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PRI OR AUTHORI ZATI ON CRI TERI A 
BRAND NAME*      
(generi c)    
  DARAPRI M 
  (pyri met ha mi ne)  
                                                                                                                                                                                                                                                                                    
St at us:  CVS Care mark Criteri a                                                                              
Type:  I niti al Pri or Authori zati on       Ref # 1341- 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  
Tr eat ment of Toxopl as mosi s 
Dar apri m i s i ndi cat ed f or t he treat ment of t oxopl as mosi s when used conj oi ntl y wi th a sul f onami de, si nce syner gi sm exi st s 
wi t h t hi s combi nati on.  
 
Co mpendi al Uses 
Toxopl as mosi s; Pr ophyl axis2, 3, 4, 5 

Pneu mocysti s jiroveci  pneumoni a; Pr ophyl axi s2, 3, 4 

Cyst oi sospori asi s2, 4, 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 t he treat ment of congeni t al t oxopl as mosi s i n a pedi atri c pati ent  
OR 

 The request ed dr ug i s bei ng pr escri bed f or t he treat ment of t oxopl as mosi s 
OR 

 The pati ent has an i nt ol erance or contrai ndi cati on t o sul f amet hoxazol e/tri met hopr i m AND t he request ed dr ug i s 
bei ng pr escri bed f or any of t he f oll owi ng: A) Toxopl asmosi s pr ophyl axi s B) Pneumocysti s jiroveci  pneu moni a 
pr ophyl axi s C) Cyst oi sospori asi s  

 
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.  Dar apri m i s i ndi cat ed f or t he treat ment of 
t oxopl as mosi s when used conj oi ntl y wi t h a sulf onami de, si nce syner gi sm exi st s wi th t hi s combi nati on 
 
The CDC, Nati onal  I nstit ut es of Heal t h ( NI H), HI V Medi ci ne Associ ati on of t he I nf ecti ous Di seases Soci et y of Ameri ca 
(I DSA), Ameri can Acade my of Pedi atri cs ( AAP), and others st at e t hat a regi men of  pyri met hami ne (and l eucovori n) i n 
conj uncti on wi t h sul f adi azi ne i s t he regi men of choi ce for i niti al treat ment of t oxopl as mosi s, i ncl udi ng t oxopl asmosi s i n HI V 
i nf ect ed adul t s, adol escents, and chil dren. 2  
 
The dosage of Dar apri m f or t he treat ment of t oxopl as mosi s must be car ef ull y adj ust ed so as t o pr ovi de maxi mu m 
t her apeuti c eff ect and a mi ni mu m of si de eff ect s. At t he dosage requi red, t her e i s a mar ked vari ati on i n t he t ol erance t o 
t he dr ug. Young pati ent s may t ol er at e hi gher doses t han ol der i ndi vi dual s.  Concurrent admi ni strati on of f olini c aci d i s 
strongl y recommended i n all pati ent s.  

- The pedi atri c dosage of Darapri m i s 1 mg/ kg/ day di vi ded i nt o 2 equal  dail y doses;  aft er 2 t o 4 days t hi s dose may 
be reduced t o one hal f and conti nued f or appr oxi mat ely 1 mont h. The usual  pedi atri c sulf onami de dosage i s used 
i n conj uncti on wi t h Dar aprim.    

o The pr ef erred treat ment f or congeni t al t oxopl as mosi s is a combi nati on of pyri met ha mi ne and sul f adi azi ne, 
wi t h suppl ement al l eucovor i n t o mi ni mi ze hemat ol ogi c t oxi city associ at ed wi t h pyrimet hami ne. Dur ati on of 
treat ment of congeni t al t oxopl as mosi s i n i nf ant s wi t hout HI V i nf ecti on i s 12 mont hs. I n t he absence of 
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defi niti ve dat a, t he same durati on i s recommended f or treati ng congeni t al t oxopl asmosi s i n HI V-i nf ect ed 
chil dren.2, 3, 5  

- The adul t st arti ng dose i s 50 t o 75 mg of t he dr ug dail y, t oget her wi t h 1 t o 4 g dail y of a sulf onami de of t he 
sul f apyri mi di ne t ype, e. g. sul f adoxi ne. Thi s dosage i s or di naril y conti nued f or 1 t o 3 weeks, dependi ng on t he 
response of t he pati ent and t ol erance t o t her apy. The dosage may t hen be reduced t o about one hal f t hat 
pr evi ousl y gi ven f or each drug and conti nued f or an addi ti onal  4 t o 5 weeks.  

 
Toxopl as mosi s; Pr ophyl axis2- 5: Toxopl as ma- ser oposi tive pati ent s who have a CD4+ count of <100 cell s/ μL shoul d recei ve 
pr ophyl axi s agai nst Toxopl as mi c encephaliti s (TE). The doubl e-strengt h t abl et dai l y dose of tri met hopri m-
sul f amet hoxazol e ( TMP- SMX), recommended as t he pr ef erred regi men f or Pneumocysti s cari nii pneumoni a ( PCP) 
pr ophyl axi s, al so i s eff ecti ve agai nst TE and i s recommended. If pati ent s cannot t ol erat e TMP- SMX, t he reco mmended 
al t ernati ve i s dapsone- pyrimet hami ne pl us l eucovori n, whi ch i s al so eff ecti ve agai nst PCP. Pri mar y pr ophyl axi s shoul d be 
di sconti nued among pati ents who have responded t o highl y acti ve anti retrovi ral t herapy wi t h an i ncr ease i n CD4 T-
l ymphocyt e count s t o >200 cell s/ μL f or at l east 3 mont hs.  
 
