PR OR AUTHOR ZATI ON CR TER A

DRUG CLASS OMEGA-3 FATTY AAQ DS
BRAND NAME*
(generi ¢
EPANOVA
(onmega- 3-car boxyli c aci ds)
LOVAZA
(omega-3acid ethyl esters)
VASCEPA
(icosapent et hyl)
Satus: CVS Caremark Citeria Ref # 972- A
Type: Initid Rior Authorization Ref # 797- A

*Dugstha aeligedinthetaget drug boxindude bah brand and generic and dl dosage fa ns and strengt hs url ess
aherwse saed OIC products are na ind uded url ess a her wse saed

FDA- APPROVED | NO CATI ONS

Epanova

Epanova (omega- 3-carboxylic ad ds) isind caed as an ajg unct tod & toreducetrigyceride (TQ levd sin adut patierts
wth severe (2500 ng/ dL) hypertri d yceridena

Usage Cons deraions: Paients shou d be daced on an appropriaelip dlowering d e bef orerecd ving Epanova and
shod d cortinueths de duringtrea nment wth Epanova

Labora oy sud es shod dbe doneto ascertantha thetrigyceridelevd s are cond sertly abnor mel bef orei nstit uti ng
Epanovatherapy. Every atenpt shou d be madeto contrd serumlipds wth appropriade d &, exerdse waght lossin
obese paierts, and contrd d any ned cd prod ens such as d abetes ndlitus and hypahyrd d smtha ae contribuingto
thelip d abnor ndities. Medicaions known to exacer bate hypertri d yceri denmia (such as beta H ockers, th az des,
estrogens) shou d be d scorti nued or changed if possih e pri o to cons der aion o tri d yceri de-l oweri ng dr ug ther apy.

Li nitaions d Use

The dfedt d Epanova ontheriskfa pancreditis has nat been det er mined

The &fect d Epanova on card ovascu a nortdity and mor b dty has na been deter nined

Lovaza

Lovaza (onega-3-add ehyl eters)isindcaed as anad unct tod e toreduce trig yceride (TG levd sin adult paierts
wth severe (2500 ng/ dL) hypertri d yceridema

Usage Cons derdions: Paients shou d be daced on an appropri delip dlowering de bef orerece ving Lovaza and
shou d continueths de duringtrea ment wth Lovaza

Labora ory sud es shod dbe doneto ascertantha thelipdlevd s are cons s ertly abnor mel bef orei ndtit uti ng Lovaza
therapy. Bvery a@tenpt shod d be made to cortrd serumlipgds wth appropriae det, exerdse wa ght lossinobese
patients, and contrd o any nmed cd proldens such as d abetes nelitus and hypahyrd d smthat ae cortribuingtothe
lipd abnor ndities. Med caions known to exacer bat e hypertri d yceri denha (such as bet a d ockers, tH az des, estrogens)
shou d be d sconti nued o changed if poss H e pri o to cons der aion o tri d yceri de-loweri ng drug t her apy.

Li mt&ions d Use

The &fect o Lovaza onthe riskfa pancredtitis has na been det er nnned.

The dfect o Lovaza on card ovascu a nortdity and nork dty has na been det erm ned.
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Vascepa
Vascepa (icosapent ethyl)isind ca ed
e As anadunctto maxi mdlytderaed saintherapytoreducetherisk d nyocard al irfardion groke coonary
revascu ai zaion and unstal e ang narequiring hosptdizaionin addt paierts with devaedtridyceride (TG
levds (=150 ng/dL) and
0 estalished card ovascuar dsease o
0 d abetes ndlitus and 2 o nore addtiond riskfadarsfa card ovascu a d sease.

e Asanaduncttode toreduce TGlevdsinadut paients wth severe (= 500 my dL) hypertrid yceridena

Li ntaions d Wse
The dfeat o Vascepa ontheriskfa pancredtitisin patients vith severe hypertri d yceri denha has na been deter nined.

COVERAGE CRTER A
The request ed drug wll be covered wth pri a au hori zati on whenthefdlowng criteia ae met:
e The patient wil be on an appropriaelipdlowering d & and exerdsereg men duing trea ment
AND
e The patiert has, o dd have pria tothe gat o trea ment wth atridyceridel owering drug, atridyceridelevd
grea e than o equd to500 niligans/ dedliter
OR
e Vascepaishbang prescribedtoreducetherisk & nyocardd ifarction sroke coronaryrevascu aizaion o
unstad e ang narequiring hosptdizaionin an addt patient with d evat edtridyceride (TG levd s (ged er than 150
mlligans/ dedliter) AND
o Vascepais bd ng prescribed as an ad unct to nmax ndly td era ed s aintherapy
AND
o The paiert has estallished card ovascu a d sease
OR
o The paiert has d abetes nmdlitus andtwo o nore addtiond riskfad arsfa card ovascu a d sease

