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Prior Authorization Gui del

Guideline GL3756314
Guideline Abirtega, Zytiga

Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:

Ef fective |11/ 1/ 2025
P&T Approvi8/ 14/ 2020

P&T Revisi(02/19/2021 05/
05/ 25/ 2023 ; 05/

1 ;, 09/15
4; ;9/023/15(

1 Il.ndi cati ons
Drug NAmertega, Zytiga (abiraterone acetat

Prostatel cdhinca®tred for wuse in combination w
patients with meatesstsataind @aotsrit attico clanmetr a H
castraadrnointi ve prostate cancer.

2 Criteri a

Product Name: Brand Abirtega, Brand Zytiga,

Diagnosi s Prostate cancer

Ac¢ MIEW
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Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria
l1-Diagnosis of prostate cancer
AND
2-ONE of the foll owing:
2. BOTH of the foll owing:
2. 1IDilsease i s met asetsatsitcandastrati on

AND
2. 1U.f2 the request is for BRAND Zytiga,
19 History of failure, contraindicat.i
T Provider attests that the patient
(enzalut ami de)
OR
2. ROTH of the following:
2. 2Dilsease i s met assetnastiitd veeastr ati on

AND
2.21.f2 the request is for brand Zytiga,
2. 2.H1 st ory of failure, contraindicati on

T Erl eada

(apal ut ami de)

on
i s

ONE

or
no

ONE

(0]

]

A ¢ MIDLW

[ C

v

R

d
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2. 3ONE of t he

2.
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T Xtandi (enzalutami de)

OR

2.2 .PXo%xider attests that
foll owi ng:

1T Erl eada (apalutamide)

T Xtandi (enzalutami de)
OR
2. BOTH of the foll owing:
2. 3QONIE of the foll owing:
9 Disease is regional

1 Patient ihsi gihinslk oreowp recei ving

AND

foll owing:

T Life expectancy > 5

year s
T Patient has

symptomatic disease

OR

.AMLL of the foll owing:
4Dilseasemesasnobat i c

AND

2.

4..i2f e expectancy > 5 years

node positive (Any

the patient is n

radi ati

A ¢ miInw

o
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AND

2. 40NE of the foll owing:

9 Positive pelvic persistence/recurrence
T Lymph node metastases after RP

1 Studies positive for regional | ymph nod
AND
3-Used in combination with prednisone
AND

4-ONE of the foll owing:

T Used in combinati om ewietaks i an gg chroa drmotnreo g iGn
Lupron (leuprolide), Zoladex (goserelin
Firmagon (degarelix)]

1 Watient has had bilateral orchiectomy

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Abirtega, Brand Zyti ga,

Di agnosi s Prostate cancer

Approval L4112 mont h(s)

Therapy St i{Reauthorizati on

Guideline 1Pri or Aut hori zati on

Approval Criteri a

l1-Patient does not show evidence of progr efd

Ac¢ MIPLW
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Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Abirtega, Brand Zyti ga,

Di agnosi s Salivary Gland Tumor s

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Di agnosis of salivary gland tumor

AND
2-Used in combination with prednisone
AND

3-Androgen receptor positive recurrent di s

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Abirtega, Brand Zytiga,

Di agnosi s Salivary Gland Tumor s

Approval L4112 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Ac MIXLW
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Approval Criteri a

l1-Patient does not show evidence of progr esq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Abirtega, Brand Zyti ga,

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Abirtega or Zytiga will be approved for

Nati onal Comprehensive Cancer Network (NCC

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Abirtega, Brand Zytiga,

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical resporf

Ac¢ MITW

[ C

v
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Not

es a State mandates may a . AT

pply
he member specific benefi
es a

[ a]
d t
e criteria. Other polici
ply

3 B

ackground

Ben

efit/ Coverage/ Program I nformati on

Bac

Add

kground

Abiraterone acetatendscat€BYLdrinobebin
prednisone for the treatment ofespattiae
cancer andi $lbrméi gt ssteins i adster ptriea@t iae
Sshould al so recei &lee asrignognahl o tGmdRHi) n anal
while taking abiraterone or should hav

The National Comprehensive Cancer Netw
abiraterone in combination with predni
as initial therapy for patients withou
di seasexpkctahey is greater than 5 yea
ADT and radiation therapy ashiigniigshk adr a
expectancy is greater than 5 years or
and ADOTe iefxpleict ancy is greater t-manast &
positive pelvic persistence/-metastante
undetectable PSA after r ankit@aslt agri @s tPSHA
positive digitBhe reCCMlalexanr ecommends
salivary gland tumors useful-agentcesysai
therapy (used in combination with pred
recurrent di sease.

i ti onal Clinical Rul es

otwithstanding Coverage Criteria, Uni
ut horization based solely on previous
|l ) and/or claim | ogic. U saep porfo vaault opm
a es amny gmd/gar therapeutic cl ass.

u l'y I'imits may be in place.
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4 References

l1.Zytiga [package insert]. Hor s ham, PA: Janssen

2.Abirtega [package insert]. Lehi, UT: CivicaScr

3.The NCCN Drugs and Biologics CBmpeAdaiulmall NE Calt
http://www. nccn.org/ professional s/ drug_compend
August 4, 2025.

5 Revision History

Dat e Not es

Annual revi ew. Updated step the
eak out between meseasiaive aast
8/ 29/ 2025 at iroensi st ant and updated step th
ducts that share indicabsbaste U
NCCN, updated references.
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Optum Rxc

Prior Authorization Gui del

Gui deline GL633240

Guideline Acti mmune

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Effective |8/ 1/ 2026
P&T Approvi8/ 14/ 202

P&T Revisi(06/ 17/ 20
06/ 17/ 20

0
2 ; 06/ 16
2

0 02/ 1972021
4 , 661LTI8RDPQA@BS

1 Il.ndi cati ons
Drug NAmei mmune (intelIlhleron gamma

Chronic granul oniantdoiucsa tdeids efaosre t he tr eat ment
di sease to reduce the frequency and sever.i

Osteopetndstcated in the treatment of sever
to progression.

Ot her UbesNational Cancer Compr e
(

hen
Acti mmune in mycosis fungoi des MF) a

2 Criteri a
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Product Name: Acti mmune [ al]

Di agnosi s Chronic Granul omatous Disease (¢

Approval L412 mont h(s)

Therapy St{lnitial Aut hori zati on

Guideline (Prior Authorizati on

Approval Criteri a

1-Di agnosis of chronic granulomatous di seas

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: Acti mmune [ a]

Di agnosi s Chronic Granul omatous Disease (¢

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr es;q

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Acti mmune [ a]

Diagnosi s

Osteopetrosi s

Approval

L412 mont h(s)

Therapy S

t 4l ni ti al Aut hori zati on
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Guideline 1Prior Authorizati on

Approval Criteri a

l1-Diagnosis of severe, malignant osteopetrd

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Acti mmune [ a]

Di agnosi s Osteopetrosi s

Approval L412 mont h(s)

Therapy St iqReauthorization

Guideline (Prior Authorizati on

Approval Criteri a

l1-Patient does not show evidence of progr efd

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Acti mmune [ al]

Di agnosi s

Primary Cutaneous Lymphomas

Approval L4112 mont h(s)

Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria

1-Patient

has ONE of the following diagnos

Ac¢ IEIEW
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R[ ¢

1 Mycosis fungoides ( MF)
1T Sezary syndrome (SS)

Not es [a] State mandates may apply Al
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Acti mmune [ a]

Di agnosi s Primary Cutaneous Lymphomas

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr esfq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Acti mmune [ al]

Di agnosi s NCCN Recommended Regi mens

Approval L4112 mont h(s)

Therapy St{qlnitial Authorization

Guideline (Prior Authorizati on

Approval Criteri a

1-Acti mmune wi l |l be approved for uses not (

Comprehensive Cancer Network (NCCN) Drugs

Notes [a] State mandates may apply. Aj
d the member specific benefit pl

A¢ IrEIDW
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e criteria. Other policies and
ply.

Product Name: Acti mmune [ al]

Di agnosi s NCCN Recommended Regi mens

Approval L4112 mont h(s)

Therapy St i{Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteri a

l1-Documentation of positive clinical respor

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation
Background:
Acti mmune (int-eb) eironi mdimemat ed for reduci i
serious infections associated with chroni g
for delaying time to disease progosseopati i
(SMO). The National Cancer Comprehensive N
Acti mmune in mycosis fungoides (MF) and S¢
Addi ti onal Clinical Rul es:

1 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(1lam) and/ or claim | ogic. U saep porfo vaault opm
vari es &y gmd/gar therapeutic cl ass

]
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T Supply |Iimits may apply.

4 References

1. Acti mmune [ Package I nsert]. Deerfield, | L: Hor
2024.

2. The NCCN Drugs and Biologics CBmpeAdaiulmaly NE Calt
WWw. ncch. org. Accessed April 28, 2026.

5 Revision History

Dat e Not es

Annual review with no changes t

6/ 15/ 2026
c e.
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| ¢cGRGeaGc¢H

Optum Rxc

Prior Authorization Gui d

Guideline GL-6 69188

Guideline Adal i mumab

Formul ary T Uni tedHeal thcare Government

SP

Gui del i ne Not e:

Effective [|9/1/ 2026

P&T Approvi8/ 14/ 2020

P&T Revisi {05/ 21/ 2021 ; 05/ 20/ 2022 ; 09/ 21
08/ 18/ 2023 ; 12/ 13/ 2023 ; 04/ 17
10/ 15/ 2025 g2n30P2PPQA@B6

1

.ndi cations

Drug NAdatlti mumab

Rheumat oi d | Adt kraitteids f or reducing signs and
response, inhibiting the progression of st
adult patients with moderately to severely

Polyarticular Juvenillredildatogdatfthorc rAedwciing
moderately to severely active polyarticula
years of age and ol der

Psoriati cl "Aditchatigad sf or reducing signs and
structural damage, and i mproving physical
arthritis.

Ankyl osi ng Smandcyltietdi § or reducing signs an
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active ankylosing spondylitis.
Crohndos Dinsease¢ed for the treat ment of mod
in adults and pediatric patients 6 years a

Ul cerati MendGQGocclaitteids f or t he treat ment of mo d

colitis in adults and pediatric patients 5
Pl ague Pdaoardiiasaaited for the treatment of adu
chronic plaque psoriasis who are candidate
other systemic therapies are medically 1| es

Hi dradenitis| 8dppatadi var the treatment of
suppurativa in patients 12 years of age an

Uveiltnidsi cated for t-hafeceabmentnoermedi at e
adult and pediatric patients 2 years of ag

2 Criteri a

Product Name: Adal i mumab [ a]

Di agnosi s Rheumat oid Arthritis (RA)

Approval L4112 mont h(s)

Therapy Stdlnitial Authorization

Guideline 1Prior Authorizati on

Approval Criteria

1-Diagnosis of moderately to severely acti)\

AND

2-ONE of the foll owing:

2.Hi story of failure tobiaol3ognontdi 4 ¢ a-alée i {
drug (DMARD) [e.g., methotrexate, | eflunom
maxi mally indicated doses, unl essadwemtsreaier
experienced (document dr ug, dat e, and dur a

]
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OR
2. Ratient has been previously treated wi-th
approved for the treatment of rheumatoi d a
submi ssion of medical records (Document ar
(certolizumab), Simponi (goli mumab), Ol umi
Xeljanz/ Xeljanz XR (tofacitinib)]
OR
2. BOTH of the foll owing:
T Patient is currently on adali mumab ther
submission of medical records (Document
1 Patient has NOT received a manufacturer
prescriberodos office, or any form of assf§
(e.g., sample card which can be redeemsg
medicationy a4a® asmaadhi sh as a current
AND
3-'f the request is for brand Humira, ONE (d
T Prescriber is requesting continuation o
as documented by claims history (at | ead
submi ssion of medical records (document
1T Patient has a history of failure to all/l
prescriber has given a clinical reason
unable to use a formulary adali mumab pr
circumstbdnces) |
AND
4-1f the requédsotr mud afroyr ba orsdami | ar adal i mum
hi story of failure to all formulary adalim
clinical reason or special circumgtmanae ywh
adal i mumab product (please document reason

]
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AND
5-Patient is not receiving adali mumab i n cd
i mmunomodul at or . [e. g. , Enbr el (etanercept
Orencia (abatacept), Xeljanz (tofacittiinnibB)]
treat ment of the same indication
AND
6-Prescribed by or in consultation with a r
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
[b] For a Ilist of preferred adal
coverage tool s
* Patients requesting initial a |
apy via the receipt of a manuf aq
prescriberds office or any form
nsored program SHALL BE tRBQUIaREI
iteria as i f patient were new t (
NOTE: I f the member meets the mg
a requirements forf dmrmal anreynt a dva If
t, but doesfoomuimeaely wea&aoeptfioomMmu
denial should be issuedoaind oa I
ali mumab products should be pro
Product Name: Adal i mumab [ a]
Di agnosi s Rheumat oid Arthritis (RA)
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline 1Prior Authorizati on
Approval Criteri a

A¢ IEIPLW
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]

[ C

l1-Documentation of positive clinical respor
AND
2-Patient is not receiving adali mumab i n cd
i mmunomodul at or . [e. g. , Enbr el (etanercept
Orencia (abatacept), Xeljanz (tofacittiinnibbh)]
treat ment of the same indication.
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
NOTE: I f the member meets the mg
a requirements forf dmrmaltaneytadvall
t, but doesfoomuimaely wea&aoeptfioomMmu
denial should be issuedoand oa I:
ali mumab products should be pro
Product Name: Adal i mumab [ a]
Diagnosi s Polyarticular Juvenile |l diopathi
Approval L4112 mont h(s)
Therapy St{qlnitial Authorization
Guideline 1Prior Authorizati on
Approval Criteria
1-Diagnosis of moderately to severely acti\
AND
2-1'f the request is for brand Humira, ONE ¢
1T Prescriber is requesting continuation o
as documented by claims history (at | ed
submission of medical records (document

A ¢ oy

v

R

d



M=ZZWOURqqUWI cWctqéHec! DWf Ul R2ZRIpHKE Iy B
EQUHqR2IJWNMIONIO= M= 3

1 Patient has a history of failure to all/l
prescriber has given a clinical reason
unable to use a formulary adali mumab pr
circumstbdnces) |

AND
3-1'f the requédsotr mud afroor ba orsdami | ar adal i mum
hi story of failure to all formulary adalim
clinical reason or speci al circumgtman ae ywh
adal i mumab product (please document reason
AND
4-Patient is not receiving adali mumab i n cd
i mmunomodul ator [e.g., Enbrel (etanercept)
Orencia (abatacept), Xeljanz (tofaciitninb)b])
treat ment of the same indication.
AND
5-Prescribed by or in consultation with a 7
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
[b] For a Ilist of preferred adal
coverage tool s.
NOTE: | f the member meets the mg
a requirements forf dmrmal anreynt a dva lf
t, but doesfopomumaely eawoeptfioomu
denial should be issuedoaind oa I
ali mumab products should be pro
Product Name: Adal i mumab [ a]
Di agnosi s Polyarticular Juvenile I diopathi
Approval L412 mont h( s)
Therapy St{Reauthorizati on

A ¢ oINW
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Guidel in

e TPrior

Aut hori zati on

]

[ C

Approval Criteri a
l1-Documentation of positive clinical respor
AND

2-Patient is not receiving adali mumab i n cd

i mmunomodul ator [e.g., Enbrel (etanercept)

Orencia (abatacept), Xeljanz (tofaciitninb)b])

treat ment of the same indication.

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
NOTE: I f the member meets the mg
a requirements forf dmrrmaltanreyt a dva lf
t, but doesfoomuimaely wea&aoeptfioomMmu
denial should be issuedoaind oa I
ali mumab products should be pro

Product Name: Adal i mumab [ a]

Di agnosi s Psoriatic Arthritis (PsA)

Approval L4112 mont h(s)

Therapy St{qlnitial Authorization

Guideline (Prior Authorizati on

Approval Criteri a

1-Di agnosis of active psoriatic arthritis

AND
2-ONE of the following:

A¢ DIEW
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2. H
unl
and
2.P
app
sub
(ce
XR
2. B
1
1
3-1f
1
1
4-1 f
hi s

istory of failure to a 3 month trial of
ess contraindicated or clinically signi
duration of trial)

OR

atient has been previously treated with
roved for the treatment of psoriatic ar

mi ssion of medical records (Document dr

rtolizumab), Simponi (goli mumab), wust ek

(tofacitinib), Otezla (apremilast), Ri n
OR

OTH of the foll owing:

Patient is currently on adali mumab ther
submission of medical records (Document
Patient has NOT received a manufacturer
prescriberbés office, or any form of ass
(e.g., sample card which can be redeemsg

medicationyd &4® asmeaédhi sh as a current

AND
the request is for brand Humir a, ONE
Prescriber is requesting continuation o
as documented by claims history (at | ead
submi ssion of medical records (document
Patient has a history of failure to al/l
prescriber has given a clinical reason
unable to use a formulary adali mumab pr
circumstbdnces) |

AND
t he requéesotr mud afroyr ba orsami | ar adal i mum
tory of failure to all formulary adalim

A ¢ ol
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clinical reason or speci al circumstance wh
adal i mumab product (please document reason
AND
5-Patient is not receiving adali mumab i n cd
i mmunomodul ator [e.g., Enbrel (etanercept)
Orencia (abatacept), wustekinumab, Skyrinty
(secukinumab), Taltz (ixekizumab), Xeljanz
(upadacitinib), Otezla (apremilast)] for t
AND
6-Prescribed by or in consultation with ONE
9 Dermatol ogi st
T Rheumat ol ogi st
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
* Patients requesting initial a |
apy via the receipt of a manuf aq
prescriberds office or any form
nsored program SHALL BE tRBQUIaREI
iteria as i f patient were new t (
[b] For a Ilist of preferred adal
coverage tool s
NOTE: | f the member meets the mg
a requirements forf dmrmal anreynt a dva lf
t, but doesfopomumaely eawoeptfioomu
denial should be issuedoaind oa I
ali mumab products should be pro
Product Name: Adal i mumab [ a]
Di agnosi s Psoriatic Arthritis (PsA)
Approval L412 mont h( s)
Therapy St iReauthorizati on

A ¢ rolnw
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Guideline 1Prior Authorizati on

Approval Criteri a

l1-Documentation of positive clinical respor

AND

2-Patient is not receiving adali mumab i n cd

i mmunomodul ator [e.g., Enbrel (etanercept)

Orencia (abatacept), wustekinumab, Skyrinty

(secukinumab), Taltz (ixekizumab), Xeljanz

(upadacitinib), Otezla (apremilast)] for t

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
NOTE: I f the member meets the mg
a requirements forf dmrmaltaneytadvall
t, but doesfoomuimaely wea&aoeptfioomMmu
denial should be issuedoand oa I:
ali mumab products should be pro

Product Name: Adal i mumab [ a]

Di agnosi s Pl aque Psoriasis

Approval L4112 mont h(s)

Therapy St{qlnitial Authorization

Guideline 1Prior Authorizati on

Approval Criteria

1-Di agnosis of moderate to severe chronic

AND

A¢ oipPLW
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2-ONE of the following:
2.ALL of the following:

2. 1Grleater than or equal to 3% body surfac

genital involvement, or severe scalp psori
AND
2. Hi2story of failure to ONE of the follow
clinically significant adverse effects are
trial):
T Corticosteroids (e.g., betamethasone, (¢
f Vitamin D analogs (e.g., calcitriol, ca
1 Tazarotene
1 Calcineurin inhibitors (e.g., tacroli mu
1 Coal tar
AND
2. IHi3story of failure to a 3 month trial o
unl ess contraindicated or clinically signi
and duration of trial)
OR

2. Ratient has been previously treated with
approved for the treatment of plaque psori
submission of medical records (Document dr
(ertolizumab), Otezla (aprremadlastyst Skiymu m
(gusel kumab) ]

OR

2. BOTH of the foll owing:
1T Patient i s urrent
f i

ren y on adali mumab t her
me d a

I
c

c
submission o |l records (Document

]
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1 Patient has NOT received a manufacturer
prescriberé6s office, or any form of ass
(e.g., sample card which can be redeemsg
medicationy &4® @asmeédhi sh as a current

AND
3-1'f the request is for brand Humir a, ONE
T Prescriber is requesting continuation o
as documented by claims history (at | ed
submission of medical records (document
1 Patient has a history of failure to al/l
prescriber has given a clinical reason
unable to use a formulary adali mumab pr
circumstbdnces) |
AND
4-1'f the requésotr mud afroyr ba ossami | ar adal i mum
hi story of failure to all formulary adali m
clinical reason or speci al cCircumgstman ae ywh
adal i mumab product (please document reason
AND
5-Patient is not receiving adali mumab i n cd
i mmunomodul ator [e.g., Enbrel (etanercept)
Orencia (abatacept), wustekinumab, Skyrinty
(secukinumab), Taltz (ixekizumab), Siliqg (
(tofacitinib), Olumiant (baricitinib), Ri n
the same indication.
AND
6-Prescribed by or in consultation with a ¢
Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |

ply.

]

[ C
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[b] For a Ilist of preferred adal
coverage tool s
* Patients requesting initial a |
apy via the receipt of a manuf aq
prescriberds office or any form
nsored program SHALL BE tREBQUIaREI
iteria as i f patient were new t (
NOTE I f the member meets the mg
a requirements forf dmrraltareyt a dva If
t, but doesfoomuimeaetly eaoeptfioomMmu
denial should be issuedoaind oa I
ali mumab products should be pro

Product Name: Adal i mumab [ a]

Di agnosi s Pl aque Psoriasis

Approval L412 mont h(s)

Therapy St iqReauthorization

Guideline Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical respor

AND

2-Patient is not receiving adali mumab i n cd

i mmunomodul ator [e.g., Enbrel (etanercept)

Orencia (abatacept), wustekinumab, Skyrinty

(secukinumab), Taltz (ixekizumab), Siliqg (

(tofacitinib), Olumiant (baricitinib), Ri n

the same indication

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
NOTE: I'f the member meets the mg
a requirements forf dmrmaltaneytadvalf
t, but doesfoomuimeaetly ea&aoeptfioomMmu

A¢ rolyw
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deni al should be issued and a 1]
ali mumab products should be pro
Product Name: Adal i mumab [ a]
Di agnosi s Ankyl osing Spondylitis (AS)
Approval L4112 mont h(s)
Therapy Stilnitial Aut hori zati on
Guideline (Prior Authorizati on
Approval Criteri a
1-Di agnosis of active ankylosing spondyl it]i
AND
2-ONE of the following:
2. History of failure to TWO NSAI Ds (e.g.,
doses, each used for at | east 4 weeks, unl
effects are experienced (document drug, da
OR
2. Ratient has been previously treated with
approved for the treatment of ankylosing s
submission of medical records (Document zda
(certolizumab), Simponi (goli mumab), Xelj a
OR
2. BOTH of the following
1T Patient is currently on adali mumab ther
submi ssion of medical records (Document
1T Patient has NOT received a manufacturer
prescriberoés office, or any form of ass

]

[ C
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(e.g., sample card which can be redeemsg
medi cation) as a means to establish as
AND
3-1'f the request is for brand Humira, ONE (d
1T Prescriber is requesting continuation 09

as documented by claims history (at | ed
submission of medical records (document
1 Patient has a history of failure to all
prescriber has given a clinical reason
unable to use a formulary adali mumab pr
circumstbdnces) |
AND
4-1f the requédsotr mud afroyr ba orsdami | ar adal i mum
hi story of failure to all formulary adali m
clinical reason or special circumgstmanae ywh
adal i mumab product (please document reason
AND
5-Patient is not receiving adali mumab i n cd
i mmunomodul ator [e.g., Enbrel (etanercept)
Orencia (abatacept), Xeljanz (tofaciitninb)b])
treat ment of the same indication.
AND
6-Prescribed by or in consultation with a
Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
[b] For a Ilist of preferred adal
coverage tool s.
* Patients requesting initial a

A ¢ miau
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apy via the receipt of a manuf aq
prescriberds office or any form
nsored program SHALL BE REQUI REI
iteria as i f patient were new t (
NOTE I f the member meets the mg
a requirements forf dmrmaltaneyta dvall
t, but doesfopomuimaely eaoeptfioomMmu
deni al should be issued oaand oa 1]
ali mumab products should be pro

Product Name: Adal i mumab [ a]

Di agnosi s Ankyl osing Spondylitis (AS)

Approval L412 mont h(s)

Therapy St iqReauthorization

Guideline 1Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical respor

AND

2-Patient is not receiving adal i mumab i n c¢

i mmunomodul ator [e.g., Enbrel (etanercept)

Orencia (abatacept), Xeljanz (tofaciitninb)b])

treat ment of the same indication.

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
NOTE: I'f the member meets the mg
a requirements forf dmrmaltaneytadvall
t, but doesfoomuimeaetly eaoeptfioomMmu
deni al should be issued oaand oa 1]
ali mumab products should be pro

Product Name: Adal i mumab [ a]

]
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Di agnosi s Crohndés Disease (CD)

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Diagnosis of moderately to severely acti\
AND

2-ONE of the foll owing:

2.Hi story ilure

of f a to ONE of the foll owi
indicated doses, unless contraindicated or
experienced (document drug, date, and dur a
T Corticosteroids (e.g., prednisone, met h
T 6mer captopurine (Purinethol)
1 Azathioprine (I muran)
T Methotrexate (Rheumatrex, Trexall)

OR

2. Ratient has been previously treated with
approved for the treatment of Crohnés dise

of medi c al records (Document drug, dat e, a
(ccea ol i zumab), usteki numab]
OR

2. BOTH of the foll owing:

T Patient is currently on adali mumab ther
submission of medical records (Document
1T Patient has NOT received a manufacturer
prescriberdos office, or any form of ass

Ac¢ MIEW

]

[ C

v

R

d



SMZZWOURqUT cWctq6éHec! DWf Ul R2ZRIpHKRE Wy el

R[ ¢

EQIHQR2IJWNMIONO= M= 5

(e.g., sample card which can be redeemsg
medi cation) as a means to establish as
AND
3-1'f the request is for brand Humira, ONE (d
1T Prescriber is requesting continuation 09

as documented by claims history (at | ed
submission of medical records (document
1 Patient has a history of failure to all
prescriber has given a clinical reason
unable to use a formulary adali mumab pr
circumstbdnces) |
AND
4-1f the requédsotr mud afroyr ba orsdami | ar adal i mum
hi story of failure to all formulary adali m
clinical reason or special circumgstmanae ywh
adal i mumab product (please document reason
AND
5-Patient is not receiving adali mumab i n cd
i mmunomodul ator [e.g., Enbrel (etanercept)
Orencia (abatacept), Xeljanz (tofaciitninb)b,)
ustekinumab, Skyrizi (risankizumab)] for t
AND
6-Prescribed by or in consultation with a ¢
Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
[b] For a Ilist of preferred adal
coverage tool s
* Patients requesting initial a

A ¢ mibw
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apy via the receipt of a manuf aq
prescriberds office or any form
nsored program SHALL BE REQUI REI
iteria as i f patient were new t (
NOTE I f the member meets the mg
a requirements forf dmrmaltaneyta dvall
t, but doesfopomuimaely eaoeptfioomMmu
deni al should be issued oaand oa 1]
ali mumab products should be pro

Product Name: Adal i mumab [ a]

Di agnosi s Crohnds Disease (CD)

Approval L412 mont h(s)

Therapy St iqReauthorization

Guideline 1Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical respor

AND

2-Patient is not receiving adali mumab i n cd

i mmunomodul ator [e.g., Enbrel (etanercept)

Orencia (abatacept), Xeljanz (tofaciitninb)b,)

ustekinumab, Skyrizi (risankizumab)] for t

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
NOTE: I'f the member meets the mg
a requirements forf dmrmaltaneytadvall
t, but doesfoomuimeaetly eaoeptfioomMmu
deni al should be issued oaand oa 1]
ali mumab products should be pro

Product Name: Adal i mumab [ a]
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Di agnosi s Ul cerative Colitis
Approval L412 mont h(s)

Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria

1-Di aghosi s

2-ONE

2. Patient
corticost

2. Ratient
approved

of medi ca
(gol i muma

2. BOTH of

1 Patient
submissi on
T Patient

prescr
(e. g.,

medication}®

3-1'f the

of t

request is f

of moderately to severely acti\
AND
he foll owing:
has had prior or concurrent inad
eroids and/ or i mmunomseppBapsspOtsn
OR
has been previously treated with
for the treatment of wulcerative ¢
I records (Document drug, date, a
b), ustekinumab, Xeljanz (tofacit
OR
the foll owing:
is currently on adali mumab ther

of medi cal records
NOT received a
of fice, or any
card which <can
@asmabdhi sh as

(Document
manufacturer
form of ass
be redeemg
current

has
i ber 6s
sampl e

49 a

AND

or brand Humir a, ONE
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1T Prescriber is requesting continuation 09
as documented by claims history (at | ed
submission of medical records (document

1 Patient has a history of failure to all
prescriber has given a clinical reason
unable to use a formulary adali mumab pr
circumstbgnces) [

AND
4-1f the requédsotr mud afroyr ba orsdmi | ar adal i mum
hi story of failure to all formulary adali m
clinical reason or special circumgstmanae ywh
adal i mumab product (please document reason
AND
5-Patient is not receiving adali mumab i n cd
i mmunomodul ator [e.g., Enbrel (etanercept)
Orencia (abatacept), Xeljanz (tofaciitninb)b,)
ustekinumab, Skyrizi (risankizumab)] for t
AND
6-Prescribed by or in consultation with a ¢
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
[ b] For a Ilist of preferred adal
coverage tool s.
* Patients requesting initial a |
apy via the receipt of a manuf aq
prescriberds office or any form
nsored program SHALL BE tREBQUIaREI
iteria as if patient were new t (
NOTE: I'f the member meets the mg
a requirements forf dmrmaltaneytadvalf
t, but doesfoomuimeaetly ea&aoeptfioomMmu
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deni al should be issued and a 1]
ali mumab products should be pro
Product Name: Adal i mumab [ a]
Di agnosi s Ul cerative Colitis
Approval L4112 mont h(s)
Therapy St i{Reauthorizati on
Guideline (Prior Authorizati on
Approval Criteri a
1-Documentation of positive clinical respor
AND
2-Patient is not receiving adali mumab i n cd
i mmunomodul ator [e.g., Enbrel (etanercept)
Orencia (abatacept), Xeljanz (tofaciitninb)b,)
ustekinumab, Skyrizi (risankizumab)] for t
Not es a] State mandates may apply. Aj
the member specific benefit pl
criteria. Other policies and |

E: f the member meets the mgd
equirements forf amrmaltaneyta dva
: but doesfoomuimeaely wea&aoeptfioomMmu
enial should be issued oaind oa 1]
|l i mumab products should be pro
Product Name: Adal i mumab [ a]

Diagnosi s Hi dradenitis Suppurativa (HS)

Approval L412 mont h( s)

Therapy Stdlnitial Authorization

Guideline 1Pri or Aut hori zati on

]
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Approval Criteri a

1-Di agnosis of moderate to severe hidradeni

AND

2-ONE of the following:

2. History of failure to at | east ONE or al

at maximally indicated doses, unl ess contr

are experienced (document drug, date, and
OR

2. RBOTH of the foll owing:

1T Patient is currently on adali mumab ther
submission of medical records (Document
1 Patient has NOT received a manufacturer
prescriberbéts office, or any form of ass
(e.g., sample card which can be redeems

medicationyd &4® asmeédhi sh as a current

AND
3-1'f the request is for brand Humir a, ONE
T Prescriber is requesting continuation o
as documented by claims history (at | ead
submi ssion of medical records (document
1T Patient has a history of failure to all/l
prescriber has given a clinical reason
unable to use a formulary adali mumab pr
circumstbdnces) |
AND
4-1f the requédsotr mud afroyr ba orsammi | ar adal i mum

]
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hi story of failure to all formulary adali m
clinical reason or speci al circumstance wh
adal i mumab product (please document reason
AND
5-Patient is not receiving adali mumab i n cd
i mmunomodul ator [e.g., Enbrel (etanercept)
Orencia (abatacept), Xeljanz (tofaciitninb)b])
treat ment of the same indication.
AND
6-Prescribed by or in consultation with a ¢
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
[b] For a Ilist of preferred adal
coverage tool s.
* Patients requesting initial a |
apy via the receipt of a manuf aq
prescriberds office or any form
nsored program SHALL BE tREBQUIaREI
iteria as i f patient were new t (
NOTE: I f the member meets the mg
a requirements forf dmrmal anreynt a dva lf
t, but doesfopomumaely eawoeptfioomu
denial should be issuedoaind oa I
ali mumab products should be pro
Product Name: Adal i mumab [ a]
Di agnosi s Hi dradenitis Suppurativa (HS)
Approval L412 mont h( s)
Therapy St {Reauthorizati on
Guideline 1Prior Authorizati on
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Approval Criteri a
l1-Documentation of positive clinical respor
AND

2-Patient is not receiving adali mumab i n cd

i mmunomodul ator [e.g., Enbrel (etanercept)

Orencia (abatacept), Xeljanz (tofaciitninb)b])

treat ment of the same indication.

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply
NOTE: I f the member meets the mg
a requirements forf dmrrmalanreynt a dva If
t, but doesfoomuimeaely wea&aoeptfioomMmu
denial should be issuedoaind oa I
ali mumab products should be pro

Product Name: Adal i mumab [ a]

Di agnosi s Uveitis (UV)

Approval L412 mont h(s)

Therapy St{qlnitial Authorization

Guideline 1Prior Authorizati on

Approval Criteria

1-Di agnosi-isnfodcthiomus uveitis

AND

2-Uveitis iIis classified as ONE of the foll

]
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T intermedi at e
1T posterior
T panuveitis

AND
3-ONE of the foll owing:
3.B0TH of the foll owing:

9 History of failure to at | east ONE cort
maxi mally indicated dose, unless contr g
effects are experienced (document drug,

9 History of failure tobiadl dgiacsti MMEN sy
met hotrexate, cyclosporine, azathioprin
indicated dose, unless contraindicated
experihaewdment drug, date, and duratio

OR
3.RBOTH of the following

T Patient is currently on adali mumab ther
submi ssion of medical records (Document

1 Patient has NOT received a manufacturer
prescriberdos office, or any form of ass
(e.g., sample card which can be redeemsg
medicationyd a4a® asmaadahi sh as a current

AND
4-1'f the request is for brand Humira, ONE (d

1T Prescriber is requesting continuation o
as documented by claims history (at | ed
submission of medical records (document

1 Patient has a history of failure to all/l
prescriber has given a clinical reason
unable to use a formulary adali mumab pr
circumstbgnces) |

]
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AND
5-1'f the requéesotr mud afroyr ba ossdami | ar adal i mum
hi story of failure to all formulary adalim
clinical reason or speci al circumgtman ae ywh
adal i mumab product (please document reason
AND
6-Patient is not receiving adali mumab i n cd
i mmunomodul ator [e.g., Enbrel (etanercept)
Orencia (abatacept), Xeljanz (tofaciitninb)b])
treat ment of the same indication.

AND

7-Prescribed by or in consultation with ONE

9 Rheumat ol ogi st
T Opht hal mol ogi st

Notes [a] State mandates may app
d the member specific bene
e criteria. Other policies
ply.

[b] For a Ilist of preferred adal
coverage tool s.

itial a |
manuf aq
y form
BQU laREI
new t

S requesting in
he receipt of a
rés office or an
ogram SHALL BEtR
f patient were
the member meets the mg
ments forf dmrmaltareynt a dva It
esfoomuimaety weaoeptfioomu
ould be issuedoand oa I]
p

roducts should be pro

]
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Product Name: Adal i mumab [ a]

Di agnosi s Uveitis (UV)

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteri a

l1-Documentation of positive clinical respo

AND

2-Patient is not receiving adal i mumab i n c¢

i mmunomodul ator [e.g., Enbrel (etanercept)

Orencia (abatacept), Xeljanz (tofaciitninb)b])

treat ment of the same indication.

Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.
NOTE: I f the member meets the mg
a requirements forf dmrmaltaneyta dvall
t, but doesfopomumaely eawoeptfioomu
deni al should be issued oaand oa I
ali mumab products should be pro

3 Background

Clinical Practice Guidelines

Medi cati on:

HumifF¢adal i mumalb  adAbi imfianhd , Adadd fmu(marbbr a
Adal i maamyp (unbranded YuddgmajunBdahdedmHBAYp
Adal i madbim (unbranded Cyilbtwevdo ) unhdalnidraumadll
Adal i mukjap (unbranded 4 yivkob(r,a  Adlead i Snurm&adn d
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(adal imumab, & Cylatded-d diurma,b Hadd a mamwmah , & H

(adal ifmkmph, EHyd a momdmalb , E(laddaacliicmaméa hp , ESi m

(adal imymab, EYatiby mmamgh , EYwdiarmhr ymgmab

Benefit/ Coverage/ Program I nformati on

Background:
Adal i musna®d tumor necrosis factor (TNF) bl

A Rheumatoid Arthritis (RA): reducing sig
inhibiting the progression of structur al

patients with moderat Atgl it ouamblee el yedcal o

combination with me tbhioadtlroegxiacmeddi bsfeyapshibheeuanmatt i
( DMARDs) .

A Juvenile ldiopathic Arthritis (JIA): re
active polyarticular JI A i mAmdmdt imuat@adb?2 ye

or in combination with methotrexate.
A Psoriatic Arthritis (PsA): reducing sig
structural damage, and i mproving physical

A Ankylosing Spondylitis (AS): reducing s
Adal i muanmbbe used al one or -biimlogmki rDavtAiRDre

A Crohndés Disease (CD): treatment of mode
adults and pediatric patients 6 years of

A Ul cerative Colitis (UC): treatment of m
adults and pediatric patients 5 years of
A Plaque Psoriasis (Ps): treatment of adu
psoriasis who are candidates for systemic
therapies are medically | ess appropriate.
A Hidradenitis Suppurativa (HS): treat men

patients 12 years of age and ol der.

A Uveitis (UV)dnfeeai mest i otenmedi at e, po
and pediatric patients 2 years of age and

I n ulcerative colitis, effectiveness has
response to or were intolerant to TNF bDblo

(¢

r

&

[«

p

q

d
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Addi ti onal Clinical Rul es:

1 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lam) and/ or claim |l ogic. U saep porfo vaault opm
vari es &y gmd/gar therapeutic class.

f Supply I imits may be in place.
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T HI !

Optum Rxc

Prior Authorization Gui
Gui deline GL577273
Gui deline Adbry
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Note:
Effective [6/ 1/ 2026
P&T Approvi2/ 18/ 2022
P&T Revisi{(03/16/2022 ; 07/20/2022 ; 03/15
04/16/ 2025 ; 2A0A55RDPQ@B5
1 Il.ndi cations
Drug NAdkbry (trad dkimhumab
At opi c Delrntaitciattiesd f or the treatment of mo(
patients aged 12 years and ol der whose dis
prescription therapies or when those thera

2 Cri

teri a

Product

Name: Adbry [ a]

Diagnosi s

At opic Dermatitis
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Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline INon Formul ary

Approval Criteria

1-Di agnosi s dfs envoedreer acther oni ¢ atopic der mat.i

AND

2-ONE of the foll owing:

2. History of failure, contraindicati on, or
classes of topical therapies (document dru
medi cation) ":

1 Medium, hi-ghghopovengy topical <corticos
(generic Elocon), fluocinolone acetonid
Lidex)]

1 Topical calcineurin inhibitor [e.g., ta

OR
2. Ratient has been previously treat eath pwiotvie
t he treatment of atopic dermatitis as docu
records (Document drug, date, and durbat,i abnl
(du il umab) , Ebgl plezs) (| @pzéekuzam@abuxol itin
AND
3-ONE of the foll owing:
3.Hi story of failure, contraindication, or
and duration of trial)
OR

Ac¢ PIYLW

~

SMZZWOURqqUT cWctq6éHe! DWf Ul R2ZRIpHKRE W¥FBT B[ ¢ O R

u



SMZZWOURqUT cWctq6éHec! DWf Ul R2ZRIpHKRE Wy el
EQUNHQQR2 IJIWNMIONIK= M= X

3.BOTH of the following:

3.2Palti ent is currently on Adbry therapy a
medi cal records (Document date and duratio
AND

3.2Pa2ti ent has not received a manufacturer

of fice, or any form of assistance from the

(e.g., sample card which can be r edeecnaetd oarn

a means to establish as a current user of
AND

4-Patient is NOT receiving Adbry in combi nidg
of the same indication:

T Biologic immunomodul ator [e. g., Du pli xkem

Neml uvi o-zgmdithaloi) ]
9 Janus kinase inhibitor [e.g., Cibingo (
(upadacitinib), Xeljanz/ XR (tofacitinib

AND

5-Prescribed by or in consultation with ONE

9T Der matol ogi st
T Al l ergi st
T I mmunol ogi st

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
*Patients requesting initial aut
apy via the receipt of a manuf aq
prescriberds office or any form
mat ol ogy patient acces$ssepgr odgr anm
orization criteria as i f patient
NTried/ failed alternative(s) ar ¢

]

[ C

Ac¢ IPIPLW

v

R

d



M= WOURqUT clcectqdbHe!l JWf Ul R2RIpHKRE WyB1 R[ ¢

EQIHQR2IJWNMIONO= M= 5

Product Name: Adbry [ a]
Di agnosi s At opic Dermatitis
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline INon For mul ary
Approval Criteria
1-Documentation of positive clinical respor
AND
2-Patient is NOT receiving Adbry in combina
of the same indication:
1 Biologic immunomodul ator J[e. g., Du pli bxke
Neml uvi o-zgmdithaloi) ]
T Janus kinase inhibitor [e.g., Cibingo (
(upadacitinib), Xeljanz/ XR (tofacitinib
AND

3-Prescribed by or in consultation with ONH
9T Der matol ogi st
T Al l ergi st
T I mmunol ogi st
Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background
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Benefit/ Coverage/ Program I nfor mati on

Background:

Adbry (trdldokm)numal@h3 i anteadgemikstn i ndi cat e
moderate to severe atopic dermatitis in acd
controlled with topical prescription therg
advi s aAbdlber.y can be used with or without tof

Table 1: Relative potencies of topical <co
Cl ass Drug Dosage Forr Strenc
( %)
Augmented betaOintment, gel 0.05
di propionate
Very tClobetasol proCream, foam, o 0.05
poten
Diflorasone di Oi nt ment 0.05
Hal obet asol prCream, oi nt men 0.05
Amci noni de Cream, | oti on, 0.1
Augmented betaCream, l oti on 0.05
di propionate
Bet amet hasone Cream, ff oam, o] 0.05

solution

Desoxi metasoneCream, oi nt men 0.25
Hi gh _
PotenDeSOX|metasoneGeI 0. 05
Difl orasone di Cream 0.05
Fl uocinonide Cream, gel , oi 0.05
Hal ci noni de Cream, oi nt men 0.1
Momet asone fur Oi nt ment 0.1
Triamcinol one Cream, oi nt men 0.5
MediuBetamethasone Cream, f oam, | 0.1
Poten ciogcortolone pCreanm 0.1
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Desoxi metasoneCream 0. 05
Fl uocinolone aCream, ointmen 0.025
Fl urandrenol dCr eam, oi nt men 0. 05
Fl uticasone prCream 0.05
Fluticasone prOintment 0. 005
Momet asone furCream, l oti on 0.1
Triamcinolone Cream, oi nt men 0.1
HydrocortisoneCream, ol nt men 0.1

Lower HydrocortisoneCream 0.1

medi u

poten HydrocortisoneCream, ointmen 0. 2

Prednicarbate Cream 0.1

Al cl ometasone Cream, oi nt men 0.05
Low Desoni de Cream, gel, fo 0.05
poten

Fl uocinolone aCream, solutio 0.01

Dexamet hasone Cream 0.1
Lowes HydrocortisoneCream, l oti on, 25,
poten solution

HydrocortisoneCream, ointmen 0.-5
Addi ti onal Clinical Rul es:

T Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(1ldam) and/ or claim |l ogic. U saep porfo vaault opm
vari es amny gmrd/gar t herapeutic cl ass

T Supplymaymbeésin place.

4 References
1. Adbry [package insert]. Madi son, NJ : Leo
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2. Eichenfield LF, Tom WL, Chamlin SL et al . Gui d
atopic dermatitis: section 1. Di agnosis and as
Dermatol . 20%4; 70(1):338

3.Eichenfield LF, Tom WL, Berger TG, et al . Gui d
atopic dermatitis: section 2. Management and t
therapies. J Am Acad Dx2.matol. 2014; 71(1):116

4 . Sidbury R, Davis DM, Cohen DE, et al . Guidelin
dermatitis: Section 3. Management and treat men
agents. J Am Acad Der madt9al . 2014 Aug; 71(2):327

5 Revision History

Dat e Notes
Annual review with no changes t
4/ 15/ 2026 ation use |l anguage with no chan
ce.
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T ORURt qik € RIRZ IS O

Optum Rxc

Prior Authorization Gui del

Guideline GL424273
Guideline Admini st Lathiev e Of f

Formul ary T UnitedHealthcare Government

Gui del i ne Not e:
Effective I1/1/2026

P&T Appr ov]
P&T Revisi(10/ 20/ 2021

;, 05/ 25/ 2023

Not e

Technician Not e *** |l ink to Exclusions and Limita
https://uhgazure.sharepoint.com/sites/ CST/ CSDM/ Sh
?Fol der CTI D=0x01200027C80175A8369D44AC45A99A99328
6 A95%2D496D%W2D9937%W2D65CEGIM IAERRAAUWORE VA %2 D814c wW2D4
bf25%2D3411fac9171f &i d=%2FsitesW2FCST%W2FCSDM%2FSh
GP%20Exchange

1 Criteri a

Product Name: Medi cat-i abhsl riegqdiecatidofm®r off
Approval L412 mont h( s)

Guideline TAdmini stidatbieve Off
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Approval Criteri a
1-A request-l dloel ainnadifdati on wi || be approveg
1. Mhe diagnosis is supported in DRUGDEX an
1. 1T hle drug has a Strength of Rec-Bhhkebdasti
rating of Cl ass |, Class 1|1 a, or Class 1|1 16Db
Background section)
OR
1. 1Bo2th of the following:
9 The drug has a Strength of Recommendat.
DRUGDEX Strength of Recommendation tabl
1T Efficacy is rated as "Effective" or "EvV
Rating and Prior Authorization Approval
OR
1. 1T h3e di agnosis is supported in any other
considered to mean positive | anguage in an
the drug has efficacy adireli sushee n dftfii aidaele ef a rs
use is not supporteBDANUsbhese FEBOAt Usprs/ OlDnDR
favorable support el sewhere within DRUGDEX
and the use would be accepted as a support
OR
1.”he diagnosis is supported as a use in C
OR
1.Bhe diagnosis is supported as a use in A
I nformation (AHFS DI)

Ac¢ rIipW

o

G R



M= WOURqUT clcectqdbHe!l JWf Ul R2RIpHKRE WyB1 R[ ¢

EQIHQR2IJWNMIONO= M= 5

1.Mhe diagn
( NCCN) Drug
2 A, or 2B (

1.Bhe diagn
( USNF)

1.®he diag
clinical t
and convinc

= 5

2-The wuse i s
certificate

(7]

OR
sis is supported as a use in t
and Biologics Compendium with
ee NCCN Categories of Evidence

OR

sis is supported as aNasieomnal U
OR

sis is supported as a use in D
OR

sis is supported-Darsugas use i n W
OR

sis is supported in published
OR

si s i sreswipgpwad ende dinc apleelri t er at |

al s, out comes, research data a

ng contradictory -eevidewed meodusrt

AND

not excluded as documented in

of coverage (see technician no
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Not es NOTE:-|l @b el use may be reviewed f
ed as suc-habél tbeibé&fia are not
cific PA guliadleeli ner iftoer iodfi f avg

2 Background

Clinical Practice Guidelines

DRUGDEX Strength of Recommendation [ 1]

Cl ass RecommendatDescription
Cl ass | RecommendedqThe given test
been proven use]
be performed or
Class 1 1a RecommendedqThe given test
Most Cases |generally consi
and is indicate
Class 11D RecommendedqThe given test
Some Cases |be useful, and
s 0me, but not m
Class |11 Not RecommdThe given test
useful, and sho
Class Inde{Evidence
Il nconcl usi \

DRUGDEX Ef

icacy Rating a

nd Prior Authori z

Efficacy Rating

Prior Authoriza

Effective Approvable
Evidence favors HApprovable
Evidence is incornNot approvabl e
I neffective Not approvabl e
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NCCN Categories of Evidence and Consensus

Categor|Level of Consensus

1 Based uploavél gaavi dence, there is
intervention is appropriate.

2 A Based updreviedwervi dence, there |
intervention is appropriate.

2B Based updreviedwervi dence, there i
intervention is appropriate.

3 Based upon any | evel of evidencseg
intervention is appropriate.

Benefit/ Coverage/ Program I nformati on

BACKGROUND:

This program is to be administered to medi
requested use i s Thots PDAiayprievedtended to

to prior authorizati on, includi/nRDLlL,h osree nwt
accordance with FDA indications and uses f
policy ai ms-etfd efcd sltvemre dudssetstof avail able for
Addi ti onal Clinical Rul es:

9 Notwithstanding Coverage Criteria, L
reaut horization based solely on previ
codes-10)C@xnd/ or claim | ogic. Usaepporfo
processes Vvaarm esndbyorprtohgerr apeuti c cl

9 Supply I imits may be in place.

3 References

1. Micromedex Healthcare Series. Recommendati on,
https://www. micromedexsolutions.com/ home/ di spa

v

R

d

age. Accessed July 28, 2025.
2.National Comprehensive Cancer Network Categori
Avail able at: https:// wwwpmneces 9frgéagmrid dpme mie s/

updetigeui del i nes. Accessed July 28, 2025.

4 Revision History
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Dat

Not es

10/

2

2/ 2025

Annual

Revi ew.

Updated

referenc
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TGRURY ql ¢ qR21DWNI ¢ Ut RqRYUWY nW9 ¢!l WWuIN§ 9 b W[ YI LW~

Optum Rxc

Prior Authorization Gui del |

Gui deline GL163280

Guideline Admi ni strative Transition of Ca
Formul ary T UnitedHealthcare Government
Gui del i ne Not e:

Ef fective [3/1/ 2025
P&T Approvil/ 15/ 2025
P&T Revi si

Not e:

Not e: Policy is to be applied if drug specific cr

1 Criteri a

Product Name: AIl -Formul ary &edi dahi ons *

Approval L430 Day(s)

Guideline TAdministrative

Approval Criteria
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1-Member is new to plan (within first 90 d3
AND
2-ONE of the foll owing:
2. BOTH of the foll owing:
9 Requested dampmr dwedDfAor the condition b
1T Additional requirements |isted in the "
prescribing information (or package ins
have been tried and failed, any testing
OR
2. MeetsLaOddl Administrative guideline critg
AND
3-Provider attestation to use of the reques;qg
Not es *Note: Policy is to be applied i
**New to plan includes new membg
age, existing members who moved
rst 90 days of coverage under t#
had a | apse 4¥enrobdVedagqgalde afrier swi |
coverage under their most recent

2 Background

Benefit/ Coverage/ Program

| nf or mati on

Background:

This program is to be administered to mem
days) and who have an authorization from ¢
continuation of therapy.
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Addi tional Clinical Rul es:

9 Notwithstanding Coverage Criteria,
reaut hori zation based solely on prev
codes-10)Cxnd/ or claim | ogic. Use of
approval pr oces sans avhadr/ioers tbhye rparpoegurt i

T Supply I imits may be in place.

3 Revision History

Dat e Not es

1/8/ 2025 New Program
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3URqYI AaWNY!I GUUAAWo2T0Raq8RI ¢

Optum Rxc

Prior Authorization Gui
Gui deline GL649203
Gui deline Afinitor, Torpenz, Yulithira
Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:
Effective [9/ 1/ 2026
P&T Approvil/ 20/ 2021
P&T Revisi(05/21/2021 ; 09/15/2021 ; 05/ 20
08/18/ 2023 ; 05/17/ 2024 ; 08/;16
7/ 15/ 2026
1 I.ndications
Drug NAMmMenitor (everoli mus)
Advanced renal ©ECtetdicanedi homaadults with a
(RCC) after failure of treatment with Sute
Subependymal giant cellndstabegtbonn { SEGAIN
patients aged 1 year and older with TSC wh
(SEGA) that requires therapeutic intervent
Progressive neuroendocrine t umolrmsdioda tpead cfr
progressive neuroendocrine tumors of pancr
we-di f ferentfiumtcead ,onmdn neuroendocrine tumor g
l ung origin that arenuopdesecmabhefatocal [
Renal angiomyolipoma and tuberlonudi satl ed ofsa
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renal and tuberous sclerosi

surgery.

angiomyol i poma

[ 1]

]

[ C

Advanced Hor moreo sRedepdllogthER2Z e Breast Canc
BC)ndicated for postmenopausal womemns iwti it \he
negative breast cancer in combination with
with Femara (letrozole) or Arimidex (anast

Sclero
pati e

Tuberous
pediatric

si bn@€@ompt ed
nts aged 2

adjunct
od @iez u

{d6C) he
year somandat

Drug N@amepenz everoli mus)

Hor mone Remesptt
women with adyv
combination wi

(
orv eNe grhER 2 e
a

th exemest an
Tuberous Scl

adul ts with
i mmedi ate s

erosi-As€ompheer
renal angi omyo
urgery

ncee osartmorre graddEdR2®et dorr east g

Br elansdti cCGaatnecde rf or

e after failure

Andi o
and t

d( Re@hnl
| i poma

|y e
uber

us Scl e
di cated
ent of

FF/‘\_'
= nc
oOmOo
QOO
3o

r
A
t

-

(0]

i n
SEGA

si-As€ompherd( 588k pendy mal

adul t
t hat

and pedi
requires

G
atric patie
t herapeut.

Dr N¥wmei t hi

ug

ra

(everol i mus)

Ho

po
ca

r mone
st menopausa
ncer i n

RePoespttarv eNe gthER v e

combi

wi t h
wi t h

wWo men
nati on

-padgan

Br elansdti cGaatnecde rf or

cede hbERR2ace
aft

exemestane,
anastrozol e.

endocrine
endocrine
tatic di sease.
r enrothiuantca d ,on a |
l'y advanced or

N e
ne
me
di
| o

u Mudnioc &t d NEfTQr t he treat ment
u tumors of pancreatic origin
t I ndicated for the -trea
f NET of gastrointestinal
c metastatic di sease.

treat ment
with suniti

Renal Cel |
RCC after

Carlcn chioareat d RCfCgr t he
failure of treat ment
Andi oamy e

Tuberous Sclerosi-As€ompherd( REGCHI

treat ment of adult patients with renal ang
surgery.

