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PRI OR AUTHORI ZATI ON CRI TERI A 
DRUG CLASS  ANABOLI C STEROI DS 
 
BRAND NAME*  
(generi c)   
  ANADROL- 50   
   (oxy met hol one)  
                                                                                                                                                                                                                                                                                    
St at us:  CVS Care mark Criteri a                                                                              
Type:  I niti al Pri or Authori zati on       Ref # 1087- 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  
Anadr ol -50 Tabl et s i s i ndi cat ed i n t he treat ment of anemi as caused by defi ci ent red cell producti on.  Acqui red apl asti c 
ane mi a, congeni t al apl asti c anemi a, myel ofi brosi s and t he hypopl asti c anemi as due t o t he admi ni strati on of myel ot oxi c 
dr ugs oft en respond. Anadrol -50 Tabl et s shoul d not repl ace ot her supporti ve measur es such as transf usi on, correcti on of 
iron, f oli c aci d, vit ami n B12 or pyri doxi ne defi ci ency, anti bact eri al t her apy and t he appr opri at e use of corti coster oi ds.  
 
Co mpendi al Uses 
Cachexi a associ at ed wi t h AI DS ( HI V wasti ng)3 

 
 
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) Ane mi a due t o defi ci ent red cell producti on, 
(e. g., acqui red apl asti c anemi a, congeni t al apl asti c ane mi a, myel ofi brosi s, t he hypopl asti c anemi as due t o t he 
ad mi ni strati on of myel ot oxic dr ugs, Fanconi’ s anemi a), B) Cachexi a associ at ed with acqui red i mmunodefi ci ency 
syndr ome ( AI DS) (human immunodefi ci ency vi rus [ HIV] wasti ng)  

 
 
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.  Anadr ol -50 (oxy met hol one) i s i ndi cat ed i n t he 

treat ment of anemi as caused by defi ci ent red cell producti on. Acqui red apl asti c ane mi a, congeni t al apl asti c ane mi a, 

myel ofi brosi s and t he hypopl asti c anemi as due t o t he ad mi ni strati on of myel ot oxic dr ugs oft en respond.    

 
Fanconi’ s anemi a i s cat egori zed under t he FDA- appr oved i ndi cati on.3 Additi onall y, oxy met hol one pr oduced signi fi cant 
gai ns i n l ean body mass and body cell mass i n HI V pat i ent s wi t h wasti ng. 3  
 
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.4  
 
The manuf act ur er st at es t hat response i s not oft en i mmedi at e, and a mi ni mu m trial  of t hree t o si x mont hs shoul d be gi ven. 
Ther ef or e, t he dur ati on of appr oval  will be 6 mont hs.  
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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; ( RP) 02/ 2015; ( MS) 02/ 2016,  02/ 2017; (DS) 02/ 2018; ( RP) 12/ 2018 (no clini cal  changes), (JK) 12/ 2019 
(no cli ni cal changes, removed MDC desi gnati on from titl e/ document )  

Revi ewed:  CRC 01/ 2004; CDPR/ Medi cal  Aff airs 09/ 2004, 10/ 2005, 10/ 2006; ( WF) 07/ 2007, 09/ 2007, 09/ 2008, 09/2009; ( KP) 09/ 2010, 
06/ 2011, 11/ 2011, 06/ 2012; ( SES)  06/ 2013; ( KP) 02/ 2014; ( SES) 02/2015; ( DC) 02/ 2016; ( ME) 02/ 2017; ( AN) 02/ 2018; ( DNC) 
12/ 2018; ( CHART) 01/ 02/ 2020 
Ext er nal Revi ew: 04/ 2008, 02/ 2009, 12/ 2009, 1/ 2011, 10/ 2011, 10/ 2012, 08/ 2013, 06/ 2014, 06/ 2015, 06/ 2016, 04/ 2017, 04/ 2018, 
02/ 2019, 02/ 2020 

 
 

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) Anemi a due t o 
defi ci ent red cell producti on, (e. g., acqui red apl asti c ane mi a, congeni t al  apl asti c ane mi a, 
myel ofi brosi s, t he hypopl asti c anemi as due t o t he admi ni strati on of myel ot oxi c drugs, 
Fanconi’ s anemi a), B) Cachexi a associ at ed wi t h acqui red i mmunodefi ci ency syndrome 
( AI DS) (human i mmunodefici ency vi rus [ HI V] wasti ng)? 
 

Yes No 

 

Gui deli nes f or Appr oval  

Dur ati on of Appr oval  
6 Mont hs 

Set 1  

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

1 None 

 

 
 

 

Mappi ng I nstructi ons 

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

1.  Appr ove, 6 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 any of t hese condi ti ons:  
- Anemi a due t o defi ci ent red- cell producti on, (e. g., acqui red apl asti c 
ane mi a, congeni t al apl asti c anemi a, myel ofi brosi s, hypopl asti c 
ane mi as due t o t he admi ni strati on of myel ot oxi c dr ugs, Fanconi’ s 
ane mi a) 
- 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] 