RATI ONALE

Theinten d the aiteriaisto prov de coverage cons sent wth product | abding FDA gu dance, gandards o medi cd
practice, ev dence-based drugirfa rmetion and or puldished gu ddines. Epanova, Lovaza, Ontryg and Vascepa are
indcaed as an ad unct to did toreduce trid yceridel evd sin adut paierts wth severe (2500 ng/ dL) hypertrid yceri dena.
Vascepais dsoindcaed as an adunct to nax ndlytd eraed saintherapy toreducetherisk & nyocard d irfardion
stroke caronary revascu arizaion and unstald e ang na requiring hosptdizationin adut paierts wth d evaed tri d yceri de
(TQ levds (=150 ng/ dL) and estalished card ovascula d sease o d abetes ndlitus and 2 o nore addtiond risk
fadasfa cardovascu a dsease

When trid ycerides are very high (2500 ng/ dL), drugs that ra setridyceri des shodd beidertified and preferably

d scorti nued, dcohd shoud be di mna ed and we ght reducti on andincreased physicd adivity as conponents o

Ther apettic Lifestyl e Changes (TLQ shou d be enphasi zed 8 Good adherence to vari ous LDL | oweri ng d ets shou d be
pronoted d ong wth cd aicinake ad ust nentsto avad we ght gan o inover we ght/ obese paiens topromote wa ght
loss. Ingenerd, addts shod d be advisedto engagein aerolic phys cd adivity 34 sess ons per week, | asting on aver age
40 nmnutes per session and invd\ving noderaeto\igorous-i ntensty physicd adivity.® Therefare the requested drug may
be approved whentrigyceridelevd s are gea e than or equd to 500 ng/ dL andthe paientison adéd and exerdse

reg men duringtrea ment. Vascepa may d so be approvedtoreducetherisk d myocard d irfardion groke, coronary
revascu ai zaion and unstal e ang narequiting hosptdizaionin adut paierts withdevaedtrigyceride (TG) levd s (=
150 ny/ dL) and estalished card ovascu a dsease o dabetes nelitus and 2 o mor e addtiond riskfadorsfa

card ovascu a dsease whenitis bdng used as an adjunct to nmexi ndlytd era ed saintherapy andthe patientis on a

d e and exerdsereg nen duringtrea mert.

REFERENCES
1 Epanova[packageinsert]. WI nming on, DE AstraZeneca Phar maceuticd s LP, March 2017.
Omega- 3 Fatty Adds 972- A 797-A 11- 2019 €2019 CVS Caremark Al rightsreserved

This docunent corta ns corfidertid and proprigayinfa metion d C/S Carenark and cannat be reproduced, dstributed o pirted wthout witten
per mss onfrom CVS Carenmark This docunent cortdns ref erences to brand-nane prescri gion drugs that aretrademarks o reg s eredtrade marks o

phar maceuticd manuactuers na dfilided wth CVS Carenark
2
W CVS caremark



2. Lovaza[packageinsert]. Research Triand e Park, NC GaxoSmthKine April 2019.
3. Vascepa|[packageinsert]. Bedninster, NJ. Anarin Phar malnc; December 2019
4. Lexiconp Oling AHFS O (Adut and Ped aric) Qline. Hudson OH Witers Kuwer CQiricd Duglrfa netion, Inc
http//orlinel ex.com. Accessed November 2019.
5 Mcromedex (d edroric vers on). Truven Hedth Andytics, Geenwood \llage Colaado, USA
htt p// www nihcr omedexsd uti ons.comd. Accessed November 2019,
6. Gundy SM Sone NJ, & d. 2018 ACQ AHA Gl ddine onthe Managenment d Bood Chd esterd. Journd d the
American Cdlege d Cardology Nov 2018 25709, DQ: 10 1016/j.jacc. 2018 11 003
7. Mlle, M, Sone NJ, Bdlantyne, C, & d. Tridycerides and Card ovascu a Dsease A dertific Saenment Fom
the American Heart Assodaion Grcd dion 2011; 123:2293- 2333,
8 Berdund L Bunzdl JOO Gddberg AG € d, “BEvd uaion and Trea ment o Hypertrid yceridema An Endocrine
Sod ey CQiricd Ractice Qidding” J Cin Endocrind Metab, Septenber 2012, 970 2969-2989.
Witten by: UM Devd oprent (RP
Date Witten 08 2012
Revi sed 032013, 17/ 2013, 052014 (add Epanova and Ontryg); (JH 11 2014; (RP 112015 (no diricd changes); (M5 112016, ( ME)
11/ 2017 (renoved Ontrygfromtarget d ug box), 11/ 2018 (no dirical changes), 17/ 2019 (renpoved MDC des gnationfrom
titl g docunent), 122019 (added newind cdionfa Vascepa)
Revi eved: Med cd Afdrs(DQ 082012 032013 (LB 112013 052014 (DHR) 122014 (ME) 0V 2017, (AN 112018, (CHART) 1121/ 2019,

(CHART) 01/ 02/ 2020
Externd Review 092012, 06 2013 022014, 02 2015 022016, 022017, 022018, 022019, 02 2020

CR TER A FOR APPROVAL

1 Does the paiert have, a ddthe patient have priar tothe stat o trea ment wth a Yes No
trid yceri del owering drug atrigyceridelevd geaer than o equd to 500
mlligans/ dedliter?
[If yes, then sk pto question 7.]