Tuberous Sclerosi-As€ompherd(T88pendymal G
(SEGIApdi cated in adult and pediatric patie
treat ment of SEGA that requires therapeut.
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2 Criteri a

Product Name: Brand Afinitor, generic evero

Di agnosi s Neuroendocrine Tumor s

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria
1-BOTH of the foll owing:

1.0iagnosis of ONE of the following:

1 Neuroendocrine tumors of gastrointestin
9 Neuroendocrine tumors of lung origin
1 Neuroendocrine tumors of thymic origin

AND

1.@NE of the foll owing:

1 Disease is unresectable
9 Disease is |l ocally advanced
1 Disease Ii's metastatic

OR

2-BOTH of the following:

2.0i agnosis of neuroendocrine tumors of pa

AND

]

[ C
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2.QNE of the foll owing:
T Used for the management of recurrent, |
di sease
1T Used for management to stabilize glucos
OR
3-ALL of the following:
3.0i agnosi-égdi ofewendi ated, grade 3 neuroend

AND
3.@NE of the following:
M Disease is unresectable
9 Disease is | ocally advanced
M1 Disease i s metastatic

AND

3. Bumor has favorable biocd87dogly (e.g., relat

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: Brand Afinitor, generic evero

Di agnosi s Neuroendocrine Tumor s

Approval L4112 mont h(s)

Therapy St i{Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria
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]

l1-Patient does not show evidence of progr efq
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.
Product Name: Brand Afinitor, generic evero
Di agnosi s Kidney Cancer
Approval L4112 mont h(s)
Therapy Stiylnitial Aut hori zati on
Guideline (Prior Authorizati on
Approval Criteri a
1-BOTH of the foll owing:
9 Diagnosis of kidney cancer
9 Disease is relapsed or stage |V
OR
2-Di agnosis of tuberous-ascsbeiasies cempl ex e
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.
Product Name: Brand Afinitor, generic evero
Di agnosi s Kidney Cancer
Approval L412 mont h(s)
Therapy St i{Reauthorizati on
Guideline (Prior Authorizati on
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Approval Criteri a
l1-Patient does not show evidence of progr esq
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Brand Afinitor, generic evero
Di agnosi s Centr al Nervous System Cancer
Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria
1-BOTH of the following:
9 Diagnosis of subependymal giant cell asg
1T Used as adjuvant treatment
OR
2-ALL of the following:
2.0i agnosis of meningi oma
AND
2.2 sease is recurrent or progressive
AND
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2.8urgery and/ or radiation is not possible
AND

2.@NE of the foll owing:

T Used in combination with bevacizumab (A

1 Used in combination with octreotide ac¢€g

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Afinitor, generic evero

Di agnosi s Central Nervous System Cancer

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr es;q

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Afinitor, generic evero

Di agnosi s Wal denstroms Macrogl obulinemia ¢

Approval L4112 mont h(s)
Therapy Stdlnitial Authorization
Guideline 1Prior Authorizati on
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[ C

Approval

1-Di agnos

Criteria
is of ONE of the following:
1 Wal denstroms macrogl obulinemia

T Lymphoplasmacytic

2-ONE of

9 Di seaseréspoonsi ve

Il ymphoma

AND

the foll owing:

to primary treatment

9T Di sease is progressive
9 Disease has relapsed
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Brand Afinitor, generic evero
Di agnosi s Wal denstroms Macroglobulinemia ¢
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline 1Prior Authorizati on
Approval Criteria
l1-Patient does not show evidence of progr es;q
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Brand Afinitor, generic evero
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Di agnosi s Breast Cancer

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Diagnosis of breast cancer

AND

2-ONE of the foll owing:

1 Disease is recurrent
M1 Disease i s metastatic
AND

3-ONE of the foll owing:

9 Disease is hormone receptorepepbbrVveveH
progestrecempdsirtive (PR+)]
1 Breast cancer is considered inflammator
AND
4-Di sease is human epider mal eregvatth vfeact or
AND
5-ONE of the following:
5.PHRatient is a postmenopausal woman

Ac¢ ryINWw
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5.BOTH of the following

OR

1 Patient is a premenopausal woman
1T Patient is being treated with ovarian 4
OR
5.Batient is male
AND
6-Used in combination with one of the folld
1T Exemestane i f progressed withbndalP monbnn
[e.g., Arimidex (anastrozol e), Femar a (
1 Fulvestrant
1 Tamoxi fen
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
ANTried/ failed alternative(s) ar ¢
N guidelines.
Product Name: Brand Afinitor, generic evero

Di agnosi s Breast Cancer

Approval L412 mont h(s)

Therapy St i{Reauthorizati on

Guideline 1Pri or Aut hori zati on

Approval Criteria

]

[ C
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l1-Patient does not show evidence of progr efq

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Afinitor, generic evero

Di agnosi s Hodgkin Lymphoma

Approval L4112 mont h(s)

Therapy Stiylnitial Aut hori zati on

Guideline (Prior Authorizati on

Approval Criteri a

1-Diagnosis of c¢classic Hodgkin | ymphoma

AND
2-Disease is relapsed or refractory

AND

3-Patient is not a candidate f-ddosauttl e gDy 9

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Afinitor, generic evero

Di agnosi s Hodgkin Lymphoma

Approval L412 mont h( s)

Therapy St{Reauthorizati on

Guideline (Prior Authorizati on
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Approval Criteri a

l1-Patient does not show evidence of progr esq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Afinitor, generic evero

Di agnosi s Soft Tissue Sar coma

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on
Approval Criteria
1-ONE of the following soft tissue sarcoma
9 Locally advanced unresectabl e or metast
tumor (PECoOma)
9 Recurrent angiomyol i poma
9 Lymphangi ol ei omyomatosi s
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Brand Afinitor, generic evero

Di agnosi s Soft Tissue Sar coma

Approval L412 mont h( s)

Therapy St{Reauthorizati on

Guideline 1Pri or Aut hori zati on
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Approval Criteri a

l1-Patient does not show evidence of progr esq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Afinitor, generic evero

Di agnosi s Thymomas and Thymic

Carci nomas

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria
1-ONE of the following:
9 Diagnosis of thymic carcinoma
1 Diagnosis of thymoma
AND
2-ONE of the following:
9 Pr-er postoperative systemic therdpyyefor

combination regi mens

1 Fiddine therapy for t hoslei nweh oc ocnabninnoatt itoonl
1T Secolnidne t herapy
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply
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I B[ ¢

Product Name: Brand Afinitor, generic evero

Di agnosi s Thymomas and Thymic Carcinomas

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr efd

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: Brand Afinitor, generic evero

Di agnosi s Thyroid Carcinoma

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

1-Di agnosis of ONE of the following:

T Follicular carcinoma

T Oncocytic carcinoma

1 Papillary carci noma

AND

2-ONE of the following:

T Unresectable | ocoregional recurrent di g

1T Persistent disease

Ac¢ rylxu
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T Met ast a

tic disease

AND
3-ONE of the foll owing:
1T Patient has symptomatic di sease
1T Patient has progressive disease
Not es [a] State mandates may apply. Afj
d the member specific benefit pl
e criteria. Other policies and
ply
Product Name: Brand Afinitor, generic evero
Di agnosi s Thyroid Carci noma

Approval L412 mont h(s)

Therapy St i{Reauthorizati on

Guideline JPrior Authorization

Approval Criteria

l1-Patient does not show evidence of progr es;q

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: Brand Afinitor, generic evero

Diagnosi s Ut erine Neopl as ms

Approval L412 mont h( s)

Therapy St{lnitial Authorization

Guideline (Prior Authorizati on
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o1

Approval Criteri a

1-BOTH of the following:

1 Diagnosis of endometrial carci noma
M Used in combination with |l etrozol e
OR

2-ALL of the foll owing:

9 Diagnosis of Uterine Sarcoma
9 Disease is perivascular epithelioid cel
T Used as -Ilsienceconodc subsequent therapy

Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Afinitor, generic evero

Di agnosi s Uterine Neopl asms

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr es;q

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Afinitor, generic evero
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Di agnosi s

Tuberous Sclerosis Commlsex &g @(

I B[ ¢

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria

1-Di aghosi s

of tuberous

scl eiomsied

CempEluex s

AND

2-Used as adjunctive therapy

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Afinitor, generic evero

Di agnosi s Tuberous Sclerosis Commlsex &Ee9d @(

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline JPrior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr efd

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Afinitor, generic evero

Di agnosi s Bone Ca@gtegosar coma
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Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria
l1-Diagnosis of osteosarcoma
AND
2-Di sease is ONE of the following:
1 Rel apsed/ Refractory
1 Metastatic
AND
3-Used as -lsienccontdher apy
AND
4-Used in combination with Nexavar (soraf efq
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Brand Afinitor, generic evero
Diagnosi s Bone Ca@Qgtegosar coma
Approval L412 mont h( s)
Therapy St {Reauthorizati on
Guideline (Prior Authorizati on
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Approval Criteri a

l1-Patient does not show evidence of progr esq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Afinitor, generic evero

Di agnosi s Hi stiocytic Neopl as ms

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Di agnosis of ONE of the following:

T Ros-Bor f man
1 Langer hans
T Erdh-€hmst er

2-Presence

(Pl K3CA)

Di sease
Cel |
Di sease

AND

of p h ods,dih asstpih
mutati on

Hi stiocytosi s

dysHihnadassiet3oclat al yt i ¢

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Afinitor, generic evero

Di agnosi s

Hi stiocytic

Neopl as ms

Approval

L412 mont h( s)
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Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr efq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Afinitor, generic evero

Di agnosi s Gastrointestingal Stromal Tumor

Approval L4112 mont h(s)

Therapy St{lnitial Aut hori zati on

Guideline (Prior Authorizati on

Approval Criteria

1-Di agnosis of Gastrointestinal Stromal Tur
AND

2-Disease is ONE of the following:

T Unresectable primary
1 Recurrent/ metastatic
1 Gross residual (R2 resection)
T Tumor rupture
AND

3-Di sease has progressed after single agent

f i matinib (generic Gleevec)
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f sunitinib (generic Sutent)
T Stivarga (regorafenib)
1T Qinlock (ripretinib)
AND
4-Used in combination with ONE of the folld
T imatinib (generic Gleevec)
f sunitinib (generic Sutent)
1T Stivarga (regorafenib)
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
AN Tried/failed alternative(s) af
CN guidelines.
Product Name: Brand Afinitor, generic evero
Di agnosi s Gastrointestingal Stromal Tumor
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline (Prior Authorizati on
Approval Criteria
l1-Patient does not show evidence of progr efd
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Brand Afinitor, generic evero
Di agnosi s NCCN Recommended Regi mens
Approval L4112 mont h(s)
Therapy Stiglnitial Authorizati on
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Guideline 1Prior Authorizati on

Approval Criteri a

1-wi I | be approved for uses not outlined ahbf

Cancer Network (NCCN) Drugs and Biologics

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Afinitor, generic evero

Di agnosi s NCCN Recommended Regi mens

Approval L4112 mont h(s)

Therapy St i{Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteri a

1-Documentation of positive clinical respor

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nfor mati on

Background:

Afi R(ewer ol i mus) and Yulithira (everol
treat ment of postmenopausal womepmo swittihy
HERBegative breast cancer in combinat:i
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treatment with | etrozole or anastrozol
tumors of pancreatic origin (PMET)f eard
no-huncti onal neuroendocrine tumors (NE
are unresectabl e, |l ocally advanced or
carcinoma (RCC) after failure of treat
renal angiomyolipoma and tuberous scl e
i mmedi ate gsgurgqement of adult and pedia
with TSC who have subependymal giant ¢
therapeutic intervention but cannot be
treat ment of agdgatteanhd pgddatr iyeaasss ami
paronakt seizures. Torpenz (everolimus

with advanced hpomionhieveeg@#EfRde breast (
combination with exemaesmane witbkrl| éarb
for adults with renal angiomyolipoma a
requiring i mmediate surgery, and for a
older with TSC who have s ubmeapenSdEyGwa) ! tah
therapeutic intervention but cannot be

Afinitor and Yulithira are not i ndi cat
carcinoid tumor s.

The National Cancer Comprehensive Netw
Afinitor in invasive and inflammatory
macroglobulinemia / | ymphoplasmacytic
cancer, soft ti s s uoemassa,r cgoansatsr,o ionstteesotsian al
thymomas and thymic carcinomas, Hodgki
papillary thyroid carcinomas, subepend
meningi oma, histiocytic neoplasms, and

Addi ti onal Clinical Rul es:

twithstanding Coverage Criteria, Uni
thorization based solely on previous
am) and/or claim | ogic. Usaepporfo vaaut opm
i e abny egmdo/gar t herapeutic cl ass.

p |

N
a
(
v s
S y |imits may be in place.

CcC®®Q —CcCc O

r
f p

4 References

1. Afinitor [package insert]. East Hanover, NJ : N
2026.
2. Everolimus [ package insert]. Princeton, NJ; N o
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[ package insert }SmiMahp |Lea bGrroavteo,r i MNs:, UpLsC

3. Torpenz
2026.

4. The NCCN Drugs and Biologics Compendium ( NCCN
http:// www. nccn.org/ professional s/ drug_compend
April 3, 2026

5 Revision History

Dat e Not es

7/ 10/ 2026 Added Yulithira to policy.

A¢ bl



M= WOURqUT cWecitgqbHe! JWf Ul R2ZRIpHKE WE¥BYT R[ ¢ G R
EQWH@QR2IJWNMIONIO= M= X
Neal

Optum Rxc

Prior Authorization Gui del

Gui deline GL412195

Gui deline Agamr ee

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective |12/ 1/ 2025
P&T Approvi{7/ 17/ 2024
P&T Revisi(10/16/,2A24 15/ 2025

1 I.ndi cations
Drug NAgamree (vamorol one)

Duchenne muscul ar dwnsdticapleyg fOMDY he treatm
dystrophy (DMD) in patients 2 years of age

2 Criteri a

Product Name: Agamree [ a]

Di agnosi s Duchenne Muscul ar Dystrophy ( DMI

Guideline INon For mul ary

A¢ rplTw
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Approval Criteri a

1-Published clinical evidence shows Agamr eq

results as other available corticosteroids

medically necessary for treatment of Duche

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformati on

Background:

Agamrnea@amor ol one) is a corticosteroid indi

dystrophy

Agamree i s
effect pro
over other

Addi ti onal

rau

The UnitedHealthcare Pharmacy and Therape

9 Notwithstanding Coverage Criteria,

codes-10hCxnd/ or claim |l ogic. Use of

approval pr oces sans avhadr/ioers tbhye rparpoegurt i
f Supply | imits may be in place

(DMD) in patieptltp 2 years of agse

Therapeutically Equivalent to g
files may differ among gl ucocmtra
glucocorticoids for DMDIJ[¥i]t h r ¢

Clinical Rul es:

thorization based solely on prev

4 References

1. Agamr ee

[ package insert]. Coral Gabl es, FL:
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2.Dang UJ, Damsker J M, Guglieri M, et al . Ef fica

Weeks in Boys Wi th Duchenne Muscular Dystrophy
Neurology. 2024; 102(5):e208112.

3.Guglieri M, Cl emens PR, Perl man SJ, et al . Ef f
Pl acebo and Prednisone Among Boys Wi th Duchenn
Randomized Clinical Tri al . -1J0OAAMA Neur ol 2022; 7

4 . Birnkrant DJ, Bushby K, Bann CM, et al Di agno
muscul ar dystrophy, part 1: diagnosis, and neu
gastrointestinal and nutritional mathagement . L

5 Revision History
Dat e Notes
Annual review with no changes t

10/ 6/ 2025
ef erences.
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auHEIUOL ¢

Optum Rxc

Prior Aut horization Gui
Guideline GL633241
Guideline Al ecensa
Formul ary 1 UnitedHealthcare Government
SP
Guideline Not e:

Ef fective |

8/ 1/ 2026

P&T Approvi

8/ 18/ 2023

P&T Revi si i

06/ 17/ 2024

661LYBR2DRBS5S

1 I.ndi cat

il ons

Drug

NAmecensa

(al ectinib)

Adjuvant
I ndicated
| ymphoma
positive),

Treat ment
with-pAIlsKtive

as adjuvant
as

of

ki-pasiet (-sAnkaKlhlo nc e | |
deperca ead btye aatn

Meo sist at € lcINBICKLt e d
met astatic

Treat ment-Pofi ResSaraNdd Clel K

treat ment i n
l ung

FDA

for

Lung
adul t

cancer

t he

NS G Cp racsv e tteecd te d

C3

p
( N

tr

2 Cr

teri a

A ¢ MNIMW
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Product Name: Al ecensa [ a]
Di agnosi s Noi# mal | Cel |l Lung Cancer (NSCLC
Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria
1-Di agnosi-smalfl noel | l ung cancer (NSCLC)
AND
2-Disease is anapl asti cpdsyintpihvoema ki nase (Al
AND
3-ONE of the foll owing:
3.0i sease is ONE of the foll owing:
T Recurrent
1 Advanced
1 Metastatic
OR
3.2sed as adjuvant treatment following tum
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Al ecensa [ a]
Diagnosi s Hi stiocytic Neopl as ms
Approval L4112 mont h(s)

A ¢ MNIMN
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Therapy Sti{lnitial Authorizati on
Guideline Prior Authorizati on
Approval Criteria

1-Di agnosis of

sympheoantad ri cDiEy eddhsed m

AND

2-Used as targetfewdsitdrer apy ALK
AND
3-Di sease is ONE of the following:

1T Rel apsed
1T Refractory

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Al ecensa [ a]

Di agnosi s T-Cel | Lymphomas

Approval L412 mont h(s)

Therapy St{qlnitial Authorization

Guideline (Prior Authorizati on

Approval Criteri a

1-Diagnosis of anaplastic | arge cell I 'y mp h g

A ¢ MNIME
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AND
2-Used as initial pal l i altiinvee dmd enub & hpu eampty
AND
3-Di sease is ONE of the following:
1T Rel apsed
1T Refractory
AND

4-Anaplastic | ymphpomai kiinmnease (ALK)

Notes [a] State mandates may
d the member specific be
e criteria. Other polici
ply.

Product Name: Al ecensa [ a]

Di agnosi s B-Cel | Lymphomas

Approval L4112 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

1-Di agnosi s-Cefl Il drygnp h® ma

AND

2-Di sease i s ONE of the following:

A ¢ MNNIMD
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1T Rel apsed
1T Refractory
AND
3-Anaplastic | ymphpomai kiimneaese (ALK)
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.
Product Name: Al ecensa [ a]
Di agnosi s Centr al Nervous System (CNS) Cai
System C®rdersric Diffuse
Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline Prior Authorizati on
Approval Criteri a
1-ONE of the foll owing:
1 Diagnosis of metastatic brain cancer fr
9 Diagnosis of pediratdrei gl diofmfause hi gh
AND
2-Tumor is anaplastic -pbgemipthiowma ki nase (ALK)
Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Al ecensa [ a]
Diagnosi s Soft Tissue Sarcoma/ Uterine Neogf

A ¢ musad
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Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Diagnosis of inflammatory myofibrobl asti

AND

2-Presence of ALK translocation

Not es [a] State mandates may apply Al
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Al ecensa [ a]

Di agnosi s Noi# mal | Cel |l Lung Cancer ( NSCQel

Lymphome&el| | BL
Ner vous

y mphomas,

Syst-emdCamncercs Di f fuse,

CNS Cancq

Sarcoma/ Uterine Neopl asms

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr es;q

Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Al ecensa [ a]
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Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Al ecensa wil/| be approved for uses not ol

Comprehensive Cancer Network (NCCN) Drugs

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: Al ecensa [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical respor

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program

| nf or mati on

Background:

A ¢ MNIME
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Al ecensaE (alectinib) is a kinase inhibit
anaplastic | ymphmwmosi tkii wea,s ems&rlallt) acd e Icl nlowmn g
as detect edapbpyr cavnedFDAest and for m@mativemtng

tumor r eseeptoisan iovfe ANSKCLC (tumors O 4 cm o
FDApprovedhe eNECN al so recomme#fdsiMdnedeang;
relapsed/ refractoryCheymenr oiag ¢ &IniEr ode i Ime ¢
intent therapy and subsequent therapy for
l ymphoma (ALCL), r el apposseidt iovr€ alledf rrjagcrmipolpapmsd .t
metastatic brain caneeaerr anpesmblBiCLE, pAdiKatr

grade glioma, and inflammatory myofibrobl g
Addi tional Clinical Rul es:

A Notwithstanding Coverage Criteria, Unite
aut horization based solely on previous-10I) 4
and/ or claim | ogic. Use -afpraauv @alimapgreadc @pdg g
and/ or therapeutic cl ass.

A Supply limits may be in place.

4 References

.Alecensa [package insert]. South San Francisco
.The NCCN Drugs and Biologics ChmpeAdaiumaly NE CAlt
http://www. nccn. org/ professional s/ drug_compend
5 Revision History
Dat e Not es
Annual review with no changes t

6/ 15/ 2026
ces.
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aG! 1 ¢
Prior Authorization Gui del
Guideline IGL610192
Gui deline Ampyr a
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Note:

Ef fective |
P&T Approvi
P&T Revi si i

7/ 1/ 2026
9/ 16/ 2020

05/21/2021 ; 09/15/ 2021 ; 05/;20
5/ 28/ 2026

1 I.ndications

Drug NAmpyra (dalfampridine)

Mul tiple scledosiase@dMEP i mprove walking in

2 Criteria

Product Name: Brand Ampyra, generic dal famp
Approval L4112 mont h(s)

Therapy St{lnitial Authorization
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Guideline

1Pri or

Aut hori zati on

Approval

1-Di aghosi s

Criteria

of multiple sclerosis

AND
2-Provider attests that pati entfohoats wdailfkf)i c
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.
Product Name: Brand Ampyra, generic dalfamp
Approval L412 mont h(s)

Therapy St i{Reauthorizati on

Guideline Prior Authorizati on

Approval Criteri a

l1-Documentation of positive clinical respor

with Ampyra therapy

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Backgro

und

Benefit/ Coverage/ Program

| nf or mati on

Background
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Ampy(rdaal fampridine) is a potassium cha
in patients with multiple sclerosis (M
wal king speed.

Addi tional Clinical Progr ams:

1 Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(lam) and/ or claim |l ogic. U saep porfo vaault opm

vari es &y gmd/gar therapeutic class.

T Supply I imits may be in place.

4 References

1. Ampyra [package insert]. Acorda Therapeutics:

5 Revision History

Dat e Not es

Annual revi ew. Updated criteria

5/ 1872026 ntent. Updated reference.

A ¢ MNINLW



M= WOURqUT cWecitgqbHe! JWf Ul R2ZRIpHKE WE¥BYT R[ ¢ G R
EQWH@QR2IJWNMIONIO= M= X
OT WaHI!

Optum Rxc

Prior Authorization Gui del

Gui deline GL436490
Gui deline Andembry

Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:

Ef fective [1/1/ 2026
P&T Approvill/ 21/ 2025
P&T Revi si

1 I.ndi cations
Drug NAmdembry (gapgadati mab

Hereditary angilmeddema e(dHABD)r prophyl axis td
angioedema (HAE) in adult and pediatric pa

2 Criteri a

Product Name: Andembry [ a]

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

A ¢ MNINN
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Guideline INon Formul ary
Approval Criteri a
1-Diagnosis of hereditary angioedema (HAE)
1.Aa1 inhi BiNtHQr de®€i ci ency or dysfunction (T
of the following (per | aboratory standard)
T CH NH antigenic | evel bel ow the | ower
1 CH NH functional l evel bel ow the | ower
OR
1. RAE with normal C1 inhibitor | evels and
T Confirmed presence of wvariant(s) -I1pnp the
pl asmi-tpgkhnninomgyemnferl!l in, agldubdepa@miames
sul fotransferase 6
1 Recurring angioedema att adlks et lmatt i diri e trg
confirmed family history of angi oedema
T Recurring angioedema att adls et laatt i dri e tr3
unknown backhigvoumdtdae i on(s) (i . eunk nnoow nf
AND
2-ALL of the foll owing:
T Prescribed for the prophylaxis of HAE ¢4
9 Not wused in combination with other appr
against HAE attacks (e.g., Cinryze, Ha ¢
T Prescriber attests that patient has exp
such that they would clinically benefit
AND
3-Prescribed by ONE of the following:
f I mmunol ogi st

A ¢ MNINLE
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T Al l ergi st
AND
4-Submission of medical records document i ngd
intolerance to Haegarda (Cl esterase inhib
Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply
Product Name: Andembry [ a]
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline INon Formul ary
Approval Criteria
l1-Documentation of positive clinical respor
AND
2-Reduction in t hdee nuatnidl itzhaetriaopni eosf uosned f or
Firazyr, Ruconest), as confirmed by <c¢l ai ms
Andembry therapy
AND
3-BOTH of the following:
T Prescribed for the prophylaxis of HAE 4
T Not wused in combination with other prod
attacks (e.g., Cinryze, Haegarda, Takhz
AND

A ¢ MNINLD
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4-Prescribed by ONE of the foll owing:

T I mmunol ogi st
1T All ergist

Not es St ate mandates may appl
he member specific benef
es

riteria. Other polici

< O ~+—

3 Background

Benefit/ Coverage/ Program I nformati on

Background:

Andembry is an activated Factor XII ( FXI
indicated for prophylaxis to prevent att
and pediatric patients aged 12 years and

Addi ti onal Clinical Rul es:

twithstanding Coverage Criteria, SN
thorization based solely on previ ol
am) and/or claim | ogic. Usaeppofo vaaut
ocesses varm esndoyorprtohgerr apeutic cl a
pply I'imits may be in place.

King of Prussi a,

1. Andembry |
r a with nor mal Cc1

p
2 . Wu, E. Her e
UpToDat e, W
3.Maur er M, M
management o]
2022; 77 (799 (.

| s, et al. The
rge wieglieonra and upd
1/ all . 15214
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5 Revision History

Dat e Not es

11/ 3/ 2025 New Program

A ¢ MNP
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Prior Aut hori zati on Gui del
Guideline IGL558343
Guideline Anticonvul sant s

Formul ary

1 Uni tedHealthcare

Government

Gui deline Note:

Effective [6/ 1/ 2026

P&T Approvi8/ 15/ 2020

P&T Revisi{07/21/2021 ; 09/15/2021 ; 08/19
12/13/2023 ; 02/16/ 2024 ; 08/;16
4/ 15/ 2026

1 Il.ndi cations

Drug NAmeiom (eslicarbazepine acetate), Br

(cenobamat e)

Par toinaslet séindiurceas ed in theongetataneinazurods .p

Drug NYmmpat (Il acosamide)

Par toinslet seéindurceas ed in theongetataneindzurods .p

ri mary Gener-@l omed SJlemdicaaetsed as adjunct.i

treatment of primatyngenseabkuzed.tonic

Drug NBamezel (rufinamide), Onfi (cl obazam)

A ¢ MNINLE
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eizures associ atGaedtwuthsyyedhomecat&8) for

treat ment of seizuredsGasdaadi astyerd rwimeh (LLeasn
clinical evidence to support the use of On
Drug NBmacomit (stripentol)

Seizumeds cated for seizures associated witH
Drug NBmedi ol ex (cannabadiol)

Seizumeds cated for sei zur eGa satsasuctc isaytneddr ownet,
or tuberous sclerosis compl ex.

Drug NBEmetepla (fenfluramine)

Lenn@Gastaut syndr ome and nDdriacvaette ds yfnodrr osneei z
Lenn@axstaut syndrome and Dravet syndr ome.

Drug NEweompa (perampanel)

Par toinslet seéindurceads ed for thenseeasmeczurest

secondarily generalized seizures

Pri mary genetrcaloinziecd steoidziucraetsed as adjunctiv
of primary gecnleomild zseedi zt wrne sc.

Drug NBMmepoly XR (|l acosami de)

Par toinslet seéindurcads ed for thenseeasmeczures

pediatric patients weighing at | east 50 kg
Primary Gener-@l omed Slemdicaesetsed as adjuncti
treat ment of primatypyngenseabkiuzed Tioaniadul ts
weighing at |l east 50 kg.

Drug NBRHagzilam (midazol am)

Seizumeds cated for the acute treatment of i
seizure activity (i.e., seizure clusters,

patientés usual seizure pattern

Drug N&abkr i | (vigabatrin), Vigadrone (viga
(vigabatrin)

Refractory complexnpgarctitaeld sasi adjesncti ve t
partial seizures in patients who have inad
and for infantile spasms for whom the pote

A ¢ MNINLT
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2 Criteri a

Product Name: Brand Aptiom, generic eslicar
Xcopri [ a]

Approval L412 mont h(s)
Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria
1-ONE of the following:

9 Diagnosisomsetpascei alres
1 For continuation of prior therapy for 4§

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Banzel, generic rufinam

Approval L4112 mont h(s)
Therapy Stdlnitial Authorization

Guideline 1Prior Authorizati on

Approval Criteria
1-ALL of the following:

Di agnosis of sei zur esGaasstsaoucti astyendd rwointeh (U
Used as adjunctive therapy (defined as
enhance primary treatment)

T Not used as primary treat ment

E ]

[ C
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OR
2-For continuation of prior therapy for a g
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Brand Fycompa, generic peramp
Approval L412 mont h(s)
Therapy Stiylnitial Aut hori zati on
Guideline 1Prior Authorizati on
Approval Criteri a
1-ONE of the foll owing:
1.0iagnosisomgetpaseialbres with or without
OR
1.RLL of the foll owing:
1 Diagnosis of prima&rdyndgdenesrealziuzed tonic
1T Used as adjunctive therapy (defined as
enhance primary treatment)
9T Not used as primary treat ment
OR
2-For continuation of prior therapy for a g
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
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Product Name: Brand Onf i, generic cl obazam,
Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria
1-ALL of the foll owing:
1.QNE of the foll owing:
9T Diagnosis of sei zur esGaasstsaoucti astyendd rwointeh (U
9 Diagnosis of refractory partial onset g
mont h after an adequate trial of at | ed
1 Diagnosis of Dravet syndr ome
AND
1. RBOTH of the following:
1T Used as adjunctive therapy (defined as
enhance primary treatment)
T Not used as primary treat ment
OR
2-For continuation of prior therapy for a 3
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Brand Sabril, generic vigabat
[ a]
Approval L4112 mont h(s)
Therapy Stiglnitial Authorization
Guideline (Prior Authorizati on

A ¢ MNIZELW
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Approval

1-ALL of t
Di agn
Used
enhan
T Not u
1T Pati e
antic

f
f

O>SW”mWO®Oo

2-Di agnosi

3-For cont

Criteria

he foll owing:

sisomsetpasei alres

s adjunctive therapy (defined
e primary treatment)

ed as primary treat ment

t has had inadequate

nvul sant s

OR

s of infantile spasms and

OR

i nuation of prior therapy f

response to

as

ess th

Not es

[a] State mandat es
d the member
e criteria.

ply.

may
speci fic
Ot her

ap
ben
policie

n ® T

Product N

ame: Di acomi t

[ a]

Approval

L412 mont h(s)

Therapy S

t 4l ni ti al Aut hori zati on

Guideline

1Pri or

Aut hori zati on

Approval

1-Di agnosi

Criteri a

s of Dr avet

syndrome and

OR

currentl
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2-For continuation of prior therapy for a 4

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Epi di ol ex [ a]

Approval L4112 mont h(s)

Therapy St{lnitial Aut hori zati on

Guideline (Prior Authorizati on

Approval Criteria

1-Di agnosi s -Gafstlaautnsxy ndr o me, Dravet syndro

OR

2-For continuation of prior therapy for a 3

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Vi mpat soln/tabs, gener

Approval L4112 mont h(s)

Therapy St{qlnitial Authorization

Guideline (Prior Authorizati on

Approval Criteri a

1-Di agnosi ssomsepasei alres

A ¢ MIELH
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OR
2-ALL of the following:
9 Diagnosis of primadyndenearedalziuzed t oni c
T Used as adjunctive therapy (defined as
enhance primary treatment)
T Not used as primary treat ment
OR
3-For continuation of prior therapy for a ¢
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Mot poly XR
Approval L412 mont h(s)
Therapy St{lnitial Authorization
Guideline 1Prior Authorizati on
Approval Criteria
1-ALL of the foll owing:
1 Diagnosi somsetpasei alres
1T Patient weighs at | east 50 kg or more
OR
2-ALL of the foll owing:
1 Diagnosis of prima&rdyndenesrealziuzed tonic
1T Used as adjunctive therapy (defined as
enhance primary treatment.)

A ¢ MNIZELD
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T Not used as primary treat ment
OR
3-For continuation of prior therapy for a 4
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.
Product Name: Nayzilam [ a]
Approval L412 mont h(s)
Therapy Stilnitial Aut hori zati on
Guideline 1Prior Authorizati on
Approval Criteri a
1-Di agnosis of seizure clusters or acute r €
usual seizure pattern
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and |
ply.
Product Name: Fintepla [ a]
Approval L4112 mont h(s)
Therapy St{qlnitial Authorization
Guideline (Prior Authorizati on
Approval Criteri a
1-Di agnhosi s -Gafstlaautnesxy ndr ome or Dravet synd

]

Ac¢ mMIELD
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OR

2-For continuation of prior therapy for a 4

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Aptiom, generic eslicar

Brand Briviact, generic brivaracetam, Diac

perampanel |, Mot pol y XR, Nayzil am, Brgade On

vigabatrin, Sympazan, Brand Vigadrone, Vig

generic | acosamide solution, Xopr.i [ a]

Approval L4112 mont h(s)

Therapy St i{Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteri a

1-Documentation of positive clinical respor

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nfor mati on

Background:

Aptiom (eslicarBatepiaance 4 0OFi mpathcelt amXscam
(cenobaamat eée)ndi cat ed i n tomes ettr eseetimeaurrte saf Vg
indicated as adjunctive therapy in-cltdnreictrs1

Ac MIZLR

o

G R



M= WOURqUT clcectqdbHe!l JWf Ul R2RIpHKRE WyB1 R[ ¢

EQIHQR2IJWNMIONO= M= 5

Banzel
adjuncti
some cl i

Diacomit (stiripent s éa)szsuwosce sart ceidc amigch Dr ave
taking clobazam.

Epidiolex (cannabi difodr ssodiuzturoens) a sss-Gaidd e
syndr ome, Dravet syndr ome, or tuberous scl
Fintepla (fenfluramine) is indic@astdaudtorsy

and Dravet syndr ome.

Fycompa (perampanel ) is indi-cmsetd eirz urhees
secondarily generalized seizures and as ad
generali-ezkednitonsei zur es.

Mot poly XR is indicat edonfsoert tskee dtuaeastamé un
in the treatment of -plrdmiac ys gieneriart ifzeeddiaal tu
patients weighing at I east 50 kg.
Nayzilam (midazolam) is indicated for the
epi sodes of frequent seizure activity (1 .:¢€

di stinct

Sabril ( Wii ggaaldaotnrei n()V,i gabgtdei OV ivVg aglpaotdreirn )( va
ariendi cated as adjunctive therapy for refr
have inadequately responded to sever al al t
whom the potenti al benefbhsl|l oasweigh the
Adjunctive therapy is defined as treat men
ther &€&pyer age wi | | not be provided for Ban:

(r OMif n arpicdaen)da SayqMm)pazanafel obmazam) e ¢
ve treatment of s€E€aztoes a8yeaddbaee¢
nical evidence to support the wuse

from a patientds usual seizure pi4g

A ¢ MNIELE

o

G R



M= WOURqUT cWecitgqbHe! JWf Ul R2ZRIpHKE WE¥BYT R[ ¢ G R

EQIHQR2IJWNMIONO= M= 5

Addi ti onal Clinical Progr ams:
T Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lram) and/ or claim | ogic. Usaepporfo vaault opml
vari es abmy gmd/gor t herapeutic cl ass.
T Supply |imits may be in place
4 References
1.Banzel [ package insert]. Nutl ey, NJ: Ei sai, I n
2.Vimpat [ package insert]. Smyma, GA: ucB, Il nc;
3.Fycompa [package insert]. Coral Gables, FL: Ca
2023.
4 Aptiom [package insert]. Mar |l borough, MA; Suno
5.0nfi [package insert]. Deerfield, 1L Lundbeck
6.Sabril [package insert]. Deerfield, 1L: Lundbe
7.Mi cahel, B. Cl odora ziatm talse ama rmalgle me nt of refract
Database of Systemic Reviews 2008.
8.Diacomit [package insert]. San Mateo, CA: Bioc
9. Epidiolex [package insert]. Palo Alto, CA: Jaz
10Vigadrone [package inser tSimi tMWa dlaeh oGraad we,i eMN: LU
2025.
l11Mot poly XR [package insert]. Pi scat away, NJ: A
12Vigoder [package insert]. Parsippany, NJ: Pyro
13Nayzilam [package insert]. Smyrna, GA: UucCB, I n
14Xcopri [ package insert]. Par amus, NJ: SK Life
15kintepla [package insert]. Smyrna, GA: ucaB, I n
l16Sympazan [package insert]. Warren, NJ: Aquest.i
17Briviact [package insert]. Smyrna, GA: ucB, I n
18Vigafyde [package insert]. Parsippany, NJ: Pyr
2025
5 Revision History
Dat e Notes
3/31/ 2026 Annual review. Added up to 2 ye
ted references.
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Optum Rxc

Prior Authorization Gui del

Gui deline GL493405

Gui deline Anzupgo

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective [3/1/ 2026
P&T Approvil/ 21/ 2026
P&T Revi si

1 I.ndi cations
Drug NAmMmeupgo (delgocitinib)

Chronic Hanldnd&iceazmmad for the topical treat
hand eczema (CHE) in adults who have had a
corticosteroids are not advisabl e.

2 Criteri a

Product Name: Anzupgo [ a]

Di agnosi s Chronic Hand Eczema

Approval L412 mont h(s)

Ac MNIEL
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Therapy Sti{lnitial Authorizati on

Guideline INon Formul ary

Approval Criteria

l1-Diagnosis of moderate to severe chronic H

AND

2-ONE of the foll owing:

2. History of failure, contraindicati on, or

classes of topical therapies:

T One topical corticos-ter dopiofhorfcyat( d.eq.s,t
furoate (generic Elocon), fluocinolone
(generic Lidex)]

T One topical calcineurin inhibitor [e.g.
(generic Protopic)]

OR

2. RBOTH of the foll owing:

1 Patient is currently on Anzupgo therapy
1 Patient has not received a manufacturer
of fice, or any form of assistance from
program (e.g., sample card which can bsg
medi cahta®na means to establish as a cur
AND
3-Patient is NOT receiving Anzupgo in combi
i nhibitor [e.g. | dhdnb)r,y Qitbrian qook i (naubmacdbc i t i ni |

(l'ebri HibXwemab Neml uvi-iol t(o)e,moRii rwanp b( upadaci

AND

A ¢ MNIZELWD
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4-Patient is NOT receiving Anzupgo in combi

medi cation (e.g., azathioprine, cyclospori

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
O Patients requesting initial al
rapy via the receipt of a manuf g
e prescriberos office or any f of
ponsored Anzupgo Let ds 1GO bper orgerqgs
et initial authorization criterdi

Product Name: Anzupgo [ a]

Di agnosi s Chronic Hand Eczema

Approval L412 mont h(s)

Therapy St iqReauthorization

Guideline INon Formul ary

Approval Criteri a

1-Documentation of positive clinical respor

AND

2-Patient is NOT receiving Anzupgo in combi

i nhibitor [e.g. | dixdnb)r,y Qitbrian qook i (naubmacbc i t i ni |

(l'ebri HibXwemab Neml uvi-iol t(o)e,moRii rwanpb( upadaci

AND

3-Patient is not receiving Anzupgo in combi

medi cation (e.g., azathioprine, cyclospori

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply

A ¢ NIDW
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3 Background
Benefit/ Coverage/ Program I nformation
Background:
Anzubp@mdel gocitinib) is a Janus kinase (JAH
of moderate to severe chronic hand eczema
response to, or for whom topical corticost
Use of Anzupgo in combination with other
not recommended.
Addi tional Clinical Rul es:
T Notwithstanding Coverage Criteria, U
aut horization based solely on previo
(ldam) and/ or claim |l ogic. U saep porfo vaaul t
processes Vvaarm easndbyorprtohgerr apeuti c cl 4
T Supply I imits may be in place.
4 References
1. Anzupgo [package insert]. Madi son, WI: Leo Pha
2.Sheehan MP. Chronic hand ezema: Management . Up
I nc. https:// www. uptodate.com. Accessed on Dec
3.Suppl ement to Bi ssonnette R, Warren RB, Pinte
del gocitinib cream in adults with moderate to
DELTA 2): results from multicebltirmed, rapmaseni 3 ed

R

Lancet 2024; published online Jarge6(34-n010ps: /
4 Ghezzi G, Fal ci di a C, Paolino G, et al . Chroni
Revi ew. Der mat ol Ther {(/9&i delob) .1 0200228%)L;3B31655(1 85557

5 Revision History

Dat e Not es
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1/ 9/ 2026

New progr am.
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Optum Rxc

Prior Authorization Gui del

Gui deline GL405335

Guideline Agneur sa

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective |12/ 1/ 2025
P&T Approvill/ 22/ 2024
P&T Revisi(01/15/ 2025

; 01/ 15/ 20RP55/203519

1 I.ndi cations
Drug NAgereursa (|l evacetyll eucine)

Ni emaPinck di sease Itrythiecdt qNPfCOr t he treat me
mani festati o#s caf dNisemaentype C (NPC) in a
weighing 015 kg.

2 Criteri a

Product Name: Agneur sa [ a]

Approval L4112 mont h(s)

Therapy Stiglnitial Authorizati on

A ¢ MNIDLD
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Guideline INon Formul ary
Approval Criteri a
1-BOTH of the foll owing:
9 Diagnosis ®fcKi dinmngease type C (NPC)
9 Diagnosis has been genetically confir mg
genes
AND
2-Agneursa is being used to treat neurol ogi
AND
3-Patient is not receiving Agneursa i n comi
AND
4-Agneursa is prescribed by or in consultat
of NPC
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product N

ame: Agneur s a

[ a]

Approval

L412 mont h(s)

Therapy S

t {Reaut hori zati on

Guideline

INon Formul ary

Approval

Criteri a

A ¢ muoL

o
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o

G R

of
from baseline

l1-Documentati on
progression

AND

2-Patient i s not

AND

3-Agneur sa i s

of NPC

prescribed

positive

receiving

by

clinical respor
bsapseecdi foi nc asscsael sessn)

Agneur sa i n c¢omh

or in consultat

Not es St at e
e member

h
riteri a.

mandat es
speci fic
Ot her

may
be
pol i ci

3 Background

Benefit/ Coverage/ Program

| nf or mati on

Background:

i
C

Agneurlseavacetyl |l eucine)
Ni emeéPimck di sease type

Addi ti onal Clinical

1 Notwithstanding
reaut horization
codes-10hCand/ or
approval

T Supply

c |
pr oces sans
l'i mits may

Rul es:

Coverage
based

be

S t

a

for
adul t s

indicated
NPC) i n

Criteria,
solely on prev
aim | ogic. Use of
avnadr/i oers tbhye rparpoegurt i
in place

4 References

1. Agneursa [package inse

rt]. Austin TX: I ntraBio

A ¢ MO
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2.Geber hiwot T, Mor o A, Dardi s A, et al . Consens
Ni eméPimck di sease type C. Orphanet J Rare Dis.
6. doi:10. D1®8GRABL13023

5 Revision History

Dat e Not es

Removed requirement for combi na

9/ 29/ 2025 . ) .
ation, or intolerance to miglus
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Optum Rxc

Prior Authorization Gui del

Gui deline GL5583414

Guideline AgQqvesme

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective [6/ 1/ 2026
P&T Approvid/ 15/ 2026
P&T Revi si

1 I.ndi cations
Drug NAgeesme (mitapivat)

Al ptoa btehal asdediidz.ated for the treat mendr d
bettdhal assemi a.

2 Criteri a

Product Name: Agvesme [ a]

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

A ¢ NIDLT
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Guideline

TNon

Formul ary

Approval

1-Di agnhosi somnf behtag aas s e mi a

AND
2-ONE of the foll owing:
2. ALL of the foll owing:
1 Patient has had 5 or |l ess red blood cel
9 Patient has a baseline hemoglobin (Hb)
T Patient demonsttated Bgmpgoes from anen
thal assemi a
OR
2.Ratient is consdaeperdlentr,anrsd wiiroinng a mi
epi sodes i the preceding 24 weeks
AND
3-Patient has not had prior exposure to gei

transplantation for

4-Patient

5-Prescribed by
and

di agnosi s

Criteria

AND

wi || not be taking Agvesme in cof
AND

or in consultation with a H

treat ment of t hal assem

management of thalassemia

A ¢ NIDLY

o

G R
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Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Agvesme [ a]

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline INon Formul ary

Approval Criteria

l1-Documentation of positive clinical respor

dependent thalassemia, a transfusion reduc

week peri-bpbdansfiepemmnent thalassemia, Bndee

in baseline hemogl obin)

AND
2-Prescribed by or in consultation with a
di agnosis and management of thalassemia
AND
3-Patient is not taking Agvesme in combinat
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program

| nf or mati on

A ¢ MNIDLD

o
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Background:

Agvesme (mitapivat) is a pyruvate Kkinase

adults wbt hbahtap haas s e mi a .

Addi ti onal Clinical Rul es:

1 Notwithstanding Coverage Criteria, U
aut horization based solely on previo
(lam) and/ or claim |l ogic. U saep porfo vaaul t
processes vaarm easndbyorprtohgerr apeuti c cl 4

T Supply I imits may be in place.

4 References

1. Agvesme [prescribing information]. Agios Pharm
December 2025.

2. Taher AT, Far makis D, Porter J B, Cappellini MD
Management ofDdpamddhhsli ansaemia (TDT). 5th ed.
Thal assaemia I nternational Federation;v 2025,

3.Ali A, Ashutosh L, Coates TD, Fucharoden S, eds
Thal assaemi a. 1st ed. Ni cosia, Cyprus: Thal ass

5 Revision History
Dat e Notes

4/ 1/ 2026

New program.

A ¢ MNITILW
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Optum Rxc

Prior Authorization Gui

Gui deline GL523251

Guideline Ari kayce

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective [4/ 1/ 2026
P&T Approvi8/ 14/ 2020

P&T Revisi02/19/ 2021 ; 02/ 18/ 2022 ; 02/:;17
2/ 20/ 2026

1 I.L.ndi cati ons

Drug NAmMekayce (amikacin |iposome inhal at:i

Mycobacterium avium compllexdi(dvweAtCed |ium ga ddu Is]

or no alternative treatment options, for t

l ung di sease as part of a combination ant.i
achieve negative sapuntiwmm nouun todr eé6s caofntseerc ut i
background regimen therapy.

2 Criteri a

Product Name: Ari kayce [ a]

A ¢ MITIN

del



SMZZWOURqUT cWctaqéHEe! DWf Ul R2ZRIpHKRE WyBTl B
EQUNHQQR2 IJIWNMIONIK= M= X

Approval L46 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

1-Diagnosis of refractory Mycobacterium avi

2-Submi ssion of medical records (e.g.
respiratory cultures positive for MAC with

AND
3-Submi ssion of medical records (e.g., chan
foll owing [prescription claims history may
medi cation use, dos e, and duration]:
3.Ratient has been receiving a multidrug b
of the following agents for a minimum of 6
T Macrolide antibiotic [e.g., azithromyci
1 Et hambut ol
f Rifamycin antibiotic [e.g., rifampin, r
AND
4-Patient wild/ continue to receive a multid
AND

5-Documentation that the patient has not agd

a

AND

, c han

mul tidrug background regimen for a minim

A ¢ MNIJILE

[ C

v

R

d
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AND
6-ln vitro susceptibility testing of recent
MAC i solate is susceptible to amikacin wit
than or equal to 64 mcg/ mL
AND
7-Prescribed by or in consultation with onge
T Infectious disease specialist
9 Pul monol ogi st
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Ari kayce [ a]
Approval L46 mont h(s)
Therapy St i{Reauthorizati on
Guideline (Prior Authorizati on
Approval Criteria
1-One of the foll owing:
l1.0ocumentation that the patient has achie
OR
1. 211 of the following:
1. 2Palti ent has not achieved negative respi

]

[ C

A ¢ MNITILD

v

R

d
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AND

1. 2Ph2ysician attestation that patient has

AND
1.2l,n3 vitro susceptibility testing of most
available susceptibility testing documents
a minimum inhibitory concentration (MIC) o
AND

1. 2Padt i ent has NOT received greater than 1
positive respiratory cultures

AND
2-Submi ssion of medical records (e.g., chan
patient continues to receive a multidrug b
following agents [prescription caaidaechimnesn
medi cation use, dose, and duration]:
9 Macrolide antibiotic [e.g., azithromyci
1 Et hambut ol
9 Rifamycin antibiotic [e.g., rifampin, r
AND
3-Prescribed by, or in consultation with on
T Infectious disease specialist
9 Pul monol ogi st
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

]

A ¢ mu

[ C

v

R

d
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3 Background

Benefit/ Coverage/ Program I nformation

Background

Ari kayce is an aminoglycoside antibacteri
alternative treatment Mypdadmacst,e rfccormptdhedu birig
di sease as part of a combination antibact ¢
negative sputum cultures after a minimum ¢

background regimen therapy. Afsf omtliyvdrnams g €
Ari kayce are currently available, reserve
alternative treatment options. This drug i

popul ation of patients.

This indication is approved under acceler
conversion (defined as 3 consecutive negat
benefit has not yet been established.

Ari kayce has only been studied in patient

patients who did not achieve negative sput
mont hs of a multidrug background regi men t
recmenmnded for patieédmtagstwirtyh MAM&n | ung di seas

Addi ti onal Clinical Rul es:

9 Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml
vari es amy gmd/gar t herapeutic cl ass.

f Supply | imits may be in place.

4 References

1. Ari kayce [package insert]. Bridgewater,

R[ ¢

NJ:

A ¢ e

v

R
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2.Haworth CS, Banks J, Capstick T, et al . Britis
management ubfermamn ous mycobacteri al pul monary d
i i 64.

3.Griffith DE, Eagle G, Thomson R, et al. Amikac
treatrnefnrtact ory |l ung di sease caused by mycobacH

( CONVERT): a proapetti vandoméerzed study. Am J R
2018; Sep 1@. 140304/ rlc3kcin8 @M.1 8[0Ef/pub ahead of print
4 Kasperbauer S, Daley CL. Treatment of Mycobact

adul t s. Bl oom A (Ed). UpToDate . Waltham MA: U
Accessed January 7, 2026 .
5.Winthrop KL, Morimoto K, -ICalsdalel dttdns iPKn <ttudy
ami kacin | iposome inhal ati onr esfursapcetnosriyonl u(nAgL 1dS):
caused by mycobacterium avium complex (MAC). S
of QGhePshysicians Annual23Me €t0ilrdg; NEom dObdre alns, L
6. bDaley CL, |l accarino Jr JM, Lange C, et al. Tre
Pul monary Disease: An Official ATS/ ERS/ ESCMI D/
Clinical I nfectious Diseases. 2020; 71(11):302

5 Revision History

Dat e Not es

Annual review with no change to
es.

2/ 19/ 2026
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Optum Rxc

Prior Authorization Gui del

Guideline GL500233
Guideline Attruby

Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:

Effective [3/1/2026
P&T Approvil/ 15/ 2025
P&T Revisi(l/ 21/ 2026

1 I.ndi cations
Drug NAmeruby (acoramidis)

Transt hyr etmerdi (@A®TWR)amyl oi dosi s wit HMJanrddiicg
for the treatment of -theecar dv amianpedt tast acad$
amyl oi dosCMd) (IAWMTRdul ts to reduce cardi-nelast
hospitalizati on.

2 Criteri a

Product Name: Attruby [ a]

A ¢ NI
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Di agnosi s Transt hyr ema di dtAefdT Rgmy |l oi dosi s W
(ATIR)

Approval L4112 mont h(s)

Therapy St{lnitial Aut hori zati on

Guideline INon Formul ary

Approval Criteri a

1-Di agnosis of traesilayeeat iamy{( ATdBEi s wi-QMn)

AND

2-ONE of the following:

2. 0ocumentation that the patient has a pat

OR

2. Qardiac or noncardiac tissue biopsy demo
amyl oid deposits

OR

2.BLL of the foll owing:

1 Echocardiagram or <cardiac magnetic resg

9 Radionucl i de DiaDg i n9egP M{PLX9 mTcHMDMR ) Tcs howi n
or 3 cardiac uptaket

9 Absence of I|ight chain amyl oidosi s

AND

3-Patient has New York Heart Association (N

A ¢ MDY
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AND

4-Physician attests t-hat mt hBatl yppe oreanttr ihuarse taif
pr oBNP) 1| evel that, when combined with sig
di agnosi sCMf ATTR

AND

5-ONE of the following:

1 Hi story of heart failure, wi th at | east
T Presence of signs and symptoms of heart

AND
6-Prescribed by or in consultation with a d
AND
7-Patient i s not receiving Atttarrgkey eidn tdhemhmi
amyl oidosis [i.e., Amvuttra (vutrisiran),
Vyndaqel / Vyndamax (tafamadis), or Wainua (
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
*May require prior authorizati ot

Product Name: Attruby [ a]

Di agnosi s Transt hyr emadi gtAefTdT Rgmy | oi dosi s W
(ATTR)

Approval L412 mont h(s)

Therapy St{Reauthorizati on

Guideline ITNon Formul ary

A ¢ NI
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Approval Criteri a

1-Documentation that the patient has exper.i

(e.g., improved symptoms, qgquality of [Iife,
hospitalizations, etc.)
AND

2-Documentation that patient continues to §

Functional Cl ass |, 1, or [ heart failwu
AND
3-Prescribed by or in consultation with a (¢
AND
4-Patient is not receiving Atttarrgkeyt eidn tchemhmi
amyloidosis [i.e., Amvuttra (vutrisiran),
Vyndaqgel / Vyndamax (tafamadis), or Wainua (
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
3 Background
Benefit/ Coverage/ Program I nfor mati on
Background:
Attruby is a transthyretin stabilizer ind

type or var i ametditartaends tahmyrle@Mino s hsa@@ATTR t o
cardiovascul ar deatlkl|landcddc dmodipotadculadan on

A ¢ MNIPLW
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Addi ti onal Clinical Progr ams:

T Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lram) and/ or claim | ogic. Usaepporfo vaault opml
vari es abmy gmd/gor t herapeutic cl ass.

T Supply I imits may be in place.

4 References

1. Attruby [package insert]. BridgeBio Phar ma, I n
2. Fontana, M. Cardiac amyl oidosi s: Epidemiology,
UpToDat e. Dardas, T: UpToDate I nc. https:/ [/ www,
17, 2025) .

3.Font ana, M. Cardiac amyl oidosi s: Treat ment and
UpToDate | nc https://www. uptodate. com (Access
4 Ruberg FL, Maurer MS. Cardiac Amyl oidosis Due
JAMA 2024; 331:778.

5.Kittl eson, M, Ruber g, F et a l 2023 ACC Exper
Comprehensive Multidisciplinary Care for the P
of the American College of Cardiology Solution
Mar ,( B11) i11DZ6®

5 Revision History

Dat e Not es

1/20/ 2026 ?zzual review with no changes t
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Optum Rxc

Prior Authorization Gui del

Guideline GL577274
Guideline Aust edo, Austedo XR

Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:

Effective [6/ 1/ 2026
P&T Approvi8/ 14/ 2020

P&T Revisi{02/19/2021 ; 02/18/ 2022 ; 02/ 17
04/ 16/,20285/ 2026

1 Il.ndi cati ons
Drug NAwmetedo (deutetrabenazine) or Austed

Chorea associated withl Hdiindgd athgd ofnors tdh e etars
associated with Huntingtonds di sease.