Pneu mocysti s jiroveci  Pneumoni a; Pr eventi on2- 4: TMP- SMX i s t he dr ug of choi ce for pr eventi on of i niti al epi sodes (pri mar y 
pr ophyl axi s) of PCP i n HI V- i nf ect ed adul t s, adol escents, and chil dren and f or chr oni c mai nt enance t her apy t o prevent 
recurrence f oll owi ng an i nitial  PCP epi sode i n t hese i ndi vi dual s (secondary pr ophyl axi s). Dapsone pl us pyri met hami ne 
pl us l eucovori n i s consi dered an alt ernati ve t her apy. The CDC, NI H, and I DSA stat e t hat pri mar y or secondary PCP 
pr ophyl axi s gener all y can be di sconti nued i n HI V i nf ected adul t s and adol escent s if CD4+ Tcell count s have re mai ned at 
200/ mm3 or great er f or at least 3 mont hs.  
 
Cyst oi sospori asi s2, 4, 5: TMP- SMX i s t he anti mi crobi al agent of choi ce f or treat ment of  cyst oi sospori asi s (f or mer l y 
i sospori asi s). It i s t he onl y agent whose use i s supported by subst anti al publi shed dat a and cli ni cal experi ence. Ther ef or e, 
pot enti al alt ernati ve t her api es shoul d be reserved f or pati ent s wi t h document ed sulfa i nt ol erance or i n whom treat ment 
f ail s. Si ngl e- agent t her apy wi t h pyri met hami ne has been used, wi t h anecdot al success f or treat ment and pr eventi on of 
i sospori asi s. Pyri met hami ne (50–75 mg/ day) pl us l eucovori n (10–25 mg/ day) t o prevent myel osuppr essi on may be an 
eff ecti ve treat ment alt ernative; it i s t he opti on f or sulf a-int ol er ant pati ent s. Pati ent s wi t h CD4 cell count s <200 cell s/ mm3 
shoul d recei ve secondary prophyl axi s (chr oni c mai nt enance t her apy) wi t h TMP- SMX,  whi ch i s al so pr ot ecti ve agai nst 
Pneu mocysti s jiroveci  and Toxopl as ma gondii i nf ecti ons. I n sulf a-i nt ol erant pati ent s, pyri met hami ne (25 mg/ day) wi t h 
l eucovori n (5–10 mg/ day) has been used.  
 
Mal ari a; Tr eat ment 2, 3, 6: Pyrimet hami ne i s NOT recommended al one i n t he treat ment of acut e mal ari al att acks and i s no 
l onger i ncl uded i n t he CDC Gui deli nes f or t he treat ment of mal ari a.  
 
Mal ari a; Pr ophyl axi s2, 3, 6: Pyri met hami ne i s NOT t he drug of choi ce f or mal ari a pr ophyl axi s. Dependi ng on t he resi st ance 
patt erns, drugs such as chl or oqui ne or mefl oqui ne ar e pr ef erred.  
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CRI TERI A FOR APPROVAL 
 

1  Is t he request ed dr ug bei ng prescri bed f or t he treat ment of congeni t al t oxopl as mosi s i n a 
pedi atri c pati ent ? 
[If yes, t hen no f urt her questi ons.] 
 

Yes No 

2  Is t he request ed dr ug bei ng prescri bed f or t he treat ment of t oxopl as mosi s? 
[If yes, t hen no f urt her questi ons.] 
 

Yes No 

3  Does t he pati ent have an i nt ol erance or contrai ndi cati on t o sul f amet hoxazol e/tri met hopri m 
AND i s t he request ed dr ug bei ng pr escri bed f or any of t he f oll owi ng: A) Toxopl asmosi s 
pr ophyl axi s B) Pneu mocyst i s jiroveci  pneumoni a pr ophyl axi s C) Cyst oi sospori asi s? 

Yes No 

 
 

Gui deli nes f or Appr oval  

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 

Dur ati on of Appr oval 3 Mont hs Dur ati on of Appr oval 3 Mont hs 

Set 2 Set 3 

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

2 1 3 1 

   2 

 
 

Mappi ng I nstructi ons 

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

1.   Appr ove, 12 
mont hs 

Go t o 2  

2.   Appr ove, 3 mont hs Go t o 3  

3.   Appr ove, 3 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 meet any of t hese condi ti ons:  
- You ar e usi ng Dar apri m for t he treat ment of t oxopl asmosi s 
- You have eit her tri ed or are unabl e t o t ake 
sul f amet hoxazol e/tri met hopri m and Dar apri m i s bei ng pr escri bed f or any 
of t he f oll owi ng condi ti ons: t oxopl as mosi s pr ophyl axi s; pneu mocysti s 
jiroveci  pneumoni a pr ophylaxi s; or cyst oi sospori asi s 
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, No i nt ol erance or 
contrai ndi cati on t o sulf amet hoxazol e/tri met hopri m ] 

 