2 Isthsrequest fa Vascepa? Yes No
3 Is Vascepa ba ng prescribed toreducetherisk o nyocard d irfarction, stroke, coronary Yes No
revascu ai zaion, o unstable ang narequiring hosptdizati onin an adut paiert wth

devaedtrigyceride (TQ levd s (gea er than 150 nilli gans/ dedliter)?

4 Does the paiert have estadished card ovascu ar d sease? Yes No
[If yes, then ski pto question 6]

5 Does the paien have d abetes ndlitus andtwo or nore addtiond riskfadarsfa Yes No
card ovascu a d sease?

6 Is Vascepa ba ng prescribed as an ad unct to naxi ndly td era ed g &intherapy? Yes No

7 W/l the paiert be on an appropri aelip dlowering d & and exerdsereg nen during Yes No
trea ment ?

Mappi ng I nstructi ons (972- A

Yes No DEN AL REASONS - DONOT USE FOR MED CARE PART D

1| Goto7 Goto 2

2| Goto3 Deny You do nat reet therequrenents o your dan

Your dan coversthis drug when you have o hadtherequred
trid yceri del evd.
Your request has been denied based ontheirfo nmetion we have.
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[ Short Descripion No approval e d agnosi s

3| Goto4 Deny You do na mneet therequrenents d your dan
Your dan covers Vascepa when you neet the fdl owng condtions:
-Itisbang prescribedtoreducetherisk d nyocard d irfardion sroke,
coronary revascu arization or unstald e ang narequiring hosgtédizaion
- You havetrigyceride (TG) levd s grea er than 150 nilligans/ dedliter
Your request has been denied based ontheirfo nmetion we have
[ Short Descripion No approval e d agnos s

4] Goto6 Goto5

5| Goto 6 Deny You do na meet therequrenents d you dan
Your dan covers Vascepa when you nmeet any o the fdl owng
condtions:
- You have card ovascu ar d sease
- You have d abetes ndlitus andtwo or nore addtiond riskfagdasfa
card ovascu ar d sease
Your request has been denied based ontheirfa netion we have
[ Short Descripion No approval e d agnosi s.]

6.l Goto7 Deny You do na mneet therequrenents d your dan
Your dan covers Vascepa when you are dso be ngtreated wth agdin
Your request has been denied based ontheirfo metion we have.
[Short Descripion No g éin therapy.]

7.| Approve, 36 Deny You do na meet therequrenents o your dan

Mont hs Your dan coversthis dugwhen you wil be on a d & and exerd se
reg men duri ngtrea nert.
Your request has been denied based ontheirfo nmetion we have.
[ Short Descripion No corfir netion o de& and exerdse.]
Mappi ng | nstr ucti ons (797- A
Yes No DEN AL REASONS — DONOT USE FOR MEO CARE PART D

1| Goto7 Goto2

2| Goto3 Deny You do na neet therequrenments o your dan
Your dan coversthis dug when you have o hadtherequred
trid yceridelevd.
Your request has been denied based ontheirfa ration we have.
[ Short Description No approval e d agnosi s]

3| Goto4 Deny You do na neet therequrenments o your dan
Your dan covers Vascepa when you neet the fdl owng condtions:
-Itisbang prescribedtoreducetherisk & nyocard d irfardion sroke,
coronary revascu arization or unstald e ang narequiring hosptdizaion
- You havetridyceride (TG) levd s geat er than 150 mllig ans/ dedliter
Your request has been denied based ontheirfa netion we have.
[ Short Description No approval e d agnosi s]

4] Goto6 Goto5

5| Goto6 Deny You do na neet therequrenments o your dan
Your dan covers Vascepa when you neet any d thefdlowng
condtions:
- You have card ovascu a d sease
- You have d abetes ndlitus andtwo or nore addtiond riskfadasfa
card ovascu & d sease
Your request has been denied based ontheirfo metion we have.
[ Short Descripion No approval e d agnosi s

6.l Goto7 Deny You do na rneet therequrenents d your dan

Your dan covers Vascepa when you are dso be ngtreated wtha stain
Your request has been denied based ontheirfo nmetion we have.
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[ Short Descripgion No st aintherapy.]

7.| Approve, 12 Deny You do na mneet therequrenents d your dan

Mont hs Your dan coversthis drugwhen you wil be on a d & and exerdse
reg men duri ngtrea nert.

Your request has been denied based ontheirfo nmetion we have.
[ Short Descripgiort No corfir metion o d e and exerd se.]

Omega- 3 Fatty Adds 972- A 797-A 11- 2019 €2019 CVS Caremark Al rightsreserved

This docunent corta ns corfidertid and proprigayinfa metion d C/S Carenark and cannat be reproduced, dstributed o pirted wthout witten
per mss onfrom CVS Carenmark This docunent cortdns ref erences to brand-nane prescri gion drugs that aretrademarks o reg s eredtrade marks o

phar maceuticd manuactuers na dfilided wth CVS Carenark
5
W CVS caremark