Tardive dyskicadgieadd for the treatment of ad

2 Criteri a

Product Name: Austedo, Austedo XR [ a]

A ¢ MNIPLH
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Di agnosi s

Tardi ve

Dyskinesi a

Approval L ¢

12 mont

h(s)

Therapy

St i

l niti al

Aut hori zati on

Gui del i

ne

1Pri or

Aut hori zati on

Approval

Criteria

l1-Diagnhosis of moderate to severe tardive (

AND

2-ONE of t

T Patient

tapering,

T Patient

he

follo
has pe

i'sS not

or di

t he

of fending

wi ng:

rsistent
i scont i
a candidate
medi cati on

sympt oms
nuati on

f o

o]
of t
r a

f
he
tr

t

L O W
—_—— =

o

AND

3-Prescribed by or in consultation with ONH

T Neurol ogi st
T Psychiatrist

Notes a St ate mandates may

he

me mber

speci fic

riteri a.
[

[ a]
d t
e ¢C
ply

Ot her

polici

Product

Name: Aust edo,

Austedo

XR

[ a]

Di agnosi

S Tardi ve

Dyskinesi a

Approval L4112 mont h(s)
Therapy St {Reauthorizati on
Guideline (Prior Authorizati on

]

[ C

A ¢ MIPLD

v

R
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]

Approval Criteri a

l1-Documentation of positive clinical respo

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Austedo, Austedo XR [ a]

Di agnosi s Chorea associated with Huntingt g

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Di agnosis of chorea associated with Hunt:i

AND
2-Prescribed by or in consultation with ONE
T Neurol ogi st

1 Psychiatrist

Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Austedo, Austedo XR [ a]

Di agnosi s Chorea associated with Huntingt g

Approval L412 mont h( s)

Ac¢ muipLd

[ C

v

R
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Therapy St {Reauthorizati on

Guideline Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical respor

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Background:

Austedeoeut etrabenaziné¢yyeandt Aabeedai XBR) ar

transporter 2 (VMAT2) inhibitors indicated

with Huntingtondés disease and for the tresg

Addi tional Clinical Rul es:

9 Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml
vari es amy gmd/gor t herapeutic cl ass.

9 Supply I imits may be in place

4 References

1. AusteAMwst edo XR [package insert]. Parsippany,
February 2025.

5 Revision History

Ac mpLR
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Dat e Not es

4/ 15/ 2026 Annual review with no changes t
ound.
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Optum Rxc

Prior Authorization Gui del

Gui deline GL500234

Gui deline Azol e Antifungals
Formul ary T UnitedHealthcare Government
Gui deline Note:

Effective [3/1/2026
P&T Approvilo/ 1/ 2024
P&T Revisi(l1/21/2026

1 I.ndications
Drug N&€mesemba (i savuconazoni um)

I nvasive aspergillosis anadircwawaseidvd omuddrem
aspergillosis and invasive mucormycosi s an
16 kg and greater.

2 Criteri a

Product Name: Cresemba [ a]

Approval L43 mont h(s)

Therapy St{lnitial Authorization

A ¢ MNIPLT
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Guideline 1Prior Authorizati on
Approval Criteri a
1-BOTH of the foll owing:
9 Diagnosis of invasive aspergillosis
f Hi story of failure, contraindicati on, O
confirmed by claims history or submissi
OR
2-Di agnosis of invasive mucormycosi s
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coveragel/

Program I nformati on

Background:

Cresemba (isavuconazonium) is indicated f
i nvasive mucormycosis and for patients 6 Yy
greater, for the treat ment of i nvasi ve mud
Addi ti onal Clinical Rul es:

T Notwithstanding Coverage Criteria,
reaut horization based solely on prev
codes-10)Cxnd/ or claim | ogic. Use of
approval pr oces sans avhadr/ioers tbhye rparpoegurt i

9 Supply I imits may be in place

4 References

A ¢ MIPLY

o
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l1.Cresemba [package insert]. Northbrook, I L: Ast

2. Patterson TEF, Thompson GR, Denning DW, et al .
and Management of Aspergillosis: 2016 Update b
America. Clin Inf06t Dis. 2016;63(4):1

5 Revision History

Dat e Not es

Annual review with no changes t

1/ 20/ 2026
ces.
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Optum Rxc

Prior Authorization Gui del
Gui deline GLk375637
Gui deline Bel buca_Butrans

Formul ary

1 Uni tedHealthcare

Government

Gui del i

ne

Not e:

Ef fective |

11/ 1/ 2025

P&T Appr ov]

12/ 16/ 2020

P&T Revisi(05/21/2021 ; 09/15/2021 ; 12/ 14
12/ 18/,2®225/ 2025

1 I.ndi cations

Drug NBewkebuca (buprenorphine) buccal fil m,

transder mal patch

Pailmdi cated for the management of paitmeked

|l ongrm opioid treatment for which alternat

2 Criteri a

Product Name: Bel buca, Brand Butrans, gener

Di agnosi s

Cancer/ Sickl e

Cell / Hospice/l/ End ¢

L 4

Approval

12 mont h(s)

A ¢ MNIZLMW



SMZZWOURqUT cWctq6éHec! DWf Ul R2ZRIpHKRE Wy el
EQUNHQQR2 IJIWNMIONIK= M= X

Guideline (Prior Authorizati on

Approval Criteri a

1-The patient is beimrdatedapadnf di .eancermti

treat ment ; or cancer survivors with chroni

clinical remi ssion, or are umDieracanceld asg e

or end of Ilife related pain

Notes [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
I f the member is currentkcyingkiol
t least 30 days and does not me ¢
criteria requirements for treat
ssued and a -Gmay i anwtmh Galdy zkad i aawnt hmo
me for the requested drug/ str eng(
uantity for transition to an alt

Product Name: Bel buca, Brand Butrans, gener

Di agnosi s Nowwancer psaiicnkINeo dted pi/ NeeindNoaoaf | i
pain

Approval L§6 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

1-Prescriber attests to BOTH of the foll owi

1T Patient has been screened for substancse
T Pain is moderate to severe and expected
(chroni c)

AND

2-Treat ment goals are defined and include ¢
treat ment goal s)

Ac MIZIN
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AND
3-Patient has been screened for underl ying
underlying conditions have been or wil!/l be
AND
4-ONE of the foll owing:

1 The patient has a history of failure, ¢
Il R, unl ess the patient is already recei
postoperative pain, or if the postopsed
and persist for an extended period of t

T Patient is new to plan and currently es
past 30 days

AND
5-1'f the request for neuropathic pain (exar
neuropathies), ONE of the foll owing:
5.BOTH of the following:

T Unl ess it is contraindicated, the pati g
weeks of treatment with gabapentin titr
trial)

T Unl ess it is contraindicated, the pati g
|l east 6 weeks of treatment with a tricy
tolerated dose. (Document drug and dat ¢

OR
5.he patient is new to the plan and i-actciu
opioid therapy for at | east the past 30 da
Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
I f the member is currentakcyingkiol

A ¢ MIXLH
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t least 30 days and does not me ¢
criteria requirements for treat
ssued and a -Gtnayi anwtmh &r0i zati on mag
me for the requested drtug/tshe ema
uantity for transition to an alt

Product Name: Bel buc a, Brand Butrans, gener

Di agnosi s Nowwt ancer psaiicnkINeo Ated pi/ NemdNoaf | i
pain

Approval L46 mont h(s)

Therapy St i{Reauthorizati on

Guideline Prior Authorizati on

Approval Criteria

l1-Documented meaningf ul i mprovement in pain

treat ment goals (Document i mprovement iin f
AND

2-Document rationale for not tapering or di
me t

AND

3-Prescriber attest to BOTH of the foll owin

1T Patient has been screened for substancs
1 Pain is moderate to severe and expected
(chroni c)

Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
I f the member is currentaakcyingkiol
t least 30 days and does not me ¢
criteria requirements for treat

]

[ C
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ssued and a -Gtnaxi anwtmh &0i zati on mg
me for the requested drug/ str eng(
uantity for transition to an alt

3 Background

Benefit/ Coverage/ Program I nformati on

Addi tional Clinical Rul es:

T Supply I imits may be in place.

T Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(ldam) and/ or claim |l ogic. U saep porfo vaault opm
vari es &mny gmd/gar therapeutic class.

Background:

Buprenorphine is a Balrbuad aompd oBuwt raggmos i asrt e
indicated for the management of pad helsewvle-r
term opioid treatment for which al &drmm d tair
| omagting opioids, the use of Butrans and
for whom alternati ve torpeiaotinde natn aolpgtei serness e ees.
opioids) are ineffectivep pobobvidkeesatéedcie
paiBel buca and Butrans -aeededt(pndj canaldgae

UnitedHeal thcare employsobplei (PO8)etyp pd

and pharmacists to conduct additional saf g
use i s appropriate and medically nesppesciafriy
to include cumul ative MME thresholds, are
clinical gui del i nes, regul atory/ state reqgt

4 References

1.Bel buca [package insert]. Ral ei gh, NC: Bi oDel i
December 2023.
2.Butrans [package insert]. Stamford, CT: Purdue

Ac¢ muixu
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3.Franklin GM. Opioids for chronic noncancer pai
Academy of Neurology. He@dol ogy. 2014;83:1277

4 Rosenqui st, R. Use of opioids in the managemen
October 2024. https:// wwyofouppitcoitidsean agewé€momint ent

c h r opnaiiicm

adults?search=overview%200f %20t he %20t rreceet ment %
=search_resulté&selectedTitl e=3%7E150&usage_typ
Silvershein DI A-aam@pBhoniredng Opi cobdg for the T
Chronic Noncancer Pain: Tailoring Therapy to M

2 0 0 9(; 78)4-661022.

5.Dowel | D, Haegerich TM, Chou R. CDC Guideline
Padbbnited States, 2016 . J AMA. Published online
Standardizing the use of ment al health screeni
Pracfi9 ©6t; 36 (Suppl!l 6): S28

6.Sullivan MD Depressrmnpetfect ptoonnl opgoid use
addiction Clin J P&8BA. 2018 Sep; 34(9):878

5 Revision History

Dat e Not es

Added bypass to neuropathic pai

8/ 30/ 2025
ts who are new to pl an.
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e

Prior Authorization Gui

Gui deline GL6691914

Guideline Benl yst a

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective |

9/ 1/ 2026

P&T Approvi

2/ 18/ 2022

P&T Revi si i

04/ 20/2022 ;, 07/20/ 2022 ,;
07/16/,2&2385/ 2026

07/ 19

Not e:

*This program applies to the subcutaneous

1 I.ndications

Drug NBemetysta (beli mumab)

Systemic Lupus Erytlmadmatad euws f(oSLE)he treatn
and ol der with active systemic | upus eryth
therapy.

Lupus Nephdi¢tatsed for the treatment of pat
| upus nephritis who are receiving standard

A ¢ MNIXLE

f or mul a
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a

Product

Name: Benl ysta [ a]

Di agnosi s

Systemic Lupus Erythematosus

Approval

L 4

12 mont h(s)

Therapy

St i

l niti al Aut hori zati on

Guidel in

e

1Prior Authorizati on

Approval

2-Patient

3-Patient

4-Patient

Criteri a

1-Di agnosi s

does NOT have severe active centrn

s currently receiving standard i
hydroxychloroquine, chloroquine, predni son

S not receiving Benlysta -fimi a)o nfl

of systemic |l upus erythemat osus;d

AND

AND

AND

treatment of the same indication

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply

Product

Name: Benl ysta [ a]

A ¢ MNIXLD

o
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I B[ ¢

Di agnosi s Systemic Lupus Erythematosus

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical respor

AND

2-Patient is not receiving Benlysta-fimi a)o nfk

treat ment of the same indication

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Benl ysta [ a]

Di agnosi s Active Lupus Nephritis

Approval L4112 mont h(s)

Therapy Stdlnitial Authorization

Guideline (Prior Authorizati on

Approval Criteria

1-Di agnosis of active |l upus nephritis

AND

2-Patient is currently receiving standard i

erythematosus [e. g., hydroxychloroquine, ¢

met hotrexat e]

Ac¢ MIZLY
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AND
3-Patient does NOT have severe active cent 1
AND
4-Patient is not receiving Benlysta in c¢coml
indicati on:
T Lupkynis (voclosporin)
1T Saphnel o (dmiifar)ol umahb
1T Gazyva (obinutizumab)
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Benl ysta [ a]
Di agnosi s Active Lupus Nephritis
Approval L4112 mont h(s)
Therapy St {Reauthorizati on
Guideline (Prior Authorizati on
Approval Criteria
1-Documentation of positive clinical respor
AND
2-Patient is not receiving Benlysta in c¢omk
i ndication:
1 Lupkynis (voclosporin)
T Saphnel o (dmiifar)ol umab

A ¢ MIXZLD
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1 Gazyva (obinutizumab)

Not es a State mandates may appl
he member specific benef
es

]
t
criteria. Other polici
y

[
d
e
pl

3 Background

Benefit/ Coverage/ Program I nformation
Background:

Benl yst-bBymphac®Bt e stismwelcattarc (i Blhy D)i t or i n
patients aged 5 years and ol der with actiy
receiving standard therapy andwiitnh ipasad ilenpg w
who are receiving standard therapy.
Limitations of Use: The efficacy of Benl ys
active centr al nervous system |l upus. sUs @& ad
This program applies to the subcutaneous f
Addi ti onal Clinical Rul es:

9 Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml
vari es amny gmd/gar therapeutic class

1 Supplyméaymbeésin place.

4 References

1.Benlysta [package insert]. Dur ham,

5 Revision History

NC: Gl axoSm
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Dat e Not es
2120/ 2026 An.nual .reylew..Updated not wused
e in clinical intent . Updated r
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7131 RUWI q

Optum Rxc

Prior Authorization Gui
Gui deline GL577275
Gui deline Berinert
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Note:
Effective [6/ 1/ 2026
P&T Approvi8/ 14/ 2020
P&T Revisi{02/19/2021 ; 07/21/2021 ; 09/ 15
04/19/ 2023 ; 08/ 18/ 2023; ;4/043/120
1 Il.ndi cations
Drug NBeeinert (Cl esterase inhibitor, hum
Hereditary angilmeddema e(dHAB)r t he treat ment

|l aryngeal hereditary angioedema (HAE) atta
efficacy of Berinert for prophylactic ther
2 Criteria

Product Name: Berinert [ a]

Approval L412 mont h( s)

A ¢ MITLH
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Therapy Sti{lnitial Authorizati on

Guideline INon Formul ary

Approval Criteria

1-Diagnosis of hereditary angioedema (HAE)
1.Aa1 inhi BiNtHQr de®€i ci ency or dysfunction (T

of the following (per | aboratory standard)
T CH NH antigenic | evel bel ow the | ower |
1 CH NH functional l evel bel ow the | ower

OR

1.RAE with normal C1 inhibitor |l evels and
T Confirmed presence of wvariant(s) -Iipnp the

pl asmi-hpgknni,nomgyenferl in,
sul fotransferase 6
1 Recurring angioedema att
confirmed family history
9 Recurring angioedema at't
unknown bachgnvoumdtdde i on

AND

2-BOTH of the following:

for the acut e
combi nati on
Ekterly,

1T Prescribed
T Not used in
attacks (e.g.,

AND

medi cal
i cati bant

3-Submi ssion of
i ntol erance to

reco

acetate

gt ubepaanes (3

a adlos et haatt i ari es trq
of angi oedema
a adloss et laatt i ahri e t 1
(s) (i . eun,k nnoow nf

treat ment of H
with other prod
Firazyr, icatib

rds documenti ng

(generic

Ac MITLD
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4-Prescribed by ONE of the foll owing:

AND

f
f

il

f I mmunol ogi st

1T All ergist

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Berinert [ a]

Approval L412 mont h(s)

Therapy St iqReauthorization

Guideline INon For mul ary

Approval Criteri a

1-Documentation of positive clinical respor

AND

2-BOTH of the following:

3-Prescribed by ONE of the foll owing:

Prescribed for the acute treat ment of H

Not wused in combination with other prod
attacks (e.g., Ekterly, Firazyr, icatib
AND

Il mmunol ogi st

Ac muiT
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T Al l ergi st

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
3 Background
Benefit/ Coverage/ Program I nformation
Background:
Berinert 4deravepldagfmaesterase inhibitor (h
acute abdominal , hfeaeidalt,argr alnagrn yregeala (HA
pediatric patients. The safety and ehfafsi cnaog
establ[ilslhed.
Addi tional Clinical Progr ams:
ANot wit hstanding Coverage Criteria, Uni t eg
aut horization based solely on previous-10I) 4
and/ or claim | ogic. Use -afpraav @almap reac e ppreas
and/ or therapeutic cl ass.
ASupply limits may be in place.
4 References
1.Berinert [package insert] Kankakee, | L: CSL B
2. Maur er M, Mager | M, Ansotegui |, et al . The in
management of heredhe a2l anrge wiedieonma and wupdat e
10.
3.Wu, E. Hereditary angioedema with nor mal Cl in
UpToDat e, Wal t ham, MA , 202 4.
4 Busse, P. , Christiansen, S. , Ri edl , M. |, et . al
Guidelines for the Management of Hereditary An
Clinical | mmunol ogy. 2020 September O05.
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5. Maur er M, Mager | M, Bet schel S, et al . The 1 nt
management of herelhe a2 2 hnrge wieslieanra and wupdat e
2022; 77 (-w99@.96dloi : 10. 1111/ all . 15214

5 Revision History

Dat e Not es

Annual revi ew. Updated acute HA

4/ 15/ 2026 ) ) )
o clinical intent .
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e

Prior Aut horization Gui
Guideline GL668281
Guideline Besr emi
Formul ary 1 UnitedHealthcare Government
SP
Guideline Not e:

Ef fective |

8/ 15/ 2026

P&T Approvi

10/ 18/ 2023

P&T Revi si i

10/16/ 2024 ; 10/15/ 2025

1 I.ndi cat

il ons

Drug

NBegr e mi

(ropegi2rh jefrff er on al f a

PolycythemBiear¥ei a (r ope@ibmijtfetr) eir 0 na ra2l bf rait re d if

the treatment of adults with polycythemia
2 Criteri a

Product Name: Besr e mi [ a]

Di agnosi s Polycythemia Vera [ a]

L ¢

Approval

12 mont h(s)

A ¢ MNITLD
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]

Guideline 1Prior Authorizati on

Approval Criteri a

l1-Diagnosis of polycythemia vera

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Besr e mi [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h(s)

Therapy St{lnitial Aut hori zati on

Guideline (Prior Authorizati on

Approval Criteri a

1-Besremi will be approved for uses not out

Comprehensive Cancer Network (NCCN) Drugs

Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Besremi [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h(s)

Therapy St{Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

Ac¢ MNIT LY
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l1-Documentation of positive clinical respor

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nfor mati on

Background:

Besr emi (r ope®@ibmijtfetr)f eir 0 na a2l bf rait red if eatoend afl d rg
adults with polycythemia ver a.

Addi ti onal Clinical Rul es:

A Notwithstanding Coverage Criteri a, Uni t €
aut horization based solely on previous-180I) ¢

and/ or claim | ogic. Use -afpraaut @aimapgrdc @ppgg
and/ or therapeutic cl ass.
A Supply | imits and/ or Step Therapy may be

4 References

1. The NCCN Drugs an
September 5, 2025
http:// www. ncchn. o

at
rg/ profes
2.Besremi [package insert]|

S
. Bu

5 Revision History

Dat e Not es

A ¢ MIT LD

o

G R

d Biologics CBmpeAdcems é¢8iCCN

ional s/ drug_compend
rlington, MA :
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Updat ed

GPI
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Optum Rxc

Prior Authorization Gui
Gui deline GL710188
Guideline Bonsity, Forteo
Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:
Effective |10/ 1/ 2026
P&T Approvil/ 20/ 2021
P&T Revisi{03/17/2021 ; 03/17/2021 ; 10/ 20
02/17/2023 ; 10/18/ 2023 ; 11/ 17
07/ 24,2221/ 2026
1 I.ndications
Drug NBmesity (teriparatide), Forteo (ter.i
(teriparatide)
Post menopausal patients with ostéopgocasked
treat ment of postmenopausal patients with
defined as a history of osteoporotic fract
have failed or are i mtsdleopaontosti s dthleerapgyva
Il ncrease of bone mass in men with primary
for frlacdiuceet ed to increase bone mass in p
osteoporosis at high risk for fracture, de
factors for fracture, or patients wH®e have
osteoporosis therapy.
Gl ucocoritniduciedd osteoporosis akndtigat ed skor

Ac MIYLWN
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of patients with osteoporosis associated w

dosage equivalent to mg or greater of pr

hi story of osteoporo c fractur @atmelnt isp lwé
r

5
ti
are intolerant to othe avail able osteopor

2 Criteri a

Product Name: Bonsity, Brand Forteo, gener.

Di agnosi s Osteoporosi s

Approval L424 mont h(s)

Therapy St{lnitial Authorizati on

Guideline INon Formul ary

Approval Criteria
1-ONE of the following diagnosi s:

1. BOTH of the following:

1 Patient is female
9 Diagnosis of postmenopausal osteoporosi

OR
1. ROTH of the following:
1 Patient is male
1 Diagnosis of osteoporosi s

AND

2-ONE of the following:

1 Patient is at high risk of fracture [ e.

fractures while on approved osteoporosi

A ¢ MNIYLH
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drugs causing skelkteetramt ghlaurcno c(oer.tgi-sccoo kdesn)(
|l ess than 1T3.0), highriskforfalls or
probability by FRAXE (fracture riskfrnadg
i's greater than 30 %, hip fracture is gr
Patient has a history of failure, int ol
osteoporosis therapy (e.g., alendronat e
AND
3-ONE of the following:
3.Mreat ment duration has not exceeded a

to
parathyroid hormone analogs (e.g., Bonsity
OR
3.RBOTH of the foll owing:
Patient is currently or has previously
(e. g., Bonsity, Teriparatide I njection,
The prescriber attests that the patient
for fracture
AND
4-Patient has a history of failure, intol en
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Bonsity, Brand Forteo, gener.i

Di agnosi s

Osteoporosi s

Approval L412 mont h(s)
Therapy St{Reauthorizati on
Guideline ITNon Formul ary

Ac¢ MIYLD
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Approval Criteri a
1-Treatment duration of parathyroid hor monse
Tymlos) has not exceeded a total of 24 mon

OR

2-Patient remains at or has returned to hay
mont hs of use of parathyroid hormones (e.g

Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Bonsity, Brand Forteo, gener i

Di agnosi s Osteoporosis Associated with Sugjq
Therapy

Approval L424 mont h(s)

Therapy St{lnitial Aut hori zati on

Guideline INon For mul ary

Approval Criteria

1-Diagnhosis of-igldwucedo ntsit e@ipdr osi s

AND

2-Hi story of prednisone or its equivalent &

AND

3-ONE of the foll owing:

]

Ac¢ muiyw
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4-ONE of the foll owing:

parathyroid hormone analogs (e. g., Bonsi

4 . ROTH of the foll owing:

1 Patient is at high risk of fracture [e.
fractures while on approved osteoporosi
drugs causing skelkteetramt ghlaurcno c(oer.tgi-sccoo kdesn)(
|l ess than 1T3.0), high risk for falls or
probability by FRAXE (fracture risk ass
>3 0 %, hip fracture >4.5%)]

1 Patient has a history of failure, intol
osteoporosis therapy (e.g., alendronat e

AND

4 . TIr eat ment duration has not exceeded a to
ty

OR

1 Patient is currently or has previously
(e. g., Bonsity, Teriparatide I njection,
9 The prescriber attests that the patient
for fracture
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Bonsi ty, Brand Forteo, gener i

Di agnosi s Osteoporosis Associated with Sugjq

Therapy

Approval L4112 mont h(s)

Therapy St {Reauthorizati on

Guideline ITNon Formul ary

Ac myLR
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v

R
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Approval Criteri a
1-Treat ment duration of parathyroid hor monsée
Tymlos) has not exceeded a total of 24 mon

OR

2-Patient remains at or has returned to hay
mont hs of wuse of parathyroid hormones (e.g

Not es [a] State mandates may apply Al
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Background:

Bonsity (tRortbaos atti@rei)paratide), and Terig
recombinant human paarraltwigtsho itdch rhecer lkdDmAe appr

Treat ment of postmenopausal patients with

Bonsity, Forteo and Teriparatide I njectiol
patients with osteoporosis who are at high
osteoporotic fracture, multiple weskaf hetd
intolerant to other available osteoporosi s

Il ncrease of bone mass in men with primary
for fracture:

Bonsity, Forteo and Teriparatide I njectiol
with primary or hypogonadal osteoporosi s §
osteoporotic fracture, multiple hiask fact ¢
intolerant to other available osteoporosi s

Treat ment of patient-sndwuté@édgbscecpotosiosd
fractur e:

A ¢ MIYLE

]
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Bon
ost
equ
ost
i nt
Bon

sho
fra

The
(AA
or a
f ol
app
har
f al
ass
v al
and

Cov

Add

skaryt eo and Teriparatide I njection are
eoporosis associated with sustained sYys
ivalent to 5 mg or greater of predmnios gr
eoporotic fracture, multiple risk factd
ol erant to other available osteoporosi s

sity, Forteo and Teriparatide I njectiol
uld only be considered if a patient rer
cture.

American Association of Clinical Endo
CE/ ACE) recommend the use opfattieernitpsa ruantai
I therapy and as initial therapyg dortipe
| opwa tnigent s wi th a recent fracture (e.g.
roved osteoporosis therapy, multiple fr
m (e:tge.r,.m Igdmug ocor t i-sccoo(rdes )g,. ,v dreys sl dviamh
Il s or history of injurious falls, and
essment tool) (e.g., major osteopor osi s
idated fractwowréderiaskvelrgo’Aiddihmional byege
Endocrine Society both recommend to |

erage wil |l be provided for members who

i ti onal Clinical Rul es:

T Notwithstanding Coverage Criteria,
reaut horization based solely on prev
codes-10hCxnd/ or claim |l ogic. Use of
approval pr oces sans avhadr/ioers tbhye rparpoegurt i

T Supply Iimits may be in place

4 R

1.
2.
3.

eferences

Forteo [package insert]. Il ndi anapol i s, | N: EIl i
Teri paratide I njection [package insert]. Mor r i
American Association of Clinical Endocrinol ogi
Clinical Practice Guidelines for the Diagnhosi s
OsteopdrB8&8DsUpdat e. Endocr P#4&ct do202D®; 2468 5k
2020524SUPPL

.Shoback D, Rosen CJ, Black DM, Cheung AM, Mur a

Management of Osteoporosis in Postmenopausal W
Guideline Update. J Clin Endocrinol Met ab. 202

A ¢ MNIYLTD
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5.Bonsity [package insert]. Morristown, NJ: Alvo

5 Revision History

Dat e Not es
8/ 22/2026 :gnual review with no change to

A ¢ MY LY
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7Yt 20RN
Prior Authorization Gui del
Guideline IGL640359
Guideline Bosul if
Formul ary 1 UnitedHealthcare Government
SP

Gui deline Note:

Ef fective |

7/ 15/ 2026

P&T Approvi

8/ 14/ 2020

P&T Revisi(02/ 19/ 2021 ; 09/15/ 2021 ; 02/ 18
02/20/2025 ; 02/ 20/ 2026

1 Il.ndi cati ons

Drug NBmeul i f (bosutinib)

Phil ade@lophita ve
treat ment of
Phil admd pihti iav e

adul t

chronic
and
chronic

myel ogehats bli ¢ wk e inir
pediatric patients
myel ogenous | eukemi

or intolerant to priocatéedcerfapry .t Beostulaedt me
accelerated, or blast phase Ph+ CML with r
2 Criteri a

Product Name: Brand Bosulif, generic bosut.i

A ¢ MY LD
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Di agnosi s

Chronic Myelogenous/ Myel oi d

Leul

Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria
l1-Diagnosis of chronic myeloid | eukemia
AND
2-ONE of the foll owing:
2.Matient is not a candidate for imatinib
OR
2. Ratient is currently on Bosulif therapy
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Brand Bosul i f, generic bosuti

Di agnosi s

Chronic Myelogenous/ Myel ooi d

Leul

Approval L412 mont h(s)

Therapy St i{Reauthorizati on
Guideline (Prior Authorizati on
Approval Criteri a

1-Patient

does not show evidence of

progr es

A ¢ NIV

o

G R



M= WOURqUT clcectqdbHe!l JWf Ul R2RIpHKRE WyB1 R[ ¢

EQIHQR2IJWNMIONO= M= 5

Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Bosul i f, generic bosuti

Di agnosi s Phil adel phi a-PGBir obmuosomeut e Lympl

Approval L ¢

12 mont h(s)

Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria

1-Di agnosi s

of Phil apdoed ipthii vae cahcruotnmeo sloynmep h o b |

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Bosulif, generic bosut.i

Di agnosi s Phil adel phi a-PG6Bir obmosomeut e Lympl

Approval L ¢

12 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr es;q

Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Bosulif, generic bosuti

A ¢ MNIPLN

o
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Di agnosi s

My el oid/ Lymphoi d

Neopl as ms

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Diagnosis myeloid/lymphoid neopl asms witHh

AND

2-Presence of ABL1 rearrangement

Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Bosulif, generic bosuti

Di agnosi s

My el oid/ Lymphoi d

Neopl as ms

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr efd

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Bosulif, generic bosut.i

Di agnosi s

NCCN Recommended

Regi mens

A ¢ MNI®LH
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Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Bosul i f wildl be approved for uses not out

Comprehensive Cancer Network (NCCN) Drugs

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Bosulif, generic bosut.

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical respor

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program

| nf or mati on

Background:

A ¢ MNILOD

o
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Bosulif (bosutinib)
patients 1 year of

myel ogenous
therapy. Bosul i f
phase Ph+ CML

i s
wi t h

The National
up therapy 1in
NCCN al so
single agent,
myel oid bl ast
candidate for
a candidat e

Compr e
CML

i n
phase,

for

remi ssi c@MUf,orf dBrP CML
mol ecul arf akenlid pasdge,d P
of myeloid/lymphoid

Addi ti onal Clinical

9 Notwithstanding
aut horization ba
(1dam) and/ or <cl a
vari es amy gmrd/gar

T Supplymay mbeée sin

age
|l eukemi a

resistanclelpr

after
recommends
combinati on

i nducti on
i nducti on
chemotherapwgntiodahen

a kinase inhibitor
and ol-peegi twiivteh chhrra
(Ph+ CML), newlyordi acg
also indicated for the
i ntol er ar

i s

hensive Cancer Networ k
priinmeatriyn itbr,e ad arseantt i
Bosulif as primaayg &ar
with inducti d
combination wift hn os
chemot her aipryg!l é oag
chemotherapy, afg
for all ogeneic hemat ¢
patitemanselfati amnei P® s
ihttiave acute | ymphobl as
neoplasms with eosi nof

i n

Rul es:

Criteri a, Uni
sed solely on previous
im |l ogic. U saep porfo vaault opm
t herapeutic cl ass.
pl ace.

Coverage

4 References

[ package
N Drugs
[ www.

1.
2.

o 4w
—~+ >0
00w

f
C
/ nccecn.

5 Revision Histo

and

New York, NY: Pfizer
CEmpeAadaiumal) NE Calt
Accessed on December 16,

insert].
Bi ol ogics
or g.

ry

Dat e Not es

6/ 30/ 2026 Added gen

eric bosulif

A ¢ muIgLO
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71 3F¢n13GG 1

Optum Rxc

Prior Aut horization Gui del
Guideline GIkt610401
Guideline Brexaf emme

Formul ary

1 Uni tedHealthcare

Government

Gui del i

ne

Not e:

Ef fective |

4/ 1/ 2026

P&T Appr ov]

8/ 19/ 2022

P&T Revi si

02/ 17,2®220/ 2026

1 I.ndi cat

i ons

Dr ug

NBmexaf emme

(i brexafungerp)

Vul vovaginal

lonandiadieasif ©r

t he

t r-reeart ameonht a lo f

females with vulvovaginal candidiasis (VVC
2 Criteria

Product Name: Brexafemme [ a]

Diagnosi s Treat ment of Vulvovaginal candi (

Approval

L43

mont h(s)

Guideline

TNo n

Formul ary

A ¢ mIPLR
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Approval Criteri a

1-Di agnosis of wvulvovaginal <candidiasis (V

2-ONE of the following:

2.donfirmed azole resistance demonstrated

2. RBOTH of the foll owing:

1T Other causes (including but not I imited
been ruled out
9 Failure of oral fluconazole therapy for
AND
3-Prescribed by or in consultation with ONH
T Infectious disease physician

1T Obstetrician/ Gynecol ogi st

AND

OR

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brexaf emme [ a]

Di agnosi s Recurrent vulvovaginal <candi di a;{

Approval L46 mont h(s)

Guideline ITNon Formul ary

A ¢ MNIPLE

o
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Approval Criteri a

1-Di agnosis of recurrent vulvovaginal candi

AND

2-ONE of the following:

2.donfirmed azole resistance demonstrated

OR

2. RBOTH of the foll owing:

1T Other causes (including but not I imited
been ruled out

T Failure of a maintenance cour smg.of-hi®0 ad
20fMhg taken weekly for 6 mont hs

AND

3-Prescribed by or in consultation with ONH

T Infectious disease physician
1T Obstetrician/ Gynecol ogi st

Not es [a] State mandates may apply Al
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nfor mati on

A ¢ NI

o
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Background:
Brexafemme (i brexafungerp) i s i ndi-neeantaerdc hfa
pediatric females with vulvovaginal candi g
Addi tional Clinical Rul es:
1 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(1lam) and/ or claim |l ogic. U saep porfo vaault opm
vari es abmy gmd/gor t herapeutic cl ass.
T Supply |imits may be in place
4 References
l1.Brexafemme [package insert] Jersey City, NJ:
2.Sexually Transmitted Infections Treatment Guid
(vvC). Centers for Disease Control and-Prevent
guidelines/ candidiasis. htm
5 Revision History
Dat e Notes
Annual review.-d®&emovedl thequdire
2/ 5/ 2026 r treatment of vulvovaginal <can
dated references.

A ¢ NI
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Optum Rxc

Prior Authorization Gui del

Gui deline GL436493

Gui deline Brinsupri

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective [1/1/ 2026
P&T Approvill/ 21/ 2025
P&T Revi si

1 I.ndi cations
Drug NBmensupr.i (brensocatib)

Norwystic fibrosidndriamdleidedtoasitdagstieaf mb
bronchiectasis in adult and pediatric pati

2 Criteri a

Product Name: Brinsupr.i [ a]

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

A ¢ NISLD
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Guideline

INon For mul ary

Criteria

Approval

l1-Di agnhosi-cy otffi mofni br osi s

bronchiectasi s

AND
2-ALL of the following signs and symptoms &
1T Cough most days of the week | asting gr ¢
9 Production of mucopurulent sputum most
mont hs
9 Recurrent respiratory tract infections
AND
3-Chest computed tomography (CT) is positi
AND
4-Cystic fibrosis (CF) has been ruled out |
1T Sweat chloride test is negative
1 Mutation analysis of the cystic fibrosi
gene is negative for CF
AND
5-ONE of the foll owing:
5.BO0TH of the foll owing:
T Patienitl7 syel&2rs of age
1 Patient has experienced one or more pul
antimicrobial therapy in the previous 1

A ¢ rEIMM

o
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S. B

f
f

6-ONE of the foll owing:

6.~

6.RB
t he
i nt

f
f

f

OR

OTH of the foll owing:

Patient is 18 years of age or ol der

Has experienced two or more pul monary ¢

antimicrobial therapy in the previous 1
AND

atient doesxrnottimgve& OPD or ast hma
OR

or patieaksswihpg €OPD, the pa e
| owing therapies at maximally to
ol erance to these medications:

Dual therapwcwi hg mubomaginic antagoni st
umecl i dini umactanmdy aeltoangpgoni st (LABA)
formoterol)
Triple therapy [LAMA + LABA combined wi
budesonide, fluticasone propionate)]
OR
or patieakssWwihhg ast hma, the patient is
following therapies at maximally toler
ol erance to these medications:
I nhaled corticosteroid (1CS) (e.g., flu
Dual therapy with a LABA (e.g., sal mete
budesonide, fluticasone propionate)
Triple therapy with a LAMA (e.g., tiotr
arformoterol, formoterol) combined witHh

propionate)]

A ¢ IEIMN
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]

AND
7-Prescribed by or in consultation with a |
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Brinsupr.i [ a]
Approval L412 mont h(s)
Therapy St i{Reauthorizati on
Guideline INon Formul ary
Approval Criteri a
l1-Documentation of a positive clinical res
the number of annual pul monary exacerbatio
patient has not i nittteirart enth itnh eernaapnyc ewibtghs &ldams
since starting Brinsupri)
AND
2-ONE of the following:
2. Batient doesxnatt i mgveOPdD or ast hma
OR
2. Ror patieakbstwi hgp €OPD, the patient cont
foll owing therapies at maximally tolerated
intolerance to these medications:
9 Dual therapwgcwi hg smubomginic antagoni st
umecl i diniump)ctamdg aeltoanggoni st (LABA)
formoterol)

A ¢ IEIME
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T Triple therapy [LAMA + LABA combined wi
budesonide, fluticasone propionate)]
OR
2.Bor patieaksswi hp ast hma, the patient co
foll owing therapies at maximally tolerated
intolerance to these medications

T I'nhaled corticosteroid (1 CS) (e.g., flu

1 Dual therapy with a LABA (e.g., sal met e
budesonide, fluticasone propionate)

9 Triple therapy with a LAMA (e.g., tiotr
arformoterol, formoterol) combined witHh
propionate)]

AND
3-Prescribed by or in consultation with a |
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformati on
Background:

Brinsupri is a dipeptidyl peptidase 1 {D
cystic fibrosis bronchiectasis in adult
Addi ti onal Clinical Rul es:

T Notwithstanding Coverage Criteria, 9]
aut horization based solely on previo
(1ram) and/ or claim | ogic. U saep porfo vaaul t
processes vaarm easndyorprtohgerr apeuti c cl a

A ¢ IEID
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T Supply I imits may be in place

4 References

1.BrinBEympriescribing information]. Bridgewater, N
2025
2. Al iberti S, Goeminne PC, O" Donnell AE, et al
and clinical diagnosis of bronchiectasis in ad
consensus recommendations. Lan30k6. Respir Med.
doi0:. 1 016 /25620201(32 1 Pp00277
3.Bar ker, A Bronchiectasis in adults: Mai nt ai ni
UpToDat e, Wal t ham, MA , 2025,

5 Revision History

Dat e Not es

11/3/ 2025 New progr am.

A ¢ rEpD
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e

Prior Aut horization Gui
Guideline GLkt610402
Guideline Bruki nsa
Formul ary 1 UnitedHealthcare Government
SP
Guideline Not e:

Ef fective |

4/ 1/ 2026

P&T Approvi

5/ 16/ 2025

P&T Revi si i

07/16/,2®2%20/ 2026

1 I.ndications

Drug NBmekinsa (zanubrutinib)

Mantl e Cell |Ibymplaoma for the treatment of

l ymphoma (MCL) who have received at | east
Wal denstr°m's Maclrmndil odbtué d nfeoi at he tr eat me
Wal denstr°m's macrogl obulinemia (WM)

Mar gi nal Zonel ndyingpehtoema f or t he treat ment o
refractory marginal zone | ymphoma (iDbR-Pawe
regi men.

Chronic Lymphocytic Leukemia or ISmthilda tLeydnpl
treat ment of adult patients with chronic |
l ymphoma (SLL)

Follicular Inydmpgadamad for the treatment of 3§

Ac¢ IEIMR

del
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follicular |l ymphoma (FL), in combination w

systemic therapy.

2 Criteri a

Product Name: Brukinsa [ a]

Di agnosi s B-Cel | Lymphomas

Approval L412 mont h(s)

Therapy St{lnitial Aut hori zati on

Guideline (Prior Authorizati on

Approval Criteri a

1-ALL of the foll owing:

9 Diagnosis of follicular | ymphoma (FL)

9T Disease is relapsed, refractory, or pro
1 Patient has received at | east two or mg
1 Brukinsa wil/ be used in combination wi

OR

2-ALL of the following:

2.0i agnosis of ONE of the foll owing:
9 Extranodal mar ginal zone | ymphoma (EMZLU
T Extranodal mar gi nal zone |l ymphoma of no
9 Nodal mar gi nal zone | ymphoma

AND
2. Ri sease is relapsed, refractory, or prog

A ¢ IEIME

o
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2.Bati en

OR
3-ALL of the following:
9 Diagnosis of splenic marginal zone | ymp
9 Disease is relapsed or refractory
1T Patient has recei-GR2dDaste d eraesggi noenre (aen.tg .

obinutuzumahb)

t has
obinutuzumahb)

AND

recei-v@2i0 aaste d eraesgi noenre (aen.tg. ,

OR

4-Di agnosis of mantle cell l ymphoma ( MCL)

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: Brukinsa [ a]

Di agnosi s B-Cel | Lymphomas

Approval L4112 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteri a

l1-Patient does not show evidence of progr efd

Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

A ¢ rEIDAID
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Product Name: Brukinsa [ a]

Di agnosi s Wal denstr°mbés Macrogl obulinemia

Approval L412 mont h(s)

Therapy St{lnitial Aut hori zati on

Guideline (Prior Authorizati on

Approval Criteri a

1-Di agnosis of Waldenstr°més macrogl obul i ne

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brukinsa [ a]

Di agnosi s Wal denstr°més Macrogl obulinemia

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr es;q

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product

Name:

Bruki nsa

[ a]

Di agnosi s

Chronic
(CLL/ SLL)

Lymphocytic

Leukemi al/ Sm{

Approval L ¢

12 mont h(

S )

]
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Therapy Sti{lnitial Authorizati on

Guideline Prior Authorizati on

Approval Criteria

1-Diagnosis of Chronic Lymphocytic Leukemi g

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brukinsa [ a]

Di agnosi s

Chroni c

Lymphocyt.i

(CLL/SLL)

c

Leukemi al/ Smi

Approval L412 mont h(s)

Therapy St i{Reauthorizati on

Guideline JPrior Authorization

Approval Criteria

l1-Patient does not show evidence of progr es;q

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brukinsa [ a]

Di agnosi s Hairy Cell Leukemi a

Approval L412 mont h( s)

Therapy Stilnitial Aut hori zati on

Guideline (Prior Authorizati on

A ¢ rEID
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]

Approval Criteri a
1-Di agnosis of hairy cell |l eukemi a
AND

2-Disease is relapsed, refractory, or progit

Notes [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brukinsa [ a]

Di agnosi s Hairy Cell Leukemi a

Approval L4112 mont h(s)

Therapy St iqReauthorization

Guideline (Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr efd

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brukinsa [ a]

Di agnosi s Centr al Nervous System Lymphoma

Approval L412 mont h(s)

Therapy Stiglnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

A ¢ rEINLW
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l1-Diagnosis of primary centr al nervous syst
AND

2-Di sease is relapsed or refractory

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brukinsa [ a]

Di agnosi s Centr al Nervous System Lymphoma

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr es;q

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brukinsa [ a]

Di agnosi s

NCCN Recommended Regi mens

Approval L4112 mont h(s)

Therapy Stdlnitial Authorization
Guideline (Prior Authorizati on
Approval Criteria

Ac¢ IEININ

[ C

v

R

d



SMZZWOURqUT cWctq6éHec! DWf Ul R2ZRIpHKRE Wy el
EQUNHQQR2 IJIWNMIONIK= M= X

1-Brukinsa wil!/ be approved for uses not ol
Comprehensive Cancer Network (NCCN) Drugs

Not es a] State mandates may apply
the member specific benefi
criteria. Other policies a
y

[
d
e
p I

Product Name: Brukinsa [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h( s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical respor

Not es [a] State mandates may apply. A
d the member specific benefit pl
criteria. Other policies and |

e
ply.

3 Background

Benefit/ Coverage/ Program I nformati on

Background:

Brukinsa (zanubrutinib) is a kinase inhi
with mantle cell l ymphoma (MCL) who have
relapsed or refractory marginal zone | ym
one -@b2Mased regi men, and relapsed or re
combination with obinutuzumab, after two
indications are approved under accelerat
Continuedf apptbeaé indications may be co
description of <clinical benefit in a con
treat ment of Waldenstr°més macrogl obul in

]
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o

G R

|l eukemia (CLL) or smal/l l' ymphocytic | ymp
NCCN recommends Brukinsa for relapsed/re
centr al nervous system (CNS) | ymphomas.
Addi tional Clinical Rul es:
T Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(lram) and/ or claim | ogic. Usaepporfo vaaut opj
vari es abmy gmd/goar t herapeutic cl ass.
T Supply | imits may be in place.
4 References
1.BrukinsaE [package insert]. Pennington, NJ: Be
2. The NCCN Drugs and Biologics Compendium (NCCN
NCCN Drugs and Biologics Compendi umE. Accessed
5 Revision History
Dat e Notes
Added coverage for progressive
21512026 S | ymphoma. Updated background
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Prior Authorization Gui del
Guideline |GL5232509
Guideline Buphenyl , Ol pruva, Pheburane
Formul ary 1 UnitedHealthcare Government
SP

Gui deline Not e:

Ef fective |

4/ 1/ 2026

P&T Approvi

8/ 14/ 2020

P&T Revisi{(09/15/2021 ; 10/19/2022 ; 12/ 14
02/ 20/,,2®2%20/ 2026

1 Il.ndi cations

Drug N8mdium Phenyl butyrate

Urea cyclelddsocmntdedsas adjunctive therapy

with urea cycle disorders involving defici

ornithine transcarbamylase (OTC), or argin

Neonaonasl et
enzymatic

Latoenset disease (partial enzymatic defi ci g
I ndicated in patsieentds swiasle I(paeti al enzyma
first month of | ife) who have a history of

deficiency,

in all
present.i

defindi emat ¢ d

-qpmad d te nd esf iwd it d

ng within th

A ¢ rEIN
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2 Criteri a

Product Name: Brand Buphenyl, generic sodiu

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline Prior Authorizati on

Approval Criteria

1-Diagnosis of wurea cycle disorders (UCDs)

AND

2-Wi | | be used concomitantly with dietary

supplements (e.g., essential a#iree aaildg,i ¢

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Brand Buphenyl, generic sodiu

Approval L412 mont h(s)

Therapy St i{Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical respor

AND
2-Patient is actively on dietary protein re

essenti al amino

(e. g.,

adirdes, carl gpirnien e,u pil

A ¢ IEINE
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Not es

[a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Background:

Sodium phenyl butyrate (Buphenyl ) is indic

management of patients with urea cycle di s
carbamyl phosphate synthetase (CPS), ornitH
argininosucthpiasaci{ddSsynlt is indi coantseedt i

deficiency (complete enzymatic deficiency,
indicated in paseénds swiasle |(poetial enzymsi

the first month of I|ife) who have a Shidd tuam
phenyl butyrate must be used with dietary g
supplements (e.g., essential a#irreal oaqii ks,

suppl ement s) .

Addi ti onal Clinical Rul es:

T Notwithstanding Coverage Criteria, Uni

T Supply Iimits may be in place

authorization based solely on previous
(1ldam) and/ or claim |l ogic. U saep porfo vaault opm
vari es amy gmrd/gor t herapeutic cl ass

4 References

WN -

.Buphenyl [ package insert], Lake Forest, I L:
.Pheburane [package insert]. Bryn Mawr, PA:
.Ol prREulvmackage insert]. Newton, MA: Acer The

5 Revision History
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Dat e Not es
2/ 19/ 2026 ?22ual review with no changes t
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Prior Authorization Gui del

Gui deline GL685464
Gui deline Byl vay

Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:

Ef fective |10/ 1/ 2026
P&T Approvi6/ 15/ 2022

P&T Revisi(08/19/2022 ; 12/ 14/2022 ; 08/ 18
08/ 22,2221/ 2026

1 Il.ndi cations

Drug NBwywevay (odevi xibat)

Progressive Familial I ntrahdpatatedCholeshe

in patients aged 3 months or older with pr

Al agille s
I

dirmodriec atAdLdGSf)or t he treat ment ol
age and o r

yn
de with Alagille syndrome (ALGS

2 Criteri a

Product Name: Byl vay [ al]

A ¢ rEIN
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Di agnosi s Progressive Familial I ntrahepat.

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Gui

deline INon Formul ary

Approval Criteria

1-Confirmed mol ecul ar diagnosis of progresd

2-Patient does not have a ABOBXIXI i warail amtr rcd

of bile salt expo+3t) pump protein (BSEP
AND

3-Patient is experiencing moderate to sever
AND

4-Patient has a serum bile acid concentrat:i

range for the reporting | aboratory
AND

5-Patient has had an inadeqguate response td

the symptomatic relief of pruritus (e.g.,

chol estyramine, rifampin, naltrexone, and
AND

6-Prescribed by a gastroenterologist or henqy

AND

A ¢ rEINWD
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AND
7-Byl vay wil |l not be used in combination wi
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and |
ply.
Product Name: Byl vay [ a]
Di agnosi s Progressive Familial I ntrahepat.

Approval L4112 mont h(s)

Therapy St {Reauthorization
Guideline INon Formul ary
Approval Criteri a

1-Documentation of

aci ds, i mproved

posi

pruritus

clinical
and | ess

tive respor

sl eep di

AND
2-Prescribed by a gastroenterologist or hef
AND
3-Byl vay will not be used in combination wi
Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Byl vay [ a]
Diagnosi s Al agill e Syndr ome

Ac¢ IrEIELW

o
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Approval L4412

mont h(s)

Therapy St{lnitial Authorizati on

Guideline INon Formul ary

Approval Criteria

l1-Diagnosis of Alagille syndrome (ALGS)
AND

2-Confirmation of diagnosis by presence of
AND

3-Patient has a serum bile acid concentrat:i

range for the reporting |l aboratory.

AND

4-Patient is experiencing moder a

AND

5-Pati ent has had
the symptomatic
chol estyramine,

an inadequate
relief of pru
ri fampin, nal

AND
6-Prescribed

by a gastroenterol o

AND

ritus (
trexone,

t e to Sever

response td
e. g.,
and

gi st or hepy
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7-Byl vay will not be used in combination wi

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Byl vay [ a]

Di agnosi s Al agill e Syndr ome

Approval L4112 mont h(s)

Therapy St i{Reauthorizati on

Guideline INon Formul ary

Approval Criteri a

1-Documentation of positive clinical respor

aci ds, i mproved pruritus)

AND
2-Prescribed by a gastroenterologist or hef
AND

3-Byl vay will not be used in combination wi

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

A ¢ IEIZIH
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Background:

Byl Y@ydevi xi bat) is
pruritus in patients
(PFI'C). Bylvay is al
ol der with Alagille

Conventional
ursodeoxycholic acid
(e.g., cholestyramin
Limitation of Use:
not
reswhdect ngna

Byl vay i s
variants
( BSBP .

Addi ti onal Clinical

T Notwithstandi
aut horization bas
(lam) and/ or cl ai
vari es amy gmrd/gar

T Supply | imits may

ng

treat ment s

recommended i

Coverage

| eal bi

3

an i
aged
S0
syndr ome

for
(UCDA) ,
e), rifampi

n a

In

Rul es:

ed solely
m | ogi c.
t herapeutic
be in

mont hs
indicated fl@r miomeé ht
(ALGS) .

pruritus
ant i

ooncompl et e

Criteria,
on
U saep porfo vaault opm

pl ace.

tr g
ol de

acid
or

| e

asso
hi stami n¢g

n, nal tr exd

subgroup o
absence

Uni
previous

cl ass.

4 References
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5 Revision History

Dat e Not es
Annual review. Added requiremenit
8/ 4/ 2026 ation with Livmarli for ALGS or
n criteria. Updated background
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Optum Rxc

Prior Authorization Gui del
Guideline GL577276
Guideline Cabl i vi
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Not e:

Ef fective |

6/ 1/ 2026

P&T Approvi

7117/ 2024

P&T Revi si i

04/ 16/,2032385/ 2026

1 I.ndi cations

Drug N€akbklt i vi (caphdamg) zumab

Acqguired thrombotic t hr ombolcnydtiocpaetnei dc fpourr ptul
adult and pediatric patients 12 years of a
thrombocytopenic purpura (aTTP), i n combin
i mmunosuppressive therapy.

2 Criteria

Product Name: Cablivi [ a]

Diagnosi s Acquired

t hromboti c

t hrombocyt of

Ac IEIZIR
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Approval L42 mont h(s)

Therapy St{lnitial Authorizati on

Guideline INon Formul ary

Approval Criteria

l1-Diagnosis of acquired thrombotic thr ombogd

AND
2-Cablivi was initiated as a bolus intraver
in combination with plasma exchange therap
AND
3-Cablivi wildl be used in combination with
AND
4-Total treatment duration wil!/ be | imited
exchange
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Cabl i vi [ a]

Di agnosi s Acquired thrombotic thrombocyt oy

Approval L42 mont hs for a new episode of a

Therapy St {Reauthorizati on

Guideline ITNon Formul ary

Ac¢ IEIZIE

o

G R



M= WOURqUT cWecitgqbHe! JWf Ul R2ZRIpHKE WE¥BYT R[ ¢ G R
EQWH@QR2IJWNMIONIO= M= X

Approval Criteri a

1-Request is for a new (dif-freirteindt)i empi sfodpl

the treatment of aTTP. (Documentation of d

new episode required)

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformati on

Background:

Cabf(lwapl acyhlzdipnabi s a von Wi ildlietkrcard faadtd

indicated for the treatment of adult and g

acquired thrombotic thrombocytopenic pur py

excrhge and i mmunosuppressive therapy.

