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PRI OR AUTHORI ZATI ON CRI TERI A 
DRUG CLASS  ANABOLI C STEROI DS 

 
BRAND NAME*    
(generi c) 
  OXANDRI N   
   (oxandr ol one) 
                                                                                                                                                                                                                                                                                     
St at us:  CVS Care mark Criteri a                                                                             Ref # 15- A           
Type:  I niti al Pri or Authori zati on       Ref # 320- 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 
Oxandri n i s i ndi cat ed as adj uncti ve t her apy t o pr omot e wei ght gai n aft er wei ght l oss f oll owi ng ext ensi ve sur ger y, chr oni c 
i nf ecti ons, or sever e trauma, and i n some pati ent s who wi t hout defi nit e pat hophysi ol ogi c reasons f ail t o gai n or t o mai nt ai n 
nor mal  wei ght, t o off set t he prot ei n cat aboli sm associ at ed wi t h pr ol onged admi ni strati on of corti cost er oi ds, and f or t he 
reli ef of bone pai n frequently accompanyi ng ost eopor osi s.  
 
Co mpendi al Uses 
Cachexi a associ at ed wi t h AI DS ( HI V wasti ng)2 , 3, 4 

To enhance gr owt h i n pati ent s wi t h Tur ner Syndr ome3,  5 

 
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) As adj uncti ve ther apy t o pr omot e wei ght gai n 
aft er wei ght l oss f oll owi ng ext ensi ve sur gery, chr oni c i nf ecti ons or sever e trauma, B) To off set t he pr ot ei n 
cat aboli sm associ at ed wi t h pr ol onged admi ni strati on of corti cost er oi ds, C) For t he reli ef of bone pai n 
accompanyi ng ost eopor osis, D) Cachexi a associ at ed wi t h acqui red i mmunodefi ciency syndr ome ( AI DS) (human 
i mmunodefi ci ency vi rus [ HIV] wasti ng) 
OR 

 The request ed dr ug i s bei ng pr escri bed t o enhance growt h i n pati ent s wi t h Tur ner Syndr ome 
  

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.  Oxandri n i s i ndi cat ed as adj uncti ve ther apy t o 
pr omot e wei ght gai n aft er wei ght l oss f oll owi ng ext ensi ve sur gery, chr oni c i nf ections, or sever e trauma, and i n some 
pati ent s who wi t hout defi nite pat hophysi ol ogi c reasons f ail t o gai n or t o mai nt ai n nor mal  wei ght, t o off set t he pr ot ei n 
cat aboli sm associ at ed wi t h pr ol onged admi ni strati on of corti cost er oi ds, and f or t he reli ef of bone pai n frequent l y 
accompanyi ng ost eopor osis.  
 
Oxandri n (oxandr ol one) has been eff ecti ve i n promoti ng wei ght gai n i n pati ent s wi th AI DS-r el at ed wasti ng and has been 
gi ven an Or phan Dr ug designati on f or AI DS pati ent s suff eri ng from HI V- wasti ng syndr ome. 2, 3, 4  Oxandri n (oxandr ol one) i s 
al so recommended as conco mi t ant t her apy wi t h gr owt h hor mone f or t he treat ment of short st at ur e associ at ed wi t h Tur ner 
Syndr ome. 3, 5   

 
Andr ogens have been mi sused and abused by at hl et es, bodybuil ders, wei ght lift ers, and ot hers t o enhance athl eti c 
perf or mance or physi que.  Fol l owi ng revi ew of dat a from publi shed lit erat ur e and case report s i n Oct ober 2016, t he FDA 
concl uded t hat mi suse and abuse of andr ogens ar e associ at ed wi t h seri ous adverse car di ovascul ar, hepati c, endocri ne, 
and ment al heal t h eff ect s.2  Al t hough Oxandri n i s i ndi cat ed i n as adj uncti ve t her apy t o promot e wei ght gai n after wei ght 
l oss i n some pati ent s who wi t hout defi nit e pat hophysiol ogi c reasons f ail t o gai n or t o mai nt ai n nor mal  wei ght , t hi s crit eri a 
wi ll not all ow cover age of t hi s unspeci fi ed i ndi cati on due t o it s pot enti al f or mi suse and abuse.  
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For t he FDA appr oved i ndi cati ons, t he dur ati on of t her apy wi t h oxandr ol one will depend on t he response of t he pati ent 
and t he possi bl e appear ance of adverse reacti ons.  A course of t her apy of 2 t o 4 weeks i s usuall y adequat e. Thi s may be 
repeat ed i nt er mi tt entl y as indi cat ed. 1 For HI V- associ ated wasti ng, conti nuous admi ni strati on f or 3 t o 4 mont hs has been 
eval uat ed. 2  Ther ef or e, t he dur ati on of appr oval  will be 6 mont hs f or t hese i ndi cati ons.  For Tur ner Syndr ome, oxandr ol one 
has been gi ven f or 1 t o 2 years i n tri al s as monot her apy and 3 t o 5 years i n tri al s as combi nati on t her apy. 3 Ther ef or e, t he 
dur ati on of appr oval  f or Turner Syndr ome will be 12 mont hs.   
 
