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PRI OR AUTHORI ZATI ON CRI TERI A 
DRUG CLASS  OMEGA- 3 FATTY ACI DS  
 
BRAND NAME*    
(generi c)   
  EPANOVA   
   (omega- 3- car boxyli c aci ds) 
   
  LOVAZA 
  (omega- 3- aci d et hyl est ers) 
   
  VASCEPA 
  (i cosapent et hyl) 
                                                                                                                                                                                                                                                                                   
St at us:  CVS Care mark Criteri a                                                                        Ref # 972- A 
Type:  I niti al Pri or Authori zati on Ref # 797- A 

* Dr ugs t hat ar e li st ed i n t he t arget drug box i ncl ude both 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  
Epanova 
Epanova (omega- 3-car boxyli c aci ds) i s i ndi cat ed as an adj unct t o di et t o reduce tri gl yceri de ( TG) l evel s i n adul t pati ent s 
wi t h sever e (≥500 mg/ dL) hypertri gl yceri demi a.  
Usage Consi der ati ons: Patient s shoul d be pl aced on an appr opri at e li pi d-l oweri ng di et bef or e recei vi ng Epanova and 
shoul d conti nue t hi s di et duri ng treat ment wi t h Epanova.  
Labor at ory st udi es shoul d be done t o ascert ai n t hat t he tri gl yceri de l evel s are consi st entl y abnor mal  bef or e i nstit uti ng 
Epanova t her apy.  Every att empt shoul d be made t o control ser um li pi ds wi t h appropri at e di et, exerci se, wei ght l oss i n 
obese pati ent s, and control  of any medi cal  probl ems such as di abet es mellit us and hypot hyr oi di sm t hat ar e contri buti ng t o 
t he li pi d abnor maliti es. Medi cati ons known t o exacer bat e hypertri gl yceri demi a (such as bet a bl ockers, t hi azi des, 
estrogens) shoul d be di sconti nued or changed if possibl e pri or t o consi der ati on of tri gl yceri de-l oweri ng dr ug ther apy.  
Li mi t ati ons of Use  
The eff ect of Epanova on the ri sk f or pancr eatiti s has not been det er mi ned.  
The eff ect of Epanova on car di ovascul ar mort alit y and mor bi dit y has not been deter mi ned.   
 
Lovaza 
Lovaza (omega- 3- aci d et hyl est ers) i s i ndi cat ed as an adj unct t o di et t o reduce trigl yceri de ( TG) l evel s i n adult pati ent s 
wi t h sever e (≥500 mg/ dL) hypertri gl yceri demi a.  
Usage Consi der ati ons: Patient s shoul d be pl aced on an appr opri at e li pi d-l oweri ng di et bef or e recei vi ng Lovaza and 
shoul d conti nue t hi s di et duri ng treat ment wi t h Lovaza.  
Labor at ory st udi es shoul d be done t o ascert ai n t hat t he li pi d l evel s ar e consi st ently abnor mal  bef or e i nstit uti ng Lovaza 
t her apy.  Every att empt shoul d be made t o control ser um l i pi ds wi t h appr opri at e diet, exerci se, wei ght l oss i n obese 
pati ent s, and control of any medi cal probl ems such as di abet es mellit us and hypothyr oi di sm t hat are contri but i ng t o t he 
li pi d abnor maliti es. Medi cat i ons known t o exacer bat e hypertri gl yceri demi a (such as bet a bl ockers, t hi azi des, estrogens) 
shoul d be di sconti nued or changed if possi bl e pri or t o consi der ati on of tri gl yceri de-loweri ng dr ug t her apy.  
Li mi t ati ons of Use  
The eff ect of Lovaza on t he ri sk f or pancr eatiti s has not  been det er mi ned.  
The eff ect of Lovaza on cardi ovascul ar mort alit y and mor bi dit y has not been det ermi ned.   
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Vascepa 
Vascepa (i cosapent et hyl ) is i ndi cat ed:  

 As an adj unct t o maxi mall y t ol erat ed st ati n t her apy t o reduce t he ri sk of myocar di al i nf arcti on, stroke, cor onary 
revascul ari zati on, and unstabl e angi na requi ri ng hospi t ali zati on i n adul t pati ent s with el evat ed tri gl yceri de ( TG) 
l evel s (≥ 150 mg/ dL) and  

o est abli shed car di ovascul ar di sease or  
o di abet es mellit us and 2 or mor e addi ti onal  ri sk f act ors f or car di ovascul ar di sease.   

 

 As an adj unct t o di et t o reduce TG l evel s i n adul t pati ent s wi t h sever e (≥ 500 mg/ dL) hypertri gl yceri demi a.  
 
Li mi t ati ons of Use:  
The eff ect of Vascepa on t he ri sk f or pancr eatiti s i n patient s wi t h sever e hypertri gl yceri demi a has not been deter mi ned.  
 