Addi tional Clinical Progr ams:

T Notwithstanding Coverage Criteria,
reaut horization based solely on prev
codes-10hCnd/ or claim |l ogic. Use of
approval pr oces sans avhadr/ioers tbhye rparpoegurt i

9 Supply I imits may be in place

4 References

1.Cablivi [ package insert]. Cambridge, MA :
5 Revision History

Dat e Notes
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4/ 15/ 2026

Annual review with

ound and

reference.

no

changes t
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e

Prior Authorization Gui
Gui deline GLL375638
Gui deline Cabomet yx
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Note:

Ef fective |

11/ 1/ 2025

P&T Approvi

8/ 14/ 2020

P&T Revisi{03/17/20221 ; 11/19/2021 ; 08/19
11/17/ 2023 ; 10/ 01/ 2028/ 2028/ 22

1 Il.ndi cati ons

Drug N@amkbometyx (cabozantinib)

Renal cel | carlmidicma e(dRG®W) the treat ment d

carci noma.

el | u
carci noma

T
(¢)
©
QD
—
o
(@]

Neuroendocr
and

carcinoma-l ameat feastment

wh o

for
wi t

al so indicated
i n combinati on

Cabometyx is

treat ment
treated

| ar clanrdciicnaotnead (fHOOC)t he

have been previously

Differentiated I ThhyrcaitckedCdmaert he treat ment
years of age and ol der with |l ocally advanc
that has progressed-tfaaglgledwidng hpriagpry \WEBG@EF Rv N
refrrayctod ineligible.

i hediToaabe d
ol der with

for the treat ment of

previously treated;
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di fferentiated pancreatic neuroendocrine t
and pediatric patients 12 years of age and
advanced or meéi Bt énaéntepancertlel eetxndoaneuneet umg
2 Criteri a
Product Name: Cabometyx [ al]
Di agnosi s Kidney Cancer
Approval L4112 mont h(s)
Therapy Stilnitial Aut hori zati on
Guideline (Prior Authorizati on
Approval Criteri a
1-Di agnosis of ONE of the following:
T Advanced renal cell carcinoma (RCC)
9 Rel apsed renal cel l carcinoma (RCC)
9 Hereditary | eiomyomatosis and RCC (HLRA(
Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Cabometyx [ a]
Di agnosi s Kidney Cancer
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline (Prior Authorizati on
Approval Criteri a

A ¢ rEIDW
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l1-Patient does not show evidence of progr efq

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cabometyx [ al]

Di agnosi s NoiE mal | Cel |l Lung Cancer (NSCLC

Approval L4112 mont h(s)

Therapy Stiylnitial Aut hori zati on

Guideline (Prior Authorizati on

Approval Criteri a

1-Di agnosi-smalfl noel | l ung cancer (NSCLC)
AND

2-Positive for RET gene rearrangements

AND
3-Di sease is ONE of the following:
T Recurrent
1 Advanced
1 Metastatic
AND
4-Used as subsequent therapy following prog
1T Gavreto (pralsetinib)
1T Retevmo (selpercatinib)

Ac¢ IEIDIN
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Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
NTried/ failed alternative(s) ar ¢
N guidelines

Product Name: Cabometyx [ al]

Di agnosi s No+# mal | Cel | Lung Cancer (NSCLC

Approval L412 mont h( s)

Therapy St i{Reauthorizati on

Guideline Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr esfq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cabometyx [ a]

Di agnosi s Hepatocellul ar Carci noma

Approval L412 mont h(s)

Therapy St{qlnitial Authorization

Guideline (Prior Authorizati on

Approval Criteria

1-Di agnosis of hepatocellular carcinoma

AND

2-Used as

s ul b sneeq useynstt emi ¢ t her apy

A ¢ IEIDIH
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Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Cabometyx [ al]
Di agnosi s Hepatocellul ar Carci noma
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline (Prior Authorizati on
Approval Criteria
l1-Patient does not show evidence of progr efd
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.
Product Name: Cabometyx [ al]
Di agnosi s Bone Cancer
Approval L4112 mont h(s)
Therapy Stdlnitial Authorization
Guideline 1Prior Authorizati on
Approval Criteria
1-ONE of the following diagnoses:
9 Dedi fferentiated chondrosar coma
1T Ewing Sarcoma
9 Hi gg&rade undi fferentiated pleomorphic s
1 Mesenchymal chondrosar coma
T Osteosar coma
9 Primary round cell tumor of the bone (¢
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AND
2-Di sease is ONE of the following:
1T Rel apsed/ refractory
1 Metastatic
AND
3-Used as second |ine therapy
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.
Product Name: Cabometyx [ al]
Di agnosi s Bone Cancer
Approval L412 mont h(s)
Therapy St i{Reauthorizati on
Guideline (Prior Authorizati on
Approval Criteri a
l1-Patient does not show evidence of progr efd
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Cabometyx [ a]
Di agnosi s Gastrointestinal Stromal Tumor s

Approval L412 mont h( s)
Therapy Stilnitial Aut hori zati on
Guideline (Prior Authorizati on
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Approval

1-Di agnos

2-Patient

Criteria

i s of GI ST

AND

has ONE of the following:

9 Gross residual di sease (R2 resection)
T Unresectable primary disease
T Tumor rupture
1 Recurrent/ metastatic disease
AND
3-Di sease has progressed on ALL of the foll
T imatinib (generic Gleevec)
f sunitinib (generic Sutent)
1T Stivarga (regorafenib)
T Standard dose Qinlock (ripretinib)
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
NTried/ failed alternative(s) ar ¢
N guidelines
Product Name: Cabometyx [ al]
Di agnosi s Gastrointestinal Stromal Tumor s

Approval

L412 mont h( s)

Therapy

St {Reaut hori zati on

Guidelin

e 1Pri or Aut hori zati on
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]

Approval Criteri a

l1-Patient does not show evidence of progr efd

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: Cabometyx [ a]

Di agnosi s Endometri al Carci noma

Approval L412 mont h( s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Diagnosis of endometri al carci noma

AND

2-Used as -lsienceconodd subsequent treat ment

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cabometyx [ al]

Di agnosi s Endometrial Carcinoma

Approval L412 mont h(s)

Therapy St i{Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

A ¢ IEIDE
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l1-Patient does not show evidence of progr efq
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.
Product Name: Cabometyx [ al]
Di agnosi s Thyroid Cancer
Approval L4112 mont h(s)
Therapy Stiylnitial Aut hori zati on
Guideline JPrior Authorizati on
Approval Criteri a
1-Di agnosis of differentiated thyroid cancsée
AND
2-Disease is |l ocally advanced or metastati g
AND
3-Di sease has progressed afrglelt ewi ndepraipgr VH
AND
4-Di sease i s radebrnattweeyiodi heeligible
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Cabometyx [ a]
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Di agnosi s Thyroid Cancer

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr efq

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cabometyx [ al]

Di agnosi s Soft Tissue Sarcoma

Approval L412 mont h(s)

Therapy Stilnitial Aut hori zati on

Guideline 1Prior Authorizati on

Approval Criteri a
1-ALL of the foll owing:

1.0iagnosis of ONE of the following soft t

T Extremity/ body wall
1 Head/ neck
9 Pl eomorphic Rhabdomyosarcoma ( RMS)
9T Retroperitoneal/intraabdominal
AND
1. R2isease is advanced/ metastatic

A ¢ IEIDW
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AND
1. Bsed as subsequent |l ine of therapy
OR
2-Di agnosis of ONE of the following soft ti
T Al veol ar soft part sarcoma (ASPS)
9 Epithelioid hemangioendotheli oma
1T Extraskel et al myxoid chondrosarcoma
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Cabometyx [ al]
Di agnosi s Soft Tissue Sar coma
Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr efd

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cabometyx [ al]

Di agnosi s Neuroendocrine and Adrenal Tumoi

Approval L ¢

12 mont h(s)
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Therapy Sti{lnitial Authorizati on

Guideline Prior Authorizati on
Approval Criteria
1-Diagnosis of ONE of the following neur oen
1 Weldli fferentiated pancreatic neuroendoc
T Weldli f f er entpaancerde aetxitar aneur oendocrine tu
AND
2-Di sease is ONE of the following:
T Locally advanced
1 Metastatic
1 Unresectabl e
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Cabometyx [ al]
Di agnosi s Neuroendocrine and Adrenal Tumor

Approval L4112 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteri a

l1-Patient does not show evidence of progr efd

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

A ¢ rEITW

]

[ C

v

R

d



M= WOURqUT clcectqdbHe!l JWf Ul R2RIpHKRE WyB1 R[ ¢

EQIHQR2IJWNMIONO= M= 5

Product Name: Cabometyx [ al]

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h(s)

Therapy St{lnitial Aut hori zati on

Guideline (Prior Authorizati on

Approval Criteri a

l1-Cabometyx wild.l be approved for uses not ¢

Comprehensive Cancer Network (NCCN) Drugs

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cabometyx [ al]

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Documentation of positive clinical respor

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background
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Benefit/ Coverage/ Program I nfor mati on

Background:

Cabométyabozantinib) is a kinase inhibitolf
advanced renal cell carcinoma (RCCJinpgati g
in combination with Opdivo (nivolumab)), wptle
have been previously treated with Nexavar

12 years of age and older with Il ocally ad\
(DTC) that has progr esdead gfed lelda mwadhrew hagprya o e
iodreéeractory or ineligible; adult and pec
previously treated, wunresect abl-cki f flercertliya
pancreatic neuroendocri ned tpeaendirat r(ipdNEprgt i g
and older with previously treated, un+ es e

di f fer entpancerde aetxitcr aneur oendocrine tumor s

The National Cancer Comprehensive Network
treat mensmaolfl ncoenl | l ung cancer (NSCLC) wit
a single agent f orCaproanertesksiiwe adissoe aseec.0 mm
guidelines for bone cancer, gastrointestin
sarcoma and endometrial carci noma

Addi tional Clinical Rul es:

9 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaaut opml
vari es amy gmd/gor t herapeutic cl ass.

f Supply I imits may be in place.

4 References

1.Cabometyx [package insert] South San Francisc

2. The NCCN Drugs and Biologics Compendium (NCCN
http://www. nccn. org/ professionals/ drug_compend
July 31, 2025

5 Revision History

Dat e Not es
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Annual review. Added new sectio
mors based on updated FDA | abel
8/ 30/ 2025 iteria for Kkisdmaelyl ccaenlclerl,umg ncan
ci noma, bone cancer, and sOCN uq
t es. Updated background and ref
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9c¢lhedUHRW

Optum Rxc

Prior Authorization Gui

Gui deline GL579200

Guideline Cal guence

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Effective [6/ 1/ 2026
P&T Approvi9/ 15/ 2021
P&T Revisi(05/20/2022

;7 05/ 25/ 2023; ;4/063/1Z0

1 I.ndi cati ons

Drug N@amkequence (acalabrutinib)

Mantl e cel ll ddyimpahtoamh i n combination with b
treatment of adult patients with previousl
ineligible for autologous hematopoietic st

Chronic Lymphoec
treat ment of ad
l ymphoma (SLL)

c Leukemia or |[ISmmhilda tLeydnpt

yti
ult patients with chronic |

2 Criteri a
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Product Name: Cal quence [ al]
Di agnosi s Mantl e Cell Lymphoma ( MCL)
Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria
1-Diagnosis of mantle cell l ymphoma ( MCL)
AND
2-ONE of the following:
2.ALL of the following:
1T Patient has not received prior therapy
1 Patient is ineligible for autologous h#¢g
1 Used in combination with bendamustine 4§
OR
2. Ratient has received at | east one prior
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria Ot her policies and |
ply.
N Tried/ failed alternative(s) af
CN guidelines

Product

Name: Cal guence

[ a]

Di agnosi s Mantl e Cell Lymphoma ( MCL)
Approval L4112 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on
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Approval Criteri a

l1-Patient does not show evidence of progr esq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product

Name: Cal quence

[ a]

Di agnosi s Chronic Lymphocytic Leukemia/ Smg
(CLL/ SLL)

Approval L4112 mont h(s)

Therapy St{lnitial Aut hori zation

Guidelin

e JPri or

Aut hori zati o

Approval Criteri a

1-Di agnosis of chronic lIlymphocytic | eukemi d

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cal quence [ al]

Di agnosi s Chronic Lymphocytic Leukemia/ Sma

(CLL/SLL)

Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline 1Prior Authorizati on

Approval

Criteri a

A ¢ IEINE
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]

l1-Patient does not show evidence of progr efq
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Cal quence [ al]
Di agnosi s B-Cel | Lymphomas
Approval L4112 mont h(s)
Therapy Stiylnitial Aut hori zati on
Guideline (Prior Authorizati on
Approval Criteri a
1-Di agnosis of ONE of the following:
T Nodal Mar gi nal Zone Lymphoma
T Extranodal Mar ginal Zone Lymphoma (EMZL
9 Splenic Marginal Zone Lymphoma
T Extranodal Mar ginal Zone LymphbomaeoiisNo

AND

2-Di sease is recurrent, rel apsed, refract or

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply. ~ Tried/failed alRIRA nlaah evlei
NCCN guidelines.

Product

Name: Cal guence

[ a]

Di agnosi s B-Cel | Lymphomas
Approval L4112 mont h(s)

Therapy St i{Reauthorizati on
Guideline (Prior Authorizati on
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Approval Criteri a
l1-Patient does not show evidence of progr esq
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and |
ply.
Product Name: Cal quence [ a]
Di agnosi s Wal denstr°®m Macrogl obulinemia /
Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria
1-BOTH of the following:
1.0i agnosis of Waldenstr°m Macrogl obulinem
AND
1. @QNE of the foll owing:
1 Patient did not respond to primary ther
9 Disease is relapsed or progressive
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Cal quence [ al]
Di agnosi s Wal denstr°m Macrogl obulinemia /

A ¢ IEIDN
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Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr efq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cal quence [ al]

Di agnosi s NCCN Recommended Regi mens

Approval L4112 mont h(s)

Therapy Stilnitial Aut hori zati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Cal quence wil/ be approved for uses not ¢

Comprehensive Cancer Network (NCCN) Drugs

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cal quence [ a]

Diagnosi s

NCCN Recommended Regi mens

Approval L412 mont h( s)
Therapy St {Reauthorizati on
Guideline 1Prior Authorizati on
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Approval

1-Documentation of

Criteria

positive clinical respo

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Background

Cal qufe(nacceal abrutinib) is a kinase inhibito

f1ln combination with
with previously
aut ol ogous

bendamustine and r
untreated mantl e cell
hematopoietic stem cell tra

T For the treatment of adult patients wi
therapy.

T For the treatment of adult patients wi
| ymphocytic | ymphoma (SLL).

The National Comprehensi ve
for the trcecaltimelny mpHormBas,
|l y mphoema,ranodal mar gi nal

Net wor Kk
spl eni
' ymphoma (E

Cancer
including
zone

mar gi nay mgloommea lof nongastric sites (noncut
macrogl obulinemia/lymphoplasmacytic | ymphod
Addi tional Clinical Progr ams:

1 Notwithstanding Coverage Criteria, Uni

authorization based solely on previous
(1lam) and/ or claim | ogic. U saep porfo vaault opm
vari es abmy gmrd/gar t herapeutic cl ass.

T Supply I imits may be in place
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4 References

l1.Calquence [package insert]. Wil mington, DE: As
2025.

2. The NCCN Drugs and Biologics CBmpeAdaiulmaly NE Calt
http:// www. nccn.org/ professional s/ drug_compend
February 12, 2025.

5 Revision History

Dat e Not es

4/ 15/ 2026 Annual review with no changes t
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Optum Rxc

Prior Authorization Gui del

Gui deline GL613196

Gui deline Camzyos

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective |[7/ 1/ 2026
P&T Approvi7/ 20/ 2022

P&T Revisi(l11/18/2022 ; 08/18/2023
5/ 28/ 2026

; 08/:16

1 Il.ndi cati ons
Drug N@amzyos (mavacamten)

Obstructive hypertrophi cd ncdarcdaitoendy o ppat hyh e( H
sympt omatic New Yor k Hear tl IAlssolecg tat a otni ( eNY
cardiomyopathy (HCM) to improve functional

2 Criteri a

Product Name: Camzyos [ a]

Approval L412 mont h( s)

A ¢ IEIPIH
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Therapy Sti{lnitial Authorizati on

Guideline INon Formul ary

Approval Criteria

l1-Diagnosis of obstructive hypertrophic can
AND
2-Heart failure is classified as ONE of t he

T New York Heart Association (NYHA) <cl ass
T New York Heart Association (NYHA) <cl ass

AND
3-BOTH of the following were measured prior
1 Patient had a |l eft wventricular ejection
T Patient had a left ventricular outfl ow

to 50 mmHg at rest or with provocation

AND
4-Hi story of inadequate response, i ntol er arf
foll owing at a maximally tolerated dose:
T Nowasodilating beta blocker (e.g., aten
propranol ol )
9 Nondi hydropyridine calcium channel bl oc
AND
5-Not wused in combination with another <car

]
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AND
6-Prescribed by or in consultation with a d
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Camzyos [ a]
Approval L412 mont h(s)
Therapy St iqReauthorization
Guideline INon Formul ary
Approval Criteri a
1-Documentation of positive clinical respor
worsening in NYHA cl ass)
AND
2-Patient has a left ventricular ejection f
AND
3-Not wused in combination with another <car(
AND
4-Prescribed by or in consultation with a (d
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
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3 Background

Benefit/ Coverage/ Program I nformation
Background:
Camzyos (mavacamten) is a cardiac myosin
with symptomatic New Yor k Helalrlt dAlsstorcu att i \0
cardiomyopathy (HCM) to improve functional
Addi ti onal Clinical Rul es:

T Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(1ldam) and/ or claim |l ogic. U saep porfo vaault opm
vari es &mny gmd/gar therapeutic class.

T Supplymaymbésin place.

4 References

1.Camzyos |[package insert]. Brisbane, CA: Bristo
2.Wasfy JH, Walton SM, Beinfeld M, Nhan E, Sarke
DM. Mavacamten for Hypertrophic Cardiomyopathy
Evidence Report and Meeting Summary. I nstitute

Novembe202116., https: //i<car.daomogh2Pale/htyr ophi ¢

R

d

3.0mmen SR, Ho CY, Asif | M, et al . 2024 AHA/ ACC/
Guideline for the Management of Hypertrophic

American Heart Association/ American Coll ege of
Practice Guistheldi tog rlegubloin appears in Circula
20;150(8):e198. doi: 10.1161/ClIR.0000000000O00O0
2024; 149 ( 23)3:114123Di : 10.1161/CI R.0000000000001

5 Revision History

Dat e Not es

Clarified LVOT criteria prior t

5/ 18/ 2026 .
al i ntent .
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Prior Authorization Gui del

Gui deline GL405336

Guideline Caprel sa

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective |12/ 1/ 2025
P&T Approvi8/ 14/ 2020

P&T Revisi{09/18/2019 ; 02/19/2021 ; 10/ 20
10/ 16/202D4 15/ 2025

1 Il.ndi cations
Drug N@amprelsa (vandetanib)

Medul |l ary thyndidatadcéor the treatment of
medul l ary thyroid cancer in patients with

Of f LabeHolUsiecsul ar , Hurt hl e ceHd ,Nd&taipandlargd
Comprehensive Network (NCCN) recommends th
follicular, oncocytic, and papillary <carci

2 Criteri a
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Product Name: Caprelsa [ a]
Di agnosi s Thyroid Carcinoma
Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria
1-BOTH of the following criteria:
1.0i agnosis of medullary thyroid cancer (M
AND
1. @NE of the foll owing
T Unresectable | ocoregional di sease that
1 Asymptomatic recurrent or persistent di
progressing
T Recurrent or persistent distant metast g
OR
2-ALL of the following:
2.QNE of the following diagnoses:
1 Follicular Carcinoma
1 Papillary Carci noma
AND
2.QNE of the foll owing:
1 Unresectable | ocoregional recurrent
T Persistent disease
1 Distant metastatic di sease
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AND
2.BNE of the following:
1 Patient has symptomatic di sease
T Patient has progressive disease
AND
2.Bi sease is refractory to radioactive iod
OR
3-ALL of the foll owing:
3.0iagnosis of Oncocytic Carcinoma
AND
3.@NE of the foll owing:
T Unresectable | ocoregional recurrent
1 Persistent disease
1 Distant metastatic di sease
AND
3.8BNE of the foll owing:
T Patient has symptomatic di sease
1 Patient has progressive disease
Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Ac¢ IrEIPLD
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g1 R

Product

Name: Caprel sa [ a]

Di agnos

i s Thyroid Carcinoma

Approval L412 mont h(s)

Therapy

St {Reaut hori zati on

Gui del i

ne 1Pri or Aut hori zati on

Approval Criteria

l1-Patient does not show evidence of progr efd

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: Caprelsa [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Caprelsa wild!@l be approved for uses not ol

Comprehensive Cancer Network (NCCN) Drugs

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product

Name: Caprel sa [ a]

Di agnos

i S NCCN Recommended Regi mens

Approval L4112 mont h(s)
Therapy St {Reauthorizati on
Guideline (Prior Authorizati on
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Approval Criteri a

l1-Documentation of positive clinical respo

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Background:

Caprédivaamdetanib) is a kinase inhibitor in

progressive medull ary thyroid cancer in paé

metastati Theli N@taisenal Cancer Comprehensi ve

usef Caprelsa for the treatment of medul | g

Caprelsa may be used in patients with ind

after careful consideration of the treat mg

Addi ti onal Clinical

1 Notwithstanding

Rul es:

Coverage

Criteri a, Uni

authorization based solely on previous
(1ldam) and/ or claim |l ogic. U saep porfo vaault opm
vari es &y gmd/gar therapeutic class.
9 Supply I imits may be in place.
4 References
1.Caprelsa [package insert]. Wi lmington, DE:
2025.
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2. The NCCN Drugs and Biologics Compendium (NCCN
http://www. nccn.org/ professional s/ drug_compend
September 3, 2025,

5 Revision History

Dat e Not es

Annual revi ew. Updated criteria

912972025 1. rcinoma per NCCN. Updated ref

Ac¢ IEIX1H



M= WOURqUT cWecitgqbHe! JWf Ul R2ZRIpHKE WE¥BYT R[ ¢ G R

9¢l HeNae

Optum Rxc

EQIHQR2IJWNMIONO= M= 5

Prior Authorization Gui
Guideline GL149903
Gui deline Carbaglu
Formul ary T UnitedHealthcare Government
SP
Gui deline Note:
Ef fective [|9/1/ 2024
P&T Approvi8/ 14/ 2020
P&T Revisi{(02/19/2021 ; 07/21/2021; ;7/10T77/12D(
1 I.ndi cations
Drug N@amebaglu (carglumic acid)
Chronic Hyperbmthboaemed for maintenance the

for the treat ment
deficiency.

Acut e
and adult

adjunctive
propiondemiaa

patient

(PA)

Hyperammdnemt ad

t herapy

of

as an adjunctive
the treatment o
standard of car e
met hyl mal oni ¢ aci

s for
to
or

c hr eand ect yhlygpleu taammeotnee nsi y

t he
f ac
for
de mi

2 Criteri a
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Product Name: Brand Carbaglu, carglumic (ge
Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria
l1-Diagnosis of hyperammonemia due to ONE of
1T Nacetylglutamate synthase (NAGS) defici
T Propionic acidemia (PA)
T Met hyl malonic acidemia (MMA)
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Brand Carbagl u, carglumic (ge
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline 1Prior Authorizati on
Approval Criteria
l1-Documentation of positive clinical respor
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program

| nf or mati on
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Background:

Carbaglu (carglumic acid) is a Car bamo
indicated in pediatric and adult patie
chronic hyperammaonemylgldutamat & synt ha:
adjunberapytto sthodatbdeofreatrment of

due to NAGS deficiency, and adjunctive
of acute hyperammonemia due to propion
( MMA) .

Addi tional Clinical Rul es:

9 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml
vari es abmy gmd/gar t herapeutic cl ass.

f Supply I imits may be in place

4 References
1.CarbagluE [package insert]. Lebanon, NJ: Recor
5 Revision History
Dat e Not es
Annual review with no changes t

7116/ 2024
ce.
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Prior Authorization Gui del

Gui deline GL558345

Guideline Cardamyst
Formul ary T UnitedHealthcare Government
Gui deline Note:

Ef fective [6/ 1/ 2026
P&T Approvidl/ 15/ 2026
P&T Revi si

1 I.ndications
Drug N@amedamyst (etripamil)

Paroxysmal supraventri cdlnari ctaagd celdy darrd itea e( R
sympt omatic episodes of paroxysmal suprave
adul t s.

2 Criteri a

Product Name: Cardamyst [ al]

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

Ac¢ IEIXLE
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Guideline INon Formul ary
Approval Criteri a
1-Diagnhosis of paroxysmal supraventricul ar
AND
2-Patient has a history of sustained PSVT g
performing vagal maneuver
AND
3-Patient has a history of emergency care
conversion
AND
4-ONE of the foll owing:
1 Patient is not a candidate for abl ation
T Abl ation is planned
1 Patient has a history of prior ablation
AND
5-Prescribed by or in consultation with ONE
1T Cardiol ogi st
T El ectrophysiologi st
1 Emergency medicine physician
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
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Product Name: Cardamyst [ al]

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline INon Formul ary

Approval Criteria

l1-Documentation of positive clinical respor

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformati on
Background:

Cardamyst is a calcium channel bl ocker in
epi sodes of paroxysmal supraventricular t g
Addi tional Clinical Rul es:

T Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(1ldam) and/ or claim |l ogic. U saep porfo vaault opl
vari es amy gmd/gor t herapeutic cl ass

T Supply | imits may be in place.

4 References

l.Cardamyst [package insert]. Charlotte, NC: Mi |
December 2025.

2.2015 ACC/ AHA/ HRS Guideline for the Management
Supraventricular Tachycardia: A Report of the

Ac IEIXIN
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Heart Association Task Force on Clinical Pract
Society. J Am Col |l-eXCla5.di ol 2016; 67:e27
3.Brugada, J ., Katritsis, D. G. , Ar bel o, E. , Arr
Cal ki ns, H. , Corrado, D. , Deftereos, S. G. , Di
B., Grace, A., Ho, S. Y., Kaski,ed, K., SKarckyel
Brugada, G., €& Zaza, A. (2020). 2019 ESC guide
with supraventricular tachycar di7&220.Eur opean He

5 Revision History

Dat e Not es

4/ 1/ 2026 New progr am.
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Prior Authorization Gui del

Guideline GL558348
Guideline CGRP Antagoni st

Formul ary T UnitedHealthcare Government

Gui del i ne Not e:
Effective 16/ 1/2026

P&T Approv{l0/ 1/ 2024
P&T Revisi{02/20/2025 ; 01/21/2026/20P@é&/ 15

1 I.ndications
Drug NAmMmovig (erenumab), Emgality 120mg (

Preventive treatimeditcatf ednifgorai mlee prevent.i
adul ts.

Drug NBEmgal it 100mg (gal canezumah)

0
odiaodckasedr fbeadhehér eat
S .

y
Treat ment of ep
du

i s
headache i n a | t

Drug NAmevy (fremanezumab)

Preventive treatimeditc@atf edni fgorai nfee prevent.i
adul t s.

r the preventive trea

Episodic mhgreaned f o
to 17 years of age and

patients who are 6

A ¢ IEITIM
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I a

Product Name: Ai movi g, Emgal ity

120mg [ a]

Di agnosi s

Mi gr ai nes

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

2-ONE of t
2.4 to 7
1 Less t

T Provid
driver

2. @Qreater

3-Failure
foll owing

T Divalp

he foll owing:

mi gr ai ne

han 15 headache days

er attests

OR

than or equal to 8 migraine days
AND

(after a trial of at | east two mg

prophylactic

T A bédtacker (i . e.
roex sodium

atenol ol

Guideline 1Prior Authorizati on
Approval Criteria
1-Diagnosis of migraine consistent with Thid
Di sorders, 3rd edition
AND

days per month and at | e

t herapies (document

(Depakote/ Depakot e EBR

per mont h
this is the member 6s p
of headachesmiigr aniotows dada drfcirteind n

met oprol ol ,
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T OnabotulinumtoxinA (Botox) [ Note: Cover
subject to additional benefit and cover
T A ser entoareipn nephrine reuptake inhibitor
(Effexor/ Effexor XR)]
9 Topiramate (Topamax)
1T A tricyclic antidepressant [i.e., amitr
AND
4-Medication wil/| not be used in combina-ti d
mol ecul e target irned acteeldc ipteogprntiind eg e n"CecGRP) or i
treat ment of migraines [e.g. Ajovy,abNumt Pkl
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Ai movi g, Emgal ity 120mg [ a]
Di agnosi s Mi gr ai nes
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline 1Prior Authorizati on
Approval Criteria
l1-Patient has experienced a positive resporm
headache frequency and/ or intensity
AND
2-Medication wi |l not be used in combina-ti (
mol ecul e targeting CGRP or its receptor fo
Nurtec ODT, Qulipta, Vyepti)
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
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Product Name: Ajovy [ al]
Di agnosi s Mi gr ai nes
Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria
1-Di agnosis of migraine consistent with The
Di sorders, 3rd edition
AND
2-ONE of the following:
2.4 to 7 migraine days per month and at | e
1 Less than 15 headache days per month
T Provider attests this is the member s p
driver of headachesmiigr aaiortouws dd drf cirteind n
OR
2. @Qreater than or equal to 8 migraine days
AND
3-Failure (after a trial of at |l east two mg
foll owing prophylactic therapies from the
1T A bdilad®cker (i.e., atenolol, metoprolol,
9 Divalproex sodium (Depakote/ Depakote ER
T OnabotulinumtoxinA (Botox) [ Note: Cover
subject to additional benefit and cover
1T A ser entoareipn nephrine reuptake inhibitor
(Ef fexor/ Effexor XR)]]
1 Topiramate (Topamax)

Ac IEITIO
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T A tric
4-ONE of t
4 Railure
the follo

T Ai movi
1T Emgalii

4 Provi de
18.

5-Medi cat i

yclic antidepressant J[i.e., amitr
AND

he foll owing:

(after a trial of at |l east three

wing (document date tried):

g

ty 120mg
OR

r attests that use of Aimovig and
AND

on wi ||l not be used in combina-ti d

mol ecul e target irned actaeldc ipteogprntiind eg e n"CecGRP) or i

treat ment of migraines (e.g., Aimoig, Emg

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product N

ame: Ajovy

[ a]

Di agnosi s

Mi gr ai nes

Approval

L412 mont h(s)

Therapy S

t JReaut hori zati on

Guideline 1Prior Authorizati on
Approval Criteria
1-ALL of the following:

Ac¢ rEITLO

o
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T Patient is |l ess than 18 years of age
1 Patient has experienced a positive resp
in headache frequency and/or intensity
1 Medication wil!/| not be used i n combi na-t
mol ecul e targeting CGRP or its receptor
(e.g., Aimovig, Emgality, Nurtec ODT, Q
OR
2-ALL of the foll owing:
2. Ratient is 18 years of age or ol der
AND
2. Railure (after a trial at |l east three
following (document date tried):
T Ai movig
T Emgality (120 mg strength)
AND
2. Batient has experienced a positive respo
headache frequency and/ or intensity
AND
2.Medication wil!/ not be used in combina-ti
mol ecul e targeting CGRP or its receptor fo
Ai movi g, Emgality, Nurtec ODT, Qulipta, Vy
Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Emgal ity 100mg

Ac¢ IEITIR
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Di agnosi s Episodic Cluster Headache

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Diagnosis of episodic cluster headache

AND
2-Patient has experienced at | east 2 clust 4
separatedrey pairnods |l asting at | east thr ¢
AND

3-Medication wil/| not be used in combina-ti d

mol ecul e targeting CGRP or its receptor (e

Vyepti, Zavzpret)

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Emgal ity 100mg

Di agnosi s Episodic Cluster Headache

Approval L4112 mont h(s)

Therapy St i{Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteri a

l1-Patient has experienced a positive resporm

headache frequency and/ or intensity

Ac¢ IEITIH
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AND
2-Medi cation wil|l not be used in combina-ti d
mol ecul e targeting CGRP or its receptor (e
Vyepti, Zavzpret)
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
3 Background
Benefit/ Coverage/ Program I nformation
Background:
Ai movig, Ajovy and Emgalitrelh2@dmpepte dea
antagonists indicated for the préEnentd®emg
of Emgality is indicated for theatdudmsmant
Ajovy is indicated for the preventive tref§g
are 6 to 17 years of age and who weigh 45
Addi tional Clinical Rul es:
9 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaaut opml
varies abmy gmd/gor t herapeutic cl ass.
T Supply I imits may be in place.
4 References
1. Aimovig [package insert]. Thousand Oaks, CA: A
2.Ajovy [package insert]. North Wales, PA: Teva
3.Emgal ity [package insert]. Il ndi anapol i s, | N: E
4. Il nternational Headache Society (1 HS); Headache
I nternational Classification of Headache Disor
211.
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5.Cal citomiehn agemd¢ pegetderg thet apeesparenafbrrshe
prevention of migraine: An American Headache S
Consensus Statement. Hela.d ac he. 202 4; 64: 333

6.Si mpson DM, Hallett M, Ashman EJ, et al . Pract
Botulinum neurotoxin for the treatment of bl ep
spasticity, and headache: Report of the Guidel
American éAdtadNewmywol ogy. Neurol ogy-262016 May 10;

7.0skoui , M. , Pringshei m, T. , Billinghurst, L.,
Pharmacologic treatment for pediatric migraine
Devel opment , Di sseminati on, and | mpl ementati on
Acadeoniy Neur ol ogy and the American Headache Soc
50i® 09

5 Revision History

Dat e Not es

Updated reauthorization section
4/ 1/ 2026 er 18 and under 18 years of age
ut .
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96YuHeU

Optum Rxc

Prior Authorization Gui del

Gui deline GL613197

Guideline Chol bam

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective |[7/ 1/ 2026
P&T Approvi8/ 14/ 202

P&T Revisi(03/17/ 20
05/17/ 20

0
2 ;7 05720
2

1 03/16/ 2022
4 , 06H5R28B86RPQ@BS5

1 I.ndi cati ons

Drug N@met bam (cholic acid)

Bile acid synthesi sl nddiiscoartdeedr sf o(rB A S ksa)t me nt
di sorders due to single enzyme defects (SE
effectiveness of Cholbam on extrahepatic m
to SEDs have not been established.

Peroxi somal di sorders (PDs) includindgcaeleld
adjunctive treatment of peroxisomal disord
in patients who exhibit manifestations of
decreased fat soluble vitemi Thabsarfetiyomand
Chol bam on extrahepatic manifestations of
Zel |l weger spectrum disorders have not been

Ac¢ IEITUD
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2 Criteri a

Product Name: Chol bam [ a]
Approval L43 mont h(s)

Therapy St{lnitial Authorizati on
Guideline INon Formul ary
Approval Criteria

1-BOTH of the foll owing:

9 Diagnosis of a bile acid synthesis disg
1 Bile acid synthesis disorder is due to
OR

2-ALL of the following:
9 Diagnosis of a peroxi somal di sorder ing
1 Patient exhibits manifestations of | ive¢g
decreased fat soluble vitamin absorptio
1 Cholbam is being used as adjunctive tr ¢
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.
Product Name: Chol bam [ a]
Approval L4112 mont h(s)
Therapy St i{Reauthorizati on
Guideline ITNon Formul ary
Approval Criteria

Ac rEIYLW
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l1-Documentation of positive clinical respor
the foll owing:
T I mprovement in |iver function (e.g., as
aminotransferase [ALT])
T Absence of complete biliary obstructi on
Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Background

Chol bam (chalbicliacdidgaltiesd f or the treat mern
di sorders due to single enzyme defects (SE
peroxisomal disorders (PDs) including Zeilt
mani festations of | iver disease, steatorrh
vitamin absorption.

Chol bam should be discontinued if I|liver f
starting treatment, i f complete biliary olf
| aboratory indicators of worsening |iver f

Limitation of wuse:
The safety and effectiveness of Chol bam or

synthesis disorders due to SEDs or PDs i ng
been established.
Addi tional Clinical Progr ams:

1 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lam) and/ or claim | ogic. U saep porfo vaault opm
varies &mny. progr

T Supply I imitations may be in place

]
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4 References

1.Chol bam [package insert]. Foster City, CA: Mi r

5 Revision History

Dat e Not es

Annual review with no changes t
ce.

5/ 18/ 2026
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Optum Rxc

Prior Authorization Gui del

Gui deline GL669195
Gui deline Cibingo

Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:

Effective [9/ 1/ 2026
P&T Approvid/ 20/ 202

P&T Revisi {07/ 20/ 20
04/16/ 20

2
22 10/19/2022 ; 03/15
25 ; I0oABBRP@BS5

1 Il.ndi cations
Drug N&@mkinqo (abrocitinib)

At opi c Delrndaitciattiesd f or the treatment of ad:|

and older with refractory, moderate to sev
adequately controlled with other systemic
those therapies is inadvisabl e.

2 Criteri a

Product Name: Ci bingo [ a]

Ac¢ IEIYLD
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Di agnosi s

At opic Dermatitis

Approval L

{12 mont h(s)

Therapy St

I nitial Aut hori zati on

Guideline

INon For mul ary

Approval

1-Di agnosi s dfs envoedreer acther oni ¢ atopic der mat.i
AND

2-ONE of the foll owing:

2.ALL of the following:

2. Hilstory f failure, contraindicati on, o]

classes of topical therapies (document dru

medi cati on)

1 Medium, hi-ghghopovengy topical <corticos
(generic Elocon), fluocinolone acetonid
Lidex)]

1 Topical calcineurin inhibitor [e.g., ta

AND

2. 1QNE of the foll owing?

2.1 BOTH of the following:

1 Submission of medical records (e.g., ch
month trial of a systemic drug product
i ncl ude, but are not | i-Indirtne)d, tDou, p iAxdebrrty
Ebgl yss (| dtbrkizRi,z Neanld u v i-iol t(am)e,modti z.ulma((p
hi story may be used in conjunction as d

duration)
1T Physician
systemic

Criteria

attests
drug

that the
product

patient was

Ac¢ rEYL
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OR
2.1 PhyXlician attests that systemic -aBppabanm
chronic atopic dermatitis therapies is 1ina
rational e)”
T Adbry (trdldokm)numab
9 Dupixent (dupil umab)
1T Ebglyss (l-ebkikizumahb
T Nemluvio (nembb)zumahb
OR
2.1 PAat3d ent has a depdhwhéenrt ¢edd ndedldegr ee t I
previously refused any injectabl e tVATeRr &B@0Y .
specific phobia diagnostic criteria) [5]
AND
2. IHi3story of failure, contraindication, o
date and duration of trial).
OR
2. RBOTH of the foll owing:
2.2Paltient is currently on Cibingo therapy
of medical records (Document date and dur a
AND
2.2Pa2ti ent has NOT received a manufacturer
prescriberdéds office, or any form of assist
program (e.g., sample card which can be re
medicmm)t ias a means to establish as a curre
AND

Ac IrEIYLR
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3-Patient is NOT receiving Cibingo in combi
9 Biologic immunomodul ator-l drem)g, ,DW@ibx g n {
Ebglyss (lebkizkizdmabuvi-iol t(tm)ejmol i zumab
1 Janus kinase inhibitor [e.g. Ol umi ant
(upadacitinib), Xeljanz (tofacitinib)]
1 Potent i mmunosuppressant (e.g., azathig
AND
4-Prescribed by or in consultation with ONH
9T Dermatol ogi st
T Al l ergi st
T I mmunol ogi st
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
* Patients requesting initial aty
apy via the receipt of a manuf acq
prescriberds office or any form
gy patient access mrdodroameshaliln
n criteria as i f patient were ng¢
are supported by FDA | abeling.

Product Name: Cibinqgo [ a]

Di agnosi s At opic Dermatiti s

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline INon Formul ary

Approval Criteri a

1-Documentation of positive clinical respor
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AND
2-Patient is not receiving Cibingo in combi
T Biologic immunomodul ator-l drem)g, ,DW@ibx g n {
Ebglyss (lebkizkizdmabuvi-iol t(tm)ejmol i zumab
1 Janus kinase inhibitor [e.g., Olumiant
(upadacitinib), Xeljanz (tofacitinib)]
1T Potent immunosuppressant (e.g., azathio
AND
3-Prescribed by or in consultation with ONH

9T Dermatol ogi st
T Al l ergi st
T I mmunol ogi st

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Background:

Cibingo is a Janus kinase (JAK) inhndi ped

patients 12 yearws tdhf reedga aacndrogl,deroder at e

whose disease is not adequately consyoi heko

bi ol ogics, or when usedowfi statbhdse t her api es

Limitation of Use: Cibingo is not recomme

bi ologic i mmunomodul ators, or with other i
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Tabl e 1: Rel ative potencies of topical <co
Cl ass Drug Dosage Forr Streng
( %)
Augmented betaOintment, gel 0.05
di propionate
Very Clobetasol proCream, foam, o 0.05
poten
Diflorasone di Oi nt ment 0. 05
Hal obet asol prCream, oi nt men 0.05
Amci noni de Cream, | oti on, 0.1
Augmented betaCream, l oti on 0.05

di propionate

Bet amet hasone Cr eam, f oam, o] 0. 05
solution

Desoxi metasoneCr eam, oi nt men 0.25
Hi gh _
I:,OtenDeSOX|metasoneGeI 0. 05
Difl orasone di Cream 0. 05
Fl uocinonide Cream, gel , oi 0.05
Hal ci noni de Cream, oi nt men 0.1
Momet asone fur Oi nt ment 0.1
Triamcinolone Cr eam, oi nt men 0.5
Bet amet hasone Cr eam, f oam, I 0.1
Clocortol one pCream 0.1
Desoxi metasoneCream 0. 05
I\/IedluFluocinolone aCr eam, oi nt men 0. 025
poten
FlurandrenolidCream, oi nt men 0.05
Fl uticasone prCream 0.05
Fl uticasone prOintment 0.005
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Momet asone furCream, | oti on 0.1
Triamcinol one Cr eam, oi nt men 0.1
HydrocortisoneCream, ointmen 0.1
Lower HydrocortisoneCream 0.1
medi u
poten HydrocortisoneCream, ointmen 0.2
Prednicarbate Cream 0.1
Al cl omet asone Cr eam, oi nt men 0.05
Low Desoni de Cream, gel , f o 0.05
poten
Fluocinolone acCream, solutio 0.01
Dexamet hasone Cream 0.1

Lowes HydrocortisoneCr eam, otion, 0.25,

poten solution
HydrocortisoneCream, oi nt men 0.-b
Addi ti onal Clinical Rul es:
9 Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml

vari es &mny gmd/gar therapeutic class.
T Supplymaymbeésin place.

4 References

1.Cibingo [package insert] New York, NY: Pfizer
2.Davis DMRGr #emzler Al i khan A et al . Focused upd
management of atopic dermatitis in adults. J A
745.e7. doi: 10.1016/j.jaad. 2025.05.1386. Epub
3.Eichenfield LF, Tom WL, Berger TG, et al . Gui d
atopic dermatitis: section 2. Management and t
therapies. J Am Acad D3*2.mat ol 2014; 71(1):116
4 Ameri can Psychiatric Association: Diagnostic a
Fifth Editi on, Arl ington, VA: American Psychia
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5 Revision History

Dat e Not es

Annual review with no changes t
ces.

7120/ 2026
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e

Prior Authorization Gui
Gui deline GL447198
Gui deline Cimzia
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Note:
Effective |1/ 1/ 2026
P&T Approvi8/ 14/ 2020
P&T Revisi(02/19/2021 ; 05/21/2021 ; 05/ 20
o06/17/ 2024 ; 10/16/ 2024 ; 11/;22
11/ 21/ 2025
1 Il.ndi cati ons
Drug N@mmzia (certolizumahb)
Crohn's di demalse a(t@R) for reducing signs and
and maintaining clinical response in adult
who have had an inadequate response to con
Rheumat oi d Arltnmdiicdatsed RRAgr t he treat ment of
active rheumatoid arthritis.
Active Psoriatilcndireédtredi son PsiMé treat ment
psoriatic arthritis.
Active Ankyl osi ng ISpdoincdaytleid ifsor( StphAe) t r eat mg
ankylosing spondylitis.
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Pl aque
psoriasi s

NoRadi ographic

Psorlinadsiicsat(ePdS)f or t
who ar e

he treattmeeaterod
candidates for systemic
Axi al

SapxonpdAy)Ido aratt lerdi tfiog  (t rg

with actadeogopaphic axial spondyl oarthriti

Polyarticular juvenil e linddiiocpaatehdi cf oarr tthhrei ttir

polyarticular juvenile idiopathic arthritdi

2 Criteri a

Product Name: Ci mzia [ a]

Di agnosi s Crohnds Disease (CD)

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline Prior Authorizati on

Approval Criteria

1-Diagnosis of moderately to severely acti\

AND

2-ONE of the following":

2.Hi story of failure to ONE of the foll owi

doses, unless contraindicated or clinicall

(document drug, dat e, and duration of tri a
Corticosteroids (e.g., prednisone, meth

= =4 —a A

6-mer captopurine (Purinethol)
Azat hioprine (I muran)

Met hotrexate (Rheumatrex, Trexall)

OR

A ¢ IEI®H
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2. Ratient has been previously treated wi-th
approved for the treatment of Crohnés dise
of medical records (Document drug, dat,e, Ena
(vedolizumab), Omwuwd&lz)( miRr inkiomuaipadaci ti ni
(gusel kumab), Skyrizi (risankizumab)].
AND
3-ONE of the following:
3.Hi story of failure, contraindication, or
products (document drug, date, and duratio
1 One of the preferred adali mumab product
T Skyri zi (risankizumab)
1T Rinvoq (upadacitinib)
1 One of the preferred ustekinumab produc
OR
3.RBOTH of the foll owing:
1T Patient is currently on Cimzia therapy
of medi cal records (Document date and d
1 Patient has NOT received a manufacturer
prescriberbés office, or any form of ass
program (e.g., sample card which can bseg
medi cat innengdnsast m establish as a current
AND
4-Patient is not receiving Cimzia in combiq
i mmunomodul ator [e.g., adali mumab, Enmrykvz)o
Rinvoq (upadacitinib), Skyrizi (risanki zum
treantm of the same indication.
AND
5-Prescribed by or in consultation with a ¢

A ¢ IEIPLD
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Not es

f a manuf aq

r
HAeltL iBnE tRE

[a] State mandates may appl
d the member specific benef
e criteria. Other policies
ply.

[b] For a Ilist of preferred
coverage tool s.

[ c] For a |ist of preferred
coverage tool s.

* Patients requesting initi
apy via the receipt o
prescriberds office o any
Cl MplicityE program S

on criteria as i f patient were I
N Tried/failed alternative(

ust ¢
al a |

form

s) af

Product

Name: Ci mzia [ a]

Di agnos

i s Crohn's Disease (CD)

Approval L412 mont h(s)

Therapy

St {Reaut hori zati on

Gui del i

ne 1Prior Authorizati on

Approval Criteria
l1-Documentation of positive clinical respor
AND

2-Patient is not receiving Cimzia in combi

i mmunomodul ator [e.g., adali mumab, Enmrykvz)o

Rinvoq (upadacitinib), Skyrizi (risanki zum

treantm of the same indication.

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product

Name: Ci mzi a [ a]

Di agnos

i s Rheumatoid Arthritis (RA)

A ¢ rEI®O
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Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Diagnosis of moderately to severely acti\
AND

2-ONE of the foll owing:

2. History of failure tobiaol3ognontdi 4 & asalde miah:

drug (DMARD) [e.g., methotrexate, |l eflunom

maxi mally indicated doses, unl ess crosnet reafifne

experienced (document drug, date, and dur a
OR

2. Ratient has been previously treated with

approved for the treatment of rheumatoid a

submission of medical records (Document dr

(etanercept), Simponi (goli mumab), Orenci a

Ol umi ant (baricitinib), Rinvoq (upadacitin
AND

3-ONE of the foll owing:

3.Hi story of failure, contraindicati on, or

products (document drug, date, and duratio

1T Actemra (tocilizumahb)

T One of the preferred adali mumab product

1 Simponi (goli mumab)

T Ol umiant (baricitinib)

1 Rinvoq (upadacitinib)

1 Xeljanz/ Xeljanz XR (tofacitinib)

Ac¢ rEI®R
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OR
3.BOTH of the foll owing:
1 Patient is currently on Cimzia therapy
of medical records (Document date and d
1 Patient has NOT received a manufacturer
prescriberb6s office, or any form of ass
program (e.g., sample card which can bg¢g
medi catinmengdnsast ma establish as a current
AND
4-Patient is not receiving Cimzia in combin
i mmunomodul ator [e.g., Enbre (etanercept)
adal i mumab, Xeljanz (tofacitinib), Ol utminam
the same indication
AND
5-Prescribed by or in consultation with a 1
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
[b] For a Ilist of preferred adal
coverage tool s.
*Patients requesting initial aut
apy via the receipt of a manuf aq
prescriberodos office or any form
Cl MplicityE program SHALLI BEt RE
on criteria as i f patient were |
Product Name: Cimzia [ a]
Diagnosi s Rheumatoid Arthritis (RA)

Approval L412 mont h( s)
Therapy St {Reauthorizati on
Guideline (Prior Authorizati on

]
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Approval Criteri a
l1-Documentation of positive clinical respor
AND

2-Patient is not receiving Cimzia in combinr

i mmunomodul ator [e.g., Enbrel (etanercept)

adal i mumab, Xeljanz (tofacitinib), Ol utminam

the same indication.

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Ci mzia [ a]

Di agnosi s Psoriatic Arthritis (PsA)

Approval L4112 mont h(s)

Therapy St{lnitial Aut hori zati on

Guideline (Prior Authorizati on

Approval Criteria

1-Di agnosis of active psoriatic arthritis

AND

2-ONE of the following:

2. History of failure to a 3 month trial of

contraindicated or clinically significant

duration of trial)

A ¢ rEIPUD
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OR
2. Ratient has been previously treated wi-th
approved for the treatment of psoriatic ar
submi ssion of medical records (Document dr
adaumab, Bi mzel x -b(klzixme k iCosmanlt y x (secuki nun
Orencia (abatacept), Otezla (apremilast),
(risankizumab), Taltz (ixekizumab), Trietmfnyi
usteki numab]
AND
3-ONE of the foll owing:
3.Hi story of failure, contraindicati on, or
products (document drug, date, and duratio
T One of the preferred adali mumab product
1 Rinvoq (upadacitinib)
T Si mponi (gol i mumab)
T Skyri zi (risankizumab)
1 Taltz (ixekizumab)
1 One of the preferred ustekinumab produc
1T Xeljanz/ Xeljanz XR (tofacitinib)
OR
3.RBOTH of the foll owing:
1T Patient is currently on Cimzia therapy
of medical records (Document date and d
1 Patient has NOT received a manufacturer
prescriberdos office, or any form of ass
program (e.g., sample card which can b¢g
medi cat innengdnsast m establish as a current
AND
4-Patient is not receiving Cimzia in combin
i mmunomodul at or [e. g. , adal-bmamab, CBsenélx

A ¢ IEIDLN
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Enbr el (etanercept), Orencia (abatacept),
(golimumab), Skyrizi (risankizumab), Taltz
Xeljanz/ Xeljanz XR (tofacitinib), ustekinu
AND
5-Prescribed by or in consultation with ONE
1T Rheumat ol ogi st
9 Dermatol ogi st
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
[b] For a Ilist of preferred adal
coverage tool s.
[c] For a Ilist of preferred ust ¢
coverage tool s.
*Patients requesting initial aut
apy via the receipt of a manuf aq
prescriberodos office or any form
Cl MplicityE program SHALLI BEt RE
on criteria as if patient were |
Product Name: Ci mzia [ a]
Di agnosi s Psoriatic Arthritis (PsA)
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline 1Prior Authorizati on
Approval Criteria
l1-Documentation of positive clinical respor
AND
2-Patient is not receiving Cimzia in combi

A ¢ IEIdLD

[ C

v

R

d



EQIHQR2IJWNMIONO= M= 5

i mmunomodul ator [e.g., adal-dbikemadb, CBsmneélx

Enbr el (etanercept), Orencia (abatacept),

(gol i mumab), Skyrizi (risankizumaby») , Taltz

Xeljanz/ Xeljanz XR (tofacitinib), ustekinu

Notes [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: Ci mzia [ a]

Di agnosi s Ankyl osing Spondylitis (AS)

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Di agnosis of active ankylosing spondyl it]i

AND

2-ONE of the foll owing:

2.Hi story of failure to TWO NSAIDs(e C

doses, each used for at | east 4 eeks, unI

effects are experienced (document drug, da

OR
2. Ratient has been previously
approved for the treatment of

submission of medical records
adlai mumab, Bi mzel-lxk Zx)i ,me&d szeumtaybx
Si mponi (golimumab), Taltz (ixeki
(upadacitinib)].

treated
ankyl osing s
(Document dr

wi-t h

(secukinun
Zzumab) , X

A ¢ DI
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AND
3-ONE of the following:
3.Hi story of failure, contraindication, or
products (document drug, date, and duratio
1 One of the preferred adali mumab product
T Rinvog (upadacitinib)
1 Simponi (goli mumab)
T Taltz (ixekizumab)
T Xeljanz/ Xeljanz XR (tofacitinib)
OR
3.RBOTH of the foll owing:
T Patient is currently on Cimzia therapy
of medical records (Document date and d
1 Patient has NOT received a manufacturer
prescriberdos office, or any form of ass
program (e.g., sample card which can bsg
medi cat innendnsast ma establish as a current
AND
4-Patient is not receiving Cimzia in combin
i mmunomodul ator [e.g., adal-dbhkamab, CBsmnélx
Enbr el (etanercept), Simponi (gol i mumab),
(tofachy}, Rinvoq (upadacitinib)].for treat
AND
5-Prescribed by or in consultation with a r
Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
[b] For a Ilist of preferred adal

A ¢ DIMN
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coverage tool s
* Patients requesting initial a |
apy via the receipt of a manuf aqg
prescriberds office or any form
Cl MplicityE program SHAULL iBhE tRHE
on criteria as i f patient were I

Product Name: Ci mzia [ a]

Di agnosi s Ankyl osing Spondylitis (AS)

Approval L412 mont h( s)

Therapy St i{Reauthorizati on

Guideline Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical respor

AND

2-Patient is not receiving Cimzia in combi

i mmunomodul ator [e.g., adal-bkhamab, CBsmnélx

Enbr el (etanercept), Simponi (gol i mumab),

(tofachby}, Rinvoq (upadacitinib)] for treat

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Ci mzia [ a]

Di agnosi s Pl ague Psoriasis (PS)

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

Guideline (Prior Authorizati on
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[ C

v

R

d



SMZZWOURqUT cWctq6éHec! DWf Ul R2ZRIpHKRE Wy el
EQUNHQQR2 IJIWNMIONIK= M= X

Approval Criteri a

1-Di agnosis of moderate to severe plaque p9

AND

2-ONE of the following:

2.ALL of the following:

2. 1Grleater than or equal to 3% body surfac
genital involvement, or severe scalp psori
AND
2. Hi2story of failure to ONE of the foll ow
clinically significant adverse effects are

trial):
T Corticosteroids (e.g., betamethasone, (¢
f Vitamin D analogs (e.g., calcitriol, ca
T Tazarotene
1 Calcineurin inhibitors (e.g., tacroli mu
1 Coal tar

AND
2. Hi3story of failure to a 3 month trial 0
contraindicated or clinically significant
duration of trial)

OR

2. Ratient has been previously treated with
approved for the treatment of plaque psori
submission of medical records (Document dr
adal i mumBi mzel x ¢bbkizmxe)k i zCuwongaebnt yx (secuki nun
l'lumya (tildrakizumab), Otezla (apremil ast
Sotyktu (deucravacitinib), Taltz (ixekizum

]

[ C
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AND
3-ONE of the following:
3.Hi story of failure, contraindication, or
products (document drug, date, and duratio
1 One of the preferred adali mumab product
T Skyri zi (risankizumab)
1 Taltz (ixekizumab)
T One of the preferred ustekinumab produc
OR
3.RBOTH of the foll owing:
1T Patient is currently on Cimzia therapy
of medical records (Document date and d
1 Patient has NOT received a manufacturer
prescriberbés office, or any form of ass
program (e.g., sample card which can b€
medi cat innendnsast oma establish as a current
AND
4-Patient is not receiving Cimzia in combin
i mmunomodul ator [e.g., adal-bkhamab, CBsmnélx
Enbr el (etanercept), Il'lumya (tildraki zu%nalb
(brodal umab), otyktu (deucravacitinib), T
usteki numab] for treat ment of the same ind

5-Prescribed by or in

AND

consultation with a

Not es
t he

y -
]

a] State

[
d
e criteria.
pl
[ b For a

member specific benefit pl
Ot her policies and |
l'ist of preferred adal

mandates may apply. Aj
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~

SMZZWOURqqUT cWctq6éHe! DWf Ul R2ZRIpHKRE W¥FBT B[ ¢ O R

u



SMZZWOURqUT cWctq6éHec! DWf Ul R2ZRIpHKRE Wy el

EQIHQR2IJWNMIONO= M= 5

]

coverage tool s.
[c] For a Ilist of preferred ust ¢
coverage tool s.
*Patients requesting initial aut
apy via the receipt of a manuf aq
prescriberodos office or any form
Cl MplicityE program SHALLI BEt RE
on criteria as i f patient were |

Product Name: Ci mzia [ a]

Di agnosi s Pl ague Psoriasis (PS)

Approval L412 mont h(s)

Therapy St iqReauthorization

Guideline (Prior Authorizati on

Approval Criteri a

1-Documentation of positive clinical respor

AND

2-Patient is not receiving Cimzia in combi

i mmunomodul ator [e.g., adal-bkhamab, CBsmnélx

Enbrel (etanercept), I lumya (tildraki zu$nalb

(brodalumab), Sotyktu (deucravacitinib), T

ustekinumab] for treatment of the same ind

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cimzia [ a]

Di agnosi s Polyarticular Juvenile I diopathi

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

Guideline (Prior Authorizati on

A ¢ rome
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Approval Criteri a

1-Di agnosis active polyarticular juvenile i

2-ONE of the following:

2. History of failure, contraindicati on, or
products (document drug, date, and duratio
T Actemra (tocilizumah)
1 One of the preferred adali mumab product
1 Rinvoq (upadacitinib)
T Xeljanz/ Xeljanz XR (tofacitinib)
OR

2. RBOTH of the foll owing:

1T Patient is currently on Cimzia therapy

of medi cal records (Document date and d

1 Patient has NOT received a manufacturer

prescriberdos office, or any form of ass

program (e.g., sample card which can b¢g

medi cat innendnsast ma establish as a current
AND

3-Patient is not receiving Cimzia in combin

i mmunomodul ator [e.g., adali mumab, Enbrel

(abatacept), Xeljanz (tofacitinib), Ri ntvioogf
AND

4-Prescribed by or in consultation with a r

AND

A ¢ rDIME
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Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
[b] For a Ilist of preferred adal
coverage tool s.
* Patients requesting initial a |
apy via the receipt of a manuf ac(
prescriberodos office or any form
Cl MplicityE programesthailnli thiealr ed
eria as if patient were new to f

Product Name: Ci mzia [ a]

Di agnosi s Polyarticular Juvenile I diopathi

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Documentation of positive clinical respor

AND

2-Patient is not receiving Cimzia in combinr

i mmunomodul at or [e. g. , adal i mumab, Enbr el

(abatacept), Xeljanz (tofacitinib), Ri ntvioogf

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Ci mzia [ a]

Di agnosi s Nomadi ographic Axi alaxSppoAydy !l oar

Approval L412 mont h(s)

Therapy Stiglnitial Authorization

Guideline (Prior Authorizati on

A ¢ rDIMI
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Approval Criteri a
1-Di agnosi-sadifog@moaphic axial spondyl oarthri
AND
2-ONE of the following:
2. History of failure to TWO NSAI Ds (e. g.,
doses, each used for at | east 4 weeks, unl
effects are experienced (document drug, da
OR
2. Ratient has been previously treated wi-th
approved for the adi egrmemht cofaxmnah spondyl o
claims history or submission of medical re
therapy) [e. g., B i-bnkzzexl)x, (Qooi sneenktiyzxu nfasbe c u ki nu
Taltz (ixekizumab)].
AND
3-ONE of the foll owing:
3.Hi story of failure, contraindicati on, or

products (document drug, date, and duratio
1 Rinvoq (upadacitinib)
19 Taltz (ixekizumab)
OR
3.BOTH of the following:
1T Patient is currently on Cimzia therapy
of medi cal records (Document date and d
1T Patient has NOT received a manufacturer
prescriberoés office, or any form of ass

A ¢ rDIMY

o
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program (e.g., sample card which can bsg
medi cation) as a means to establish as
AND
4-Patient is not receiving Cimzia in combin
i mmunomodul ator [e.g.-bkBXxmzelCoséebt meki zema
(upadacitinib), Taltz (ixekizumab)] for tr
AND
5-Prescribed by or in consultation with a 7
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
* Patients requesting initial a |
apy via the receipt of a manuf aq
prescriberds office or any form
Cl MplicityE programesthailnli thiealr ed
eria as i f patient were new to
Product Name: Ci mzia [ a]
Di agnosi s Nomadi ographic Axi alaxSyppoAydy !l oar
Approval L4112 mont h(s)
Therapy St i{Reauthorizati on
Guideline 1Prior Authorizati on
Approval Criteria
l1-Documentation of positive clinical respor
AND
2-Patient is not receiving Cimzia in combi

]
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i mmunomodul at
(upadacitinib

or [e. g.-bkBXxnzelCoseéebt
), Taltz (ixekizumab)]

o

G R

St ate
he member
riteri a.