REFERENCES 
1.  Oxandri n [ package i nsert]. East Br unswi ck, NJ: Savi ent Phar maceuti cal s, I nc.; January 2006.  
2.  Lexi comp Onli ne, AHFS DI ( Adul t and Pedi atri c) Onli ne. Hudson, OH: Wol t ers Kl uwer Cli ni cal Dr ug I nf or mation, I nc. 

htt p:// onli ne.l exi. com/.  Accessed May 2020.  
3.  Mi cr omedex (el ectroni c versi on). Tr uven Heal t h Anal yti cs, Gr eenwood Vill age, Col orado, USA. 

htt p:// www. mi cr omedexsol uti ons. com/. Accessed December 2019.  
4.  Or phan Pr oduct s Desi gnations and Appr oval s. Avail abl e at www.f da. gov/ or phan/ desi gnat/ all des.rtf. Accessed 

Dece mber 2019.  
5.  Gr avhol t CH, Andersen NH, Conway GS, et al.  Cli ni cal practi ce gui deli nes f or t he car e of gi rl s and wo men wi th 
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Wri tt en by:  UM Devel opment ( GP)  
Dat e Wri tt en:  8/ 1997 
Revi sed:   ((LS) 12/ 1998; ( MG) 12/ 2002, 12/ 2003; ( TM) 09/ 2004; ( MC) 10/ 2005;  ( MG) 10/ 2006( 2); ( NB) 07/ 2007; (CT) 09/ 2007; ( AM) 09/ 2008;  

( CT) 09/ 2009; ( MS) 09/ 2010, 06/ 2011, 11/ 2011, 03/ 2012; ( PL) 06/ 2012; ( CT) 06/ 2013, 12/ 2013 (split Anadr ol -50 and Oxandri n i nt o 
separ at e crit eri a), 02/ 2014; ( SF) 02/ 2015; ( KM) 02/ 2016; ( MS) 02/ 2017; ( RP/ DS) 02/ 2018, ( RP) 12/ 2018 (no cli ni cal changes), (JK) 
12/ 2019 (removed MDC desi gnation from titl e/ document, added extensi ve sur gery and sever e trauma as appr ovabl e di agnoses i n 
320- A, put 15- A and 320- A on same document); 05/ 2020 (off-cycl e i ncr ease of DOA f or Tur ner Syndro me)  

Revi ewed:  Medi cal Aff ai rs ( MM) 09/ 2004, 10/2005, 10/ 2006; ( WF) 09/ 2007, 09/2008, 09/ 2009; ( KP) 09/ 2010, 06/ 2011, 11/ 2011, 06/ 2012;  
( SES) 06/ 2013; ( KP) 02/ 2014 ( MCM) 02/ 2015; ( MC) 02/ 2016; ( ME) 02/ 2017; ( AN) 02/ 2018; ( DNC) 12/ 2018; ( CHART) 01/ 02/ 2020; 
( CHART) 05/ 21/ 2020 

 Ext er nal Revi ew: 02/ 2004; 10/ 2004, 02/ 2007, 04/ 2008, 02/ 2009, 12/2009, 2/ 16/ 2011, 10/ 2011, 10/ 2012, 08/ 2013, 06/ 2014, 06/ 2015, 
06/ 2016, 04/ 2017, 04/ 2018, 02/ 2019, 02/ 2020, 06/ 2020 ( FYI) 

 

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) As adj uncti ve t her apy 
t o promot e wei ght gai n aft er wei ght l oss f oll owi ng ext ensi ve sur gery, chr oni c i nf ecti ons or 
sever e trauma, B) To off set t he pr ot ei n cat aboli sm associ at ed wi t h pr ol onged 
ad mi ni strati on of corti cost eroi ds, C) For t he reli ef of bone pai n accompanyi ng 
ost eopor osi s, D) Cachexi a associ at ed wi t h acqui red immunodefi ci ency syndr ome ( AI DS) 
(human i mmunodefi ci ency vi rus [ HI V] wasti ng) ? 
[If yes, t hen no f urt her questi ons.] 
 

Yes No 

2  Is t he request ed dr ug bei ng prescri bed t o enhance gr owt h i n pati ent s wi t h Tur ner 
Syndr ome?  
 

Yes No 

 

Mappi ng I nstructi ons (15-A,  320- A)  

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

1.   Appr ove, 6 
Mont hs 

Go t o 2 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 ar e usi ng it f or any of t he f oll owi ng:  
- As adj uncti ve t her apy t o promot e wei ght gai n aft er wei ght l oss f oll owi ng 
ext ensi ve sur gery, chr oni c inf ecti ons or sever e trauma  
- To off set t he pr ot ei n cat aboli sm associ at ed wi t h pr ol onged use of 
  corti cost er oi ds 
- For t he reli ef of bone pai n accompanyi ng ost eopor osi s 



 

Anaboli c St er oi ds - Oxandri n 15- A, 320- A 12- 2019 (2)  ©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.  

3 

 

- Cachexi a associ at ed wi t h AI DS ( HI V wasti ng)  
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] 

2.   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 ar e usi ng it t o enhance gr owt h i n Tur ner Syndr ome. Your request has 
been deni ed based on t he inf or mati on we have.  
[ Short Descri pti on: No approvabl e di agnosi s] 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  