 
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 will be on an appr opri at e li pi d-l oweri ng di et and exerci se regi men duri ng treat ment  
AND 

 The pati ent has, or di d have pri or t o t he st art of treat ment wi t h a tri gl yceri de l ower i ng dr ug, a tri gl yceri de l evel  
gr eat er t han or equal  t o 500 milli grams/ decilit er 

OR 

 Vascepa i s bei ng pr escri bed t o reduce t he ri sk of myocar di al i nf arcti on, stroke, coronary revascul ari zati on, or 
unst abl e angi na requi ri ng hospi t ali zati on i n an adul t pati ent wi t h el evat ed tri gl yceride ( TG) l evel s (gr eat er t han 150 
mi lli grams/ decilit er) AND 

o Vascepa i s bei ng pr escri bed as an adj unct t o maxi mally t ol erat ed st ati n t her apy 
 AND 

o The pati ent has est abli shed car di ovascul ar di sease 
  OR 

o The pati ent has di abet es mellit us and t wo or mor e addi ti onal  ri sk f act ors f or car di ovascul ar di sease 
 
 
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.  Epanova,  Lovaza, Omt ryg, and Vascepa ar e 
i ndi cat ed as an adj unct t o di et t o reduce tri gl yceri de l evel s i n adul t pati ent s wi t h sever e (≥500 mg/ dL) hypertrigl yceri demi a. 
Vascepa i s al so i ndi cat ed as an adj unct t o maxi mall y tol er at ed st ati n t her apy t o reduce t he ri sk of myocar di al i nf arcti on, 
stroke, cor onary revascul ari zati on, and unst abl e angi na requi ri ng hospi t ali zati on in adul t pati ent s wi t h el evated tri gl yceri de 
( TG) l evel s (≥ 150 mg/ dL) and est abli shed car di ovascul ar di sease or di abet es mellit us and 2 or mor e addi ti onal  ri sk 
f act ors f or car di ovascul ar disease.  
 
When tri gl yceri des ar e very hi gh (≥500 mg/ dL), drugs that rai se tri gl yceri des shoul d be i dentifi ed and pr ef er abl y 
di sconti nued, al cohol  shoul d be eli mi nat ed, and wei ght  reducti on and i ncr eased physi cal  acti vity as component s of 
Ther apeuti c Lif est yl e Changes ( TLC) shoul d be emphasi zed. 1- 8 Good adher ence t o vari ous LDL l oweri ng di ets shoul d be 
pr omot ed al ong wi t h cal ori c i nt ake adj ust ment s t o avoid wei ght gai n, or i n over wei ght/ obese pati ent s, t o pr omot e wei ght 
l oss. I n gener al, adul t s shoul d be advi sed t o engage i n aer obi c physi cal  acti vity 3-4 sessi ons per week, l asti ng on aver age 
40 mi nut es per sessi on and i nvol vi ng moder at e-t o vi gorous-i nt ensi t y physi cal acti vity.6 Ther ef or e, t he requested dr ug may 
be appr oved when tri gl yceride l evel s ar e gr eat er t han or equal  t o 500 mg/ dL and t he pati ent i s on a di et and exer ci se 
regi men duri ng treat ment. Vascepa may al so be approved t o reduce t he ri sk of myocar di al i nf arcti on, stroke, cor onary 
revascul ari zati on, and unstabl e angi na requi ri ng hospi t ali zati on i n adul t pati ent s with el evat ed tri gl yceri de ( TG) l evel s (≥ 
150 mg/ dL) and est abli shed car di ovascul ar di sease or di abet es mellit us and 2 or mor e addi ti onal  ri sk f act ors f or 
car di ovascul ar di sease when it i s bei ng used as an adj unct t o maxi mall y t ol erat ed st ati n t her apy and t he patient i s on a 
di et and exerci se regi men duri ng treat ment.  
 
REFERENCES 
1.  Epanova [ package i nsert]. Wi l mi ngt on, DE: AstraZeneca Phar maceuti cal s LP; March 2017.  
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2.  Lovaza [ package i nsert]. Research Tri angl e Park, NC:  Gl axoSmi t hKli ne; April 2019.  
3.  Vascepa [ package i nsert]. Bed mi nst er, NJ: Ar nari n Phar ma I nc.; December 2019.  
4.  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 November 2019.  
5.  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 November 2019.  
6.  Gr undy SM,  St one NJ, et al . 2018 ACC/ AHA Gui deli ne on t he Manage ment of Bl ood Chol est er ol . Jour nal  of the 

Ameri can Coll ege of Car di ol ogy Nov 2018, 25709; DOI : 10. 1016/j.j acc. 2018. 11. 003 
7.  Mi ll er, M., St one, N. J., Ballant yne, C., et al. Tri gl yceri des and Car di ovascul ar Di sease: A Sci entifi c St at ement Fr om 

t he Ameri can Heart Associati on. Ci rcul ati on. 2011; 123: 2293- 2333.  
8.  Ber gl und L, Br unzell JD, Gol dber g AC, et al, “ Eval uation and Tr eat ment of Hypertri gl yceri demi a: An Endocri ne 

Soci et y Cli ni cal Pr acti ce Gui deli ne,” J Cli n Endocri nol  Met ab, Sept ember 2012, 97: 2969–2989.  
 