Not es a

[ a]
d t
e C
ply

mandat es

Ot her

may
specific be
pol i ci

3 Background

Benefit/ Coverage/ Progr a

m I nfor mati on

Background:

Cimzia (certolizumahb)
reducing signs and
response in adul't

had an inadegqeate

the treatment of
(RA), treat ment

adul ts with
to severe plaque psori
phot ot herapy, for the
spondyl ocoadatx ®BpiAd i, s w{ b ih
treat mentpoolfy aarcttiicvuel ar
years of age and

pat.i

adul t
of

Addi ti onal Clinical Rul

1 thstanding Cove
rization based

and/ or cl aim |
abny g do/gar

l'i mits may

t wi
t ho
am)
i
p

N
a
(
v e
S |

CcCQ®Q —CcCc O

r S
1 p y be

sympt oms
cespenti onal

adul t
acondegel ankyl 6SpAD, spreat ment

ol der

t herapeutic

tumor necr osi
of Crohn's d
with moderate
therapy.
with moderately
patients with

i s a

ents

S
a

asis (PS) who are

trenbtheagraphiadubk
obpfelcammat isognsaimd
juvenile idiopathi

es:

rage Criteria, Uni
solely on previous
ogi c. U saep porfo vaault opm
cl ass.

in place.

4 References

1.Ci mzi a
2. War d

[ package

MM, Deodhar, A,

Rheumat ol ogy/ Spondyl itis

insert].

Smyrna, GA:
Gensl er, LS, et
Associati on
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Treat ment Network Recommendations for the Trea
Nonradiographic Axi al Spondyl oarthritis. Arthr
1613.

3.Yu, DT, van Tubergen A. Treatment of axial spo
nonradiographic axial spondyloarthritis) in ad
MA: UpToDate | nc. http://www. uptodate.com (Acc

4.Singh, JA, Guyatt, G, et al. 2018 American Col
Foundation Guideline for the Treatment of Psor
20109; 7312(.1) : 5

5.Nast A, et alGuiBel opean o83t he systemici treat me
updat el 20adr5t VvEFBiiom cooperation with EADV and
Vener eol 20946, 29: 2277

6. Gossec L, et al; European League Against Rheum
the management of psoriatic arthritis with pha
Rheum Dis 286816; 75: 499

7.Menter A, Strober BE, KNiPH aghu iDdHe | iente salo f Jooa rnet
management and treat ment of psoriasis with bio
2019; 867:2L.029

8.Fraenkel L, Bat hon JM, et al ; 2021 American Co
Treat ment of Rheumatoid Arthritis. Arthritis C
939.

5 Revision History

Dat e Not es

11/10/ 2025 Updated examples with no change

ces.
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e

Prior Authorization Gui
Guideline GL555207
Gui deline Cinryze
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Note:

Ef fective |

5/ 1/ 2026

P&T Approvi

8/ 18/ 2023

P&T Revi si i

03/20/2024 ; QB3A8B9R2DPQ@B5

1 I.ndi cations

Drug N@meryze (Cl esterase inhibitor, huma
Hereditary angiCiendegmeae (iHlm)i ppds@a est er asd
indicated for routine prophylaxis against
pediatric patients (6 years of age and ol d

2 Criteri a

Product Name: Cinryze

[ a]

Approval L4112 mont h(s)

Therapy St{lnitial

Aut hori zati on

A ¢ IDINLE

del
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Guideline INon Formul ary
Approval Criteri a
1-Diagnosis of hereditary angioedema (HAE)
1.Aa1 inhi BiNtHQr de®€i ci ency or dysfunction (T
of the following (per | aboratory standard)
T CH NH antigenic | evel bel ow the | ower |
1 CH NH functional l evel bel ow the | ower
OR
1. RAE with normal C1 inhibitor | evels and
T Confirmed presence of wvariant(s) -I1pnp the
pl asmi-tpgkhnninomgyemnferl!l in, agldubdepa@miames
sul fotransferase 6
1 Recurring angioedema att adlks et lmatt i diri e trg
confirmed family history of angi oedema
T Recurring angioedema att adls et laatt i dri e tr3
unknown backhigvoumdtdae i on(s) (i . eunk nnoow nf
AND
2-ALL of the foll owing:
T Prescribed for the prophylaxis of HAE ¢4
9 Not used in combination with other prod
attacks (e.g., Andembry, Dawnzer a, Haeg
T Prescriber attests that patient has exp
such that they would clinically benefit
AND
3-Submi ssion of medical records documenti ngd
intolerance to Haegarda (Cl esterase inhib

A ¢ IDINLD

o

G R
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AND
4-Prescribed by ONE of the foll owing:
f I mmunol ogi st
1T All ergist
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Cinryze [ a]
Approval L412 mont h(s)
Therapy St iqReauthorization
Guideline INon For mul ary
Approval Criteri a
1-Documentation of positive clinical respor
AND
2-Reduction in t hdee nuatnidl itzhaetriaopni eosf uosned f or
Ekterly, Firazyr, i cati bant, Ruconest) as
therapy
AND
3-BOTH of the following:
9T Prescribed for the prophylaxis of HAE 4
1 Not used in combination with other prod
attacks (e.g., Andembry, Dawnzer a, Haeg

A ¢ roin

o

G R
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AND

4-Prescribed by ONE of the foll owing:

T I mmunol ogi st
1T All ergist

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformati on

Background:

Cinryze i-deaipkdsmda esterase inhibitor (h
against angioedema attacks in adults, adol
and older) with hereditary angioedema ( HAE

Addi tional Clinical Progr ams:

A Notwithstanding Coverage Criteri a, Uni t €
aut horization based solely on previous-10I) 4
and/ or claim | ogic. Use -afpraaut @almapgreadc @apdg g
and/ or therapeutic cl ass.

A Supply Iimits may be in place.

4 References

1.Cinryze [package insert]. Lexington, MA: ViroP
2 . Wu, E. Hereditary angioedema with nor mal Cl in
UpToDat e, Wal t ham, MA , 2023

A ¢ rDINLE
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3.Busse, P. , Christiansen, S. ., Ri edl , M. |, et . al
Guidelines for the Management of Hereditary An
Clinical Il mmunol ogy. 2020 September 05.

4 Maurer M, Mager | M, Bet schel S, et al . The i1nt
management of her edhe a22 hnrge wiedieonma and updat e
2022; 77 (-w99@.96dloi : 10. 11112/ all . 15214

5 Revision History
Dat e Notes

Annual revi ew. Updated | ist of
3/18/2026 AE therapies. Updated reference
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Optum Rxc

Prior Authorization Gui del

Gui deline GL436463

Gui deline Cl omi d, Mi |l ophene

Formul ary T UnitedHealthcare Government

Gui del i ne Not e:
Effective I1/1/2026

P&T Appr ov]
P&T Revisi(11/ 21/ 2025

1 I.ndications
Drug N€@€memi d, Mil ophene (clomiphene citrat

Ovul atory diysdiuoatéednfor the treatment of

desiring pregnancy. | mpedi ments to achievi
treated before beginning clomiphene therap
with c¢cl| ohmrmpamyne nclude patients with polyc
gal actorrhea syndrome, psychogenic amenorrtr
undeter mi ned etoiroalo gcyo n tarnadc eppotsitve amenor r hg

2 Criteri a

Product Name: Brand Clomid, generic clomiph

A ¢ rDINLT
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Di agnosi s Ovul ation Induction

Approval L46 mont h(s)

Guideline 1Prior Authorizati on

Approval Criteria

l1-Diagnosis of ovulatory dysfunction

AND

2-ONE of the following exists:

1 Anovul ati on
9 Ol i-gwul ati on
T Amenorr hea

AND

3-Ot her specific causative factors (
excluded or treated

e. g., ¢

AND
4-1nfertility is not due to primary ovari af
AND
5-For induction of ovulation
Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.
Product Name: Brand Clomid, generic clomiph
Diagnosi s Controlled Ovarian Stimulati on?* 1

A ¢ IDINLY
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Approval L42 mont h(s)
Guideline Prior Authorizati on
Approval Criteria
l1-Diagnosis of infertility
AND
2-ONE of the following exists:
T Unexplained infertility
1 Endometriosi s
T Male factor infertility
9 Dimini shed ovarian reserve
T Unil ateral twubal factor infertility
AND
3-For the development of one or more follidg
AND
4-Wi Il be used in conjunction with intrautd
Not es **Requests for an infertility rd
ction for members in | owa, New |
nsas and Texas should be denied
[a] State mandates may apply Al
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Brand Clomid, generic cl omiph
Di agnosi s Cl omi phene Challenge Test **
Approval L4l mont h(s)
Guideline (Prior Authorizati on

A ¢ rDINLD
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Approval Criteri a
1-To be used to conduct a cl omiphene chall ¢
Not es **Requests for an infertility r 4
ction for members in | owa, New |
nsas and Texas should be denied
[a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Brand Clomid, generic cl omiph
Di agnosi s Mal e Factor | nfer tlialbietly]/*Gl i go s p ¢
Approval L§6 mont h(s)
Guideline Prior Authorizati on
Approval Criteria
1-Di agnosis of ONE of the following:
T Mil d, moder at e, or severe male factor i
T Oligosper mi a
AND
2-At |l east ONE of the following exists on &
|l east 4 weeks apart:
1T Sperm concentration is < 16 million/ mL
T Progressive motility < 30%
1 Sperm morphology < 4%
1T Semen volume < 1.4 mL
AND
3-Patient condition has not i mproved despit

A ¢ rDIELW
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positive |lifestyle changes (e.g., weight |

al cohol i ntake)

Notes **Requests for an infertility r g
ction for members in | owa, New |
nsas and Texas should be denied
[a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformati on

Background:

This program is designed to provide cover
conjunction with Assisted Reproductive Tec

Clomiphene citrate is a nonsteroidal fert
ovul ating or anovul atory women, i ncluding
It is also used for controlled e adnwag isg i
producing ovulation in patpebusvarivanaaxi s

ovaries that are capable of functioning ng¢
patients with primary Dpistagiet athpyudrd agwearei ai
daily for 5 days. I f ovul ation has not oc¢
be reevaluated. I f pregnancy does not occl
di scontinuedadmsi protoagedn i s not recommern

Clomiphene citrate is indicated for the t
pregnancy. | mpedi ments to achieving pregnag
before beginnihgrapymi phese patient semes i
cl omi phene therapy include patients with g
gal actorrhea syndrome, psychogenic amenorr
of undeter mi ned -certalolcoogryt, r eanealp tpiovsd amenorr

Cl omi phene may be used to evaluate a woma
referred to as the CIlWhmETmhginwee Chedrlleyn gien Ta

Ac¢ MIEIN

]
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cycle for 5 days, clomiphenhémal avanhgshar mg
On the next day, an FSH blood |l evel that R
ovarian reserve and ovulation. An rVYvevaWern
who have a diminished ovarian reserve can
chances of giving birth to a healthy child
Addi tional Clinical Progr ams:
1 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(1lam) and/ or claim |l ogic. U saep porfo vaault opm
vari es &mny gmd/gar therapeutic class.
f Supply |Iimits may be in place.
4 References
1.Gol d Standard, | nc. Clomi phene. Clinical Phar m
https://www. clinical key.com/ phar macol ogy/ . Acc
2.Clomid [package insert]. South Plainfield, NJ:
3.Milophene [package insert]. Mason, OH: Bur el P
4 ASRM. The Practice Committee of the American S
of Clomiphene Citrate in Infertile Females: a
34-8 .
5.ASRM. Evbaeaedetr eat ments for couples with unex
Fertil Steri-22.2020; 113: 305
6.Hendri ks DJ, Mo | , LaszI|l o BJ, Bancsi FJ, et al
the prediction of poor ovarian response and no
fertilization: a systemati-8l1lBeview. Fertil Ste
7. Worl d Health Organizati on WHO Laboratory Manu
Heal th Organizati on; 2021
8.Barratt CLR, Bj°rndal L, DedJonge CJ et al The
of the evidence to support the dddwuwedll epmerst amnfd
future research opportunities Hun8 Reprod Upda
5 Revision History
Dat e Not es
Annual review. Added New Yor k td
for 2026 i mplemenbatsohor Updmenr
10/3072025 of f of wupdated guidance from WH
phene to policy.
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9 EWEqRGzdc¢cUqt

Optum Rxc

Prior Authorization Gui

Guideline

GL668277

Guideline

CNS Stimul ant s

Formul ary

T UnitedHealthcare Government

Guidel in

e Not e:

Ef fective

|8/ 15/ 2026

P&T Approv

8/ 15/ 2020

P&T Revisi02/19/2021 : 10/06/2021 : 10/ 20
12/ 14/2022 : 02/16/2024 : 10/01
1 I.ndi cati ons

Drug N@MS8:

sti mul ant s

Attenti on
Deficit Hy

Attenti on
( ADD)

NarcolrPAsyapproved indication for narcol ep

Of f Labelldi
idiopathic

Fatigue as
associated

Ment al f at

Deficit HyperRRBAIiappgryoe d oirmdairc 4
peractivity Disorder (ADHD)

Defi ciRRDADiIaspoprrdoevre d( ADnDd)i cati on f orn

Uspeast:hi ¢ hypEhesrmnennios eemciedence for
hypersomnol ence.

soci ated wiTthrerrmuli tsi plve dealcer d 2irs
with multiple sclerosis.

i gue secondaryTheréeransmavi debca

A ¢ roIELd
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mental fatigue secondary to traumatic br ai

DepresBheme i s evidence for off | abel wuse

Wei ght Loss (Not The ep etde Bteinelf ituge of thes

a covered benefit

Drug N¥wyweanse (lisdexamfetamine)

Moderate to Severe Bingd nkEdtciart g dDif oar dveord e(r

Eating Disorder (BED).

Attention Deficit Hyperlacdiiovategd Dfi srortdree (

Deficit Hyperactivity Disorder (ADHD) in a

2 Criteri a

Product Name: CNS Stimulants (lncludes both

products unless otherwise noted: Product s

dextroamphet amine, methamphetamine, methyl

combhnati ons of the mentioned products) [ a]

Approval L4112 mont h(s)

Guideline (Prior Authorizati on

Approval Criteria

1-The patient is | ess than 18 years of age
OR

2-BOTH of the following:

2. Tlhe patient is greater than or equal to
AND

A ¢ DIELR
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2. Rhe patient has ONE of the following dia
7T Attenteiforcit hyperactivity -ddfsioaidte rd i( sSAdDri
9T Depression
T Narcol epsy
T Other hypersomnia of centr al origin
T Autism Spectrum Disorder
1 Mental fatigue secondary t oc dmrcawsnsaitanc sh
1 Fatigue associated with medical il 1l ness
1 Fatigue associated with multiple sclero

Not es [a] State mandates may apply. A

d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Brand Vyvanse, generic |isdex
Approval L412 mont h(s)
Guideline 1Prior Authorizati on
Approval Criteria
1-The patient is | ess than 18 years of age
OR

2-BOTH of the following:

2. Tlhe patient is greater than or equal to
AND

2.QNE of the foll owing:

2. 2BATH of the foll owing:

2. 2.Thel patient has ONE of the following d

A ¢ MDIELE

o

G R



M= WOURqUT clcectqdbHe!l JWf Ul R2RIpHKRE WyB1 R[ ¢
EQWH@QR2IJWNMIONIO= M= X

1 Attenteiforci t hyperactivity -defsioaidte rd i( SADrk
9 Depression
T Narcol epsy
T Other hypersomnia of centr al origin
T Autism Spectrum Disorder
T Mental fatigue secondary t ocanrcawsnsaitaonc sh
1T Fatigue associated with medical il 1l ness
1 Fatigue associated with multiple sclerg
AND
2. 2.0NE2 of the foll owing:
2.2. Hi3tbry of failure, contraindication
T amphetamine/ dextroampheted miase < gletherext
T methyl pheni datteazstenhdbliet or capsul e (
Met adat e CD)
1 dexmet hyl phenidate ER capsule (generic
OR
2.2. Hiadtdry of, or potenti al for, a Subst
OR
2. 2Di2Zagnosis of Binge Eating Disorder (BED
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program

| nf or mati on

Background:

A ¢ MDIELD

o
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This program wi | all ow coverage for diag
evidefhlte. CNS stimulants have a variety of
Attention Deficit Hyperactivity Disdrdand(
nar colTehpesrye i s evidence for off | abel use
hypersomnolence, fatigue associated with
traumatic brain injury, and depr eswdioghht TIh
not a covered benefit. Because of the high
use should be closely monlin oaddi tiinorc,eritfaitn
thanyelad8rs of age, the prlelsxrprpddeans wwiltl h auw
Addi tional Clinical Progr ams:
1 Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(ldam) and/ or claim |l ogic. U saep porfo vaault opm
vari es &mny gmd/gar therapeutic class.
9 Supply Limits may also be in place
4 References
1. Adder all [ package insert]. Parsippany, NJ: Tev
2.Adderall XR [package insert] Lexington MA T
October 2023.
3.Focalin [package insert]. East Hanover, NJ: N o
October 2023.
4 Focalin XR [package insert]. East Hanover, NJ:
October 2023.
5.Daytrana [package insert] Mi ami , FL: Noven Th
6. Dexedrine Spanseleasestapaeldes [ package insert
Amneal Phar maceutical s; October 2023.
7.Desoxyn [package insert] FI owood, MS: Key The
8.ProCentra [package insert] Newport, KY I ndep
9.Ritalin/Ritalin SR [package insert]. East Hano
2023.
10Ritalin LA [package insert]. East Hanover, NJ:
11Met hyl pheni date hyédred echlser i[ paa ckxatgendends er t ] . P e
Phar maceuticals USA, |l nc. ; May 2022.
12Met hyl pheni dat e hyédred ehlser i[packxatgendends er t ] . We
SpecGx LLC.; September 2022.
13Concerta [package insert]. Titusville, NJ. Jan
14Met hyl in oral solwution [package insert]. FIl or h
15American Psychiatric Association (APA). Pract.i
with major depressive disorder. 3rd ed Arling
(APA); 2010 Oct 152 p.
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16Ameri can Academy of Sleep Medicine. Practice P
Narcol epsy and other Hypersomnias of Central O
Sleep. 2007;-1B0(12): 1706

17National Comprehensive Cancer Network (NCCN).
oncology. https://www.nccn.org/ professionals/p
July 7, 2020) .

18Mi nt on O, Stone P, Ri chardson A, Shar pe M, Hot
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24Qui l l'i Chew ERIextsenddeéwabl e tablets [package i
NJ: Tris Phar ma |l nc. ; October 2023.
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5 Revision History

Dat e Not es

7/ 28/ 2026 Added GPI for new | abel name
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Optum Rxc

Prior Authorization Gui del

Guideline GL133876
Guideline COC Oncology Hepatitis C Admini {

Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:

Ef fective |1/1/ 2024
P&T Approvil/ 20/ 2022
P&T Revi si

1 Criteri a

Product Name: Hepatitis C Medications*

Approval L4112 mont h(s)

Guideline TAdministrative

Approval Criteri a

1-Member is new to plan (within first 120 ¢

A ¢ DIDIN
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AND
2-Diagnosis of hepatitis C**
AND
3-Previous use of the requested medication
AND
4-The patient requires continuation of t henrn
Not es *Applicable drugs wil/l have a CI
**This policy applies to requesHt
gnoses other than hepatitis C si
Policy is to be applied if drug
Product Name: Drugs and REiamlcegi dcCale mbg éhck riam €
Approval L4112 mont h(s)
Guideline TAdministrative
Approval Criteria
1-Member is new to plan (within first 120 ¢
AND
2-Meet sL &OF o1 Admini strative guideline crite
AND
3-Previous use of the requested medication
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AND

4-The patient requires continuation of t hen
Not es *Applicable drugs wil/l have a CI

Policy is to be applied if drug
2 Background
Benefit/ Coverage/ Program I nformati on
Background:
This program is to be administered to mem
days) and who have started an oncology or
to allow continuation of therapy.
Addi tional Clinical Rul es:

9 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml
vari es amy gmrd/gor t herapeutic cl ass.

f Supply I imits may be in place.

3 Revision History

Dat e Notes

9/ 27/ 2023 New guideline.
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Prior Authorization Gui del
Gui deline GL6332414
Gui deline Cometrig
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Note:
Ef fective 8/ 1/ 2026
P&T Approvi8/ 14/ 2020
P&T Revisi{02/19/2021 ; 06/16/2021 ; 09/15
08/18/ 2023 ; 06/ 17/ @024/ 206/ 18
1 Il.ndi cati ons
Drug N@ometriq (cabozantinib)
Medul l ary thyroilandéiamacerd f(MTC)Y he treat ment
met astatic medull ary thyroid cancer (MTC).
2 Criteria

Product

Name: Cometriq

[ a]

Di agnosi s

Thyroid

Car ci noma

Approval

L412 mont h( s)

A ¢ oo
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Therapy Sti{lnitial Authorizati on

Guideline Prior Authorizati on

Approval Criteria

1-ONE of the foll owing:

1.0iagnosis of medull ary carcinoma
OR

1.RLL of the following:

1. 2Dilagnosis of ONE of the

foll owing:
T Follicular carcinoma
T Oncocytic celll carci noma
9 Papillary carci noma
AND
1. 2Di2sease is

progressive after treat ment

T Lenvima (lenvatinib)
1T sorafenib (generic Nexavar)

AND

1. 2Di3sease is at | east ONE of the foll owin

T Symptomat-refradioey
1 Unresectable | ocoregional

recurrent or
M Distant met astatic di sease

Not es

[a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
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]

NTried/ failed alternative(s) ar ¢
ment guidelines.

Product Name: Cometriqg [ a]

Di agnosi s Thyroid Carcinoma

Approval L4112 mont h(s)

Therapy St i{Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteri a

l1-Patient does not show evidence of progr esq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cometriq [ a]

Di agnosi s Noi# mal | Cel |l Lung Cancer (NSCLC

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

1-Di agnosi-smalfl noal | l ung cancer (NSCLC)

AND

2-Positive for RET gene rearrangements

Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

A ¢ rDIDLE
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Product Name: Cometriqg [ a]

Di agnosi s Noi# mal | Cel | Lung Cancer (NSCLC

Approval L412 mont h(s)

Therapy St iqReauthorization

Guideline (Prior Authorizati on

Approval Criteri a

l1-Patient does not show evidence of progr efd

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: Cometriq [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

1-Cometrig wildl be approved for uses not ol

Comprehensive Cancer Network (NCCN) Drugs

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: Cometriqg [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L4112 mont h(s)
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Therapy St {Reauthorizati on

Guideline Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical respor

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Background:

Cometriqg (cabozantinib) is a kinase inhib
progressive, metastatic medullary thyroid
I n addition, the National Cancer Comprehe

for the treatment orfcaongeyWahd apygpi Flohtycuhwnr
al so recommends Cometrigmiadd tclkeeltdleagmemt
RET gene rearrangement .

Addi tional Clinical Rul es:

9 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml

vari es abmy gmd/gor t herapeutic cl ass.

T Supply I imits may be in place.

4 References

1.Cometrig [package insert]. Al ameda, CA:

Exel i x
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2. The NCCN Drugs and Biologics CBmpeAdaiulmall NE Calt
https://www. nccn.org/ professionals/ drug_compen

5 Revision History

Dat e Not es
6/ 16/ 2026 ?zgual review with no changes t
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Optum Rxc

Prior Authorization Gui del

Gui deline GL4242609

Gui deline Compounded Drugs Administrative
Formul ary T UnitedHealthcare Government
Gui deline Note:

Effective I1/1/2026
P&T Approvilo/ 20/ 2021
P&T Revisi(10/20/;2a®d¥ 15/ 2025

1 Criteri a

Product Name: Compound Drugs

Approval L412 mont h(s)

Guideline JAdministrative

Approval Criteria

1-The compound route of administration is |

A ¢ roIgmw
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AND
2-One of the following:
2. BHBach active ingredient -ampndheed ofmproutnide i
OR
2.12f request-leabélori mai edatthieoln ,g utihdee |IOQfnfe appr
met for the requested indication
AND
3-1'f a drug included in the compound requi q
drug specific clinical criteria must al so
AND
4-1f the drug component is no | onger avail g
for safety reasons
AND
5-One of the foll owing:
5.A unigue vehicle is required
OR
5.2 uniqgue dosage form is equired for a ¢
age, wei ght, or inability o take a solid
OR

A ¢ DN
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5. uni que formulation is required for a ¢
intolerance to an inactive ingredient in t
OR
5.Mhere is a shortage of the commercially
dat abase or the ASHP Current Drug Shortage
AND
6-Coverage for compounds and bul k powder s
6. Aor topical compound preparations (e.qg.,
to the skin for transdermal, transcutaneou
compound contains any FDA approved TOBlIEAL
OR
6 . Requested compound contains topical fl ut

approved unl ess:

6. 2T.olpi cal fluticasone is intended to trea
considered cosmetic and wil/| not be covere
AND
6. 2Pa2t i ent has a contraindication to al/l c

formul ati ons
OR
6 . Bequested compound is for cosmetic use o
cosmetic purposes (see Appendix for exampl
OR

]
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6 . Requested compound does NOT contain any
Compound Li st
(https:// www. accessdata.fda.gov/scripts/cd
AND
7-The use is not excluded as documented in
certificate of coverage (see technician no
Grid URL)
AND
8-One of the foll owing:
8.11f the request has one or more ACA/ HCR i
ACA/ HCR Administrative guideline are met f
OR
8. Rhe request does not contain any ACA/ HCR
Not es Only ingredients that are avail §
y tiers, dHdormasaaynenhatus are a
cluded in the effectuation. I f
ded drug such as OTC ptodect agr ¢
a BULK chemical, i njectable dr ug
etc. these ingredients should n
compound request includes an ac
cal , the dagbestdesnnshewd as benefi
ucts (such as 1V antibiotics, i
medi cal benefit nd are excl uded(
hould be denied as benefit excl |
*I f compound and ACA/HCR criteri
at $0 cost share I f only compol
criteria, deny the request for I
ompound at regular cost share.
ANMlf o oall compound criteria are mg
st share.

2 Background
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Benefit/ Coverage/ Program

| nf or mati on

Background:

Compounded drugs that exceed $50 in cof¢g
commercially available but is never sup
compounded wi |l reject at point TohHesseal e
compounds mayd bief alpeplroow ecr i t eri a are me-f
Appendi x:

Example topical compound preparations ( €
applied to the skin for transdermal, tr a
contain any FDA approved ingredient that
i ncilrugd but NOT LI MITED TO the foll owing:
(1)Ket ami ne
(2)Gabapentin
(3)Fl urbiprofen (topical ophthal mic use
(4)Ket oprofen
(5)Mor phine
(6)Nabumet one

(7)Oxycodon
(8)Cycl oben

e
zaprine

(9)Bacl of en
(10) Tramadol
(11Hydrocodone
(12Mel oxi cam
(13Amitriptyld]
(14Bent oxi fyl |l
(150r phenadrin
(16Bi roxicam
(17Devocetirizine
(183mant adi ne
(1Oxytocin
(2®umatriptan
(

(

(

(

(

(

ne
i ne
e

21horionic gonadotropi
22) Clomi pramine

23) Dexamet hasone

24) Hydromor phone

25) Met hadone

26) Papaverine

n (human)
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(27) Mefenamic acid

(28) Promethazine
(299ucci mer DMSA

(30) Tizanidine

(31) Apomorphine

(32) Carbamazepine

(33) Ketorol ac

(34) Dimercaptidopmapane

(35) Dimercaptosuccinic acid
(3®Dul oxetine

(3F) uoxetine

(
(

3B omfenac (topical ophthal mic use not
3Nepafenac (topical ophthal mic use not
Example compounds that contain ingredien

(1)Hydrogquinone

(2)Acet yl he&kapeptide
(3)Tocopheryl Acid Succinate
(4)PracaSkPIllus M

(5) Chrysaderm Day Cream
(6)Chrysaderm Night Cream
(7)PCCA SWwdagh

(8)Li popen Ultra
(9)Versapro

(10) Fluticasone

(1Momet asone

(1XHal obet asol

(13) Betamet hasone

(14) obet asol
(15)yiamcinol one

(16w noxi di |

(17T etinoin

(1®Dexamet hasone
(1S)pironol actone

(2@Xycl oserine
(2mMamoxi fen

(2X)er morelin

(2Meder ma Cream

(2#P)CCA Cosmetic HRT Base
(25S)anare Scar Therapy Cream
(26)carcin Cream

(2Apot heder m

(28t era Cream

A ¢ roue
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(2o pasil

(3Xol | agenase

(3 butin Al pha

(3Nowurisil

(3Freedom Cepapro
(3#)reedom Silomac Andydrous
(3Retinal dehyde

(3A)pot heder m

Example ingredients on the FDAOGs Do
(1B, 3N}, &tNy, dchl orosalicylanilide
(2Adenosine phosphate

(3Adrenal cortex

(4RAl atrofloxacin mesyl ate
(5AmMinopyrine
(6Astemi zol e
(7RAzaribine
(8Benoxaprofen

(9Bi thionol
(1X@amphorated oil
(1X)arbetapentane citrate
(1Xasein, iodinated
(1XXerivastatin sodium

(14L)hl ormadi none acetate

(1%)h!l oroform

(1&)j sapri de

(17Defenfluramine hydrochloride
(1®D)i amt hazol e di hydrochl oride
(1Dji bromsal an

(2M)i hydrostreptomycin sulfate
(2D)i pyrone

(2ZEncainide hydrochloride
(2Ftretinate

(2&F)enfluramine hydrochloride
(2%F) osequi nan

(26&) ycerol, iodinated
(2%repafl oxacin

(28epazine

(2Met abromsal an

(3M™Met hapyril ene

(3M™Met hopholine

(3Met hoxyfl urane

(33Mi befradi!l di hydrochloride

Not
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(3MNomi fensine mal eat e
3:Njovobiocin sodium
O)xypheni satin acetate
Oxypheni satin
Fe moline
Pergolide mesyl ate
(Phenacetin
Phenformin hydrochloride
Phenyl propanol amine
P pamazine
Potassium arsenite
P opoxyphene
Rlapacuronium br omi de
Rofecoxib
&) butramine hydrochloride

Bparteine sulfate

®Bul fadi met hoxi ne

Sweet spirits of nitre
Zegaserod mal eat e
Femafl oxacin hydrochloride
Merfenadine

i crynaf en

6Iri bromsal an
Mrichloroethane
8yoglitazone

gy ovafl oxacin mesyl at e:
Wy et hane

Mal decoxi b

ZYomepirac sodium

(
(
(
(
(
(
(
(
(
(
(
(
(
(
(
(
(
(
(
(
(
(
(
(
(
(
(
(

OO0 oo oo oo bhbdbdSDMDMDAMNBAEDMMDEDNWWW®

Addi ti onal Clinical Rul es:

T Notwithstanding Coverage Criteria, Un
aut horization based solely on previou
(lam) and/ or claim |l ogic. U saep porfo vaault ¢
processes Vvaarm easnddyorprtohgerr apeutic cl a:

T Supply I imits may be in place.

Technician Note: Link of Exclusions and Li

https://uhgazure.sharepoint.com/sites/ CST/
X?Fol der CTI D=0x01200027C80175A8369D44AC45A
2D6A95%2D496D%2D9937 %2D65CECD43AFE7%7D&VIi e
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%2Dbf 25%2D3411fac9171f &i d=%2FsitesW2FCST %2
UHCGP%20Exchange

3 References

1. Food and Drug Administration (2014, July 02).
Drug Products That Have Been Withdrawn or Remo
Safety and Effectiveness. RetrievEmI3TFTXTom http:

Acssed October 1, 2025.

2. FDA Drug Shortages. Current and Resolved Drug
Reported to the FDA. Available at:
https://www. accessdata.fda.gov/scripts/ drugsho
2025.

3.Current Drug Shortages. Avail-@8hoet ateshCupsehnt
Shortages. Accessed October 1, 2025.

4 CFRcode of federal Regul ations Title 21. acces
https://www. accessdata. fda. gov/scripts/cdrh/cf
Publi shed November 10, 2020. Accessed October

4 Revision History

Dat e Not es

10/ 21/ 2025|Annual revi ew. Updated referenc

A ¢ roI



M= WOURqUT cWecitgqbHe! JWf Ul R2ZRIpHKE WE¥BYT R[ ¢ G R
EQUHqR2IJWNMIONIO= M= 3
9YUqRUz2VYet W] GerHYt DWE! + qG WA AWAX b

Optum Rxc

Prior Authorization Gui del

Guideline GL374425

Gui deline Continuous Glucose System (PA, ¢
Formul ary T UnitedHealthcare Government
Gui deline Note:

Effective [11/1/2025
P&T Approvilo/ 1/ 2024
P&T Revisi(11/22/ 2024

; 02/ 20/ 2025/ 2088/ 19

1 I.ndications
Drug N€meti nuous Glucose System

Di abeltnedsi cat ed for use by patients with di 4
what can be achieved with a standard bl ood

2 Criteri a

Product Name: Continuous Glucose System [ a]

Approval L412 mont h( s)

Therapy Stilnitial Aut hori zati on

Guideline 1Pri or Aut hori zati on

A ¢ o
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f

Approval

1-Di agnosi s

2-ALL
T Patient i s

1T Patient i s
T Patient p

3-ONE

3.Patient
continuous

3.QA@NE

Criteria

of di abet es

AND

of the following:

motivated
adherent
articipates

and
t o
in

knowl edgeabl e
di abetic treat me
ongoing educati

AND

of t he

foll owing:

is on an intensive gi m
n p

i nsulin r
subcut aneous i

e
i nsulin infusio
OR

of t he

foll owing:

a | evel 3
ment apoaahng
cemi a

hypo
/| aB 9

_1_.
Q® O
b -
¢
«Q -

mor e
at pe
t pl a

O_I—P(‘DHI—P

ar
0 — < -

3SATTOT
cuoTw
O NS Q@
-3 -
—~Q ® ~" O
< ~5-0>5
D~ g T
WO O NO
T O Tow
® 3

w3 SooTT
-~ — w0
=~ g ~+
mro< —o
P~ - =
~—< o nx<
® ™o —mo
5 T +< a -

AND

4-Patient regularly monitors bl oo

t han
rsist
n

d gl u

one
desp

cose

Notes [a] State mandates

d the member
e criteria.

ply.

speci fic
Ot her polii

may

appl
benef
ci es

y . AT
it pl
and |

A ¢ roipLw

o

G R



SMZZWOURqUT cWctq6éHec! DWf Ul R2ZRIpHKRE Wy el

R
EQIHQR2IJWNMIONO= M= 5

Product Name: Continuous Glucose System [ a]

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical respor

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Continuous Glucose System mon

Approval L47 Day(s)

Guideline JQuantity Limit

Approval Criteria

1-Quantity

reqguests for monitors (receiver g

be approved if the current monitor/receive

functionally operating.

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Continuous Glucose System sen

Approval L4112 mont hs

Guideline JQuantity Limit

Approval Criteri a

Ac¢ DIPIN
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1-Quantity requests for system sensors exceé

member requires additional sensors due to

| onger functional due to physical activity

Notes [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Background

Continuous gl magysbesywstedmby patients with
monitoring beyond what can be achieved wit

Addi ti onal Clinical Rul es
1 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(ldam) and/ or claim |l ogic. U saep porfo vaault opm
vari es &mny gmd/gar therapeutic class.
T Supply I imits may be in place.

4 References

1. American Diabetes Association. (2024). 7. Di ab
di ab&@2@34. Diabetes Care, 4SNA4Stuppl ement 1), S1
https://doi.oS$S®@A7ZA0. 2337/ dc24

2.Lane AS, Ml ynarczyk MA,-tdemeVeoinamnamuMusetgl alcosRk
in gestational diabetes: a randomized control
Jul ; 3689):.891

3.LeRoith D, Bi essel s GJ, Braithwaite SS, et al .
Endocrine Society clinical practice guideline.
1;104(5)57145.2 0

5 Revision History
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Dat e

Not es

9/ 16/ 2025

Added

definitions

t

(0]

hypoglycem
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Optum Rxc

Prior Authorization Gui del

Gui deline GL402271

Gui deline Corl anor
Formul ary T UnitedHealthcare Government
Gui deline Note:

Ef fective |11/ 1/ 2025
P&T Approvi8/ 18/ 2020

P&T Revisi{02/19/2021 ; 11/19/2021 ; 08/19
09/18/,2®22L25/ 2025

1 I.ndi cations
Drug N@melanor (ivabradine)

Heart failure Indadatedpabieptdsce the risk
heart failure in adult patients with stabl
ejection fraction | ess than or equal tote&5
greater than or equal to 70 beats per minu
bethd ockers or have a bboctkerndseation to D

Heart failure inl peidcatedcf pratikReattsr eat men
failure due to dilated cardiomyopathy (DCM
who are in sinus rhythm with an elevated h

2 Criteri a

A ¢ roipLd
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Product Name: Brand Corl anor , generic ivahbr

Di agnosi s Symptomatic Chronic Heart Fail ui

Approval L412 mont h(s)

Therapy St{lnitial Aut hori zati on

Guideline 1Prior Authorizati on

Approval Criteri a

1-ALL of the following:

1. Worsening heart failure in a diagnosis o
Heart Association (NYHA) <class 11, 111 or
AND
.Ratient has a |l eft ventricular ejection
AND
.Bhe patient is in sinus rhythm

AND

.RPlati ent has a resting heart rate greater
AND

.@BNE of the foll owing:

f Patient is on a stabilized dose and
tolerated beta blocker (e.g., carved

rec
i 1o
1 Patient has a contraindbtacken oherapgl

A ¢ ropLR
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AND

1. ®GNE of the foll owing:

T Patient is on a stabilized dose and r ec
Farxiga, or Inpefa (includes combinati g
dapagliflozin)

T Patient has a contraindication or i nt ol

AND

1.ONE of the foll owing:

1. 7Paltient i s on a stabilized dose and rec
foll owi ng:
1 angi otceomnsviemr t i ng enzyme (ACE) inhibitor
T angiotensin || receptor blocker (ARB) (

1T angiotensineprradegptioaxr i nhi bitor (ARNI) (
OR

1. 7Pa2t i ent has a contraindication or intol
AND

1.BGNE of the foll owing:

T Patient is on a stabilized dose and r e
tolerated aldosterone antagonist (e.g.
T Patient has a contraindication or i nt ol
AND
1. Prescribed by or in consultation with a
OR

A ¢ rDIPLE
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2-ALL of the following:

= =4 -8 A

3-ALL of the foll owing:

3.0iagnosis of inappropriate sinus tachyca
AND

3.Ratient is in sinus rhythm
AND

3.8BNE of the foll owing:

1 Patient has tried and failed or had an
carvedil ol met opr ol ol succinate, bisop
1 Patient has a contraindbtacken oherapgl
AND
3.Rrescribed by or in consultation with a
OR

Di agnosis of stable symptomatic heart f

Patient is in sinus rhythm

Patient has an el evated heart rate

Prescribed by or in consultation with 4
OR

4-Patient is currently established on Corl 4

Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

A ¢ roIpLD
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Product Name: Brand Corl anor , generic ivahbr

Di agnosi s Symptomatic Chronic Heart Fail ui

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Documentation of positive clinical respor

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
I(;Iflriteria. Ot her policies and |

3 Background

Benefit/ Coverage/ Program

| nf or mati on

Background:

Corl anor

bl ocker i ndicated to redu

el evated Alksot

vari es amy gmd/gar

(i vabradi nea)ctiisvaa ehdy pceqgE tele ahruich atro

with stabl e, sympt omati ¢c chr oneicct ihoena (f8rbafcat i
who are in sinus rhyt>h7n0 wheaht sr epsetri nngi nhuetaer t
maxi mally toler#&a#teodkdosevrofhavet a b©bocker
is also indstcahledd symptremdati ¢ heart failur
(DCM) in pediatric patients aged 6 mont hs

alat leougphpnovedni ROEAcCcati on,

to haveiafftfreadcdy ng i nappropriate sinus ta

Addi ti onal Clinical Rul es:

9 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaaut opm

t herapeutic

ce the risk of h ¢

cl ass.

A ¢ DIPLY

o
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f Supply Limits may be in place.

4 References

1
2

3

.Corl anor [package insert]. Thousand Oaks, CA:
.Hei denrei ch, P A. , Bozkurt, B., Aguil ar, D. ,
management of heart failure. Joueh@&@T?7. of Cardia
.Shel don, R. S. , Grubb, B. P. , et al . 2015 Heart
Statement on the Diagnosis and Treatment of Po
|l nappropriate Sinus Tachycardia, and Vasovagal

e4-&6 3.

5 Revision History

Dat e Not es

10/ 1/ 2025 Annual review. Added I npefa as

A ¢ roIpPLD
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Optum Rxc

del

Prior Aut horization Gui
Guideline Gl436495
Guideline Cotellic
Formul ary 1 UnitedHealthcare Government
SP
Guideline Not e:
Effective |1/ 1/ 2026
P&T Approvill/ 17/ 2023
P&T Revisi 02/ 19/ 2021 ; 11/ 19/ 2021 ; 11/:18
11/ 21/ 2025
1 I.ndi cati ons
Drug N@meellic (cobimetinib)
Mel andomai cated for the treat ment of pati en
with a BRAF V600E or V600K mutation, i n co
single agent for the treatment of patients
NCCN recommehdditcahsed in combination with

for

Centr al Nervous System (CNS) Cancers.

2 Cr

ter

a

A ¢ DX



SMZZWOURqUT cWctq6éHec! DWf Ul R2ZRIpHKRE WY
EQUNHQQR2 IJIWNMIONIK= M= X

2]

Product Name: Cotellic [ a]

Di agnosi s Mel anoma

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

1-Di agnosis of mel anoma

AND

2-ONE of the following:

2.Rlatient has unacceptable toxicities to T
basis of -efgfeendt sprdeef i | e
OR
2.2 sease i s ONE of the following:
9T Rel apsed > 3 months after treatment di s
1 Unresectabl e
1 Metastatic
AND
3-Di sease is positive for ONE of the foll oy
1 BRAF V6O0O0E
1T BRAF V600K
AND
4-Used i n combination with Zelboraf (vemur g

]

Ac¢ MIXIN
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Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cotellic [ a]

Di agnosi s Mel anoma

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr efd

AND

2-Used in combination with Zel boraf (vemur §

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cotellic [ a]

Di agnosi s Central Nervous System (CNS) Cai

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Di agnosis of ONE of the following:

M Circumscribed

gl i oma

A ¢ MDIX1H

o

G R
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o1

T Gliobl

2-Di sease

3-Used in

ast oma

AND

i's BRAF V600E positive

AND

combination with Zelboraf (vemu

r 4

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cotellic [ a]

Di agnosi s

Central Nervous System (CNS) Cai

Approval

L412 mont h(s)

Therapy St iqReauthorization

Guideline (Prior Authorizati on

Approval Criteri a

l1-Patient does not show evidence of progr efd

AND

2-Used in combination with Zel boraf (vemur a

Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cotellic [ a]

Diagnosi s

Hi stiocytic Neopl as ms

A ¢ MDIXLD
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Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria
1-Diagnosis of ONE of the following histiod
T Langerhans cell hi stiocytosi s

T Erdh-€hmst er di sease
1 Ros-Bor f man Disease

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cotellic [ a]

Diagnosi s Hi stiocytic Neopl as ms

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr es;q

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cotellic [ a]

Diagnosi s NCCN Recommended Regi mens

Approval L412 mont h( s)

Therapy St{lnitial Authorization

]

Ac¢ oz
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Guideline 1Prior Authorizati on

Approval Criteri a

1-Cotellic wildl be approved for uses not oJ

Comprehensive Cancer Network (NCCN) Drugs

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cotellic [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L4112 mont h(s)

Therapy St i{Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteri a

1-Documentation of positive clinical respor

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Background:

Cotellic (cobimetinib) is a kinase inhibi

unresectable or metastatic melanoma with &

A¢ xR

o
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combinati on

with Zaeahdbdowrnaf a(eéemgtefagieb} f ¢

with histiocyfiic neo
The National Cancer
in combinati off veimuh a

Cancer s.

Addi ti onal Clinical

T Notwithstanding

Coverage

pl as ms.

Net wor k
f

Comprehensi ve
ZTehbbnafas treat ment

Rul es:

Criteria, Uni

o

G R

authorization based solely on previous
(1lam) and/ or claim |l ogic. U saep porfo vaault opm
vari es &mny gmd/gar therapeutic class.
T Supply I imits may be in place.
4 References
1.Cotellic [package insert]. Genentech USA, Il nc.
2. The NCCN Drugs and Biologics Compendium (NCCN
http:// www. nccn.org. Accessed September 29, 20
5 Revision History
Dat e Not es
11/ 3/ 2025 Upfjated.coverage criteria for ¢
stiocytic neoplasms based on NC

A ¢ MDIXLE
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Prior Authorization Gui del

Guideline GL613198
Guideline Cough and Col d

Formul ary T UnitedHealthcare Government

Gui del i ne Not e:
Effective I|7/1/2026

P&T Approvijl2a/16/2020

P&T Revisi{02/19/2021 ;, 08/20/2021 ; 09/15
05/16/,2®2%28/ 2026

1 Criteri a

Product Name: Opi oid Containing Cough and C
Year s* [ a]

Approval L41 mont h(s)

Guideline 1Prior Aut hori zati on

Approval Criteri a

l1-Prescriber attests they are aware of FDA

A ¢ rDIX LD
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containing co
it

gh and cold products in pat.
treat ment w t

u
h he requested product i s me
AND

2-Patient does not have a comorbid conditid
asthma or other chronic lung disease, sl ee

AND

3-Patient has tried anodpifoaiid ecdo natta il neiansgt coonug

Not es *I ncludes both brand and generi g
s otherwise noted:
Products containing codeine or
or more of the following: homat
pyrilamine, brompheniramine, p h
eniramine, promethazine, pseudoé
[a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Opioid Containing Cough and C

Approval LJAut hori zation will be iss f
should be entered for the quan

Guideline JQuantity Limit

Approval Criteria

l1-Reqguests exceeding the quantity | imit wil

1. ODoses exceeding the quantity | imit wildl

prescriber attests that a | arger quantity
AND

]

A ¢ DXL
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1.2he requested dose is within FDA maxi mum
dose per day exists

Notes *I ncludes both brand and gener i (
s otherwise noted:
Products containing codeine or

or more of the foll owing: homat
pyrilamine, brompheniramine, p h
eniramine, promethazine, pseudoé

2 Background

Benefit/ Coverage/ Program I nformati on

Background

Opioid (codeine or hydrocodone) containin
use in adults 18 ybHaesobfprgecandtobdeopi ¢
containing codeine or hydrocodone rs hloailye &
due to serious risks associated with wuse.
automatically.

Addi ti onal Clinical Rul es:

9 Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaaut opml
vari es &y gmd/gar therapeutic class.

9 Supply I imits may be in place

3 References

1. Approach to Chronic Cough in Children. UpToDat
2026.

2.FDA Drug Safety Communication (2018a). FDA
prescription opioid cough and cold medicines
ol der . US Food and Drug Administratisaf-wepsite
andvabillai-dy tstade doynmuni -€ dbe oui akbed hamges
prescroippitoibodhng h-dol d. Publ i shed January 11, 2018.
2026

A ¢ DXL
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4 Revision History

Dat e Not es

Annual review with no changes t
ces.

5/18/ 2026

A ¢ oI
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Optum Rxc

Prior Authorization Gui del

Gui deline GL523262

Guideline Crenessity

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective [4/ 1/ 2026
P&T Approvi3d3/ 19/ 2025
P&T Revisi(05/16/,2®220/ 2026

1 I.ndi cations
Drug N€@€menessity (crinecerfont)

Classic congenital laddiematlie hygperpdijasnat i ve
repl acement to control androgens in adults
with classic congenital adrenal hyperpl asi

2 Criteri a

Product Name: Crenessity oral capsule and o

Approval L4112 mont h(s)

Therapy Stiglnitial Authorizati on

Ac¢ MDITIN
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Guideline INon Formul ary
Approval Criteri a
l1-Diagnosis of c¢classic congenit akthyaldroexnyd la sh
deficiency
AND
2-Di agnosis confirmed by ONE of the foll owi
T Pretreat menhy dsreorxuynp rlo7g esHPer dneev e(I1 7> 3, 00
9 Cosyntropin stimulation 170HP | evel > 1
T Genetic variant in CYP21A2 gene
AND
3-Patient is 4 years of age or ol der
AND
4-Chronic treatment with a supraphysiologi ¢
dexamet hasone, hydrocortisone, methyl predn
of the following:
4 BOTH of the foll owing:
19 Patient is 4 to 17 years old
9 Daily glucocorticoid dose > 12 mg/ m2 i n
OR
4 BROTH of the foll owing:
¢ Patient is O 18 years ol d
9 Daily glucocorticoid dose > 13 mg/ m2/ d§q

A ¢ MDITLH

o
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AND
5-Prescribed by an endocrinologi st
AND
6-1f the request is for Crenessity oral sus;s
6. Ratient is wunable to ingest a solid dosa
ONE of the foll owing:
1T Age
1 or-mbtor difficulties
1T dysphagi a
OR
6. Ratient utilizes a feeding tube for medi
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Crenessity oral capsule and o
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline INon For mul ary
Approval Criteria
1-Documentation of positive clinical respor
glucocorticoid daily dose, decreased andro
AND

A ¢ DITLO

o

G R
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2-Patient wi || continue to receive concomi't
dexamet hasone, hydrocortisone, methyl predn

AND

3-Prescribed by an endocrinologi st

AND
4-1'f the request is for Crenessity oral sus§g
4 RHatient is unable to ingest a solid dosa
ONE of the foll owing

1T Age
T or-mbtor difficulties
T dysp

hagi a
OR
4 Ratient utilizes a feeding tube for medi
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformati on

Background:

Crenessity (crinecendlomdygi ng faactoon itcyop e
antagonist indicated as adjunctive treat
androgens in adults and pediatric patien
congeadtahnal hyperplasia (CAH).

Ac¢ o
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Addi ti onal Clinical Rul es:

1 Notwithstanding Coverage Criteria, U
aut horization based solely on previo
(lam) and/ or claim |l ogic. U saep porfo vaaul t
processes vaarm easndbyorprtohgerr apeuti c cl 4

T Supply I imits may be in place.

4 References

1.Crenessity [package insert]. San Diego, CA: Ne
2024.

2.Sarafoglou K, Kim MS, Lodish M, et al. Phase 3
Congenital Adrenal Hyperplasi-a03 N Engl J Med.
3.Auchus RJ, Hami di o, Pi vonell o R, et al . Phase
Congenital Adrenal Hyperplasi-a14 N Engl J Med.
4 New MI , Lorenzen F, Lerner -AydrekyhbhbhseGdabtigpe
hor monal reference data. J Cli-h2&ndocrinol Me t
5.Spei ser P W, Arl t W, Auchus RJ, et al Congenit
Hydroxyl ase Deficiency: An Endocrine Society C

correction appears in J Clin EnR4dOo.crdi n@Ii nMet ab.
Endoomo!| Metab. 204@88803(11):4043

5 Revision History

Dat e Not es

2/ 20/ 2026 Added new strength crenessity t

Ac¢ roTLR
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Optum Rxc

Prior Authorization Gui del
Guideline GL633245
Guideline Ctexli
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Not e:

Ef fective |

8/ 1/ 2026

P&T Approvi

7124/ 2025

P&T Revi si i

6/ 17/ 2026

1 I.ndi cations

Drug N€@mex| i (chenodiol)
Cerebrotendinous I Imnantche malt d ®irs treat ment of
xant homatosis (CTX) in adults.

2 Criteria

Product Name: Ctexl i [ a]

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

A ¢ MDITLE
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Guideline INon Formul ary

Approval Criteri a

l1-Diagnosis of cerebrotendinous xanthomat o4

AND

2-Disease is confirmed by the presence of
AND

3-Prescribed by or in consultation with ONH

T Endocrinologi st
1T Geneticist
T Neurol ogi st

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Ctexl i [ a]

Approval L4112 mont h(s)

Therapy St {Reauthorizati on

Guideline INon Formul ary

Approval Criteri a

l1-Documentation of positive clinical respor

AND

A ¢ roIT LD
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2-Prescribed by or in consultation with ONE

9 Endocrinologi st
1 Geneticist
1 Neurol ogi st

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
3 Background
Benefit/ Coverage/ Program I nformati on
Background:
Ctexl:i (chenodiol) is a bile acid indi
xant hhomatosis (CTX) in adults.
Addi tional Clinical Rul es:

T Notwithstanding Coverage Criteria,
reaut horization based solely on pre
codes-10hCand/ or claim |l ogic. Use o
approval pr oces sans avnadr/ioers tbhye rparpoegurt

T Supply I imits may be in place.

