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PRI OR AUTHORI ZATI ON CRI TERI A 
BRAND NAME*  
(generi c)   
  NUEDEXTA   
   (dextromet hor phan hydr obr omi de/ qui ni dine sulfat e) 
   
                                                                                                                                                                                                                                                                                    
St at us:  CVS Care mark Criteri a                                                                       Ref # 870- A  
Type:  I niti al Pri or Authori zati on                                                                     Ref # 599- 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  
Nuedext a i s i ndi cat ed f or t he treat ment of pseudobul bar aff ect ( PBA). PBA occurs secondar y t o a vari et y of other wi se 
unr el at ed neur ol ogi c condi tions, and i s char act eri zed by i nvol unt ary, sudden, and frequent epi sodes of l aughi ng and/ or 
cryi ng. PBA epi sodes t ypi call y occur out of proporti on or i ncongr uent t o t he underlyi ng emoti onal  st at e. PBA is a speci fi c 
condi ti on, di sti nct from ot her types of emoti onal  l ability t hat may occur i n pati ent s wi t h neur ol ogi cal  di sease or i nj ury.  
 
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 pati ent has a di agnosi s of pseudobul bar aff ect ( PBA)  
 
 
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. Nuedext a i s i ndi cat ed f or t he treat ment of 
pseudobul bar aff ect ( PBA).  PBA occurs secondary t o a vari et y of ot her wi se unr elat ed neur ol ogi c condi ti ons, and i s 
char act eri zed by i nvol unt ary, sudden, and frequent epi sodes of l aughi ng and/ or cryi ng. PBA epi sodes t ypi cally occur out 
of proporti on or i ncongr uent t o t he underl yi ng emoti onal  st at e. PBA i s a speci fi c condi ti on, di sti nct from ot her types of 
e moti onal  l ability t hat may occur i n pati ent s wi t h neur ol ogi cal di sease or i nj ury. 
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CRI TERI A FOR APPROVAL ( 870- A and MDC- 2 599- A) 
 

1  Does t he pati ent have a di agnosi s of pseudobul bar affect ( PBA) ? 
 

Yes No 

 
 

Mappi ng I nstructi ons (870- A)  

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

1.   Appr ove, 36 
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 pseudobul bar aff ect.  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] 

 
 

Gui deli nes f or Appr oval (599- A)  

Dur ati on of Appr oval  12 Mont hs 

Set 1 

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

1 None 

 
 
 

Mappi ng I nstructi ons (599- A)  

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

1.   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 have pseudobul bar aff ect.  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] 

 