 
Wri tt en by:  UM Devel opment ( RP)  
Dat e Wri tt en:  08/ 2012 
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( CHART) 01/ 02/ 2020 

  Ext er nal Revi ew: 09/ 2012, 06/ 2013, 02/ 2014, 02/ 2015, 02/ 2016, 02/2017, 02/ 2018, 02/ 2019, 02/ 2020 
 
 

CRI TERI A FOR APPROVAL 
 

1  Does t he pati ent have, or did t he pati ent have pri or t o the st art of treat ment wi t h a 
tri gl yceri de l oweri ng dr ug, a tri gl yceri de l evel  great er t han or equal  t o 500 
mi lli grams/ decilit er? 
[If yes, t hen ski p t o questi on 7.] 
 

Yes No 
 

2  Is t hi s request f or Vascepa? 
 

Yes No 

3  Is Vascepa bei ng pr escri bed t o reduce t he ri sk of myocar di al  i nf arcti on, stroke, coronary 
revascul ari zati on, or unst abl e angi na requi ri ng hospi t alizati on i n an adul t pati ent wi t h 
el evat ed tri gl yceri de ( TG) level s (great er t han 150 mi lli grams/ decilit er)? 
 

Yes No 
 

4  Does t he pati ent have est abli shed car di ovascul ar di sease? 
[If yes, t hen ski p t o questi on 6.]  
 

Yes No 
 

5  Does t he pati ent have di abet es mellit us and t wo or more addi ti onal  ri sk f act ors f or 
car di ovascul ar di sease? 
 

Yes No 

6  Is Vascepa bei ng pr escri bed as an adj unct t o maxi mally t ol erat ed st ati n t her apy? 
 

Yes No 

7  Wi l l t he pati ent be on an appr opri at e li pi d-l oweri ng di et and exerci se regi men duri ng 
treat ment ? 
 

Yes No 

 

Mappi ng I nstructi ons (972- A)  

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

1.   Go t o 7 Go t o 2  

2.   Go t o 3 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 or had t he requi red 
tri gl yceri de l evel . 
Your request has been deni ed based on t he i nf or mati on we have.  
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[ Short Descri pti on: No approvabl e di agnosi s.] 

3.   Go t o 4 Deny You do not meet t he requi re ment s of your pl an.  
Your pl an covers Vascepa when you meet t he f oll owi ng condi ti ons:  
- It i s bei ng pr escri bed t o reduce t he ri sk of myocar di al i nf arcti on, stroke, 
cor onary revascul ari zati on, or unst abl e angi na requi ri ng hospi t ali zati on 
- You have tri gl yceri de ( TG) l evel s gr eat er t han 150 mi lli grams/ decilit er 
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.] 

4.   Go t o 6 Go t o 5  

5.   Go t o 6 Deny You do not meet t he requi re ment s of your pl an.  
Your pl an covers Vascepa when you meet any of t he foll owi ng 
condi ti ons: 
- You have car di ovascul ar di sease  
- You have di abet es mellit us and t wo or mor e addi ti onal  ri sk f act ors f or 
car di ovascul ar di sease.  
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.] 

6.   Go t o 7 Deny You do not meet t he requi re ment s of your pl an.  
Your pl an covers Vascepa when you ar e al so bei ng treat ed wi t h a st ati n.  
Your request has been deni ed based on t he i nf or mati on we have.  
[ Short Descri pti on: No st atin t her apy.] 

7.   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 will be on a di et and exerci se 
regi men duri ng treat ment. 
Your request has been deni ed based on t he i nf or mati on we have.  
[ Short Descri pti on: No confir mati on of di et and exerci se.] 

 
 

Mappi ng I nstructi ons (797- A)  

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

1.   Go t o 7 Go t o 2  

2.   Go t o 3 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 or had t he requi red 
tri gl yceri de l evel . 
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.] 

3.   Go t o 4 Deny You do not meet t he requi re ment s of your pl an.  
Your pl an covers Vascepa when you meet t he f oll owi ng condi ti ons:  
- It i s bei ng pr escri bed t o reduce t he ri sk of myocar di al i nf arcti on, stroke, 
cor onary revascul ari zati on, or unst abl e angi na requi ri ng hospi t ali zati on 
- You have tri gl yceri de ( TG) l evel s gr eat er t han 150 mi lli grams/ decilit er 
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.] 

4.   Go t o 6 Go t o 5  

5.   Go t o 6 Deny You do not meet t he requi re ment s of your pl an.  
Your pl an covers Vascepa when you meet any of t he foll owi ng 
condi ti ons: 
- You have car di ovascul ar di sease  
- You have di abet es mellit us and t wo or mor e addi ti onal  ri sk f act ors f or 
car di ovascul ar di sease.  
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.] 

6.   Go t o 7 Deny You do not meet t he requi re ment s of your pl an.  
Your pl an covers Vascepa when you ar e al so bei ng treat ed wi t h a st ati n.  
Your request has been deni ed based on t he i nf or mati on we have.  
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[ Short Descri pti on: No st atin t her apy.] 

7.   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 will be on a di et and exerci se 
regi men duri ng treat ment. 
Your request has been deni ed based on t he i nf or mati on we have.  
[ Short Descri pti on: No confir mati on of di et and exerci se.] 

 