4 References

1.Ctexli [ package insert]. Foster City, CA: Mi r u
2.Stelten BML, Dotti MT-sZ a¥erarii pr<€, A ,Haklmalmo IK, B ,Mi Fgan
Sithole B, Steiner RD, Verma S, Yahalom G, Zub
opinion on diagnosing, treating and managing p
xant hoimat(OGTX): a modi fied Delphi study. Orpha
doi :10.118@M0493023

3.Kisanuki YY, Nobrega PR, Hi mes R, et al. Effic
chenodeoxycholic acid (CDCA) in adult patients

A ¢ IDIT LY
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(RESTORE): A randomi z-edjlwdthc@alratwraoblpl eddo,u bd reo s s 0\

pha8estudy. Genet Med. 2025;27(7):101449. doi :

5 Revision History

Dat e Not es
6/ 16/ 2026 |ANNual review. Removed term cho
hange to clinical intent. Updat

A ¢ DIT
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Optum Rxc

Prior Authorization Gui del

Gui deline GL164985

Guideline Cuvrior

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective [4/ 1/ 2025
P&T Approvi{l/ 1/ 2023
P&T Revisi {2/ 20/ 2025

1 I.ndi cations
Drug N@werior (trientine tetrahydrochlorid

Wil sonds IDidsiecaasteed f or t h
decoppered and tolerant t

e treat ment of ad(
O penicillamine.

2 Criteri a

Product Name: Cuvrior [ a]

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

A ¢ DY LM
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Guideline INon Formul ary

Approval Criteri a

1-Diagnosis of Wilsondés di sease

AND
2-Patientoppeded [ i .-ccer,ulscepluars miom copper (N
equal to 25 and | ess than or equal to 150
AND
3-Patient is tolerant to penicillamine
AND
4-Prescriber provides a reason or special ¢
penicill amine
AND
5-Patient will not wuse penicillamine in cof
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cuvrior [ a]

Approval L4112 mont h(s)

Therapy St i{Reauthorizati on

Guideline ITNon Formul ary

]

Ac¢ YN

[ C

v

R

d
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Approval Criteri a

l1-Documentation of positive clinical respo

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program

| nf or mat i on

Background:

Cuvrior
patients

(trientine
wi t h

Addi ti onal Clinical

1 Notwithstanding

tetrahyd

Wil sondppeai st asgred whol ear @ntdet

Rul es:

Coverage

rochloride) is

Criteri a, Uni

authorization based solely on previous
(ldam) and/ or claim |l ogic. U saep porfo vaault opm
vari es amy gmrd/gor t herapeutic cl ass
T Supply Iimits may be in place
4 References
1.Cuvrior [package insert]. Chicago, I L: Orphal a
5 Revision History
Dat e Not es

A ¢ MDIYLH
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2/ 11/ 2025

Annual
SML.

revi ew.

Updat ed

aut hori z

A ¢ DIYLD
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Optum Rxc

Prior Authorization Gui del

Gui deline GL436496

Gui deline Cystaran

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective [1/1/ 2026
P&T Approvi8/ 14/ 2020
P&T Revisi(l1/18/;,2Q@22 21/ 2025

1 I.ndi cations
Drug N@wmset aran (cysteamine 0.44% opht hal mi

Cystinomndiizcated for the treatment of cornesgdg
cystinosi s.

2 Criteri a

Product Name: Cystaran [ a]

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

Ac¢ oy
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Guideline 1Prior Authorizati on

Approval Criteri a

l1-Diagnosis of cystinosi s

AND

2-Treat ment of corneal cystine crystal accl

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Cystaran [ a]

Approval L412 mont h(s)

Therapy Sti{Reauthorizati on

Guideline Prior Authorizati on

Approval Criteri a

l1-Documentation of positive clinical respor

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program

| nf or mati on

Addi ti onal Clinical

Rul es:

A ¢ royLe

o
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T Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml
vari es &y gmd/gar therapeutic class.

T Supply I imits may be in place.

4 References

l1.Cystaran [package insert]. Rockville MD: Leadi

5 Revision History

Dat e Not es

11/ 3/ 2025 Annual revi ew. Updated referenc

A ¢ MDIYLE
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Prior Aut hor i

zat.

on Gui

Guideline

GL613199

Guideline

Daraprim

Formul ary

1 Uni tedHealthcare

SP

Gover

nment

Gui delii

ne

Not e:

Ef fective |

7/ 1/ 2026

P&T Approvi

11/ 13/ 202

P&T Revi si i

05/ 21/ 20

10/ 01/ 20

2
2

0
1
4

’

o o

w ©

~ ~
[y
W0 Ol
~ ~
A N
O o
NN
Q-
~~

N -

® O

[z &)]
~ ~
=N
o O

1 I.ndi cati ons

Dr ug

NBameaprim (pyri methamine)

Toxopl aslmodsiicsat ed f
sul fonami de, since

or

synergi sm

t

he

treat ment
exi sts

of
w

t 0 X
it h t

2 Criteri a

Product Name: Br and

Darapri m,

generic

pyr i m

Approval

L ¢

12

mont hs*

Guideline

1P r

i or Aut hori zati on

A ¢ rolyLn
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Approval Criteri a

l1-Daraprim wil!/ be approved based on submi g

documenting ONE of the following criteria:

1.Mreat ment of severe acquired toxopl asmos
OR

1.Rreat ment of congenital toxoplasmosi s

OR
1. MLL of the following:
1. 4Prli mary Pneumocystis pneumoinmfaedtP&dP)p ptr
secondary propmylexxied ipmthHlevit s who have b¢g

Pneumocystis

AND
1. 4P a2t i ent has experienced intolerance to
sul famet hoxaMx)® (TMP

AND
1. 40NBE of the foll owing:

.Secondary

1T Patient

OR

prophyl axis of toxoplasmic enc

pneumoni a

h-ababkenged wishl fammehbgsM¥)ne

using a desensitization protocol and i s

A ¢ 1DIY LY

o

G R
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T Evidence
sul f amet
St ev-édahbn

1.ALL of th

1. 5Prli mary

1. 5TToxopl as

1. 5C3B4 coun
i s | ess-2t0Da
1. 5wid | be

1. 5Pabt i ent

e
sul famet hoxaMX) %

1. 50N6E o f t

T Patient
using a

of moderatel yrsaceirenot ol tféems
hoxaM¥)%® i(AMMPhe past (e.g., tox
son syndr ome)
OR
e foll owing:
prophyl axis of toxoplasmic ence
AND
ma | gG positive
AND
t is |l ess than or equal to 100
teld0&/ mm3 if reinstituting prop
AND
used in combination with dapson
AND
has xperienced intolerance to
( TMP
AND
he foll owing:
h-ababkenged wishl fammehbgsM¥)ne
desensitization protocol and 1is

A ¢ DY LD

o

G R
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M=>WOURqUT cBeciqdbHel DWf Ul R2ZRIpHKRE WyB1 R[ ¢

T Evidence of moderatelyrsaeceirenot ol tféems
sul famet hoxaMx)® i(AMMPhe past (e.g., tox
Stev-dabBnson syndr ome)

Notes * Consider discontinuation of pi
er than 200 cell s/ mm3 for great g
mbi nation antiretroviral therap)
[a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

N Tried/ failed alternative(s) af

3 Background

Benefit/ Coverage/ Program I nformati on

Background:

Daraprim (pyrimethamine) is indicated for

conjointly with a sulfonamide, since syner

The use of pyrimethamine for the treatment
recommended in the CDC Guidelines for the
the treat ment of mal ar i a, cont ar’c7t8 8 hoer &48CH
t oflrlee MBnidadagy 9 am-(o676)>pABESAIf ter hour s,
feder al holidays.

Limitations of Use:
Outpatient medication access to Daraprim i

Direct program in partnership with Opti me

Addi tional Clinical Rul es:

9 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaaut opml

vari es amy gmrd/gor t herapeutic cl ass.

9 Supply I imits may be in place

A ¢ DIV

o
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4 References
l1.Daraprim [Package Insert]. Jersey City, NJ: Ti
2.Centers for Disease Control and Prevention. Tr
Clinicians). Accessed April 10, 2025: Clinical
in the U.S.
3.Centers for Disease Control and Prevention. CD
I nternational Travel 2020. New Yor k: Oxford Un
2025: https://wwwnc.cdc.gov/-ttraeveabetgbmhbwbbak/
4 .Daraprim Accessing Daraprim. Accessed April 10
Di r efcotr Heal t hcare Providers | DARAPRI ME (pyri:i
5.Department of Health and Human Services. Guide
of Opportunisti-ecnfieedteed i Adhws!l tisn dHid/ Adol escent s
10,2025: What's New: Adult and Adol escent Ol s
6. Department of Health and Human Services. Guide
of Opportunisti-Expodedt-baméhebli ¥d HCNVNi | dren. Acce
2025: Toxoplasmosi s | Pediatric Opportunistic
5 Revision History
Dat e Not es
5/18/2026 ?gzual review with no changes t

A ¢ DI
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Optum Rxc

Prior Authorization Gui del

Guideline GL567188
Guideline Dasatinib
Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:
Effective [|6/1/ 2026
P&T Approvi8/ 14/ 2020
P&T Revisi(02/ 19/ 2021 ; 10/ 20/ 2021 ; 10/ 19
10/15/ 2025 ; 41N131RPBPQ@BS5

1 Il.ndi cati ons
Drug N&8meycel (dasatinib), Phyrago (dasat.

Phil adel phi a -EBbsomobgem€E€hronic Myel oild dli ewk
newly diagnosed adults wiptohs iPthiivlea d(eH hp+)i ac hcy

|l eukemia (CML) in chronic phase. It is als
year of age and ol der with Ph+ CML in chro
Phil adel phi a -EbsombgemAcute Lymphobl a&DiAcC
|l abeled for treatment of adzplotss twivteh aRhiitlea
| eukemia with resistance or intolerance to
pediatric patients 1 year ofd &dier &ArLd alnd erd
chemotherapy.

GastrointestinaNastomwmalal Commoehensi ve Canc
recommends the use of Sprycel as second |
tumors with PDGFRA exon 18 mutations that

A ¢ DIdLH
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Met ast ati ¢ ¢ hoTnhder oNsaatricoonmaal Comprehensive C{

recommends the use of Sprycel in metastat:i
Chordoarma National Comprehensive Cancer Net
of Sprycel in recurrent chordoma.

BCRABL-Rositive Chronic Myel ogemdaes NatMypealadi
Comprehensive Cancer Network (NCCN) al sAoBLrl
positive CML.

Myel oid/ 1l ymphoiThend&apli@asmad Comprehensive (
recommends the use of Sprycel in myeloid/]I
rearrangement .

2 Criteri a

Product Name: Dasatinib [ a]

Di agnosi s Phil adel phi a-PG@GbrT b mu sABokaoBCR i v e
Myel oid Leukemia

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

1-Di agnosi s of Phi |l apdoed ipthii vaeA Bdzir coBribEiowvree ¢c hr o
l eukemi a

AND

2-ONE of the following:

di date for i matini b

1T Patient i s not a can
tly on dasatinib ther a

1T Patient i'sS curren

A ¢ DIPLD

]
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v
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Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Dasatinib [ a]

Di agnosi s

Phil adel phi a-PGBi b mo sABBlME OBCRIi v e
My el oid Leukemia

Approval L ¢

12 mont h(s)

Therapy St iqReauthorization

Guideline (Prior Authorizati on

Approval Criteri a

l1-Patient does not show evidence of progr esq

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Dasatinib [ a]

Di agnosi s Phil adel phi a-P6Bi obmosomeut e Lympl

(Ph+ALL)

Approval L 4

12 mont h(s)

Therapy St{lnitial Aut hori zati on
Guideline (Prior Authorizati on
Approval Criteria

1-Di agnosi s

of Phil apdoed ipthii vae cahcruotmeo sloynmep h o b |

Notes

[ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and

ply.

A ¢ gL
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]

Product Name: Dasatinib [ a]

Di agnosi s Phil adel phi a-PG6Bir obmuosomeut e Lympl
(Ph+ALL)

Approval L4112 mont h(s)

Therapy St i{Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteri a

l1-Patient does not show evidence of progr esq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Dasatinib [ a]

Di agnosi s Gastrointestinal Stromal Tumor

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

1-Diagnosis of gastrointestinal stromal t un

AND
2-Tumor is PDGFRA exon 18 mutation positive
AND
3-Patient has previously received Ayvakit (

A ¢ roipLR
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AND
4-ONE of the foll owing:
1 Gross residual di sease (R2 resection)
T Unresectable primary disease
1 Preoperative/intraoperative tumor ruptu
T Recurrent/ metastatic disease with progr
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Dasatinib [ a]
Di agnosi s Gastrointestinal Stromal Tumor
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline 1Prior Authorizati on
Approval Criteria
l1-Patient does not show evidence of progr es;q
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Dasatinib [ a]
Di agnosi s Chondrosar coma
Approval L4112 mont h(s)
Therapy Stdlnitial Authorization
Guideline (Prior Authorizati on

A ¢ rDIPLE
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Approval Criteri a

1-Di agnosis of metastatic chondrosar coma

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Dasatinib [ a]

Di agnosi s Chondrosar coma

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr efd

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Dasatinib [ a]

Di agnosi

S Chor doma

Approval

L412 mont h(s)

Therapy

Stq{l nitial Aut hori zati on

Guidel in

e 1Prior Authorizati on

Approval

1-Di agnosi s

Criteri a

of recurrent chor doma

]

A ¢ D@L

[ C
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Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Dasatinib [ a]

Di agnosi s Chor doma

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr efd

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: Dasatinib [ a]

Di agnosi s My el oi d/ Lymphoid Neopl asms with

Approval L4112 mont h(s)

Therapy Stdlnitial Authorization

Guideline 1Prior Authorizati on

Approval Criteria

1-Diagnosis of Iymphoid, myeloid, or mixed

AND

2-Patient has an ABL1 rearrangement

Notes [a] State mandates may apply. A
d the member specific benefit pl

A ¢ DI

o
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]

e criteria. Other policies and
ply.

Product Name: Dasatinib [ a]

Di agnosi s My el oi d/ Lymphoid Neoplasms with

Approval

L4112 mont h(s)

Therapy

St {Reaut hori zati on

Guidelin

e JPri or Aut hori zati on

Approval Criteri a

l1-Patient does not show evidence of progr esq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Dasatinib [ a]

Di agnosi

S Cutaneous Mel anoma

Approval

L412 mont h(s)

Therapy

Stql nitial Aut hori zati on

Guidel in

e 1Prior Authorizati on

Approval

1-Di agnosi s

2-Tumor s

Criteri a

of cutaneous mel anoma

AND

met astatic

ar e or

AND

unresectabl e

A ¢ rDIdpLD
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3-Contains activating mutations of KIT
AND

4-Used as -Isienceconodd subsequent therapy for di

projected risk of -paopgetrtesdi omewappy BRAF

Notes [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Dasatinib [ a]

Di agnosi s Cutaneous Mel anoma

Approval L4112 mont h(s)

Therapy St iqReauthorization

Guideline (Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr efd

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Dasatinib [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h(s)

Therapy Stiglnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

A ¢ M
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l-Dasatinib wildl be approved for uses not ¢

Comprehensive Cancer Network (NCCN) Drugs

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Dasatinib [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h( s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical respor

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program

| nf or mati on

Background:

Dasatinib
adul ts wi
in chroni
accelerat
intol eran

treat ment

t h

c phase.

ed,
ce

l ymphobl astic

of

(PShpyrYyacged  a

kinase inhibitor
Phil aped ipthii me chPlmo somreoni (
Dasatinib is also in

myaeboi pghasel Pmphe&€Md wi
prior therapy including

|l eukemia (ALL) with resi
pedi agrei anpgatbil eetrs witpne ®h

or
to

A ¢ MmN

o
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phase, and for the treatment of pediat
ALL in combination with chemotherapy.

The National Comprehensive Cancer Netw
dasatinib in t-ABLIopbdbeOWwWi hge BKR, as se
gastrointestinal stromal tumors with P
to I maetasbatic chondrosarcoma, in rec
neoplasms with eosinophilia and ABL1 r
with metastatic or unresectable tumors
l ine or subséquedistherapyogression, i
of progr essi-toar gva ttehd BtRMAdTr apy .

Addi tional Clinical Rul es:

1 Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(1ldam) and/ or claim |l ogic. U saep porfo vaault opm
vari es abmy gmd/gar t herapeutic class.

9 Supply Limits may be in place

4 References

1.Sprycel [ package inseMyérs PEguickeh oGomNdny Brd st
2.Phyrago [package insert]. Detroit, MI: Cycl e P
3. The NCCN Drugs and Biologics ChmpeAdaiulmalf NE Calt
http://www. nccn. org/ professional s/ drug_compend
October 8, 2025,
5 Revision History
Dat e Notes
4/ 21/ 2026 Updated criteria changing Spryc
d references.

A ¢ mIME
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Optum Rxc

Prior Authorization Gui del

Guideline GL493413

Guideline Dawnzer a

Formul ary 1 UnitedHealthcare Government
SP

Guideline Not e:

Ef fective [3/1/ 2026
P&T Approvil/ 21/ 2026
P&T Revi si

1 I.ndi cations
Drug NBawnzera (donidal or sen)

Hereditary angilmeddema e(dHABD)r prophyl axis td
angioedema (HAE) in adult and pediatric pa

2 Criteri a

Product Name: Dawnzera [ a]

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

A ¢ MO
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Guideline INon Formul ary

Approval Criteri a

1-Diagnosis of hereditary angioedema (HAE)

1.Aa1 inhi BiNtHQr de®€i ci ency or dysfunction (T

of the following (per | aboratory standard)
T CH NH antigenic | evel bel ow the | ower
1 CH NH functional l evel bel ow the | ower

OR

1.RAE with normal C1 inhibitor |l evels and

T Confirmed presence of wvariant(s) -I1pnp the

pl asmi-thipgk

sul fotrans
1 Recurring

confirmed
T Recurring

unknown ba
2-BOTH of t he
M For prophy
T Not used
attacks (e.

3-Prescriber a
that they woul

nni,nomgyenferl in,
ferase 6

angi oedema
family hist
angi oedema
cthonvoumdt e

agldudbepa®iame s

att adlos et mantt i diri e tr3
ory of angi oedema
att adlos et mantt i dri & tr
ion(s) (i . eunk nnoow nf

AND

foll owing:

| axis against HAE attacks

n combination with other prod

g., Cinryze, Haegarda, Orl ad
AND

ttests that patient has exper

d clinically benefit from pr
AND

A ¢ misan
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4-Submission of medical records document i ng
intolerance to Haegarda (Cl esterase inhib
AND
5-Prescribed by ONE of the following:
T I mmunol ogi st
T Al l ergi st
Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Dawnzera [ a]
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline INon For mul ary
Approval Criteria
1-Documentation of positive clinical respor
AND
2-Reduction in t hdee nuatnidl itzhaetriaopni eosf uosned f or
i cati bant, Firazyr, Ruconest) as deter mi ne
therapy.
AND
3-BOTH of the following:
T For prophyl axis against HAE attacks

A ¢ mime
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T Not wused in combination with other prod
attacks (e.g., Cinryze, Haegarda, Orl ad
AND
4-Prescribed by ONE of the following:
T I mmunol ogi st
T Al l ergi st
Not es [a] State mandates may apply Al
d the member specific benefit pl
e criteria. Other policies and
ply.
3 Background
Benefit/ Coverage/ Program I nformation
Background:
Dawnzera is a prekallikrein directed a
prophylaxis to prevent attacks of here
patients 12 years of age and ol der.
Addi ti onal Clinical Rul es:
T Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(1ldam) and/ or claim |l ogic. U saep porfo vaault opl
vari es &y gmd/gar therapeutic class.
T Supply | imits may be in place.
4 References
1. Dawnzera [package insert]. Carlsbad, CA: l oni s
2 . Wu, E. Hereditary angioedema with nor mal Cl in
UpToDate, Waltham, MA, 2025.

A ¢ MIME
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3. Maur er M, Mager | M, Bet schel S, et al . The 1 nt
management of herelhe a2 2 hnrge wieslieanra and wupdat e
2022; 77 (-w99@.96dloi : 10. 1111/ all . 15214

5 Revision History

Dat e Not es

1/10/ 2026 New progr am.

A ¢ I



M= WOURqUT cWecitgqbHe! JWf Ul R2ZRIpHKE WE¥BYT R[ ¢ G R
EQWH@QR2IJWNMIONIO= M= X
?2¢! He IJ

Optum Rxc

Prior Authorization Gui del

Guideline GL613200
Guideline Daybue

Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:

Ef fective |[7/ 1/ 2026
P&T Approvis/ 25/ 2023
P&T Revisi {04/ 17/ 2024

; BGHR2B6R2DPQB5

1 I.ndi cations
Drug NBamgbue, Daybue Stix (trofinetide)

Rett syndroéomei cBRTEd for the treatment of R
pediatric patients aged 2 years and ol der .

2 Criteri a

Product Name: Daybue, Daybue Stix [ a]
Approval L4112 mont h(s)

Therapy St{lnitial Authorization

A ¢ MmN
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Guideline 1Prior Authorizati on
Approval Criteri a
1-Diagnosis of Rett Syndrome (RTT) conf i r md
1. ALL of the following clinical signs and
T A pattern of development, regression, t
1 Partial or complete | oss of purposeful
reaching for things, or touching thingsts
1 Partial or complete | oss of spoken | ang
1T Repetitive hand movements, such as wrin
clapping, or rubbing
1T Gait abnormal ities, i ncluding wablaksiendg, 9
|l egged gait
OR
1. Qonfirmed genetic mutation in the MECP2
AND
2-Prescribed by, or in consultation with, (
1 Geneticist
T Pediatrician who specializes in childho
T Neurol ogi st
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Daybue, Daybue Stix [ a]

Approval

L 4

12

mont h(s)

Therapy

St §

Reaut hori zati on

Guidelin

e

1Pri or

Aut hori zati on

A ¢ M
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Approval Criteri a

l1-Documentation of positive clinical respo

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Background:

Daybue is a synthet-i ermnadlogt oif plépkieei dgenioeiit
(1ap indicated for the treatment of Rett
aged 2 years and ol der.

Addi tional Clinical Rul es:

T Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(1ldam) and/ or claim |l ogic. U saep porfo vaault opm

vari es amy gmrd/gaor t herapeutic cl ass
T Supplymaymbeéeésin place.

4 References

1. Daybue [package insert]. San Diego, CA: Acadia
2025.

2.l nternational Rett Syndrome Foundation. Avail a
https://www. rett-segdhyindmereyingpéebbregnosi s/ . Acces
March 31 2026.

5 Revision History
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Dat e Not es
5/18/2026 ?22ual review with no changes t
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Optum Rxc

Prior Authorization Gui del

Guideline GL412252
Guideline Di abetic MetersPAndNHes®L Strips

Formul ary T UnitedHealthcare Government

Gui del i ne Not e:
Effective I1/1/2026

P&T Approvil/20/2021
P&T Revisi(09/15/,2®217/2025

Not e:

NOTE: Continuous Glucose Monitoring (CGM) and com
reviewed using the Continuous Glucose Monitor gui

1 Criteri a

Product Name: Test Strips and lruecfoesrer eMie)t er
Approval L412 mont h(s)

Guideline JPrior AuthoForzmuliany Non

Approval Criteria

A ¢ MINE
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]

[ C

1-One of the following reasons that-Chaelpr &k
Contour strip/ meter) cannot be used:
T The member has a vision problem/blindnsg
glucometer/ test strip
9 The member is currently on an insulin p
Omni Pod) that requires a specific gluco
9T There is a medically necessary justifigd
requiring use of a speci al monitoring s
Notes NOTE a) Before approving/ denyi i
vious approval on fil-préberthd |
n approval is on file, an aut omg
preferred test strimémeéeeyr 18t arf
r nwomeferred test strip/ meter pr
NOTE: Continuous Glucose Monitof
er, sensor) should be reviewed |
gui deline.
Product Name: Test St fpirpd efpreadf)erred and no
Approval L412 mont h(s)
Guideline JQuantity Limit
Approval Criteria
l1-Quantities exceeding the plan's | imit of
the following:
1T The patient is insulin dependent or pr g
requires a greater quantity because of
patients on intravenous insulin infusio
9 The patient is experiencing or is pronge
additional testing to achieve glycemic
9T The patientds physician is adjusting mg
bl ood glucose testing during this time
T The patientds physician is adjusting MN
requires additional blood glucose testi
9T The patient requires additional testing
physical activity/ exercise
1 Other circumstances where prescribing p
greater quantity because of more freque
required by UnitedHealthcare reviewing

A ¢ MINLD
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Not es NOTE: Ef fectuate approvals with
approved MDD (max daily dose) f
i ty.

2 Background

Benefit/ Coverage/ Program I nformati on

Background:

This program is to be administered for
prior authorization orl tquasntailtsyo Itiomibte

members requesting -mme fexrcreed i dinalf eotri & or
strips.

Preferred test str i-(phse ka nGlu indeet earhdd| aCamdn H A
brands -arefeAlnledpr ef erpreadf ernrde ch othnest st
guantity | imit of I1n0Oadsdirtiipesn ,p eal-13 Op rdeaf
preferred meutansi haveimit of one per 3

NOTE: Continuous Glucose Monitoring (C
sensor) should be reviewed using the C

3 Revision History

Dat e Not es

10/ 8/ 2025 Updated preferred products for

A ¢ min
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Optum Rxc

Prior Authorization Gui
Guideline GL267189
Gui deline Doj ol vi
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Note:

Ef fective |

7/ 1/ 2025

P&T Approvi

12/16/ 2020

P&T Revi si i

02/19/ 2021 ; 6HALBORDPQ@B2

1 I.ndi cations

Drug NBmepol vi (triheptanoin)

Longhain fatty acid oxFa®CDoojno ldviis o(rtdreirhse p(tLa
chain triglyceride indicated as a source o
and adult patients wit h hmolne cfualtaryl ya cci adn feixri
FAOD) .

2 Criteria

Product Name: Dojolvi [ a]

Approval L412 mont h( s)

A ¢ mMINE
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1-Submi ssion of

Therapy Sti{lnitial Authorizati on
Guideline INon Formul ary
Approval Criteria

di sor de&rAOD)L@i th at | east TWO of the follog
9 Disease specific elevation of acylcarni
1 Low enzyme activity in cultured fibrobl
T Genetic testing demonstrating one or mo

with-clhangq fatty acid oxidation disordei
HADHB)
AND
2-Patient is not receiving Dojol wdhadinn ctormbg
(MCT) product s

3-Prescribed by a board certified medical
chain fatty acid oeAQ@Dti on disorders (LC
AND
4-Target recommended daily dosage does not
daily caloric intake (DCI)
AND
5-Patient is receiving disease related diet

medi cal record< haomf iframitryg

AND

AND

A ¢ MINE
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6-1f not diagnosed by newborn screening, p 4

l owdhain fatty acid HFAODat(ieom.di shradarosnyloC

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Doj ol vi [ a]

Approval L412 mont h( s)

Therapy St i{Reauthorizati on

Guideline INon Formul ary

Approval Criteria

l1-Documentation of positive clinical respor

efficiency, decreased |l eft ventricular wal
AND

2-Patient is not receiving Dojol wdhadinn ctormbg

(MCT) product s

AND
3-Prescribed by a board certified medical
chain fatty acid oeAQ@Dti on disorders (LC
AND
4-Target recommended daily dosage does not
daily caloric intake (DCI)

AND

A ¢ MINUD
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5-Patient is receiving disease related diet
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
3 Background
Benefit/ Coverage/ Program I nfor mati on
Background
Doj dltvii heptanoi-oahais t@ar mgldyoaer i de i ndicat
fatty acids for the treatment of pediatr-i g
chain fatty acid oAGDYt.i on di sorders (LC
Addi tional Clinical Rul es:
f Supply I imits may be in place
9 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml
varies amy gmrd/gor t herapeutic cl ass.
4 References
1.Dojol vi [ package insert]. Novato, CA: Ultragen
2. Merritt JL 2nd, Norris M, Kanungo S. Fatty aci
2018;6(24):473. doi :10.21037/atm.2018.10.57
3.Knottnerus SJG, Bl eeker JC, W¢ st Re&lh,aient faalt.t yD
acid oxidation and the carnitine shuttObe. Rev
doi :10. 100784218154
5 Revision History
Dat e Not es
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5/ 14/ 2025

Annual revi ew.

Revi sed

tty acid disorders.

d references.

Added

| i st-chagi
Revised ini
state manda
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Optum Rxc

Prior Authorization Gui del

Guideline GL540187
Guideline Doptelet

Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:

Ef fective [5/1/ 2026
P&T Approvi3d3/ 18/ 2026
P&T Revi si

1 I.ndi cations
Drug NBmptelet (avatrombopag tabl et)

Thrombocytlowplé tiagad ed for the treatment of th
chronic |iver disease who are scheduled to
patients with chronic immune thrombocytope

prewsd otreat ment .

| mmune Thr ombdamytiacmereida f or the treatment d
patients 6 years and ol der with persistent
an insufficient response to a previous tre

Drug NBmptel et Sprinkle (avatrombopag or al

Il mmune Thr ombdamytiacmereida f or pediatric pati g
with persistent or chronic immune thromboc
a previous treatment.

A ¢ MIEWw
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2 Criteri a

Product Name: Doptel et or Doptelet SprinklIle

Di agnosi s | mmune Thrombocytopeni a

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline INon Formul ary

Approval Criteria

1-Diagnosis of chronic immune thrombocyt opd
AND

2-ONE of the foll owing:

2. BRatient has had a prior splenectomy

OR
2.Ristory of failure/inadequate response,
following (document drug, date, and durat.
19 Corticosteroids (e.g., prednisone, met h
T I mmunogl obulins

AND
3-Hi story of failure/inadequate response, (
(e.g. Alvai z, generic Promacta) (document

Ac MIEWN

o
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AND
4-P|l atel et count remains | ess than 30, 000/ 1
AND
5-Prescribed by or in consultation with a H§
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Doptel et or Doptelet SprinklIle

Di agnosi s | mmune Thrombocytopeni a

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline INon Formul ary

Approval Criteria

l1-Documentation of positive clinical respor

an increase in platelet count to a level s

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Doptel et [ a]

Di agnosi s Thrombocytopeni a

Approval L4l mont h(s)

Guideline ITNon Formul ary

]

A ¢ MIELH
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Approval Criteri a
1-Di agnosis of thrombocytopenia
AND
2-Patient has chronic |liver disease
AND
3-Patient is scheduled to undergo a proced]
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
3 Background
Benefit/ Coverage/ Program I nformation
Background:
Doptelet is a thrombopoietin receptor ago
thrombocytopenia in adult patients with cHh
procedure, thrombocytopenia in adult pati e
have had an insufficient response to a pr e
patients 6 years and ol der with persistent
had an insufficient response to a previ ous
Doptelet Sprinkle is indicated for pediat
persistent or chronic immune thrombocyt ope
previous treatment.
Addi ti onal Clinical Rul es:

Ac¢ MIELD
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T Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml
vari es &y gmd/gar therapeutic class.

T Supply I imits may be in place.

4 References

1.Doptelet [Package I nsert]. Morrisville, North
2.Neunert C,et. al. American Society of Hematol o
thrombocytopeni a. Bl ood AM&66.2019 Dec 10; 3(23)

5 Revision History

Dat e Not es

3/ 4/ 2026 New progr am.
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Optum Rxc

Prior Authorization Gui
Guideline GLL374426
Guideline Dry Eye Disease
Formul ary T UnitedHealthcare Government
Gui deline Note:
Ef fective |11/ 1/ 2025
P&T Approvi8/ 18/ 2023
P&T Revisi (03/20/2024 ; 07/17/2024; ;9/1D23/0A4d

1 I.ndi cati ons

Drug N€egqua (cyclosporine 0.09% ophthal mic
0.05% ophthal mic emul sion), Restasis Mult.i

emul si on)

Keratoconjuncltndviiddtseditcacai ncrease

production is presumed to be suppressed du

keratoconjunctivitis sicca.

t ear pr

Drug NBmebo (perfluorohexyloctane ophthal m
opht hal mic solution), Tyrvaya (varenicline
Xiidra (lifitegrast 5% ophthal mic solution

Dry eye ldndiea@asted for the treat ment

of t he

Ac¢ MIELR
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2 Criteri a

Product Name: Cequa, Mi ebo, Restasis Multid
Xiidra [ a]

Approval L412 mont h(s)

Therapy St{lnitial Aut hori zati on

Guideline 1Prior Authorizati on

Approval Criteri a

1-Di agnosis of ONE of the following:

1 Moderate to severe keratoconjunctivitis
T Moderate to severe dry eye disease

AND

2-Not prescribed to -mperngti e yelegetsi peréye

AND
3-Prescribed by or in consultation with ONH
T Opht hal mol ogi st
1T Optometri st
T Rheumat ol ogi st
AND
4-Medi cation wil/l not be used in combinati (

di sease or keratoconjunctivitis -vsiiaclcsa (Tey.rgw

AND

]

[ C
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5-The patient has a history of failure, cof

0.05% ophthal mic emulsion (generic Restasi

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: Cequa, Miebo, Restasis Multid

Xiidra [ a]

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline Prior Authorizati on

Approval Criteria

l1-Patient has demonstrated clinically signi

AND

2-Medi cation wil/l not be used in combinati (

di sease or keratoconjunctiviti s -vsiiaclcsa (Tey.ro

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: cyclosporine 0.05% ophthal mic

Approval L412 mont h(s)

Therapy St{qlnitial Authorization

Guideline 1Prior Authorizati on

Approval Criteri a

1-Di agnosis of ONE of the following:

]

A ¢ MIELD
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1 Moder at e

0O severe atoconjunctivitis
1 Moder at e o]

t ker
t severe dry eye disease
AND
2-Not prescribed to -mperngti e yelegetsi pereéye

AND

3-Medi cation wil/| not be used in combinati (
di sease or keratoconjunctivitis sicca (e.dg

AND

4-Prescribed by or in consultation with ONH

T Opht hal mol ogi st
T Optometri st
9 Rheumat ol ogi st

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: cyclosporine 0.05% ophthal mic

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Patient has demonstrated clinically signi

Ac¢ MIE

o
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AND
2-Medi cation wil|l not be used in combinati d
di sease or keratoconjunctivitis sicca (e.g
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformati on

Background:

CegqglHdcyclosporine 0.09% ophf{cglcmios pool mei
ophthal mic emulsion) and Restasis Multidosg
indicated to increase tear production in g
suppressed due to ocular iafbammpunoni aistki

Mi ebo (perfluorohexyloctane ophthal mic so
Tyrvaya (varenicline nasal sprayB(l Vévyegt¢
ophthal mic solution) are indicated for t hgeg
di sease.

Addi tional Clinical Rul es:

A Notwithstanding Coverage Criteri a, Uni t €
aut horization based solely on previous-10I) 4
and/ or claim | ogic. Use -afpraaut @almapgredc @ppgg
and/ or therapeutic cl ass.

A Supply | imits may be in place.

A ¢ MIEW
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4 References

1.Cequa [package insert]. Cranbury, NJ: Sun Phar
2022.

2.Restasis [package insert]| North Chicago, | L:

3.Restasis MultiDose [package insert]. North Chi

4 . Tyrvaya [package insert]. Princeton NJ: Oyster

5.Xiidra [package insert]. Bridgewater, NJ: Baus
2023.

6. Mi ebo [package insert]. Bridgewater, NJ: Bausc

7.Ameri can Academy of Ophthal mol ogy. Dry Eye Syn
2023.

8.Vevye [package insert]. Nashville, TN: Harr ow

9. Tryptyr [package insert]. Fort Worth, TX: Alco

5 Revision History

Dat e Not es

Added Tryptyr to policy. Remove

9/ 3/ 2025
product wuse.
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Prior Authorization Gui del

Guideline GL7101809

Guideline Duopa
Formul ary T UnitedHealthcare Government
Gui deline Note:

Effective 110/ 21/ 2026
P&T Approvi8/ 14/ 2020
P&T Revisi(02/19/2021 ; 09/ 21/ 2022; ;8/081/138(

1 I.ndications
Drug NBmepa (carbidopal/l evodopa)

Advanced Parkinbodi sadedefase the treat ment
with advanced Parkinson's disease.

2 Criteri a

Product Name: Duopa [ a]

Approval L412 Mont hs

Therapy Stilnitial Aut hori zati on

Guideline 1Pri or Aut hori zati on

A ¢ MO



M= WOURqUT clcectqdbHe!l JWf Ul R2RIpHKRE WyB1 R[ ¢
EQWH@QR2IJWNMIONIO= M= X

Approval Criteri a
1-Di agnosis of advanced Parkinson's Diseassée
AND
2-Patient experiences a wearing "off" phengqd
the dose of or al | evodopa
AND

3-Has undergone or has pl annepl apceadc etmebnet o f

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Duopa [ a]

Approval L412 Mont hs

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Documentation of positive clinical respor

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

A ¢ mIDE
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Benefit/ Coverage

/| Program I nformati on

Background:

(carbidopa
n

Duopa
fluctuations i

Duopa should be

short period of

Addi ti onal Clini
ithstandi
orizati on
) and/ or
e
I

7 Not
aut
(1 a
\Y
S

CcCQ®Q —cCc O
U_gjé

r S
1 p y | imits

procedplradédgDUuapeae . may
ti me

adbny g do/gar

/'l evodopa) enter al
patients with advanced

suspen
Par

admini stered continuously
be admini sjtejredalt h(f
untild.a gastrostomy t

cal Rul es:

Criteri a, Uni
on previous
U saep porfo vaault opm
cl ass.

Coverage
based solely
claim |l ogic.
t herapeutic
be in place

ng

may

4 References

1.Duopa
2.l ntern
Revi ew:
Di sorder

5 Revi si on Hi

insert]. North Chicago, I L:
Par ki nson and MeBvaesneedn tMellii sca rndee r
on Treatments for Par ki nsonos

story

Dat e Not es

Annual
ces.

8/ 22/ 2026

review with no changes t
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Optum Rxc

Prior Authorization Gui del

Gui deline GL628304

Gui deline Dupi xent

Formul ary 1 UnitedHealthcare Government

SP

Guideline Note:

Effective |8/ 1/ 2026

P&T Approvil/ 20/ 2021

P&T Revisi{(0O6/16/2021 ; 08/20/2021 ; 10/ 20
02/18/ 2022 ; 04/20/ 2022 ; 07/ 20
07/19/2023 ; 08/18/ 2023 ; 03/ 20
06/ 18/ 2025 ; 08/ 22/ @0b2B%/ 208/ 15

1 I.ndications
Drug NBwmpixent (dupil umab)

At opi ¢ Delrnmudaitciattiesd for the treatment of ad:|
and ol der wiwskRvmocderaatopi c dermatitis (AD)
controlled with topical prescription thera
DUP XENT can be used with or without topica

Ast himadi cated-oasmannaddance treatment of a
years and ol dercwvéhemasehmaecharacterized
or with oral corticosteroid dependent asth

Chronic Rhinosinusitlediwcahetl-aaamaRohggdanc
in adult and pediatric patients aged 12 ye
rhinosinusitis with nasal polyps (CRSwWNP).

A ¢ miow
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EosinophiliclbBsdopmhagdtif®or treat ment of adu

and ol der, weighing at | east 15 kg, with e

Prurigo noduhdrcat ¢ ®® N)or the treat ment of

( PN)

Chronic Obstructive Pul nonndaircya tDetaaofrrodié ra tded G

treat ment of adult patients with inadequat

(COPD) and an eosinophilic phenotype.

Chronic Spontankodscbtedchoirathe treat ment

aged 2 years and ol der with chronic spont a

despite H1 antihistamine treatment.

Bull ous Pemptti gatdd for the treatment of a

Al l ergic Fungal Rhil mad icrad idt ifor( ARS)t r eat n

patients aged 6 years and ol der with aller

of mias@l surgery.

2 Criteri a

Product Name: Dupi xent [ a]

Di agnosi s At opic Dermatitis

Approval L4112 mont h(s)

Therapy Stdlnitial Authorization

Guideline (Prior Authorizati on

Approval Criteria

1-Di agnosi s d¢fs envoedreer acther oni ¢ atopic der mat.i
AND

2-ONE of the following:

2. Hi story of failure, contraindication, or

]

A ¢ mioR
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classes of topical therapies (document dru
medi cation) ":

T Medi um, hi-ghghopowvengy topical <corticos
(generic Elocon), fluocinolone acetonid
Lidex)]

1T Topical calcineurin inhibitor [e.g., ta

OR
2. RBOTH of the following:

T Patient is currently on Dupixent therap
submission of medical records (Document

1 Patient has not received a manufacturer
of fice, or any form of assistance from

sponsored Dupixent MyWay program (e.g.,
phar macyaffree supply of medication) as
Dupi xent *

AND
3-Patient is not receiving Dupixent in coml
of the same indication:
T Biologic immunomodul ator-l drem)g, , NAmlbuwwi-d
il to)]
1 Janus kinase inhibitor [e.g., Rinvoq (u
(topical ruxolitinib), Cibingo (abrocit
AND
4-Prescribed by or in consultation with ONH

9T Dermatol ogi st
T Al l ergi st
T I mmunol ogi st

Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

A ¢ MIDLE
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*Patients requesting initial aut
apy via the receipt of a manuf aq
prescriberds office or any form
eneron Pharmaceuti cal sWasyp opnrsoogrreaq
e required to meet initial aut hq
therapy.

NTried/ failed alternative(s) ar 4

Product Name: Dupi xent [ a]

Di agnosi s At opic Dermatitis

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline Prior Authorizati on
Approval Criteria
l1-Documentation of positive clinical respor
AND
2-Patient is not receiving Dupixent in c¢omk
of the same indication:
9 Biologic immunomodul ator-l drem)g, , NAmlbuwwi-d
il to)]
1 Janus kinase inhibitor [e.g., Rinvoq (u
(topical ruxolitinib), Cibingo (abrocit
AND
3-Prescribed by or in consultation with ONE

1 Dermatol ogi st
T Al l ergi st
T I mmunol ogi st

Notes

al] State mandates may app
t ene

[
d he member specific b

]
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ply.

e criteria. Other policies and

Product Name: Dupi xent [ a]

Di agnosi s Ast hma

Approval L4112 mont h(s)

Therapy Stilnitial Aut hori zati on

Guideline 1Prior Authorizati on

Approval Criteri a

1-Di agnosi s dfs envoedreer aatset h ma

2-ONE of the following:

2. ALL of the foll owing:

2.

| east ONE of the foll owing:

f

2.

2.

AND

1Cllassi fication of asthma as uncontroll e

Poor symptom control (e.g., Asthma Cont
greater than 1.5 or Asthma Control Test
Two or more bursts of systemic corticos
12 mont hs

Ast hhrmal ated emergency treatment (e.g.,
or unscheduled physician's office visit
Airflow Iimitation (e.g., after appropr
volume in 1 second [FEV1] |l ess than 80%9
FEV1/ forced vital <capacity [FVC] defi nsg
Patient is currently dependent on or al

AND

IDupi xent wi l | be used in combination wi
1 ONE1 maximally dosed (appropriately adj

]

A ¢ MO
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corticoster-acdi agCBet B@8nggoni st (LABA) [ e.
sonide/ formoterol), Breo EI

Symbicort (bude

OR

2.1 Cohmbination therapy including BOTH of

1 ONE maximally dosed (appropriatel
(Alvesco), mometasone furoate (As
1 ONE additional asthma contobbodartre
sal meterol (Serevent); | émé&otel ek
theophyl |l i ne]
AND

2. 1O0NBE of the foll owing:

T Submission of medical records (e.
that asthma is an eosinophil
treat ment) peripheral bl ood
( miodn ter)

1 Patient is currently dependent on

OR

2. RLL of the foll owing:

T Pati en
T Pati en

t is currently on Dupixent
t
sponsored Dupixent MyWay program

phar macy effosuppfly of medication)
Dupi xent *

9 Dupixent is being used -cionn tcaoimbiinnga tniaoinn tw
[e.g., Advair/ AirDuo (fluticasone/ sal me
furoate/vilanterol), Symbicort (budeson
furoatedumeamm/ vil anterol )]

AND

i ¢ pdhuepni o tuynp
eosinophil

has not received a manufacturer
of fice, or any form of assistance

y adj u
manex)
mebli(:g
astecg

g. , c h

or al

t her ap

from

(e. g.,
as a 1
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3-Patient is not receiving Dupixent in c¢omk
the same indication:
T Andi nter-beukémapy [e.g., Cingair (resild@
(mepolizumab) ]

T Andt gE therapy [e.g., Xolair (omali zumah
f Thymic stromal ' ymphopoietin (TSLP) inh
AND
4-Prescribed by or in consultation with ONH

T All ergi st
T I mmunol ogi st
9 Pul monol ogi st

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
*Patients requesting initial aut
apy via the receipt of a manuf aqg
prescriberds office or any form
eneron Pharmaceuti cal sWasyp opnrsoogrreaf
e required to meet initial aut hgq
therapy.

Product Name: Dupi xent [ a]

Di agnosi s Ast hma

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on
Approval Criteri a
1-Documentation of positive clinical respor

| east ONE of the foll owing:

9 Reduction in the frequency of exacerbat

]
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1 Decreased wutilization of rescue medicat
T Increase in percent predicted FEV1 fron
1T Reduction in severityebtattdegyeptymsef (a
shortness of breath, coughing, etc.)
9 Reduction in oral corticosteroid equir
AND
2-Dupi xent i s being used -cionn tcaoimmbiinnga tnaoinn twei nt
[e.g., Advair/ AirDuo (fluticasone/ sal meter
Symbicort (budesonide/ formoterol), Treleg
furoatcd/idmeni um/ vil anterol )]
AND
3-Patient is not receiving Dupixent in coml
the same indication:
9 Andi nter-beukémapy [e.g., Cingair (resild@
(mepolizumab) ]

9 Ant gE therapy [e.g., Xolair (om I|zumab
9 Thymic stromal l ymphopoietin (T P) inh
AND
4-Prescribed by or in consultation with ONH

T Al l ergi st

T I mmunol ogi st

9 Pul monol ogi st

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Dupi xent [ a]

Di agnosi s Chronic Rhinosinusitis with Nas§

Approval L412 mont h( s)

Ac¢ MmN
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Therapy Sti{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

1-ONE of the foll owing:

1.0iagnosis of chronic rhinosinusitis with
foll owing:
1. 1ITWO OR MORE of the following symptoms f
1T Nasal mucopurul ent discharge
T Nasal obstruction, blockage, or congest
T Faci al pai n, pressur e, and/ or fullness
1 Reduction or | oss of sense of smel
AND
1. 1QNE of the following findings using nas
tomography (CT):
1 Purulent mucus or edema in the middl e nj
T Polyps in the nasal cavity or the middl
1 Radiographic imaging demonstrating mucg
opaci fication of paranasal sinuses
AND
1. IO0NBE of the foll owing:
T Presence of Dbilateral nasal polyposi s

1

1

1T Patient has previously required surgicgdg

AND

IOME of the foll owing:

1. PAtl ent has required prior sinus surge

A ¢ mIgE
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OR

1.1.PAtd ent has required systemic corticos
or CRSwWNP in the previous 2 years

f
OR

1.1.PAt3 ent has been unable to obtain symp
classes of agents:

1T Nasal saline irrigations

T Intranasal corticosteroids (e.g., fluti

T Antileukotriene agents (e.g., montel ukg
OR

1.RLL of the following:

9 Diagnosis of chronic rhinosinusitis wit
T Patient is currently on Dupixent therap
1 Patient has not received a manufacturer
of fice, or any form of assistance from
sponsored Dupixent MyWay program (e.g.
phar macy effosuppfly of medication) as a 1
Dupi xent *
AND
2-Patient wildl recenveabDunpiexantceas haddpy i i
intranasal corticosteroids (e.g., fluticas
AND
3-Patient is NOT receiving Dupixent in coml
the same indication:
T And nter-beukémapy [e.g., Cingair (resild@
(mepoli zumab) ]

]
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T Andt gE therapy [e.g., Xolair (omali zumah
9 Thymic stromal l ymphopoietin (TSLP) inh
AND
4-Prescribed by or in consultation with ONHEH

1T All ergist
T I mmunol ogi st
T Otolaryngol ogi st
1 Pul monol ogi st
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
*Patients requesting initial aut
apy via the receipt of a manuf aq
prescriberds office or any form
eneron Pharmaceuti cal sWasyp opnrsoogrreaq
e required to meet initial aut hiq
therapy

Product Name: Dupi xent [ a]

Di agnosi s Chronic Rhinosinusitis with Nas§

Approval L412 mont h(s)

Therapy St i{Reauthorizati on

Guideline JPrior Authorizati on

Approval Criteria

1-Documentation of positive clinical respor
AND

2-Patient wil!/ continue-otho mrae me ievna@a nep it hent

with intranasal corticosteroids (e.g., flu

]

A ¢ mig
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AND
3-Patient is NOT receiving Dupixent i n c¢omk
the same indication:
T Andi nterbeukémapy [e.g., Cingair (resild@
(mepolizumab) ]

T Andt gE therapy [e.g., Xolair (omali zumah
9 Thymic stromal l ymphopoietin (TSLP) 1inh
AND
4-Prescribed by or in consultation with ONH

7T Al l ergi st
T I mmunol ogi st
T Otol aryngol ogi st
9 Pul monol ogi st
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Dupi xent [ a]
Di agnosi s Eosinophilic Esophagitis
Approval L4112 mont h(s)
Therapy Stdlnitial Authorization
Guideline 1Prior Authorizati on
Approval Criteri a
1-Di agnosis of eosinophilic esophagitis
AND

A ¢ mine

o
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2-Patient is experiencing symptoms related
i mpaction, chest pain that is often centra
gastroesophagealli ke fdwmptdo me/arsef r a c toomiyn ahl e
AND
3-Submi ssion of medical records (e.g., chan
eosinppédddmi nant infl ammati on on esophagea
greater than or equal to 15 intr aePpF)t h(edri af
eosinophils per mm~"2)
AND
4-Secondary causes of esophageal eosinophil
AND
5-Mucosal eosinophilia is isolated to the ¢
8week trial of at | east ONE of the foll owi
T Proton pump inhibitors (e.g., pantopr az
T Topical (esophageal) corticosteroids (e
AND
6-Patient is not receiving Dupixent in c¢omk
the same indication:
1T Andi nterbeukemapy [e.g., Cingair (resil:@
(mepolizumab) ]

T Andt gE therapy [e.g., Xolair (omali zumah
1 Thymic stromal l ymphopoietin (TSLP) inh
AND
7-Prescribed by ONE of the foll owing:

T Al l ergi st

A ¢ MINE
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1T Gastroenterologi st
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Dupi xent [ a]
Di agnosi s Eosinophilic Esophagitis
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline 1Prior Authorizati on
Approval Criteria
l1-Documentation of positive clinical respor
i mprovement of at | east ONE of the foll owi
T Symptoms (e.g., dysphagia, chest pain,
T Hi stologic measures (e.g., esophageal [
19 Endoscopic measures (e.g., edema, furro
AND
2-Patient is not receiving Dupixent in c¢omk
the same indication:
1T Andi nterbeukemapy [e.g., Cingair (resil:@
(mepolizumab) ]

19 Ant gE therapy [e.g., Xolair (omalizumahp
1 Thymic stromal ' ymphopoietin (TSLP) inh
AND
3-Prescribed by or in consultation with a (
Notes [a] State mandates may apply. Aj

d the member specific benefit pl

A ¢ Mo
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e criteria. Other policies and
ply.

