
The request ed drug wll be covered wth pria au hori zati on whenthefdlowng criteia ae net:
e Therequested drugis bdng prescribedfa any o thefdlowng A Pan assod aed wth post-herpetic neurdg a
B) Pd n assod aed wth d abetic neuropa hy, Q Pa n assod aed wth cancer-rd aed neur opat hy (i nd ud ng
trea ment-rd @ ed neuropahy [e g neuropa hy assod ated wthrad aiontrea nment a chenuot herapy])

Quartity L nits appy.

RATI ONALE

Theinten d the aiteiaisto provi de coverage cons sent wth product | abding FDA gu dance, gandards o medi cd
practice, evi dence-based drugirfa ration and or pudished gu ddines. Llidoder misindcaedfor rdid d pan assod aed
wWth post-herpetic neurd ga ZTLido (lidoca netopcd system) L8%isindcaedfortherdid d panassod aed wth post-
her peti c neurd g a (PHN).

Because d the dfferencein h oaval alility d ZTL do conpar ed wth Li doder m(li doca ne 5%pat ch), a dfferent dosage
strenghisrequredto be admn seredtothe patiert. One ZTL do (lidoca netodcd system 1 8%provides equivd ernt
lidoca ne exposureto one Lidoder m(lidoca ne patch 5%. Inadng e dose, aossover sudy conductedin 53 hedthy
vd urteers, ZTLido (lidocanetopcd sysen) 18%demonstraed equ vd ert exposure (AUQ and peak concertr&ion
(Gmx d lidoca neto Li doder m(lidoca ne patch 5%.2
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Li doca ne paches 5% were wdl td era ed and reduced pa nin patierts wth d abetic neuropat hyin an open-l abd, flex H e
dos ng 3 week study wtha 5 week extens on wth 56 paients wthdincdly defined pa fu d abetic pd yneur opat hy o
longer than a 3 nonths duration Resuts deter mnedthat uptofouw 5%lidocda ne patches fa upto 18 hours per day are
well tderaedin patierts wth pa rfu d abetic pd yneuropat hy, g grificartlyi nprove pan and qudity-d-liferaings, and
may dl owtapering d conconitart and ges ctherapy.® Addtiondly, the Anerican Acadeny o Neurd ogy recommends
tha the Li doder mpatch may be considered fa thetreat ment o parfu d abetic neuropat hy.8 $nce ZTL do patches

provi de an equi vd et dose of lidoca ne as the Li doderm pat ches, coverageis availald efa Li doder m(li doca ne pat ches)
5% and ZTLi do (lidoca netop cd sysem 1 8%fa pan assod aed wth d abeti c neur opa hy.

Neur opathic cancer pan(NCP) nmay be cancer-rd @ ed, namdy resuti ngfromnervous systemtunor invas on, surgcd
nerve damage duingtunor renovd, rad ai on-i nduced nerve damage and che mat her apy-rd @ ed newropathy, a nay be
o bengnaign urdaedto cancer.” Addtiond and gesic nmed caions o therapes may be necessaryin paierts vith
cancer-rd aed pan particulaly when op a d and gesics areindfedive o produce inadequate panrdid. Accordngto
Nati ond Conprehens ve Cancer Net work (NCCN) guddinesfa adut cancer pan, topcd agernts such as Lidoca ne can
be used as an ad unctivetreat nent ogtionin neuropahic pan+6

For PHN Lidoder mor ZTLido shou d be appiedtoirtact sknto cover the nost pairf aea wth apdicaion of uptotiree
patches, oy oncefa upto 12 hours wthin a 24-hour period Paches nay be cutirtosmndl e dzes with sdssors priarto
removd d therd easeliner. Excess ve dos ng by apdyi ng norethanthe recommended quartity a apdying fa | onger
thanthe recommended wearingti me cod dresut inincreased absorpti on o lidoca ne and hi gh H ood concentrai ons,

lead ngto serious adverse effeds. ¥4
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CR TER A FOR APPROVAL

1 Istherequested drug be ng prescribedfa any d thefdlowng A Pdnassodaedwth Yes No
post-herpetic neurd ga B Pain assod aed wth d abetic neuropathy, Q Pa n assod a ed
wth cancer-rd & ed neuropat hy (ind ud ngtrea nment-rel & ed neuropat hy [e g neuropat hy
assod aed wthrad aiontreat nent o chenut her apy])?

2 Doesthe paiert requre norethanthe g an dlowance d 90 pa ches per nonth? Yes No
[Roh Nate If yes, then deny and ernter a partid approvd fa 90 paches per 25 days o
270 paches per 75 days d Lidoder mar ZTLi do.]

Gui ddines for Approva

Dur ati on of Approva 36 Months

Quantity for Approva

90 pat ches/ 25 days* or 270 pat ches/ 75 days*

Set 1

Yes to questi

on(s)

No t o questi on(s)

1

2

*The duraion of 25 days is used for a 30-day fill period and 75 days is used for a 90-day fill periodto alowti ne for refill processi ng

Mappi ng | nstructi ons

Yes

No

DEN AL REASONS - DONOT USE FOR MED CARE PART D

1| Goto2

Deny

Coveragefathis nedcdionis deri edfa thefdlowng reason(s). W
revi ewedtheirf o meti on we recd ved about your condition and
drcunstances. W usedthe pdicy (INSERT CR TERIA NAME) when
maki ngthis deddon The pdicy saestha this ned caion rmay be
approved when bd ng used fa any o the fdl owng

-Pa n assod & ed wth post-her petic newrd g a

-Pa n assod a ed wth d abeti ¢ neur opa hy

-Pa n assod a& ed wth cancer-rd a&ed neur opat hy (i nd ud ng cancer
trea ment-rd & ed neur opa hy)

Based onthe pdicy andtheirfo metion we have, the request is deni ed
Theirfo netion provdedto usind ca estha therequested med cdion
wll na be usedfa one o the usesliged above.

[ Short Descripgion Dagnos g

2| Deny

Approve, 36
mont hs,

90 pat ches 25
days*

270 paches 75
days*

You do na reet therequrenents d your dan You have request ed
mor e thanthe maxi mum quartity dlowed by your dan Qurrert dan
approved criteria cover upto 90 pat ches nonth o the request ed drug
You have been approved for the maxi mum quartitythat your dan
coversfa aduraion d 36 months. Your request fa addtiond quartiti es
of the request ed drug and streng h has been den ed

[ Short Description Over max quartity]

*The duraion of 25 days is used for a 30-day fill period and 75 days is used for a 90-day fill periodto dlowti ne for refill processi ng
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