PR OR AUTHOR ZATI ON CR TER A

DRUG CLASS ANABOLI C STERO DS
BRAND NAME*
(generi ©)
OXANDRI N
(oxandr d one)
Saus: CVS Caremark Citeria Ref #15-A
Type: Intid Rior Authorization Ref # 320- A

* Dugstha aeligedinthetarge drug boxind ude bath brand and generic and dl dosage fa ns and strengt hs un ess
o herwse saed OTC products are na ind uded un ess aher wse saed

FDA- APPROVED | NO CATI ONS

Oxandrinisind ca ed as adjunctivetherapy to pronote wa ght ga n dte wa ght loss fdlowng extens ve surgery, chronic
irfedions, o severetraumg, andin sone patients who wthou defirite pahophysdogcreasonsfaltogan ato ndntan
nor mel we ght, to dfset the pra @ n caabdismassod ated wth prd onged admini graion o corticosterdds, and faor the
rdid d bone pa nfrequently acconpanyi ng ost eoporos s.

Compend d Wses
Cachexi a assod @ ed wth Al DS (H V wasti ng)2:3 4
To enhance gowt hin paients wth Turner Syndrone? 5

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 As ad unctivetherapyto pronote we ght gan
after wa ght lossfdlowng extensi ve surgery, chroricinfedions o severetraunmg, B) To dfset the praén
caabdismassod aed wthprd onged admn graion o coticosterdds, Q Fortherdie d bone pan
acconpanyi ng osteoporosis, D Cachex a assod aedwth acquredi mmunodefidency syndrome (A DS (human
i mmunodefid ency virus[ HV] wasti ng)

OR
e Therequested drugis bd ng prescribedto enhance govthin patients wth Turner Syndrone

RATI ONALE

Theintent d the criteriaisto provi de coverage cons gent wth product | abding FDA gu dance, sandards o med cd
practice, evi dence-based drugirfo netion, and or puldished gu ddines. xandrinisind caed as ad unctivetherapy to
pronote we ght ga n dter wel ght | oss fdlowng extens ve surgery, chronicirfedions, a severetrauns, andinsome
pati ents who wthout defirite pa hophysi d og creasons fdltogan o to mantannor md we ght, to dfse thepradn
caabdismassod aed wthprdonged adnir graion o coticosterdds, andfar the rdie d bone pa nfrequently
acconpanyi ng ost eopor oS s.

Oxandri n (oxandrd one) has been efedivein pronoting we ght ga nin patierts wth A DS-rd & ed wasti ng and has been
dven an Qphan Dug designationfa A DS pati ents suff ering from H \- wasti ng syndromne. 234 xandrin(oxandrd one) is
ad sorecommended as concomtart therapy wth gow h hor nonefa thetrea nent of short ¢a we assod aed wth Turner
Syndrone.3 5

Androgens have been msused and abused by a H & es, bodybul ders, wa ght lifters, and @ hersto enhance ah etic
perfa mance o phys que. Fdlowngrev ew d da afrom pulishedlitera ure and case reportsin Gt ober 2016, the FDA
cond udedtha msuse and abuse d androgens are assod a ed wth seri ous adverse card ovascu ar, hepatic endocri ne,
and nmentd hedth éfeds.?2 Athough Qxandrinisind catedin as ad unctivetherapy to pronot e wei ght gd n dter we ght
lossinsomne patients who wthou defirnite pahophysid ogcreasonsfaltoganorto maanno nmd we ght, ths aiteia
wll na dlowcoverage o this unspedfiedind cdion duetoits paertid fa msuse and abuse.
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For the FDA approvedind cati ons, the dur aion o therapy wth oxandrd one wil depend ontheresponse o the pdiernt
and the poss H e appearance o adversereactions. Acourse d therapy d 2to 4weeksis usudly adequate This rmay be
repeatedirter nittertly asind caed! For H\fassod a@ed wasti ng, corti nuous adm ni sraionfa 3to 4 nonths has been
evduaed? Therefore theduraion d approvd wil be 6 nonthsfa theseind caions. For Turner Syndrome, oxandrd one
has been gvenfa 1to2yearsintrids as nonatherapy and 3to 5yearsintridsas conbi naiontherapy.® Thereae the
duraion d approvd fa Turner Syndronme wll be 12 norths.
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CR TER A FOR APPROVAL

1 Istherequested drug ba ng prescribedfa any d thefdlowng A As ad unctivether apy Yes No
topronote we ght gan dter wa ght 1 oss fdlowng extensive surgery, chron cirfections o
severetraunmg, B To dfset the pradén ca abdismassod aed wth prd onged
admndrdion o coticosterads, Q For therdid o bone pa n acconpanyi ng
osteoporos s, D Cachex aassod aed wth acquredimmunodefi d ency syndrome (A DS
(humani mmunodefid ency virus [ H\] wasti ng) ?
[If yes, then nofuther questions.]

2 Isthe request ed drug be ng prescribedto enhance growt hin patiernts wth Turner Yes No
Syndrome?

Mappi ng I nstructi ons (15A 320- A

Yes No DEN AL REASONS — DONOT USE FOR MEDO CARE PART D
1 | Approve 6 Goto2 You do na neet therequrenents d your dan
Mont hs Your dan coversthis dugwhen you are ud ngit fa any o thefdlowng

- As ad unctivetherapy to pronote wa ght ga n dter wa ght 1 oss fdl owng

extend ve surgery, chron cinf ections or severetrauna

- To dfset the praté n catabdismassod a ed wth prd onged use
caticosterd ds

- For therdid d bone pa n acconpanyi ng ost eopor 03 s

Anabdic Serdads - Okandrin 15 A 320- A 12-2019 (2 ©2020 CVS Carenerk Al rightsreserved

This docunent corta ns corfidertid and proprigayirfa mation d C/S Caremark and cannat be reproduced, dsributed o prirted wthout witten
per mss onfrom CVS Carenmark This docunent cortdnsreferences to brand-nanme prescri gion drugs that aretrademarks o reg s eredtrade marks o

phar maceuicd manufactuers na dfilidged wth CVS Caremark
2
¥ CVS caremark’




- Cachexia assod a ed wth A DS (H V wasti ng)
Your request has been denied based ontheirfa netion we have
[ Short Descripion No approval e d agnosi g

2 | Approve 12 Deny You do na neet therequrenents d your dan Your g an coversths dug
mont hs when you are ud ngit to enhance gowhin Turner Syndrone. Your request has
been den ed based ontheinf or neti on we have.

[ Short Descripionn No approval e d agnos g
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