Product Name: Dupi xent [ a]

Di agnosi s Prurigo Nodul ari s

Approval L4112 mont h(s)

Therapy Stilnitial Aut hori zati on

Guideline 1Prior Authorizati on

Approval Criteri a

1-Di agnosis of prurigo nodul aris

AND
2-Patient has greater than or equal to 20 7
AND
3-Hi story of failure, contraindication, or
nodul aris treatment(s) (e.g., topical <cort
capsaicin)
AND
4-Patient is not receiving Dupixent in coml
of the same indication:
1 Biologic immunomodul ator-l drem,g.Nemldbviyoe (
i1 to)]
T Janus kinase inhibitor [e.qg., Rinvoq (U
(topical ruxolitinib), Cibingo (abrocit
AND

]
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5-Prescribed by ONE of the following:

9 Dermatol ogi st
1T All ergist
T I mmunol ogi st

Not es [a] State mandates may apply Al
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Dupi xent [ a]
Di agnosi s Prurigo Nodul ari s
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline 1Prior Authorizati on
Approval Criteria
l1-Documentation of positive clinical respor
AND
2-Patient is not receiving Dupixent in c¢omk
of the same indication:
1 Biologic immunomodul ator-l drem)g, , NAmdlbuw wi-g
i1 to)]
1 Janus kinase inhibitor [e.g., Rinvoq (u
(topical ruxolitinib), Cibingo (abrocit
AND

3-Prescribed by ONE of the foll owing:

1 Dermatol ogi st
T Al l ergi st

A ¢ Mo
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T I mmunol ogi st
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Dupi xent [ a]
Di agnosi s Chronic Obstructive Pul monary Di
Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline 1Prior Authorizati on
Approval Criteria
1-Diagnosis of COPD
AND
2-Submi ssion of medical records (e.g., chan
1 Poshtr onchodil ator forced expiratory vol
|l ess than 0.7
9 Poshtr onchodil ator FEV1 % predicted great
equal to 70%
1T Patient has an eosinophilic ptepoktymaebd
treat ment) peripheral bl ood eosinopghil
AND
3-Uncontrolled or inadequately controll ed (
3.AQNE of the foll owing:
T Two or more COPD exacerbations in the p
systemic corticosteroids and/ or antibio

A ¢ mipuw

o

G R



EQIHQR2IJWNMIONO= M= 5

T One or
over 2

3.Q0PD exacerbation(s) occurred while rece
foll owing:

T Triple ther aapcyt iwigt hmuas claornigni ¢ a-atagogi b
agonist (LABA), and inhaled corticoster
EIl'i pta)

9 Dual therapy with a LAMA and LABA (e.g.
Respimat) and a failure, contraindicat.i
(1 cs)

AND

4-Sympt oms

5-Dupi xent

6-Patient

t he same
1T And nt e
(benra
1 And QE
T Thymic

more COPD exacerbation(s) that r
4 hours in an emergency depart men

AND

of chronic productive cough for

AND
will-obemasatteaanaddt herapy with
t her aapcyt iwigt hmuas claornigni ¢ a-atagagi b

t (LABA), and inhaled corticoster
a )

herapy with a LAMA and LABA (e.g.
at) and a failure, contraindicati

AND

i's not receiving Dupixent in c¢omk

indicati on:

r-evukémapy [e. g., Nucala (mepoliz
i zumab) ]

therapy [e.g., Xolair (om I|zumab
stromal | ymphopoietin (T P) 1 nh

Ac¢ miPN
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2]

AND
7-Prescribed by ONE of the foll owing:
T Al l ergi st
T I mmunol ogi st
9 Pul monol ogi st
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Dupi xent [ a]
Di agnosi s Chronic Obstructive Pul monary Di
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline Prior Authorizati on
Approval Criteria
l1-Documentation of a positive clinical resi
| east ONE of the foll owing:
1 Reduction in the frequency of COPD exac
T I'ncrease in percent predicted FEV1 fron
T Reduction in severitryeloat dd egummtcoyms f( &
wheezing, cough, sputum volume, decreas
1 Reduction in oral <corticosteroid requir

AND

a-athagagi b
corticoster

2-Dupi xent i s bedamgmalisretde manaa dt her apy
T Triple ther aapcyt ivnigt hmuas claornigni c
agonist (LABA), and inhaled
ElIl'i pta)

wi t h

]

A ¢ miPLE
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9 Dual therapwgcwi hg amubonagi ni ¢c antaagtoini gt
agonist (LABA) (e.g., Anoro EIlIlipta, Be
failure, contraindication, or intoleran

AND
3-Patient is not receiving Dupixent in c¢omk
the same indication:

T Andi nter-beukémapy [e. g., Nucala (mepoliz
(benralizumab)]

T Andt gE therapy [e.g., Xolair (omali zumah
9 Thymic stromal l ymphopoietin (TSLP) 1inh
AND

4-Prescribed by ONE of the following:

T All ergi st

T I mmunol ogi st

9 Pul monol ogi st

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Dupi xent [ a]

Di agnosi s Chronic Spontaneous Urticaria

Approval L412 mont h(s)

Therapy St{qlnitial Authorization

Guideline (Prior Authorizati on

Approval Criteri a

1-Diagnosis of chronic spontaneous wurticar.i

Ac¢ MIPLD
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AND
2-ONE of the following:
2. HMatient remains symptowmaehkct dieslpi dfe, adr |
contraindication or-aintt dlistamé e etso | eTWYO, HHN
Benadr vyl (di phenhydramine), Claritin (lora
OR
2. Ratient remains symptomaehk ct dieslpi afe, adr |
contraindication or intolerance to BOTH of
2.2A 1second genaeaetabhiehahkine [e.g., Allegra
(loratadine), Zyrtec (cetirizine)]
AND
2. 20NE of the foll owing:
1T A different secantdi geseamitnen[ &él1g., Al
(loratadine), Zyrtec (cetirizine)]
T A first gemeariantiisocmndlne [e. g. , Benaldriyre
(chlorpheniramine), Vistaril (hydroxyzi
T An Hd2ti histamine [e.g., Pepcid (famotid
(ranitidine)]
9T A leukotriene modifier [e.g., Singulair
AND
3-Patient is not receiving Dupixent i n comj
the same indication
AND
4-Prescribed by or in consultation with ONHEH
T Al l ergi st

Ac¢ mipLd
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9 Dermatol ogi st
T I mmunol ogi st

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
NTried/ failed alternative(s) ar ¢
Product Name: Dupi xent [ a]
Di agnosi s Chronic Spontaneous Urticaria
Approval L4112 mont h(s)
Therapy St i{Reauthorizati on
Guideline (Prior Authorizati on
Approval Criteri a
1-Documentation of positive clinical respor
exacerbations, itch severity, hives)
AND
2-Patient is not receiving Dupixent in c¢omk
the same indication
AND
3-Prescribed by or in consultation with ONH
T Al l ergi st
9T Der matol ogi st
T I mmunol ogi st
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

]
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Product Name: Dupi xent [ a]
Di agnosi s Bull ous Pemphigoid
Approval L412 mont h(s)

Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria

1-Di agnosi s

2-Prescribed

of bull ous pemphigoid
AND
by ONE of the foll owing:

9T Dermatol ogi st
T Al l ergi st
T I mmunol ogi st

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Dupi xent [ a]

Di agnosi s Bull ous Pemphigoid

Approval L4112 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteri a

l1-Documentation of positive clinical respor

A ¢ mMIPLE
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2-Prescribed

AND

ONE of the foll owing:

by

9 Dermatol ogi st
1T All ergist

T I mmunol ogi st
Not es [a] State mandates may apply. Afj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Dupi xent [ a]
Di agnosi s Al l ergic Fungal Rhinosinusitis
Approval L412 mont h(s)
Therapy Stilnitial Aut hori zati on
Guideline 1Prior Authorizati on
Approval Criteria
1-Diagnosis of allergic fungal rhinosinusit
AND
2-Submi ssion of medical records docu-mastl ng
AND
3-Patient is not receiving Dupixent in coml
[e. g., Fasenra (benralizumab), Nucal a (mep
the same indication
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AND

4-Prescribed by ONE of the foll owing:

T Al l ergi st

T I mmunol ogi st

1 Otolaryngol ogi st

9 Pul monol ogi st

Not es [a] State mandates may apply Al
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Dupi xent [ a]

Di agnosi s All ergic Fungal Rhinosinusitis

Approval Lq12

mont h(s)

Therapy St {Reauthorizati on
Guideline 1Prior Authorizati on
Approval Criteria
l1-Documentation of positive clinical respor
AND
2-Patient is not receiving Dupixent in c¢omk
therapy [e. g., Fasenra (benralizumab), Nuc
treat ment of the same indication
AND
3-Prescribed by or in consultation with ONHS

T Al l ergi st
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T I mmunol ogi st
T Otolaryngol ogi st
1 Pul monol ogi st

Notes [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
3 Background
Clinical Practice Guidelines
Tabl e 1: Rel ative potencies of topical co
Cl ass Drug Dosage Fortit Stren:
( %)
Augmented betaOintment, gel 0.05
di propionate
Very tClobetasol proCream, foam, o 0.05
poten
Difl orasone di Oi nt ment 0.05
Hal obet asol pr Cream, oi nt men 0. 05
Amci noni de Cream, | oti on, 0.1
Augmermbteedamet hiCr ealmt i on 0.05
di propionate
Bet amet hasone Cream, f oam, o] 0.05
sol ution
Hi gh ) )
I:,otenDeSOX|metasoneCream, ol nt men 0. 25
Desoxi metasoneGel 0. 05
Difl orasone di Cream 0.05
Fl uocinonide Cream, gel, oi 0.05
Hal ci noni de Cream, oint men 0.1

A ¢ mipLp
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Momet asone fur Oi nt ment 0.1
Triamcinolone Cream, ointmen 0.5
Bet amet hasone Cream, foam, | 0.1
Clocorpiovahat e Cr eam 0.1
Desoxi metasoneCream 0.05
Fluocinolone aCream, ointmen 0. 025
Lﬂifiel;FIurandrenoIidCream, oi nt men 0. 05
Fluticasone prCream 0.05
Fluticasone prOintment 0. 005
Momet asone furCream, | otion 0.1
Triamcinolone Cream, oi nt men 0.1
HydrocortisoneCr eam, oi nt men 0.1
Lower HydrocoptbbohaCream 0.1
medi u
poten HydrocortisoneCream, ointmen 0. 2
Prednicarbate Cream 0.1
Al cl ometasone Cr eam, oi nt men 0. 05
plact)vgnDesonide Cr eagred 9 aani, nt me 0.05
Fluocinolone aCream, solutio 0.01
Dexamet hasone Cream 0.1
Lowes HydrocortisoneCreamtoobont ment 0. 205.,5,
poten sol ution
HydrocortisoneCream, ointmen 0.-5
Tabl e 2: Low, medium and high daily doses
Adults and adolescents (12 years of ai
Drug Daily dose ( mc
Low Medi ur Hi gh

]
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I B[ ¢

Becl ometasone dipr 20600 >501000(C >100
Becl ometasone dipr 10200 >204000 >400
Budesoni de DPI 20000 >408000 >800
Ciclesonide (HFA) 80160 >163020 >320
Fluticasone furoat 100 n. a 200
Fluticasone propio 10250 >25%000 >500
Fluticasone propio 10250 >2500 >500
Momet asone furoate 11020 > 224040 >440
Triamcinolone acet 400000 >10200 >200

Benefit/ Coverag

e/ Program

| nf or mati on

Background:

Dupi X(dupil u
treat ment
dermatitis
cription
used
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aged
icosteroid
pediatric
rhinosi

for
atopic
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sth
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surgery.
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f o
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patients aged 12 years a
nusitis with nasal poly
year and ol der,
ophagitis (EoE), and fo
nance treatment of adul
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rr- the treatment of adult

ronic spontaneous wurticar
tihistamine treatment, fo
oid, and for the treatm
er with allergic fungal
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Addi tional Clinical Progr ams:

T Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lram) and/ or claim | ogic. Usaepporfo vaault opml
vari es abmy gmrd/gor t herapeutic cl ass.

f Supply | imitations may be in place.
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(Accessed on April 23, 2025.)

7.Hol brook EH. Chronic rhinosinusitis: Clinical
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5 Revision History

Dat e Not es
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Updated background and referenc
6/ 8/ 2026 or CSU indication. Updated init
asthma for consi

equirement for
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222! Acq

Optum Rxc

Prior Authorization Gui del

Gui deline GL436497

Guideline Duvyzat

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective [1/1/ 2026
P&T Approvi{7/ 17/ 2024
P&T Revisi(07/16/;,2QA28 21/ 2025

1 I.ndi cati ons

Drug NBwmeyzat (givinostat) oral suspensi on
Duchenne muscul ar dwnsdticapleyg fOMDY he treatm
dystrophy (DMD) in patients 6 years of age

2 Criteri a

Product Name: Duvyzat [ a]

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

Ac¢ mixu
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Guideline INon Formul ary

Approval Criteri a

1-Diagnosis of Duchenne muscular dystrophy

2-Di agnosis confirmed by the presence of a

AND
3-Patient is 6 years of age or ol der
AND
4-Submi ssion of medical records (e.g., chan
without needing an assi s-bisvied ed eavsiscies t(,e .cga.n,d
wheel chair, etc.)
AND
5-Patient has been or will/l be established ¢
AND
6-Prescribed by, or in consultation with, d
in the treatment of DMD

7-ONE of the following:

AND

AND

Ac¢c mxLe
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7.RBOTH of the following:

s not received gene therapy {e
he treatment of DMD

OR

1 Patient has previously received gene th
moxparvmokdgdg] for the treatment of DMD
1 Submission of medical records (e.g., ch
clinically meaningful functional decl i n
ability (e.g., loss of a motor mil est on
El evidys (del andistobbghe moxparvovec
AND
8-Patient wild.l not receive BWVzdtng n heamnpi
Amondys (casi mersen), Exondys 51 (eteplirs
(gol odirsen)]
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Duvyzat [ a]

Approval L4112 mont h(s)

Therapy St {Reauthorizati on

Guideline INon Formul ary

Approval Criteria

1-Physician attestation that patient would

2-Submi ssion of medical records (e.g., chan

AND

Ac¢ MIXLE
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WI THOUT

needing an assistilvwi devassi §&, gca

wheel chair, etc.)

AND

3-Patient continues to rec
AND

4-Prescribed by, or i n con

in the treatment of DMD
AND

eive concomitant

sultation with, d

5-Patient wil!/ not receive BWVzdtng n heamnbpi

Amondys (casi mersen), Exondys 51 (eteplirs

(gol odirsen)]

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply

3 Background

Benefit/ Coverage/ Program I nformation
Background:
Duvyzat (givinostat) is a histone deac
Duchenne muscular dystrophy (DMD) in p
Addi ti onal Clinical Rul es:

T Notwithstanding Coverage Criteria,
reaut horization based solely on prev
codes-10)Cxnd/ or claim | ogic. Use of
approval processans avnadr/ioers tbhye rparpoegurt i
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T Supply I imits may be in place

4 References

1. Duvyzat [package insert]. Concord, MA: I TF

2. Mercuri E, Vil c¢Thaenzg ulyJ ,O,B oeets pafll.ugSaf ety and
boys with Duchenne muscular dystrophy EPIDYS)
bl i nd, -cpolnatcreoblol ed, phase 3 trial [published
2024 Jun; 23(6):e10]. LamMd®Oet. Neurol . 2024;23(4)
3.Gl oss D, Moxl ey |11 R, As hwal S, et . al . Pract
Corticosteroid treatment of Duchenne muscul ar
Devel opment Subcommittee of the American Acade
86; 46/ .

5 Revision History

Dat e Not es

Added criterion for initial aut
11/3/ 2025 with gene therapy for DMD. Remo
addressing previous treatment w
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EHDG! 1

Optum Rxc

Prior Authorization Gui del

Guideline GL555208
Guideline Ebgl yss

Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:

Effective [5/1/2026
P&T Approvi3d3/ 19/ 2025
P&T Revisi(10/15/;,2®288/ 2026

1 I.ndi cations
Drug NBEMmgtyss (|l ebbkk) zumab

Modertassevere chroni c altnodiiccatdeed nfaari ttihse tr
pediatric patients 12 years of age and ol d
atopic dermatitis whose disease is not ade
therapies or wheanm et moge atdhvd rsaapil ees

2 Criteri a

Product Name: Ebglyss [ a]

Diagnosi s At opic Dermatitis

A ¢ mMIXup
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Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline INon Formul ary

Approval Criteria

1-Di agnosi s dfs envoedreer acther oni ¢ atopic der mat.i
AND

2-ONE of the foll owing:

2. History of inadequate response, contrain

therapeutic classes of topical therapies (

to medication) ":

T One medi um, -high potercy topical cortic
furoate (generic Elocon), fluocinolone
(generic Lidex)]

1 One topical calcineurin inhibitor [e.qg.
(generic Protopic)]

OR
2. Ratient has been pwiotvhe

the treat ment of a

records
Cibingo

(ruxolitinib), Rin

3-ONE of

1 Hi st
dat e
1T Pati
of m

viously treat ead
c dermatitis as

(abrocitin

pre
topi

(Document drug, dat e, and dabadtrinon,
i b),
V 0(

(upadacitinib)].
AND

the foll owing:

ory of fail

u ndi cat.
and duratio

e

r

e, c t
o] i
[ t h

ent i s curr SS
dat e

edi cal reco

a
)
bgly
en

3me =

n
r
n
Cc

OO0 o

r
n
nt [
ds D t

f
y
( u

Dupi x enltb k(zd)u, p i Q puzneal by

docu

on, 0
er apy
and d

A ¢ MIT W

o

G R



M=>WOURqUT cBeciqdbHel DWf Ul R2ZRIpHKRE WyB1 R[ ¢

EQIHQR2IJWNMIONO= M= 5

4-Patient i

S

T Biologic
T Janus kinase
(upadacitinib), Xel

5-Prescribe

d

NOT

AND
receiving Ebglyss in combi
i mmunomodul at or-l drem)g,. , DApgir ¢ n t(
inhibitor [e.g., Cibingo (
janz/ XR (tofacitinilhb

AND
or in consultation with, (

by,

9T Dermatol ogi st
T Al l ergi st
T I mmunol ogi st

Not es

[ a
d
e
p
N

I
T

] State mandates may apply A
the member specific benefit pl
criteria. Other policies and |
y .

ried/ failed alternative(s) ar 4

Product Name: Ebgl yss [ a]
Di agnosi s At opic Dermatiti s
Approval L4112 mont h(s)

Therapy St :

Reaut horization

Guideline

TNo

n Formul ary

Approval Criteria

1-Document ati on

2-Pati ent i

S

NOT

of posit

AND

recei vi

ive clinical respo

ng Ebglyss in combi
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]

1 Biologic immunomodul ator-l drem)g, , DWAmir ¢n
9 Janus kinase inhibitor [e.g., Cibingo (
(upadacitinib), Xeljanz/ XR (tofacitinib
AND
3-Prescribed by, or in consultation with, ¢
9T Der matol ogi st
T Al l ergi st
T I mmunol ogi st
Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.
3 Background
Clinical Practice Guidelines
Table 1: Relative potencies of topical <co
Cl ass Drug Dosage Forr Strencg
( %)
Augmented betaOintment, gel 0.05
~di propionate
Verty '"Clobetasol proCream, foam, o 0.05
ot en
P Diflorasone di Oi nt ment 0.05
Hal obet asol prCream, oi nt men 0.05
Amcinoni de Cr eam, l oti on, 0.1
Augmented betaCream, | ot i on 0. 05
di propionate
Hi gh Betamet hasone Cream, foam, o 0.05
Pot en solution
Desoxi metasoneCr eam, oint men 0. 25
Desoxi metasoneGel 0.05
Diflorasone di Cream 0.05
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tridifloronideCream, gel, oi 0.05
Hal ci noni de Cr eam, oi nt men 0.1
Momet asone fur Oi nt ment 0.1
Triamcinol on Cr eam, oi nt men 0.5
Bet amet hason Cream, f oam, | 0.1
Clocortol one pCream 0.1
Desoxi metasoneCream 0. 05
_ Fl uocinolone aCream, i nt men 0. 025
Lﬂiflel;FIuréndrenoIidCream, i nt men 0. 05
Fl uticasone prCream 0. 05
Fluticasone pr Ointment 0.005
Momet asone furCream, | oti on 0.1
Triamcinol one Cr eam, oi nt men 0.1
HydrocortisoneCream, oint me 0.1
LOW_'erHydrocortisoneCream 0.1
g]iflel;HydrocortisoneCream, oi nt men 0. 2
Prednicarbate Cream 0.1
Al cl ometasone Cream, oi nt men 0.05
p;?\gnDesonide Cream, gel, fo 0.05
Fl uocinolone aCream, solutio 0.01
Dexamet hasone Cream 0.1
Lowes HydrocortisoneCream, |l otion, 0. 25,
poten solution
HydrocortisoneCream, oi nt men 0 .-b
Tabl e 2: Low, medium and high daily doses
Adults and adolescents (12 years of ai
Drug Daily dose ( mc
Low Medi ur Hi gh
Becl ometasone dipr 20600 >501000( >100
Becl ometasone dipr 10200 >204000 >400
Budesoni de DPI 20000 >408000 >800
Ciclesonide (HFA) 860160 >163020 >320
FIl uticasone furoat 100 N/ A 200
Fl uticasone propio 10250 >2500 >500
Fluticasone propio 10250 >255000 >500
Momet asone furoate 11220 > 2 2404 0 >440
Triamcinolone acet 40-0000 >10200 =>200
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Benefit/ Coverage/ Program I nfor mati on
Background:
Ebglyss (l-ebkizki zamalh3 ianteadcecruikdtn i ndi cat €
adults and pediatric patients 12 years of
moderate to severe atopic dermatiti swiwthlo ste
prescription therapies or when those theraé
or without topical <corticosteroids.
Addi ti onal Clinical Progr ams:
f Notwithstanding Coverage Criteria, Un
aut horization based solely on previou
(1am) and/ or claim | ogic. U saep porfo vaaul t (
processes vVvaarm esndbyorprtohgerr apeutic cl afg
f Supply I imitations may be in place
4 References
1. Ebglyss [package insert]. |l ndi anapol i s, | N: El
2. Eichenfield LF, Tom WL, Chamlin SL et al Gui d
atopic dermatitis: section 1. Di agnosis and as
Dermatol . 20%4; 70(1):338
3.Eichenfield LF, Tom WL, Berger TG, et al Gui d
atopic dermatitis section 2. Management and t
therapies. J Am Acad D3*2.mat ol 2014; 71(1):116
4 .Sidbury R, Davis DM, Cohen DE, et al Guidelin
dermatitis Section 3. Management and treat men
agents. J Am Acad Der matoal 2014 Aug; 71(2):327
5 Revision History
Dat e Not es
3/18/2026 ,SAnnuaI review with no changes t
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Optum Rxc

Prior Authorization Gui del

Gui deline GL405339
Gui deline Egrifta

Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:

Ef fective |12/ 1/ 2025
P&T Approvi9/ 15/ 2021
P&T Revisi(02/17/ 2023

; @D/ 2612025

1 I.ndi cations
Drug NBoeifta (tesamorelin)

Reduction of excess -abflemi edl pafaitenns HimMti hg
for the reduction of é@xdexsd eadb damiireanlt sf awti t

2 Criteri a

Product Name: Egrifta [ a]

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

Ac¢c miTLR
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Guideline 1Prior Authorizati on

Approval Criteri a

l1-Di aghosi-as®odciHdtved | i podystrophy

Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Egrifta [ a]

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Documentation of positive clinical respor

[ VAT], decrease in waist circumference, be

Not es [a] State mandates may apply Al
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program

| nf or mati on

Addi ti onal

1 Not with

authorization based solely on previous
(1lam) and/ or claim | ogic. U saep porfo vaault opm
vari es abmy gmrd/gar t herapeutic cl ass.

T Supply I imits may be in place.

Clinical Progr ams:

standing Coverage Criteria, Uni

Ac¢ MITLE
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Background
Egrifta (tesamorelin) is a growth hor mone
reduction of excessnédedomidnaplatfiantisn wHit Vi |
Limitations of Use:
9 Lontgerm cardiovascul ar safety of Egrift
T Not indicated for weight | oss manageme
T There are no data to supporrtetirmpwiorveald t
HI-fositive patients taking Egrifta SV.
4 References
1. Egrifta SV [prescribing information]. Montreal
February 2024
2. Egrifta WR [prescribing information]. Montreal
Il nc. ; March 2025

5 Revision History

Dat e Not es

9/ 29/ 2025 Added Egrifta WR to program. Up

A ¢ mITUD
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Optum Rxc

Prior Authorization Gui del

Guideline GL710190
Gui deline Ekterly

Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:

Ef fective |10/ 1/ 2026
P&T Approvi8/ 22/ 2025
P&T Revisi(l11/21/;2®8221/ 2026

1 I.ndi cations
Drug NBkkeerly (sebetral stat)

Hereditary angilmeddema e(dHAB)r t he treat ment
angioedema (HAE) in adult and pediatric pa

2 Criteri a

Product Name: Ekterly [ a]

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

Ac¢ mIT
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Guideline INon Formul ary
Approval Criteri a
1-Diagnosis of hereditary angioedema (HAE)
1.Aa1 inhi BiNtHQr de®€i ci ency or dysfunction (T
of the following (per | aboratory standard)
T CH NH antigenic | evel bel ow the | ower |
1 CH NH functional l evel bel ow the | ower
OR
1.RAE with normal C1 inhibitor |l evels and
T Confirmed presence of wvariant(s) -I1pnp the
pl asmi-tpgkhnni,nomgyemfer!l in, gftubepaMmanesad
sul fotransferase 6

1 Recurring angioedema att adlks et lmatt i diri e trg
confirmed family history of angi oedema
T Recurring angioedema att adls et laatt i dri e tr3
unknown backhigvoumdtdae i on(s) (i . eunk nnoow nf
AND
2-BOTH of the following:
1 Prescribed for the acute treatment of H
9 Not used in combination with other prod
attacks (e.g., Berinert, Firazyr, icati
AND
3-ONE of the foll owing:
3.Ratient is |l ess than 18 years of age

A ¢ MIT L

o
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OR
3.BOTH of the foll owing:
1T Patient is 18 years of age or ol der
1 Submission of medical records document.
intolerance to icatibant (generic Firaz
AND
4-Prescribed by ONE of the foll owing:
T I mmunol ogi st
T Al l ergi st
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Ekterly [ a]
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline INon For mul ary
Approval Criteria
1-Documentation of positive clinical respor
AND
2-BOTH of the following:
1T Prescribed for the acute treatment of H

A ¢ miyuw
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T Not wused in combination with other prod
attacks (e.g., Berinert, Firazyr, i cat.

AND
3-Prescribed by ONE of the foll owing:

T I mmunol ogi st
T Al l ergi st

Not es [a] State mandates may apply Al
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Backgr oBlkntdB:f $gbetral stat) is a plasma kall
treat ment of acute attacks of hereditary g
aged 12 years and ol der.

Addi ti onal Clinical Rul es:

T Notwithstanding Coverage Criteria, Uni
horization based solely on previous
M) and/or claim | ogic. Usaeppofovaaut o
cesses varm esnddyorprtohgerr apeutic cl as
T Supply | imits may be in place.

4 References

1. Ekterly [package insert]. Cambridge, MA:
2.Maurer M, Magerl M, Ansotegui |, et al

management of her edhe a2@1 anrge wiedieonrma and
10.

3.Wu, E. Hereditary a i o

ng edema with nor mal
UpToDat e, Wal t ham, MA , 2025,

Kal Vi
The in
updat e
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4 Busse, P. , Christiansen, S. ., Ri edl , M. |, et . al
Guidelines for the Management of Hereditary An
Clinical Il mmunol ogy. 2020 September 05.

5. Maurer M, Mager | M, Bet schel S, et al. The int
management of her edhe a22 hnrge wiedieonma and updat e
2022; 77 (-w99@.96dloi : 10. 11112/ all . 15214

5 Revision History
Dat e Notes
8/ 2212026 ﬁ\ggual review with no changes t
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Optum Rxc

Prior Authorization Gui
Guideline GL500235
Guideline Emflaza, Jaythari, Kymbee, Pyqu
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Not e:

Ef fective |

3/ 1/ 2026

P&T Approvi

11/ 21/ 2025

P&T Revi si i

1/ 21/ 2026

1 I.ndi cations

Drug NBEmEtLaza (defl azacort)

Duchenne muscul ar dwnsdticapleyg fOMDY he treatm
dystrophy (DMD) in patients 2 years of age
Drug Naamet har i (defl azacort), Kymbee (defl

Duchenne muscul ar dwynsdtircaply fOMDY he treat m
dystrophy (DMD) in patients 5 years of age
2 Criteria

Ac¢ mMIYLD
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Product
pyquvi [

Name: Br and

a|]

Emf | aza,

generic defl az

Di agnosi

S Duchenne

Muscul ar

Dystrophy

Guideline (Prior Authorizati on

Approval Criteri a

1-Published clinical evidence shows Emfl az§g
produce equivalent therapeutic results as

t herefore, these products are NOT MEDIe@AlL

muscul ar dystrophy

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformati on

Background
Emflaza (deflazacort) is a corticoster
muscul ar dystrophy (DMD) in pgdtjients 2
Jaythari (deflazacort), Kymbee (defl az
for the treatment of Duchenne muscul ar
and ofl&dler .
The UnitedHealthcare Pharmacy and Ther
deflazacort is Therapeutically Equival
While adverse effect profiles may diff
of fer advcanetaarge over other glucocorticao
and over dl] safety.

Addi ti onal Clinical Progr ams:

Ac¢ miyw
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T Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml
vari es &y gmd/gar therapeutic class.
9 Supply I imits may be in place
Ref erences
1. Emflaza [package insert]. Warren, NJ: PTC Ther
2. Jaythari [ package insert]. Pennington, NJ: Zyd
3. Kymbee [package insert] -SnMatphl eL aGroorvaet,o rMNe:s , U pLsLh
2025.
4 . Pyquvi [ package insert]. Pi scat away, NJ: Auct a
5.G6riggs RC, Miller JP, Greenberg CR, et al Ef f
predni sone and placebo for Duchenne muscul ar d
2016; 87(2A)y3:12123
6.Guglieri M, Bushby K, Mc Der mot t MP, et al . Ef f
Regi mens on Clinical Outcomes in Boys Wi th Duc
Randomized Clinical Trial4d6838AMA. 2022;327(15) :
7.Biggar WD, Skalsky A, Mc Donal d CM. Comparing D
Duchenne Muscular Dystrophy. J4MN&uromuscul Di s
8.Birnkrant DJ, Bushby K, Bann CM, et al Di agno
muscul ar dystrophy, part 1: diagnosis, and neu
gastrointestinal and nutritional mathagement . L
5 Revision History
Dat e Not es
1/ 20/ 2026 Added Kymbee to policy.
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EGGE 2GR

Optum Rxc

del

wi t h

Prior Authorization Gui
Gui deline GL4365414
Gui deline Empavel.i
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Note:
Ef fective |12/ 1/ 2025
P&T Approvi
P&T Revi si
1 I.ndi cations
Drug NBEmpavel.i (pegcetacopl an)
Proxysmal nocturnal hemdgtabedufoam (PRPBH)Tre

paroxysmal nocturnal hemogl obinuria (

gl omerul opat hy ocompliamarme mbohmamaepr ol i f e

gl omer ul odexph rciattied f or the treatment of ad
ol der with C3 glomerul ocpammlye X CR&mbmoan
gl omerul onMPIGN)ti $o(F€duce proteinuria.

2 Cri

teri a

A ¢ MIYLE
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Product Name: Empavel. [ a]

Di agnosi s Par oxysmal Noctur nal Hemogl obi n
Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline INon For mul ary

Approval Criteria

1-Submi ssion of medical records (e.g., chan
di agnosis of paroxysmal nocturnal hemogl ob
foll owing:

1 FIl ow cytometry analysis confirming pres

9 Laboratory results, signs, and/or sympt
anemia, dyspnea, extreme fatigue, smoot
t hrombosi s, hemol ysis/ hemogl obinuri a, ki

AND
2-ONE of the following

T Patient wil/ not be prescribed Empavel.
inhibitor used for the treatment of PNH
Ultomiris)

9 Patient is currently receiving another
Fabhalta, PiaSky, Soliris, Ultomiris) W
initiated in accordance with the United
| mel i ng

AND
3-Prescribed by, or in consultation with, (
T Hematol ogi st
1T Oncol ogi st
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

]
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Product Name: Empavel. [ a]

Di agnosi s Par oxysmal Noctur nal Hemogl obi n

Approval L412 mont h(s)

Therapy St iqReauthorization

Guideline INon For mul ary

Approval Criteri a

1-Documentation of positive clinical respor

stabilization of hemoglobin |[evels, reduct

decrease in LDH, increased reticulocyte co
AND

2-Patient i s not receiving Empavel.i i n comy

for the treatment of PNH (e. g., Bkemv, Epy
AND

3-Prescribed by, or in consultation with, ¢

1T Hematol ogi st
T Oncol ogi st

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Empavel. [ a]

Di agnosi s C3 Glomerulopathy (C3@GJ mmplrexXr i mj
Membr anoproliferativeMPREAN)mer ul o1

Approval L412 mont h(s)

Therapy Stilnitial Aut hori zati on

]

Ac¢ mIyw
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Guideline INon Formul ary

Approval Criteri a
1-ONE of the foll owing:

1. ALL of the foll owing:

1.

Membr anoproliferativelMPdgGINOmer ul onephritis (

AND
1. 1Co2nfirmation of diagnosis is based on i
bi opsy
AND
1. 1AL of the foll owi ngMR@N omalwawe ybeamnusresl @
T Infections (e.g., Hepatitis B and hepat
infections)
T Autoi mmune diseases [e.g., systemic | up
syndrome, rheumatoid arthritis, systemi
19 Monocl onal gammopat hy
AND
1. 1Padt i ent has not had a kidney transplant

1.RLL of the foll owing:

1.

IDilagnosis of i mmune compl exrerdd rad eldon a l

OR

2Dilagnosis of complement 3 glomerul opath

A ¢ mIyup
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AND
1. 2Co2nfirmation of diagnosis is based on i
bi opsy
AND
1. 20NE of the following:
Serum complement 3 (C3) protein < 77 mg
l'imit of the central | aboratory nor mal
Ot her compl ement abnormalities are pres
(sC89p, serum factor H, serum factor B,
cCb46), C3/C4/C5 nephritic factor (NeF)]
AND
1. 2Prdesence of monocl onal gammopat hy of un
excluded by measurement of serum free | igh
standards of care
AND
2-Gl omerul onephritis has persisted O 3 mont
AND
3-Di sease is considered to be moderate to 4
abnor mal kidney function
AND
4-Used to reduce proteinuria

A ¢ mIPLW

o

G R



M= WOURqUT clcectqdbHe!l JWf Ul R2RIpHKRE WyB1 R[ ¢

EQIHQR2IJWNMIONO= M= 5

AND

5-Hi story of failure,

met hyl predni sol one, prednisone)

contraindication or i

AND
6-ONE of the following:
6. RPatient is on a stabilized dose and rece
foll owing:
1 Maximally tolerated angiotensin convert
enal april)
1 Maximally tolerated angiotensin |1l recH¢€g
val sartan)
OR
6. Ratient has an allergy, contraindication
AND
7-Patient i s not receiving Empavel:i i n comy
for the treat ridPMGN o(fe.3.G oBk e nty , Epysqgl i, f
Ultomiris)
AND
8-Prescribed by or in consultation with a
Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Empavel. [ a]

A ¢ mIPHN

o

G R



M= WOURqUT clcectqdbHe!l JWf Ul R2RIpHKRE WyB1 R[ ¢
EQWH@QR2IJWNMIONIO= M= X

Di agnosi s C3 Glomerulopathy (C3@GJ mmlrexXr i mj
MembranoproliferativeMPRE&N)mer ul of
Approval L4112 mont h(s)
Therapy St iqReauthorization
Guideline INon Formul ary
Approval Criteri a
l1-Documentation of positive clinical respor
reduction in proteinuri a
AND
2-Patient i s not receiving Empaveli i n comy
for the treat rMGN o(fe.@3.G oBk e nty, Epysql i, f
Ultomiris)
AND
3-Prescribed by or in consultation with a 1
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program

| nf or mati on

Background:
Empavel. i S
patients

pediatric

(pegcetacopl an)
with paroxysmal

patients aged 12

noctur nal
year s

a compl ement
hemogl ¢
a nidmaorl yd e 1

A ¢ mIPHLE
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i mmuaoempl ex membranoprolifer dPIiGNg ,gltome reudl
proteinuri a.

Addi ti onal Clinical Rul es:

1 Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(1lam) and/ or claim |l ogic. U saep porfo vaault opm

vari es amny gmd/gar therapeutic class
T Supplymaymbeésin place.

4 References

1. Empavel. [ package insert], Waltham, MA: Apell
2023.

2.Parker C, Omi ne M, Ri chards S, et al . Di agnosi
nocturnal hemogl obinuri a. BilSo’vddd.. 2005 Dec 1; 1

3.Devalet B, Mul lier F, Chatelain B, et al Pat h
par oxysmal nocturnal hemogl obinuria: a8review.

4 . Sutherl and DR, Keeney M, I'I1'l'i ngweretnts i A.i VRrtact i
detection and monitoring of paroxysmal nocturn
cytometry Cytometry B Cl-2m8 Cytom. 2012 Jul ; 82

5.R°t h A, Maci ej ews ki J, Ni shi mura JI , et al Sc
par oxysmal nocturnal hemogl obinuri a: Expert co
Jul ; 1011(.1) : 3

6. Kidney Disease: | mproving Gl obal Out comes ( KDI
Group. KDIGO 2021 Clinical Practice Guideline
Di seases. Kidney I2t7.6.2 0d2oli;:11000.(240S)6:/§1. ki nt . 20 2

7.Fervenza, FC. Membr anoproliferative glomerul on
and diagnosi s. | n: UpToDat e, Lam A (Ed), Up To D

8. Kopel, T. €3 glomerulopathies: Dense deposit d

0 R

UpToDat e, L am, A (Ed), UpToDat e, Wal t ham, MA,

5 Revision History

Dat e Not es

11/5/ 2025 Updated GPI
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Optum Rxc

Prior Authorization Gui del

Guideline Glk399274

Gui deline Ems am

Formul ary T UnitedHealthcare Government
Gui deline Note:

Ef fective [1/1/ 2026
P&T Approvi9/ 25/ 2025
P&T Revi si

1 I.ndications
Drug NBEmsam (selegiline)

Maj or DepressivelbDidscraded (MDDY he treat men
( MDD) .

2 Criteri a

Product Name: Emsam [ a]

Approval L412 mont h( s)

Therapy Stilnitial Aut hori zati on

Guideline 1Pri or Aut hori zati on

A ¢ migLO
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Approval Criteri a
1-Di agnosis of major depressive disorder -6-N
TR) <criteria
AND
2-ONE of the foll owing:
2. History of failure after at | east 4 week
|l east THREE of any formulation of the foll
1 Bupropion
1 Citalopram
1 Desvenl afaxine
9 Dul oxetine
T Escital opram
1 Fetzi ma
1 Fluoxetine
1 Mar pl an
T Mirtazapine
1 Paroxetine
1T Phenel zine
T Sertraline
9 Tranyl cypromine
1 Venl afaxine
1 Vilazodone
OR
2. Rhe requested medication was initiated d
hospitalization, and the member is stabil:i
OR
2. ember is new to the plan and currently
evidenced by coverage effective date of | e
Not es [a] State mandates may apply Al
d the member specific benefit pl

A ¢ MR
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e criteria. Other policies and
ply.

Product Name: Emsam [ a]

Approval L4112 mont h(s)

Therapy St iqReauthorization

Guideline (Prior Authorizati on

Approval Criteri a

l1-Documentation of positive clinical respor

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program

| nf or mati on

Background:

Emsam (selegiline transder mal system)
indicated for the treatment of major d
Addi tional Clinical Rul es:

9 Supply | imits may be in place.

T Notwithstanding Coverage Criteria, U
aut horization based solely on previo
(1lam) and/ or claim | ogic. U saep porfo vaaul t
processes vaarm easnddyorprtohgerr apeuti c cl 4

4 References

A ¢ MIPLE
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l1.Emsam [package insert]. Morgant own, WV. Somer s

5 Revision History

Dat e Not es

9/ 19/ 2025 New program

A ¢ ML
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Prior Authorization Gui del
Guideline GLt710235
Guideline Enbumyst, Furosci x, Lasi x ONYU

Formul ary

T UnitedH

eal thcare Government

Gui del i

ne

Not e:

Ef fective |

9/ 1/ 2026

P&T Appr ov]

3/ 15/ 2023

P&T Revi si

03/ 20/ 2024

;, 10/16/ 2024 ; O05/16

1 Il.ndi cati ons

Drug NBmeoscix (furosemide injection)
EdemMandi cated for the treatment of edema i i
and in adult patients with chronic heart f
nephrotic syndr ome.

Drug NBEmbumyst (bumetanide nasal spray)
Edenmandi cated for the treatment of edema a:

and renal disease, including the nephrotic
Drug NbBamei x ONYU (furosemide injection)
Edenandi cated for the treatment of edema i1

A ¢ ML
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2 Criteri a
Product Name: Enbumyst, Furosci x, Lasi x ONY
Approval L4l mont h(s)
Guideline INon Formul ary
Approval Criteria
l1-Edema associated with ONE of the foll owin
9 Congestive heart failure
7T Renal di sease, including nephrotic synd
T Hepatic di sease
AND
2-Submi ssion of medical records confirming
l oop diuretic therapy (e.g., bumet ani de, f
AND
3-BOTH of the following:

1 Patient does not require ongoing emer g€
1 Patient is currently a candidate for pa
AND
4-Prescribed by or in consultation with ONH

T Cardiologi st

T Nephrol ogi st

T Hepatol ogi st
Notes [a] State mandates may apply A
d the member specific benefit pl

A ¢ midpLp
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e criteria. Other policies and
ply.
3 Background
Benefit/ Coverage/ Program I nformati on
Background:
Enbumyst (bumetanide nasal spray), Fur os
ONYU (furosemide injection) are |l oop diu
Enbumyst is indicated for the treat ment
failure, hepatic and renal di sease, i ncl
Furoscix (furosemide injection) is indiog
patients weighing 43 kg and above and in
chronic kidney disease, including the ne
Lasi x ONYU (furosemide injection) is ingd
patients with chronic heart failure.
Addi tional Clinical Progr ams:
T Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(1ldam) and/ or claim |l ogic. U saep porfo vaault opm
vari es &mny gmd/gar therapeutic class.
T Supply Iimits may be in place
4 References
1. Furoscix [package insert]. Burlington, MA: scP
2. Heidenreich PA, Bozkurt, B, et al 2022 AHA/ AC
of Heart Failure: A Report of the American Col
Association Joint Committee on Clinical Pract.i
2022;145(-dB32e895
3.Enbumyst [package insert]. Henderson, NV: Cors
4 Lasi x ONYU [package insert]. Burlington, MA: S
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5 Revision History

Dat e Not es

8/ 24/ 2026 Added new product
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Optum Rxc

Prior Authorization Gui del

Gui deline GL4365009

Guideline Entresto
Formul ary T UnitedHealthcare Government
Gui deline Not e:

Effective 11/ 1/ 2026
P&T Approvi8/ 14/ 2020

P&T Revisi{02/19/2021 ; 04/21/2021 ; 08/19
08/ 16/4,2@24 21/ 2025

1 I.ndi cations
Drug NBEmMeEr est o (svaalusharttran )

Heart Hanidliwcrasg ed t o reduce the risk of card

failure. Benefits are most clearly evident
(LVEF) below nor mal. It is also inditcdtaegd U
systemic | eft ventricular systolic dysfunc

2 Criteri a

Product Name: Brand Entresto, generic sacub

Approval L412 mont h( s)

A ¢ PIME
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Therapy Sti{lnitial Authorizati on

Guideline Prior Authorizati on

Approval Criteria

1-As continuation of therapy initiated duri
OR

2-ALL of the foll owing:

9 Diagnosis of pediatric heart failure wi
which is symptomatic

1T Prescribed by or in consultation with 4

T I'f the request is for Entresto Sprinkl g

special circumstance why the patient i g
OR

3-ALL of the foll owing:

3.0iagnosis of heart failure (with or with
AND

3.@NE of the foll owing:

3. 2Ejlection fraction is less than or equal
OR

3. 2B@TH of the foll owing:

40 percse

1T Ejection fraction gr n
r di sease (i

1T Patient has structu
hypertrophy (LVH)

]

[ C
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]

AND
3.Beart failure is classified as ONE of th
1 New York Heart Association Class |1
T New York Heart Association Class |11
1 New York Heart Association Class |V
AND
3.RMatient does not have a history of angio
AND
3.Batient wildl di scontinue any use of conc
treat ment with Entresto. ACE inhibitors mu
initiation of Entresto
AND
3.WBatient is not concomitantly on aliskire
AND
3.Entresto is prescribed by, or in consult
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Brand Entresto, generic sacub
Approval L412 mont h(s)
Therapy StiReauthorizati on
Guideline (Prior Authorizati on

A ¢ i
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Approval Criteri a

1-The Entresto dose has been titrated to a

maxi mum | abeled dose for pediatric patient

patient

AND

2-Documentation of positive clinical respor

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Addi ti onal Clinical Rul es:

T Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(1ldam) and/ or claim |l ogic. U saep porfo vaault opm
vari es &y gmd/gar therapeutic class.

f Supply Limits may be in place.

Background:

hospitalizati oBehef
ventricular ejectio
symptomatic heart f
patients aged one y

Entresto -daadlsiatrrtialn)

is indicated to redud
ihesamatr ef amolsar el ear |l y e
n fridactiisorml (§lovig Ft)d ieoc el troey
ailure with systemic | e
ear and ol der.

4 References
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1. Entresto [package insert]. East Hanover, NJ: N
April 2024.

2. McMurray JJ, Desai AS, Gong J. Dual angiotensi
an alternativeotntwermnhign@temayme i nhibition in p
systolic heart failure: rationale for wandh desi
ACEI to determine impact on gl obal mortality a
( PARADHBM. European Journal of -1He7a3r.t Fai l ure 2

3. McMurray JJ, Packer M ebDeBpii Asiatiahi bAbhgioo
enal april in heart failur®04.N Engl J Med 2014;

4 Heidenreich PA, Bozkurt, B, et al . 2022 AHA/ AC
of Heart Failure: A Report of the American Col
Association Joint Committee on Clinical Pract.i
2022; 145 (a4B32:.e895

5 Revision History

Dat e Not es

11/ 3/ 2025 Updated indications

A ¢ PIME



M= WOURqUT cWecitgqbHe! JWf Ul R2ZRIpHKE WE¥BYT R[ ¢ G R

EUq! 2 RY WAL

Optum

EQIHQR2IJWNMIONO= M= 5
g

e

Prior Authorization Gui del
Gui deline GL405341
Gui deline Entyvio Pen
Formul ary 1 UnitedHealthcare Government

SP

Gui deline Note:
Effective 12/ 1/ 2025
P&T Approvil0/ 15/ 2025
P&T Revi si
Not e:
*This program applies to the subcutaneous (SC) fo
1 Il.ndi cati ons
Drug NEmeyvi oE (vedolizumahb)
Ul cerative lIcrodiicdatsed UCh) adults for the tre
ulcerative colitis (UC) in adults.
Crohnds di denadse a(t@l) in adults for the tres
Crohndéds disease (CD) in adults.

A ¢ PIMAI
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2 Criteri a

Product Name: Entyvio [ a]

Di agnosi s Ul cerative Colitis (UC)

Approval L{ATl | requests for authorization \

Guideline INon Formul ary

Approval Criteria

l1-Subcutaneous Entyvio provides similar eff

therefore, subcutaneous Entyvio is not med

since its use is mainly for conviemii®ethrcat iac

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Entyvio [ a]

Di agnosi s Crohnds Disease (CD)

Approval L4A Ll | requests for authorization \

Guideline INon Formul ary

Approval Criteria

l1-Subcutaneous Entyvio provides simil ef f

therefore, subcutaneous Entyvio is not med

since its use is mainly for conveqt reatcieoms

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and |
ply.

3 Background

A ¢ IPIVN
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Benefit/ Coverage/ Program I nfor mati on
Background:

Entyvio (vedolizumab) for subcutaneous U
in adults for the treatment of moderat el
moderately to severely active Crohnodos di
Addi tional Clinical Rul es:

T Notwithstanding Coverage Criteria, U
aut horization based solely on previo
(1am) and/ or claim |l ogic. U saep porfo vaaul t
processes Vvaarm easndbyorprtohgerr apeuti c cl 4

9 Supply I imits may be in place

4 References
1. Entyvio [package insert]. Deerfield, I'L: Taked
2024.
5 Revision History
Dat e Notes

9/ 29/ 2025

New program.

A ¢ Pl
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EYSRUORE

Optum Rxc

Prior Authorization Gui del

Gui deline GL613201

Gui deline Eohilia
Formul ary T UnitedHealthcare Government
Gui deline Note:

Effective 17/ 1/2026
P&T Approvis/ 17/ 2024
P&T Revisi(05/ 16,2128/ 2026

1 I.ndications
Drug NBmkilia (budesonide oral suspension)

Eosinophilic esbptdiogated {&obE)l12 weeks of t
patients 11 years of age and ol der with eo

2 Criteri a

Product Name: Eohilia [ a]

Approval L412 mont h( s)

Therapy Stilnitial Aut hori zati on

Guideline INon For mul ary

A ¢ PINLW



EQIHQR2IJWNMIONO= M= 5

Approval Criteri a

1-Di agnosis of eosinophilic esophagitis (E¢(
AND

2-Patient is experiencing symptoms related

i mpaction, chest pain that is often centra

gastroesophagealli ke fdywmptdd mse/arsef r a c toomiyn ahl e

AND
3-Submi ssion of medical records (e.g., chan
eosinppédddmi nant i nflammati on on esophagea
intraepithelial eosinophils per high power
AND
4-Secondary causes of esophageal eosinophil
AND
5-Hi story of subopti mal response, -weearkt t ai rad
of the following (document name and date t
T Proton pump inhibitor (e.g., pantoprazo
1 I'nhalational <corticosteroid administer¢g
(Pul micort respul es), Fluticasone HFA (
AND
6-Prescribed by or in consultation with ONE
T All ergist/ I mmunol ogi st

A ¢ IPININ

~
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1T Gastroenterologi st
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply
Product Name: Eohilia [ a]
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline INon Formul ary
Approval Criteria
l1-Documentation of positive clinical respor
in intraepithelial eosinophils per high po
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply
3 References
1. Eohilia [package insert]. Lexington, MA :
2025.
2.Dell on ES, Muir AB, Katzka DA, et al .
Management of Eosinophilic Esophagiibbs.

4 Revision History

Dat e Not es

5/18/2026 Annual review with no changes t
ound and references. Moved to n

o

G R

Taked

ACG Clin

Am J G
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EYSRUORE

Optum Rxc

Prior Authorization Gui del

Gui deline GL248189

Guideline Eohili a

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective |[7/ 1/ 2025
P&T Approvi{s/ 17/ 2024
P&T Revisi(5/ 16/ 2025

1 I.ndi cations
Drug NBmbilia (budesonide oral suspensi on)

Eosinophilic esbptdigated {&obE)12 weeks of t
patients 11 years of age and ol der with eo

2 Criteri a

Product Name: Eohilia [ a]

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

A ¢ PINLD
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Guideline INon Formul ary

Approval Criteri a

l1-Diagnosis of eosinophilic esophagitis (EQd
AND

2-Patient is experiencing symptoms related

i mpaction, chest pain that is often centra

gastroesophagealli ke fdywmptdd mse/arsef r a c toomiyn ahl e

AND
3-Submi ssion of medical records (e.g., chan
eosi nppédddmi nant i nflammati on on esophagea
intraepithelial eosinophils per high power
AND
4-Secondary causes of esophageal eosinophil
AND
5-Hi story of subopti mal response, -weearkt t ai rad
of the following (document name and date t
T Proton pump inhibitor (e.g., pantoprazo
1 I'nhalational <corticosteroid administer¢g
(Pul micort respul es), Fl uticasone HFA (
AND
6-Prescribed by or in consultation with ONE
T Al l ergist/ I mmunol ogi st

A ¢ i

o
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1T Gastroenterologi st
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply
Product Name: Eohilia [ a]
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline INon Formul ary
Approval Criteria
l1-Documentation of positive clinical respor
in intraepithelial eosinophils per high po
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply
3 References
1. Eohilia [package insert]. Lexington, MA: Taked
2024.
2.Hirano, I, Chan, ES, Rank MA, et . al AGA I nst
| mmunol ogy Practice Parameters Clinical Gui del
Esophagitis. Gastroent8eébr.ol ogy. 2020; 158: 1776
3.Del t on, ES, Gonsalves, N, Hirano, |, et al AC
Approach to the Diagnosis and Management of Es
Eosinophilic Esophagitis (EoE)-92Am J Gastroent

4 Revi s

Il on History

Dat e

Not es

A ¢ PINLE
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4/ 29/ 2025

Annual
dated

revi ew. Updated failure

authorizati on

duration an
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Optum Rxc

El

Prior Authorization Gui del
Gui deline GL436510
Gui deline Erl eada
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Note:
Ef fective [1/1/ 2026
P&T Approvi8/ 14/ 2020
P&T Revisi{02/19/2021 ; 11/19/2021 ; 08/ 19
11/ 17/ 2023 ; 11712212025
1 Il.ndi cations
Drug NBEmkeeada (apal utamide)
Prostatel cdhincatred for the treméemasnt abife paad
resistant prostate cancer. I't is also -i ndi
sensitive prostate cancer
2 Criteri a
Product Name: Erl eada [ a]
Diagnosi s Prostate Cancer

A ¢ PINLT
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g1 R

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Diagnosis of prostate cancer

AND

2-One of the foll owing:

2. Both of the following:

1 Di sease | sr ecsaissttraantti oonr recurrent
1 Di seaseméesasnbatic

OR

2. Roth of the following:

1 Di sease | ssecnassittriavte oonr nai ve
1 Disease i s metastatic
AND
3-One of the foll owing:

3.Used in combinati orm ewietahs i an gg chroa drmotnreo o iGn R

(l euprolide), Zoladex (goserelin), Trelsta
OR
3.Ratient has had bil ateral orchiect omy
Not es [a] State mandates may apply Al
d the member specific benefit pl

A ¢ IPINLY
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]

e criteria. Other policies and |
ply.

Product Name: Erl eada [ a]

Di agnosi s Prostate Cancer

Approval L4112 mont h(s)

Therapy St i{Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteri a

l1-Patient does not show evidence of progr esq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Erl eada [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

1-Erl eada wil |l be approved for uses not out

Comprehensive Cancer Network (NCCN) Drugs

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Erl eada [ a]

Di agnosi s NCCN Recommended Regi mens

A ¢ PINUD
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G R

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical respor

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformati on

Background:

Erl eada (apalutamide) is an androgen rece

patient smavti &4 it amtoiner ecsai ssttraantti oppr ost at e cance

treat ment of mesessativecapsPsthihthoud as ad s.0

gonadotredeiasi ng hormone (GnRH) analog con

have had bil ater al orchiect omy.

Addi tional Clinical Rul es:

9 Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml
vari es abmy gmd/gor t herapeutic cl ass.

T Supply I imits may be in place.

4 References
1. Erleada [package insert]. Hor s ham, PA: Janssen

Ac PIELW
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2. The NCCN Drugs and Biologics CBmpeAdaiulmall NE Calt
NCCN Drugs and Biologics Compendium. Accessed

5 Revision History

Dat e Not es
11/3/ 2025 anua' review with no change to

Ac¢ IPIZIN
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Optum Rxc

E21 !t 1

Prior Authorization Gui
Guideline GL579217
Gui deline Evrysdi
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Note:

Ef fective |

6/ 1/ 2026

P&T Approvi

7120/ 2022

P&T Revisi{(08/19/2022 ; 08/18/ 2023 ; 071/;17
4/ 15/ 2026

1 Il.ndi cati ons

Drug NEwmeysdi (risdiplam)

Spinal muscul arladicphged( EMA) t he treat ment

(SMA) in pediatric and adult patients.

2 Criteria

Product Name: Evrysdi
Lql 2

St §

[ a]

Approval mont h(s)

Therapy I nitial Authorization

A ¢ PIZIH
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Guideline INon Formul ary
Approval Criteri a
l1-Diagnosis of spinal muscul ar atrophy ( SM/
AND
2-Submi ssion of medical records (e.g., chan
mutation or deletion of genes in chromosom
T Homozygous gene del etion or mutation of
exon 7 at locus 59g13)
9 Compound heterozygous mutation of SMN1
[allele 1] and mutation of SMN1 [all el ¢
AND
3-Patient is not dependent on either of t hgdg
1 Invasive ventilation
1 Use o nwasi ve ventilation beyond use f(
AND
4-Patient is not receiving concomitant <chr(
therapy [e.g., Spinraza (nhusinersen)]
AND

5-ONE of the foll owing:

5.Ratient has not previously received gene

e. g., I t vi sma ( on a sbernvneo)g, e nZeo | agbeenpsantav o(voenca s §
i

oi )]

[
X

]

Ac¢ PIZLD
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o1

OR

5.BOTH of the foll owing:

5. 2Palti ent has previously received gene re

(onasemnogene -barbveep)a,r vZoovlegce n s ma ( 0 n a sxeinmio)gle I
treat ment of SMA

AND
5.25u2bmi ssion of medical records (e.g., ch
clinically meaningful functional decline (
replacement therapy [e.qg., | t-i eenp, (Dolagem
(onasemnogene xbhe®pargvovec
AND
6-Submi ssion of medical records (e.g., chan
baseline assessment of at | east ONE of the
ability) to establish baseline motoul dbi het

assessments evaluated prior to receipt of
transitioning therapy)*:

T Childrenbts Hospital of Philadel phia I nf

| NTEND)
9 Hammer smith I nfant Neuro2pgical Exam P4
9 Hammer smith Functional Mot or Scale Expa
1 Revised Upper Limb Module (RULM) Test
T Mot or Function Me2as uSrceal3e2 ( MFM
AND
7-Prescribed by or in consultation with a 1
Notes * Baseline assessments for pati g
ting Evrysdi are not necessary i
erapy in recently diagnosed i nt§
erapy can serve as beadsfelciancey wietal
sessment .
[a] State mandates may apply A
d the member specific benefit pl

]
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e criteria. Other policies and
ply.

Product Name: Evrysdi [ a]

Approval L4112 mont h(s)

Therapy St iqReauthorization

Guideline INon Formul ary

Approval Criteri a

1-Submi ssion of medical records (e.g., chan
results documenting a positive clinical re
status (inclusive of baseline ashsreosns mme nStvsN
therapy) as demonstrated by at | east one o

1.AQHOP | NTEND: ONE of the foll owing:

T I mprovement or maintenance of previous
score from pretreatment baseline

1 Patient has achieved and maintained anyj
baseline when they would otherwise be u

OR

1. I NE: ONE of the following:

T I mprovement or maintenance of previous
score) increase in ability to kick

T I mprovement or maintenance of previous
any oth€r mdl dEt one (e.g., head control,
excluding voluntary grasp

1T The patient exhibited improvement, or n
HI NE motor milestones than worsening, f
i mprovement)

1 Patient has achieved and maintained anyj
otherwise be unexpected to do so

OR

Ac¢ PIZLR
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1. BFMSE: ONE of the following
T I mprovement or maintenance of pr
score from pretreatment baseline
1T Patient has achieved and maintai
baseline when they would ot her wi
OR
1. RULM: ONE of the following:
T | mprovement or maintenance of pr
score from pretreatment baseline
1 Patient has achieved and maintai
baseline when they would other wi
OR
1. MFM32: ONE of the following:
T | mprovement or maintenance of pr
score from pretreatment baseline
1 Patient has achieved and maint ai
baseline when they would otherwi
AND
2-Patient is not dependent on either
1 Invasive ventilation
1 Use of nwasi ve ventilation beyond
AND

3-Patient
therapy

[ e.

S

g.

not
, Sp

recei ving

i nraza

AND

e

e

concomitant
(nusinersen)]

vi ous

any
be wu

Vi ous

any
be wu

Vious

anyj
be wu

of t h e
use fd

c hr @

]
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4-Prescribed by or in consultation with a 1
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
3 Background
Benefit/ Coverage/ Program I nfor mati on
Background:
Evrysdi is a survival of motor neuron 2 (
of spinal muscul ar atrophy (SMA) in pediat
Addi ti onal Clinical Rul es:
9 Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaaut opml
vari es &mny gmd/gar therapeutic class.
T Supplymaymbésin place.
4 References
1. Evrysdi [package insert]. South San Francisco,
2. Mercur i E, Darras BT, Chiriboga CA, et al . Nus
Onset Spinal Muscul ar Atrophy. N6 EBgl J Med. 2
3.Finkel RS, Mer cur i E, Darras BT, et a-. Nusi ne
Onset Spinal Muscul ar Atrophy. N -1E/n3g2l. J Med. 2
4 Markowitz JA, Singh P, Darras BT. Spinal Mus cu
Update. Pediatric MQurology 46 (2012) 1
5.Mendel |I-ZaiRdy A$, Shel ldoR,e a@te peklaceemd!| ¢ herapy f
muscul ar atrophy. N En2 J Med. 2017;377:1713
6.Chiriboga C, Mer curi E, Fi scher D, et al . J EWE
survival of motor neur oma(SMN)p apri cetngisn widwe Issp i
atrophy ( SMA) . Presented at the 6th Internatio
Frnac e ; Maz2&,h 20®B19. Poster.
7.Chiriboga C, Bruno C, Duong T, et al. JEWELFI S
in -napve patients with spinal muscul ar atrophy
Presented at the 2020 Virtual SMA Research & C

A ¢ PIELD
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8.Day JW, Annoussamy M, Baranel-monGh eanfalty 8SUNF
exploratory outcomes of risdiplam (RG7916) tre
muscul ar atrophy ( SMA) Presented at the 2020
MeeginJdJune 12, 2020.
9.Servais L, Baranell o G, Masson R, et al FI REF
risdiplam (RG7916) in infants with Type 1 spin
the 2020 Virtual SMA Research & Clinical Car e
10Kirschner J, But oi anu N, @&ooecmacnosn sNe,n seuts aslt.a t Eeunre
gene replacement therapy for spinal muscul ar a
Neurol ogy 2020.
l11Chiri boga CA, Bruno C, Duong T, et al . Ri sdi pl
Ot her Therapies for Spinal Muscul ar Atrophy: A
Study [published correction appears in Neurol
2 0 2 3(; 21)2:-555473.
12PRer a MC, Corattdi G, Mazzone ES, et al . i SMAC C
modul e for spinal muscul ar atrophy: 12 month <c
Apr ; 59 ¢43)0:..426pub 2019 Feb 7. PMID: 30677148.
13Stol te B, Boi s JM, Bol z S, Kizina K, Totzeck A
Mi ni mal clinically important differences in fu
muscul ar atrophy. Eur J NeuY4o.l .E p2uik2 02 0D28x ; Ke7p( 162.
32781490.
14Ki rschner J, Bernert G, But oianu N, et al 202
on gene therapy for spinal muscul ar -7a88t.r ophy. E
5 Revision History
Dat e Notes
4/ 16/ 2026 Annual revi ew. Updgtgd gehe t he
th no change to clinical intent
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Optum Rxc

Prior Authorization Gui del

Guideline GL613202
Guideline Fabhalt a

Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:

Ef fective |[7/ 1/ 2026
P&T Approvi{2/ 16/ 2024
P&T Revisi {04/ 17/ 2024

; 10/ 16/ 23028/ 20RB6/ 16

1 I.ndi cations
Drug NBamkbhalta (iptacopan)

Par oxysmal Noctur nall n Hieanmtgd d bfimrurtifae tr eat
par oxysmal nocturnal hemogl obinuria (PNH)
Primary i mmunogl obul i n IAn dhiegeitreod aftchry t(H e ArN(
adults with primary i mmunoglobulin A nephr
progression, genetr@albgtanuneneapirot eURCR)

2 Criteri a

Product Name: Fabhalta [ a]

Ac¢ PIZELD
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Di agnosi s Par oxysmal Nocturnal Hemogl obi n

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline INon Formul ary

Approval Criteria

1-Submi ssion of medical records (e.g., chan

di agnosis of paroxysmal nocturnal hemogl ob

foll owing

T Fl ow cytometry analysis confirming pres
9 Laboratory results, signs, and/or sympt
anemia, dyspnea, extreme fatigue, smoot
thrombosis, hemolysis/ hemoglobinuria, K

AND

2-ONE of the following:

2. Ratient wild/ not be prescribed Fabhalta
used for the treatment of PNH (e.g., Empav
OR
2. Ratient is currently receiving another ¢
ecul i zumab, Ultomiris) which wildl be disco
with the United States Food and Drug Admin
AND
3-Prescribed by, or in consultation with or

T Hematol ogi st
1T Oncol ogi st
Not es [a] State mandates may apply Al
d the member specific benefit pl

A ¢ PO
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e criteria. Other policies and
ply.

Product Name: Fabhalta [ a]

Di agnosi s Par oxysmal Nocturnal Hemogl obi n{

Approval L4112 mont h(s)

Therapy St i{Reauthorizati on

Guideline INon Formul ary

Approval Criteri a

1-Documentation of positive clinical respor

stabilization of hemoglobin | evel s, reduct

decrease in LDH, increased reticulocyte co
AND

2-Patient is not receiving Fabhalta in c¢omk

the treatment of PNH (e. g., Empavel i, Pi as$s
AND

3-Prescribed by, or in consultation with on

T Hematol ogi st
T Oncol ogi st

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Fabhalta [ a]

Di agnosi s Primary I mmunogl obulin A Nephr oj

Approval L412 mont h(s)

]

A ¢ IPIDIN
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Therapy Sti{lnitial Authorizati on

Guideline INon Formul ary

Approval Criteria

l1-Diagnosis of primary immunoglobulin A neq
AND

2-Patient is at risk of rapid diseastecmpe @atgin

ratio (UPCR) greater than or equal to 1.5

using the I nternational Il gAN Prediction To
AND

3-Used to reduce proteinuria
AND

4-Esti mated glomerular filtration rate (eGH
AND

5-ONE of the foll owing:

5.PHRatient is on a stabilized dose and rece

foll owi ng:

1 Maximally tolerated angiotensin convert

enal april)
T Maximally tolerated angiotensin |1l recs¢
val sartan)

OR

S.Ratient has an allergy, contraindication

A ¢ IPIDIH
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AND
6-ONE of the following:

1 Patient is on a stabilized dose and rec
toleratedgl soadsanmco?r@B8&p®2) ernhibitor |
(empagliflozin)]

f Patient has an allergy, contraindicatio

AND
7-Hi story of f aialyurteg i(adf)t,ercoant3i ndi cati on
(e.g., budesoni de, met hyl predni sol one, pre
AND
8-Prescribed by or in consultation with a
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Fabhalta [ a]
Di agnosi s Primary I mmunogl obulin A Nephr oj

Approval L4112 mont h(s)

Therapy St {Reauthorizati on

Guideline INon Formul ary

Approval Criteri a

l1-Documentation of positive clinical respor

reduction in proteinuria

Notes [a] State mandates may apply. Aj
d the member specific benefit pl

A ¢ PIDLD
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e criteria. Other policies and |
ply.
Product Name: Fabhalta [ a]
Di agnosi s Compl ement 3 glomerul opathy ( C3{
Approval L4112 mont h(s)
Therapy Stilnitial Aut hori zati on
Guideline INon Formul ary

Approval

Criteria

1-Di agnosi s

l1.0ocumentation

1.@l omerul onephritis has persisted mo n
AND
1. BNE of the foll owing:
T Serum complement 3 (C3) protein < 77 mg
l'imit of the central | aboratory nor mal
T Other complement abnormalities are pres
(sC8bh, serum factor H, serum factor B,
cCb46), C3/C4/C5 nephritic factor (NeF)]
AND
1.PMresence of monocl onal gammopathy of wund
excluded by measurement of serum free | igh
standards of care

of

of

compl ement 3

a kidney

AND

gl omerul opathy

bi opsy

demonst

O 3

A ¢ rpiolw
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AND
2-Di sease is considered to be moderate to ¢
abnormal kidney function

AND

3-Used to reduce proteinuria

AND
4-Hi story of failure, contraindication or i
met hyl predni sol one, prednisone)

AND

5-ONE of the following:

5.PHRatient is on a stabilized dose and rece
foll owing:
T Maximally tolerated angiotensin convert
enal april)
1 Maximally tolerated angiotensin |1l recH¢€g
val sartan)
OR
5.Ratient has an allergy, contraindication
AND

6-Patient has not-ouméder pgoneed |l sadlriachspl ant ,

A ¢ PIDR
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AND
7-Prescribed by or in consultation with a
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Fabhalta [ a]

Di agnosi s Compl ement 3 glomerulopathy ( C3¢

Approval L4112 mont h(s)

Therapy St i{Reauthorizati on

Guideline INon Formul ary

Approval Criteri a

1-Documentation of positive clinical respor

reduction in proteinuria

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Background:

Fabhalta (iptacopan) is a complement fact

with paroxysmal nocturnhe hedcogtobnnafipr ¢
primary immunoglobulin A nephr opraddrye §d igoAn
a urinet@reacimine ratio (UPCR) O1.5 g/ g;
compl ement 3 glomerulopathy (C3G), to red}y

A ¢ PIDLE
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Addi tional Clinical Rul es:

T Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lram) and/ or claim | ogic. Usaepporfo vaault opml
vari es amy gmrd/gar t herapeutic cl ass

T Supply |imits may be in place

4 References

1. Fabhalta [package insert]. East Hanover, New J
Corporation; March 2025.

2.Parker C, Omine M, Richards S, et al. Di agnosi
nocturnal hemogl obinuri a. Bil3ovrddd®.. 2005 Dec 1; 1
3.Deval et B, Mul | i er F, Chatel ain B, et al . Pat h
par oxysmal nocturnal hemogl obinuri a: a-8revi ew.

4 . Sutherl and DR, Keeney M, ' I'l'i ngweretnts i A.i VRrtact i
detection and monitoring of paroxysmal nocturn
cytometry. Cytometry B Cl-2m8 Cytom. 2012 Jul ; 82
5.R°th A, Maciejewski J, Nishimura JI, et al. Sc
par oxysmal nocturnal hemogl obinuri a: Expert co
Jul ; 1011.1) :

6. Kopel , T. C3 glomerulopathies: Dense deposit d
UpToDat e, Lam, A (Ed), UpToDate, Waltham, MA, '
7.Kidney Disease: ImprOV|ng Gl obal Out comes ( KDI
Rovin BH, Barratt J, et al. KDI GO 2025 Clinica
of I mmunogl obulin A Nephropathy (I gAN) and | mm
Kidney 83;nt08 2482)1:.SHoi :10.1016/j .kint.2025.04.0

5 Revision History

Dat e Notes

Annual review with no changes t
5/18/ 2026 desonide to the | ist of exampl e
references.

A ¢ PIDUT



o

M= WOURqUT cWecitgqbHe! JWf Ul R2ZRIpHKE WE¥BYT R[ ¢ G R
EQUNHQQR2 IJIWNMIONIK= M= X
[ ¢t WOl ¢
Prior Authorization Gui del
Gui deline GL669189
Guideline Fasenr a
Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:
Effective [9/ 1/ 2026
P&T Approvi7r/ 21/ 2021
P&T Revisi{l1/19/2021 ; 12/15/2021 ; 02/ 18
07/17/ 2024 ; 07/ 16/ 2025/ 2026/ 15
Not e:
This program applies to the prefilled autoinjecto
1 I.ndicati ons
Drug NBamsenra (benralizumabepcpoefill ed aut
Severe Asntdhintaat e d -ofno rmatihnet eandadhce tr eat ment
asthma aged 6 years and ol der, and with an
Eosinophilic granul omatosilsnadavidcat @l fy@amgt h
patients with eosinophilic granul omatosi s

A ¢ IPIDWY
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2 Criteria

Product Name: Fasenra [ a]

Di agnosi s Severe Ast hma
Approval L412 mont h(s)

Therapy St{lnitial Authorizati on
Guideline INon For mul ary
Approval Criteria

1-ALL of the following:

1. Ratient has been established on therapy
medi cal benefit prior authorization for th
AND
l1.R2ocumentation of positive clinical respo

| east ONE of the following:
9 Reduction in the frequency of exacerbat
1 Decreased wutilization of rescue medicat
1T I'ncrease in percent predicted FEV1 fron
1T Reduction in severityebtantbtdegyeptymsf (a
shortness of breath, coughing, etc.)
1 Reduction in oral <corticosteroid requir
AND
1. Basenra is being used in combinatdaomt avirni
mai ntenance medication [e.g., Advair/ AirDu
furoate/vilanterol), Symbicort (lbwtdiecsaosnd mdee
furoate/umeclidinium/vilanterol)]
AND

A ¢ PIDLD
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l1.Ratient is not receiving Fasenra in comb
the same indication:
T Andi nterleukin 5 therapy [e.g., Cingair
Nucala (mepolizumahb)]
T Andt gE therapy [e.g., Xolair (omali zumah
T Andi nterl eukin 4 therapy [e. g., Dupi xent
1 Thymic stromal ' ymphopoietin (TSLP) inh
AND

1. Prescribed by ONE of the foll owing:

f
f
f

2-ALL of the following:

2.0i agnosis of severe ast hma

AND
2.Q@l assification of asthma as uncontroll ed
ONE of the foll owing:
1 Poor symptom control ((e.g., Asthma Con
greater than 1.5 or Asthma Control Test
9 Two or more bursts of systemic corticos
12 mont hs
1 Ast hhmal ated emergency treatment (e.g.,
or unscheduled physicianés office visit
T Airflow | imitation (e.g., after appropr
volume in 1 second [FEV1] |l ess than 8029
FEV1l/ forced vital capacity [FVC] defi nsg
1 Patient is currently dependent on or al

Pul monol ogi st
Al l ergi st
Il mmunol ogi st

OR

A ¢ PIIILw
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2. Bubmission of medical records (e.g., cha
asthma is an eosinophilic phentorteyaptemeanst )d epfs
eosinophil | elv el O 150 cell s/
AND
2. HMasenra wil!| be used in combination with
2. 4ONIE maxi mally dosed (appropriately adju
corticoster-acdi ogCBet B@8nggoni st (LABA) [ e
(fluticasone propionate/ sal meterol ), Symbi
(flut ifauuasocartee/ vil anterol )]
OR
2.4Co2mbi nation therapy including BOTH of t
9 ONE maximally dosed (appropriately adju
(Alvesco), mometasone furoate (Asmanex)
9T ONE additional asthma contobbtdaremeldi €98
i ndacater ol (Arcapta); | iemdkmtteali reknaes tr e(c®
theophyl line]
AND
2. i story of failure, contraindicati on, or
(document date and duration of trial):
9 Dupixent (dupil umab)
1T Xol air (omali zumab)
AND
2. WBatient is not receiving Fasenra in comb
the same indication:
T Andi nterleukin 5 therapy [e.g., Cingair
Nucala (mepolizumab)]
9T Andt gE therapy [e.g., Xolair (omalizumahp
f Andi nterleukin 4 therapy [e.qg., Dupi xent

Ac¢ PN

o
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T Thymic stromal l ymphopoietin (TSLP) inh

2.PFrescribed by ONE of the foll owing:

AND

1 Pul monol ogi st

1T All ergist

T I mmunol ogi st

Not es [a] State mandates may apply Al
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Fasenra [ a]

Di agnosi s Severe Ast hma

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline INon Formul ary

Approval Criteria

l1-Documentation of positive clinical respor

| east ONE of the foll owing:

9 Reduction in the frequency of exacerbat
1 Decreased wutilization of rescue medicat
T Increase in percent predicted FEV1 fron
1T Reduction in severityebtantktdegyeptymsf (48
shortness of breath, coughing, etc.)
9 Reduction in oral corticosteroid requir
AND
2-Fasenra is being used icrmnd ammii mgt iman nwietnh
[e.g., Advair/ AirDuo (fluticasone/ sal meter

A ¢ PIIIE
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Symbicort (budesonide/ formoterol), Treleg
furoate/umeclidinium/vilanterol)]
AND
3-Patient is not receiving Fasenra in combi
the same indication::
T Ani nterl eukin 5 therapy [e.g., Cinqgair
Nucala (mepolizumab)]
19 Ant gE therapy [e.g., Xolair (omalizumahp
T Andi nterleukin 4 therapy [e.g., Dupi xent
9 Thymic stromal l ymphopoietin (TSLP) 1inh
Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Fasenra [ a]
Di agnosi s Eosinophilic granul omatosis wit!H
Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline INon For mul ary
Approval Criteria
1-ALL of the following:
l1.PRatient has been established on therapy
medi cal benefit prior authorization for th
AND
1. R2ocumentation of positive clinical respo
| east ONE of the following:
9 Reduction in the frequency and/ or sever

A ¢ PO

o
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1 Reduction in severi tryeloart efdr esqgyunepntcoymso f H
AND
1. Batient is not receiving Fasenra in comb
the same indication:
T Andi nterleukin 5 therapy [e.g., Cingair
Nucala (mepolizumahb)]
T Andt gE therapy [e.g., Xolair (omali zumah
9 Andi nterleukin 4 therapy [e.g., Dupi xent
1 Thymic stromal ' ymphopoietin (TSLP) inh
AND
1. Rrrescribed by ONE of the foll owing:

2-ALL of the foll owing:

2

2.

2.

2.

.0i agnosis of relapsing or refractory EGP

T Reduction or di scontinuation of doses 0O
1 Disease remission

9 Pul monol ogi st
9 Rheumat ol ogi st
T Al l ergi st

T I mmunol ogi st

OR

1Dilagnosis of EGPA

AND

IP.a2st medi cal hi story or presence of ast
AND

1P.r3esence of at | east TWO of the foll owi

A ¢ P
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2.Ristory of relapsing or refractory disea

1 Rel apsing disease as defined as a past
EGPA relapse (requiring additional or d
i mmunosuppressant, or hospitalization)
T Refractory disease as defined as failur
following induction treatment with stan
AND
2. Batient is currently taking standard the
predni sone, methyl prednisolone) with or wi
cycl ophosphamide, rituxi mab)]
AND
2. Platient is not receiving Fasenra in comb
the same indication:
1 Ani nterl eukin 5 therapy [e.g., Cinqgair
Nucala (mepolizumab)]
19 Ant gE therapy [e.g., Xolair (omalizumahp
T Andi nterleukin 4 therapy [e.g., Dupi xent
T Thymic stromal | ymphopoietin (TSLP) inh
AND

Hi stopathol ogical evidence of: Eosi noph
infiltrati-oninch Eprsamuwlilpdhmadt ous i nfl ammat.
Neuropathy, mono or poly (motor deficit
Pul monary i nffiixad at es, non

Si mmasal abnormality

Cardiomyopathy (established by echocard
Gl omerul onephritis (hematuri a, red cell

Al veol ar hemorr hage
Pal pabl e purpura
Anheutrophil cytoplasmic antibody (ANCA

AND

A ¢ PR
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2. Brescribed by ONE of the foll owing:
9 Pul monol ogi st
T Rheumat ol ogi st
1T All ergist
T I mmunol ogi st
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Fasenra [ a]
Di agnosi s Eosinophilic granul omatosis wit!Ht
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline INon Formul ary
Approval Criteria
l1-Documentation of positive clinical respor
| east ONE of the foll owing:
1 Reduction in the frequency and/ or sever
1 Reduction or discontinuation of doses ¢
9 Disease remission
1 Reduction in severi tryeloat efdr esqgyunepntcoymso f H
AND
2-Patient is not receiving Fasenra in combi
the same indication:
T Andi nterleukin 5 therapy [e.g., Cingair
Nucala (mepolizumab)]
19 Ant gE therapy [e.g., Xolair (omalizumahp
T Andi nterleukin 4 therapy [e.g., Dupi xent
1 Thymic stromal l ymphopoietin (TSLP) inh

A ¢ PINE
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Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Fasenra [ a]

Di agnosi s Hypereosinophilic Syndrome (HES

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline INon For mul ary

Approval Criteria

1-ALL of the following:

1. Ratient has been established on therapy
medi cal benefit prior authorization for th
AND
l1.R2ocumentation of positive clinical respo

foll owing:
9 Reduction in frequency of HES fl ares
1 Maintenance or reduction in background
AND
1.Batient is not receiving Fasenra in comb
the same indication:
T Andi nterleukin 5 therapy [e.g., Cingair
Nucala (mepolizumahb)]
19 Ant gE therapy [e.g., Xolair (omalizumahp
T Andi nterleukin 4 therapy [e.g., Dupi xent
T Thymic stromal | ymphopoietin (TSLP) inh

A ¢ PIIILD
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drug hypersen
mal i gnancy)
1 HES is not FI

AND

1. Rrescribed by an allergist, i mmunol ogi st
OR

2-ALL of the following:

2.0i agnosis of HES for O 6 months
AND

2. RBOTH of the foll owing:

9 No#memat ol ogic secondary causes of HES

AND
2. Baselidhent@mlie zumab treatment) bl ood eosi
past 4 weeks
AND
2. Platient is currently receiving a stable
corticosteroid, i mmunosuppressive therapy,
AND
2. Batient is not receiving Fasenra in comb
the same indication:
T Andi nterleukin 5 therapy [e.g., Cingair
Nucala (mepolizumab)]
9T Andt gE therapy [e.g., Xolair (omalizumahp

S —~

sitivity, parasitihe maelomio

P1L p:o;sRDGHRRA ki nase
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T Andi nterleukin 4 therapy [e.g., Dupi xent
9 Thymic stromal l ymphopoietin (TSLP) inh
AND

2. Brescribed by ONE of the foll owing:
1T All ergist
1T Cardiol ogi st
T Hematol ogi st
T I mmunol ogi st
9 Pul monol ogi st
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Fasenra [ a]
Di agnosi s Hypereosinophilic Syndrome (HES
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline INon Formul ary
Approval Criteria
l1-Documentation of positive clinical respor
foll owi ng:
9 Reduction in frequency of HES fl ares
T Maintenance or reduction in background
AND
2-Patient is not receiving Fasenra in combi
the same indication:

A ¢ P
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T Ani nterl eukin 5 therapy [e.g., Cinqgair
Nucala (mepolizumab)]

T Andt gE therapy [e.g., Xolair (omali zumah
T Andi nterl eukin 4 therapy [e. g., Dupi xent
f Thymic stromal ' ymphopoietin (TSLP) inh
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and

ply.

3 Background

Benefit/ Cover a

ge/ Program

| nf or mati on

Background:

Fasenr a
monocl on
with sev
treat men
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(benralizu#albkcip tdinr dadhtipehda |l etk
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1

f
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l.Fasenra [prescribing information]. Wi lmington,
May 2026.

2.Gl obal I nitiative for Ast hma Gl obal Strategy
2025 Avail able at http://www.ginasthma.org. A
3.Centers for Disease Control and Prevention. As
Accessed June 2025.

4 National Heart, Lung and Bl ood I nstitute. Ast h
http://www. nhlbi.nih.gov. Accessed June 2025.
5.Hol guin F, Cardet JC, Chung KF, et al. Managem
Respiratory Society/ American Thoracic Society
2;55(1):1900588. doi : -21001.911 8P3MI 108: 9 9331050538. 606025 8 8

5 Revision History
Dat e Notes
Annual review. Added Exdensur (
7/ 20/ 2026 es ofi naretril eukin 5 therapies. Ad
sinophilic syndrome. Updated ba
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Prior Authorization Gui del

Gui deline GL399218

Gui deline Fentanyl Transmucosal
Formul ary T UnitedHealthcare Government
Gui deline Note:

Ef fective 121/ 1/2025
P&T Approvi8/ 14/ 2020

P&T Revisi{02/19/2021 ;, 09/15/2021 ; 02/ 18
05/ 16/,2®2%25/ 2025

I.ndi cati ons

n
g NBemtanyl citrate | ozenge, Fentora (f
|l et (authorized generic of Fentor a)

,—rUH
Q =

® —+T® |TC

nts who are already receivingt heal dchkaw

e
akt hrough Icmchiceat epcaifnor t he management
i e
rapy for their underlying persistent <ca

~T W
o0 =

2 Criteri a

Product Name: Fentanyl <citrate | ozenge, Bra

[ a]

A ¢ PIPLH
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Approval L412 mont h(s)

Guideline 1Prior Authorizati on

Approval Criteria

1-Submi ssion of medical records demonstrati

l1.Use is for the management of breakthroug

(cancer diagnosis must be documented in th
AND

1.Ratient must have at | east a ONE week hi

demonstrate tolerance to opioids:

1 Morphine sulfate at a dose of greater t
9 Fentanyl transder mal patch at a dose of
1T Or al oxycodone at a dose of greater thao
7T Or al hydromorphone at a dose of greater
1T Or al oxymorphone at a dose of greater t
1T Or al hydrocodone at a dose of greater t
T An alternative opioid at an equianal ges
equal to 20 mg/ day)
AND
1.Bhe patient i s ctarcrtd mtgl yo ptiakidngara ulnadn g h g
AND

1. ANE of the foll owing:

1T The patient is not concurrently receivi
9 The patient is currently receiving an &
prescriber is requesting the terminati g
transmucosal fentanyl products in order
medcation. Only one transmucosal fentan
previous authorizations cannot be ter mi
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OR

2-The patient is
(AG of Fentora) and do
FDMmpproved indication
transition to an alter

currently

taking fentanyl
not meet the prio
bt éeaket MAEubbk apg
treat ment) .

es
for
nati ve

St at e
he member

Not es ]
t
criteria.
y

[ a
d
e
p I

mandat es

may appl
specific benef

y .
i
Ot her policies a

t
nd |

3 Background

Benefit/ Coverage/ Progr

am I nfor mati on

Background:

Fentanyl citrate | ozen
are faxpgiidhg opioid anal
in patients who are al
opioid therapy for the
are those who are taki
transder mal fentanyl ,
daily, at |l east 25 mg
a week olPatomgpeés. must
acting fentanylciptrroadtue
Fentora) must not -bel &
hypoventilation coul d

Addi ti onal Clinical Pr

y |imits may b
thstanding Cov
rization based
) and/ or cl aim
es any gmd/gar

= =4
<~ zZW0

t herapeutic

Fentor a, and fe
gesics indicated fo
ready r ec air\widmhgel aoncdk
i r umateird ryti ;n gc pregisd e
ng at | east 60 mg of
aty| eatst| 8&stmg8 orfg o009
of or al oxymor phone
Ftehmmed iot kom pamo Wrsd whi
tl.o#F#emganyHFent ora, a
sadti pabptbtdabeonans
occur at any dose i1

ge,

ogr ams:

e in
erage
sol ely

| ogi c.

pl ace.

Criteria, Uni
on previous
U saep porfo vaault opm
cl ass.
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4 References

1. Fentanyl citrate [package insert]. Parsippany,

2.Fentanyl buccal [ package insert]. Ral ei gh, NC:

3.Fentora [package insert/]| Parsippany, NJ: Ceph

5 Revision History

Dat e Notes

9/ 17/ 2025 Removed Actig brand as it is no
ground and references.
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Optum Rxc

Prior Authorization Gui

Gui deline GL636188

Gui deline Filspari

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Effective |8/ 1/ 2026
P&T Approvid/ 19/ 2023
P&T Revisi{(10/16/2024 ; 06/18/2025; ;6/0T77/15(

1 I.ndi cati ons

Drug NBEMmMmespar.i (sparsent an)

i mmunogl obulin A nelprhdiogpattehdy t(d giAINOw ki dne
with primary i mmunogl obulin A nephropathy
Focal Segment al Gl omerul oscl erosi s (IFnSdGSc)at
reduce proteinuria in adult and pediatric
segmental gl omerulosclerosis (FSGS) withou

2 Criteri a

Product Name: Fil spar.i [ a]

Ac¢ PIPLE
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Di agnosi s Primary immunoglobulin A nephroj
Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline INon Formul ary

Approval Criteria

1-Diagnosis of primary immunoglobulin A neq

2-Patient i s at

3-Used to

4-Used to

5-Esti mat ed

6-BOTH of the
6. Ratient 1is
T maxi mally

enal april)

reduce

AND
slow kidney function decline
AND
proteinuria

AND

gl omerul ar filtration rate (eGH
AND
foll owing:

on a maximized stable dose wi

tolerated angiotensin convert

AND

ri sk of disease progressiof

A ¢ PIPLT
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AND
6. 2s e of-amegino tae ndsoisnt er one system (RAAS) inh
ARBs), endothelin receptor antagonists [ (E
Tekturna wil!/| be discontinued prior to ini
AND

7-Hi story of f aialyurteg i(adf)t,ercommtxC@i ndi cati on

T maximally tolerated angiotensin |1l recs¢

val sartan)

(e.g., budesoni de, met hyl predni sol one, pr e
AND

8-Prescribed by or in consultation with a

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Fil spar.i [ a]

Di agnosi s Primary i mmunoglobulin A nephr oj

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline INon Formul ary

Approval Criteria

l1-Documentation of positive clinical respof

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

A ¢ PIPLY
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Product Name: Fil spar.i [ a]
Di agnosi s Focal Segment al Gl omerul oscl er o4
Syndr ome

Approval L4112 mont h(s)

Therapy Stilnitial Aut hori zati on

Guideline INon Formul ary

Approval Criteri a

1-Di agnosis of FSGS without nephrotic syndr
AND

2-Used to reduce proteinuria
AND

3-Secondary forms of FSGS have been ruled (¢
AND

4-BOTH of the following:

4 . PRatient is on a maximized stable dose wi

1 maximally tolerated angiotensin convert

enal april)
1 maximally tolerated angiotensin |1l recH¢€g
val sartan)

AND

4 2se of-amgegino tae ndsoisnt er one system (RAAS) inh

ARBs), endothelin receptor antagonists [ (E

Tekturna wil/ be discontinued prior to ini

]

[ C

Ac¢ PIPLD

v

R

d



M= WOURqUT clcectqdbHe!l JWf Ul R2RIpHKRE WyB1 R[ ¢
EQWH@QR2IJWNMIONIO= M= X

Syndr ome

AND

5-Prescribed by or in consultation with a

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Filspari [ a]

Di agnosi s Focal Segment al Gl omerul oscl er o4

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline INon Formul ary

Approval Criteria

l1-Documentation of positive clinical respor

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program

|l nf or mati on

Background

Fil spari (issparngdd ctaagare)d t o
i mmunogl obulin A
proteinuria in adult and

gl omerul osclerosis (FSGS).

nephropathy

sl ow kidney func
(1 gAN)anwhot aar
pediatric patient
without nephrotdi

Ac PIILW
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Addi ti onal Clinical Progr ams:

T Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml
varies am. progr

f Supply I imitations may be in place

4 References

1. Filspari [ package insert]. San Diego, CA: T

2. Kidney Disease: | mproving Gl obal Out comes (
Group. (2025) KDI GO 2025 clinical practice
nephropathy (I gAN) and I gA vascul4tis (I gAV).
content/ upl oa@G6ZRARANIAWKDIe!l i ne. pdf

3.KDI GO 2021 Gl omerul ar Diseases Guideline. Octo
https:// kdogbeont uwpoadsGl2dmegdDDIBemPBUL &G i ne
202Elngl i s pdf

5 Revision History

Dat e Not es

6/ 10/ 2026 Added FSGS diagnosis for Filspa
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Prior Authorization Gui del

Guideline GL237189

Gui deline Fil suvez
Formul ary T UnitedHealthcare Government
Gui deline Note:

Effective |6/ 1/2025
P&T Approvidl/ 17/ 2024
P&T Revisi(4/16/2025

1 I.ndications
Drug NBmesuvez (birch triterpenes)

Epidermol ysisdboaat edaf or the treatment of
junctional epidermolysis bullosa in adul't

2 Criteri a

Product Name: Fil suvez [ a]

Approval L412 mont h( s)

Therapy Stilnitial Aut hori zati on

Guideline INon For mul ary

A ¢ PIXIH
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Approval Criteri a
l1-Patient is at | east 6 months of ag
AND
2-ONE of the following diagnoses:
9 Dystrophic epidermolysis bull osa
T Junctional epidermolysis bull osa
AND
3-Submi ssion of medical records (e.
mut ation associated with DEB or JEB
| TGA6, | TGB4, | TGA3)
AND
4-Patient has at | east one partial t
1 160 cm2 in size
1 Present for at | east 3 weeks
1 Adequate granulation tissue
1 Excellent vascularization
1 No evidence of active wound infe
T No evidence or history of basal
AND
5-Prescribed by, or in consultation
epidermolysis bullosa (EB)
AND

g.

e and (
( DEB)
(JEB)
, c han
(i e.,

hi cknes

ction
or squd

wi t h, F:
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6-Patient is NOT receiving Filsuvez in c¢omk
svdt) on the same wound(s)

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Fil suvez [ a]
Approval L412 mont h( s)
Therapy St i{Reauthorizati on
Guideline INon Formul ary
Approval Criteria
l1-Documentation of positive clinical respor
cl osur e, reduction in wound si ze, decrease
changes, decreased tot al body wound burden
AND
2-Wound(s) being treated meet all of the fqd
1T Adequate granulation tissue
1 Excellent vascularization
1 No evidence of active wound infection
9T No evidence or history of basal or squa
AND
3-Filsuvez is prescribed by, or in consulta
treat ment of epidermolysis bullosa (EB)
AND
4-Patient is NOT receiving Filsuvez in coml

svdt) on the same wound(s)

]

[ C
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Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Background:

Filsuvez (birch triterpenes) topical gel

with dystrophic and junctional epider mol yg

of age and ol der.

Addi tional Clinical Progr ams:

T Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(1ldam) and/ or claim |l ogic. U saep porfo vaault opm
vari es abmy gmrd/goar t herapeutic cl ass.

f Supply Iimitations may be in place.

4 References

1. Filsuvez [package insert] Boston, MA: Chi e

2.Kern JS, Sprecher E, Fernandez MFS1CG®t( milr.cltE
triterpenes) for epidermolysis bull os-Btinds
phase of the EASE study. Brl1.J Dermat ol 202

3.Var ki R, Sadowski S, Pfendner E, Uitto J. E
the junctional and hemi desmosomal -#m2.i ant s.

5 Revision History
Dat e Not es
4/ 71 2025 Annual review with no changes t
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Prior Authorization Gui
Guideline GL523263
Gui deline Firazyr, Sajazir
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Note:

Ef fective |

4/ 1/ 2026

P&T Approvi

8/ 19/ 2022

P&T Revi si i

04/19/ 2023 ;

02/ 16/ 2024,

;21020 /1Zd

1 I.ndi cat

il ons

Drug

NBEmeazyr

(i catibant)

Hereditary angilmeddema e(dHAB)r t he treat ment
18 years of age and ol der .

Drug N&8ampazir (icatibant)

Hereditary angilmeddema e(dHAB)r t he treat ment
18 years of age and ol der .

2 Criteria

Ac¢ PIXLE
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Product Name: Brand Firazyr, generic icatib
Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria
1-Diagnosis of hereditary angioedema (HAE)
1.A1 inhi BiNtHQr de€i ciency or dysfunction (T
of the following (per | aboratory standard)
9 CX NH antigenic | evel bel ow the | ower |
T CX NH functional |l evel below the | ower
OR
1. RAE with nor mal Cl inhibitor | evels and
T Confirmed presence of wvariant(s) -Iipnp thse
pl asmi-hpogknninomyemnferlin, gtubepamanesad

sul fotrans
T Recurring
confir med
T Recurring
unknown

2-BOTH of t he

2. Prescribed f

used in
(e.g.,

2.Not
attacks

ferase 6

angi oedema
family hist
angi oedema

bachhgogvoumdtde i on(s) (i . eun k nnoow nf
AND
foll owing:
or the acute treatment of HA
AND
combination with other produ
Berinert, Ekterly, Kal bitor

att adlos et mantt i dri e t g
ory of angi oedema
att adlos et mantt i dri e t g

A ¢ PIXLD
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3-Prescribed by ONE of the following:

AND

f I mmunol ogi st
1T All ergist
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Brand Firazyr, generic icatib
Approval L412 mont h(s)
Therapy St iqReauthorization
Guideline (Prior Authorizati on
Approval Criteri a
1-Documentation of positive clinical respor
AND

2-BOTH of the following:

2 . Prescribed for the acute treat ment of HA

AND
2.Not used in combination with other produ
attacks (e.g., Berinert, Ekterly, Kal bitor
AND

Ac IPIXZIN
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3-Prescribed by ONE of the following:
T I mmunol ogi st
1T All ergist
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
3 Background
Benefit/ Coverage/ Program I nformati on
Background:
Firazyr (icatibant) is a bradykinin B2 re
attacks of hereditary angioedema (HAE) 1in
(icatibant) injection is a bradykimeinn BZ 1
attacks of HAE in adults 18 years of age ¢
Addi tional Clinical Rul es:
9 Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml
vari es &mny gmd/gar therapeutic class.
9 Supply I imits may be in place.
4 References
1. Firazyr [package insert]. Lexington, MA: Shire
2 . Wu, E. Hereditary angioedema with nor mal Cl in
UpToDat e, Wal t ham, MA , 2025,
3.Busse, P., Christiansen, S., Riedl ., M., et. a
Guidelines for the Management of Hereditary An
Clinical Il mmunol ogy. 2020 September O05.
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4 Maurer M, Mager | M, Bet schel S, et al . The 1 nt
management of herelhe a2 2 hnrge wieslieanra and wupdat e
2022; 77 (-w99@.96dloi : 10. 1111/ all . 15214

5.Sajazir [package insert]. Cambridge, CB3 OFA,
Lt d; February 2024.

5 Revision History

Dat e Not es

Updated examples of acute treat

212072026 to coverage criteria. Updated r
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Prior Authorization Gui del

Gui deline GL493414

Gui deline Forzinity

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective [3/1/ 2026
P&T Approvil/ 21/ 2026
P&T Revi si

1 I.ndi cations
Drug NBmezinity (el amipretide)

Barth syhddomated to i mprove muscle streng
Barth syndrome weighing at | east 30 kg.

2 Criteri a

Product Name: Forzinity [ al]

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

Ac¢ PITIN
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Guideline INon Formul ary

Approval Criteri a

1-Diagnosis of Barth syndr ome

2-Di agnosis has been confirmed by the prese

AND

gene identified by molecular genetic test.i
AND
3-Patient weight is greater than or equal t
AND
4-Prescribed by or in consultation with ong¢g
T Cardiol ogi st
1 Geneticist
T Metabolic specialist
T Neurol ogi st
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Forzinity [ al]

Approval L4112 mont h(s)

Therapy St {Reauthorizati on

Guideline INon For mul ary

Ac¢ PITIH
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Approval Criteri a
l1-Documentation of positive clinical respor
stabil i znatniuatne iwal&k test, i mprovement or st

strengt h)

AND

2-Prescribed by or in consultation with ong¢g

1 Cardiologi st

1 Geneticist

T Metabolic specialist

T Neurol ogi st

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformati on

Background:

ForzEgetamipretide) is a mitochondri al ca
strength in adult and pediatric patients
This indication is approved under acceler
extensor muscle strength, an intermediate

i ndication may be contingent upon viér iifni cae
confirmatory trial (s).

Addi ti onal Clinical Rul es:

T Notwithstanding Coverage Criteria, U
authorization based solely on previo
(1ram) and/ or claim | ogic. U saep porfo vaaul t
processes vaarm easnddyorprtohgerr apeuti c cl 4

]
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T Supply I imits may be in place.
4 References
1. ForzEphptagkage insert]. Needham, MA: Stealth Bi
2025.

5 Revision History

Dat e Not es

1/10/ 2026 New progr am.
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Prior Authorization Gui
Gui deline GL633246
Guideline FSH
Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:
Effective |8/ 1/ 2026
P&T Approvi8/ 14/ 2020
P&T Revisi(l10/20/2021 ; 06/15/2022 ; 09/ 21
08/18/ 2023 ; 04/17/ 2024 ; 10/01
09/ 17/,2®28 7/ 2026
1 I.ndications
Drug NBmketistim AQ (follitropin beta)
l nduction of ovulation and pregnahmgi ¢ aat ed
i nduction of ovulation and pregnancy i n an
infertility is functional and not due to p
Pregnancy in nor mall modiud atteod yf owo npermegnancy
undergoing ovarian stimulation as part of
sperm injection (I CSIl) cycle.
I nduction of spermbhhdgeatsdsi nnmamkas for i
in men with primary and secondary hypogona
of infertility is not due to primary test.i
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O

g

Nemedl|l (follitropin alfa)

o~ —
[« 3 e gl |
coalc

c

D
<
D

i R |
—
()

C

e

ti on

nduction of ovul at tamm vaund datprreyg n anrf ceyr tii

of

opment of muhdiphatedolf 6i cl lee devel opm

atory

r

C
r
n

am.

of ovul ationaaadubategnwgantc glifnednitcbalt

infertility is functional and not

infertile women participating in

of spermbhhdbgeatsdsfon tmba induct
men with primary and secondary h
ility is not due to primary testi

Nemedl RFF (follitr®pRRF gRedcdti) ,( fGdralt r g

Cc O Q|Cc
c

o
<
o c<
«Q — o

c

e

|l opment of muhdi paeeed ol 6bi ct ees devel opm

ti on

nduction of ovul at tamm vaurd datprreyg n anrf ceyr tii

of

atory

r

am.

of ovul ationaaadubategnwgantc glifnednitcbalt

infertility is functional and not

infertile women participating in
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N

ame: FolA,i sG&MRIAR, -FGaFaEll-j Recdti [ a]

Di ag

nosi s

Ovul ation I nducti on

Appr

(0]

v al

L42 mont h(s)

Guideline

1Prior Authorizati on

2-ONE

Approval

of

1-Di agnosis of ovulatory dysfunction

t

Criteri a

AND

he following exists:
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T Anovul ati on
T Ol i-gwul ati on
1 Amenorr hea
AND
3-Ot her specific causative factors (e.g., t
excluded or treated
AND
4-1nfertility is not due to primary ovari af
AND
5-For induction of ovul ation
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: FolH,i sG&mMRIRAR, -FGanrarll-jReecdti [ a]
Di agnosi s Ovarian Stimulation*?*
Approval L42 mont h(s)
Guideline (Prior Authorizati on
Approval Criteria
1-Di agnosis of infertility
AND
2-For the development of multiple follicles
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]

AND
3-ONE of the following:
3.BOTH of the foll owing:
3. 1ONNE of the following exists:
1 Diminished ovarian reserve
T Endometri osi s
T Male factor infertility
9 Tubal factor infertility
T Unexpl ained infertility
1 Uterine factor infertility
9 Ovul atory dysfunction
1 Recurrent pregnancy | oss
1T Failure to achieve conception with ot hge
AND
3. 1wi2 | be used in conjunction with assist
OR
3.RBOTH of the foll owing:
3. 20NE of the following exists:
1 Diminished ovarian reserve
1 Mild to moderate male factor infertilit
f Minimal to mild endometriosi s
T Unilateral twubal factor infertility
T Unexplained infertility
AND
3. 2Wi2 | be used in conjunction with intrau
Notes ** NOTE: Requests for an inferti/l
on induction for members in | owjd
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i na Kansas, and Texas shoul d bg
[a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: FolH i[sa]Ji m AQ, Gonal

Di agnosi s Mal e Hypogonadotropic Hypogonadi

Approval L ¢

2 mont h(s)

Guideline

1Pri or

Aut hori zati on

Approval

1-ONE of th

Criteria

1.0i agnosi s of

1.2 agnosis of

e foll owing:
mal e primary hypogonadotrop

OR
mal e secondary hypogonadotrtr

AND
2-For induction of spermatogenesi s
AND
3-Infertility is not due to primary testicl|
Not es ** NOTE: Requests for an infertil
on induction for members in | 0wjd
i na, Kansas, and Texas shoul d bg
[ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
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3 Background

Benefit/ Coverage/ Program I nfor mati on
Background:
Gonadotropins, -sitnncmud daitnign gf ohlolrincolnee ( FSH) ,
infertility, a disease of the reproducti ve
T inability to achieve a successful preg
reproductive history;
9 failure to achieve a pregnancy after 1
i ntercourse when the female partner s
9T failure to achieve a pregnancy after 6
intercourse when the female partner is
Follistim AQ (follitropin beta) is indica
anovulatory infertile women in whom the c3g
pri mary ovarian failure. |t is alrsyo wonld rc §
undergoing controlled ovarian stimulati on
intracytoplasmic sperm injection (1 CSI) «cy
of spermatogenesis in men withotprradpnaa yhyma
(HH) in whom the cause of infertility is 1
Gon-dl GloonRFF anfd RPhpaRedi (follitropin alTf§
i nduction of ovulati-anosntdapobegnantertnl el
of infertility is functional anfd GofhaRlFuFe t
Gon&l RFF-jRedi are also indicated for the dg¢
infertile women participating in an Assi sit
is indicated for the iinduicntfiernt iolfe smper mait tc
hypogonadotr opi ¢ whyomo gtohnea dciasuns ef corf i nf er t i
testicular failure.
Addi ti onal Clinical Progr ams:
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T Supply I imits may be in place.

T Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml
vari es abmy gmd/gar t herapeutic cl ass.

4 References

1. Worl d Health Organization webopite/ihtftepsillww
Accessed May 13, 2026.

2. Follistim AQ [package insert]. Whitehouse Stat

3.Gon&l [package insert]. Boston, MA : EMD Serono,

4 . Gon&dl RFF [ package insert]. Bost on, MA : EMD Ser

5. Muasher SJ. Use -ndl qasiangth ®@mpmiome agoni sts in
hyperstimulation for in vitro f&rmt.ilization. C

6. Ferraretti A, Mar ca A, Fauser B, et al. ESHRE
responsed6 to ovarian stimulation for in vitro
Reprod 201124 .26: 1616

7.Pal L, Jindal S, Wi tt B, Santoro N. Less is mo
stimulation adversely influences clinical preg
Fertil Ster 7012008 ; 89: 1694

8. The Practice Committee of the American Society
exogenous gonadotropins in anovulatory women:
2008; 9102 .57

9. Practice Committee of the American Society
Society for Reproductive Medicine, Washingt
opinion. Fertil Steril. 202827234010 A0. d

5 Revision History

Dat e Not es

Updated term "controlled ovari a

6/ 1672026 Updated background and referenc
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Optum Rxc

Prior Authorization Gui del

Guideline GL-6 36234
Guideline Gilotrif

Formul ary 1 UnitedHealthcare Government
SP
Guideline Note:

Effective |8/ 1/ 2026
P&T Approvis/ 16/ 2025
P&T Revisi(05/28/;,2®267/ 2026

1 I.ndi cations
Drug N@meotrif (afatinib)

No+ s mal I Cel | Lung ICadiceat € NSCdnr@) tt hr ee aft intestt
met ast asimmal hoomel | l ung cancer (NBEECyt@whos
growth factor receptor (EGFR)apmptav édntse aats
i ndi cat ad efadrmetnte of patients with metastat
pl atsbmagsmd chemotherapy.

NCCN Recomnilemed edlat i onal Cancer Comprehensi
recommends the use of Gil ot rniafs oiprh ap aytnigeematl s
cancers with progres<sioonn aomiwmrg afhteanrot hlea taip
NCCN al so recommencdd ousaigfenas ta eqitmging f or
patients with EGFR sensitizing mutation po

A ¢ PIYIH
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R[ ¢

2 Criteri a

Product Name: Gilotrif [ a]

Di agnosi s Noi# mal | Cel |l Lung Cancer (NSCLC

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Di agnosi-smalfl noel | l ung cancer (NSCLC)
AND

2-Di sease is recurrent, advanced, or met ast
AND

3-ONE of the foll owing:

T Sguamous

di sease

progr esshagedfdhramptr ey

T Tumors are perseistiisvteanftore pniodner mal gr owt h
mut ati ons

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Gilotrif [ a]

Di agnosi s Noi# mal | Cel |l Lung Cancer (NSCLC

Approval L412 mont h(s)

Therapy St{Reauthorizati on

Guideline lPrior Authorizati on

Ac¢ PIYLD
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Approval Criteri a

l1-Patient does not show evidence of progr esq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Gilotrif [ a]

Di agnosi s NomnNasopharyngeal Head and Neck

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria

l1-Di aghosi-sra®dpmamyngeal

head and neck canc

AND

2-Di sease has progress-ednbainrngfthempt her g

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Gilotrif [ a]

Di agnosi s NomnNasopharyngeal Head and Neck

Approval L412 mont h( s)
Therapy St{Reauthorizati on
Guideline 1Prior Authorizati on
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Approval Criteri a

l1-Patient does not show evidence of progr esq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Gilotrif [ a]

Di agnosi s Brain Metastases

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Di agnosi s of brain mseetnassittai sziisn gd uneu tiaoha BOGF H

l ung cancer

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Gilotrif [ a]

Di agnosi s Brain Metastases

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr esq

Ac¢ PlyLR
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Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Gilotrif [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Gilotrif wildl be approved for uses not oJ(

Comprehensive Cancer Network (NCCN) Drugs

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: Gilotrif [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical resport

Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
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3 Background

Benefit/ Coverage/ Program I nfor mati on

Background:

Gil%(tafiaftinib) is a kinase-liimli tirtean memd
with metasmaltl ccalolh | ung cancer (NBEECETL
epidermal growth factor receptor aBbGQPFRR)V ¢
testloGrif is also indicated for the tre

NSCLC progr essi nbga saefd ecrh epnjoatf]th enrudd@my .i on a |
Comprehensive Network (NCCN) also recomm

advancenda mpmaryngeal head and neck cance
pl aticommai ni ng chemotherapy. Additional/l
Gilotrif-amenda girreqltenent f or brain met ast

sensitizing muCacCion2positive NS

Li mitati oSasf eotfy lasned: ef fi cacy of Gilotrif
whose tumors have resistant EGFR mutatio

Addi ti onal Clinical Rul es:

T Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaaut opj
vari es abmy gmrd/gor t herapeutic cl ass.

T Supply | imits may be in place.

4 References

CT:

o

G R

Boe

1.Gilotrif [package insert]. Ridgefield,

Apri l 2022.
2. The NCCN Drugs and Biologics CBmpeAdaiulmaly NECat
https://www. nccn.org/ professionals/ drug_compen
2026.

5 Revision History

A ¢ PIYLTD
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Dat e Not es

Updated coveragsesmaldilteril da f oamga
6/ 10/ 2026 opharyngeal head and neck cance
erences.
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M= WOURqUT cWecitgqbHe! JWf Ul R2ZRIpHKE WE¥BYT R[ ¢ G R
EQUHqR2IJWNMIONIO= M= 3
] xANWAUHRUDGqY!I W NYURYt qt

Optum Rxc

Prior Authorization Gui del

Guideline GL636236
Guideline GLP1 Receptor Agonists

Formul ary T UnitedHealthcare Government

Gui deline Note:

Effective 8/ 1/ 2026

P&T Approvi{l2/14/2022

P&T Revisi(08/ 18/ 2023 ; 05/17/2024 ; 06/ 17
05/16/ 2025 ; 6ALIB5RPPQBG6

1 I.ndi cations

Drug NMmenjaro (tirzepatide), Byetta (exen

Type 2 Diabektedi Mal ¢édtas an adjunct to die
control in adults and pediatric patients 1

Drug NBwyweéureon BCise (exeehthde)extended

Type 2 Diabektedi el édtas an adjunct to die

contr ol in patients 10 years of age and ol
Drug Na@amelticity (dulaglutide), Rybelsus (s
Reduce the risk of major adverse cardiov-as
fatal myocardi al -fiannfadr dthidoork,adcerd non reduce
adverse cardiovascul ar evehasal camydcawvais a&-u
fatal stroke) in adults with type 2 diabet

Ac¢ PIYLD
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Type 2 Diabetedi Mal ¢édtas an adjunct to die
control in patients 10 years of age and ol
Drug N@mempic injection (semagluti de)
Reduce the risk of major adverse cardiov-as
fatal myocardi al -fiantfadr dsthidoork,a)cerd non reduce
adverse cardiovascul ar evehasal camydd¢ awvaisa-u
fatal stroke) in adults with type 2 diabet
Type 2 Diabektedi ¢al édtas an adjunct to die
control in adults with type 2 diabetes mel
Reduce the risk of sust-aiagd kGEReyedi sa@aes
cardiovasculnalrn cchd ®@tdh t o reduce the r i sskt age
ki dney di sease, and cardiovascul ar death i
kidney di sease.

Drug N@mempic tablet (semagluti de)

Reduce the risk of major adverse cardiov-as

fat al myocardi al -fiantfaar dsthidoork,adoerd nmon reduce
adverse cardiovascul ar evehasal camyodd¢ awvaisa-lu
fatal stroke) in adults with type 2 diabet
Type 2 Diabektedi Mal ¢édtas an adjunct to die
control in adults with type 2 diabetes mel

2 Criteri a

Product Name: Byett a, Bydur eon BCi se, Exena
Ozempic injection, Ozempic tablet, Rybel su

Approval L4112 mont h(s)

Guideline 1Prior Authorizati on

Approval Criteri a

1-Submi ssion of medical records (e.g., chan
mellitus as evidenced by ONE of the foll ow

1 A1C greater than or equal to 6.5%

A ¢ IPIPLW
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1T Fasting plasma glucose (FPG) greater th

T 2hour plasma glucose (PG) greater than
tol erance test

T Random plasma glucose greater than or ¢
symptoms of hyperglycemia or hyperglyce

OR

2-For patients requiring ongoing treatment
greater than 2 years ag submiss
typ |

o) ,
di agnosis of y 2 diabetes mel

Not es State mandates may appl
he member specific benef
es

riteria. Other polici

d for the pur poyd{
coverage. Cover 4
benefit

pl an.

3 Background

Benefit/ Coverage/ Program I nformati on

Background:

Byetta (exenatide), Ozempic (semagl ut.
and Rybelsus (semaglutide tablet) are
mprove glycemic contr ol in adults wit
exende extedredbhesdk), Trulicity (dul agl ut
ndi cated as an adjunct to diet and ex
ears of age and older with type 2 dia
ablydhel Rus, Trulicity, and Victoza ar ¢
dverse cardiovascular evehasall camyd¢ aw(
r #fHanwmal stroke) in adults with type 2
ardi ovdiscsad aae . Finally, Ozempic inject
o reduce the risk of sustgei ked neGFRIi &
ardiovascular death in adults with ty
di sease.

O 0 0 9 T T/

A ¢ IPIPIN
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Mounjaro (tirzepddapenrdents ian sguluicnooster o p
receptor add kel plegpdduder ecept or agoni st
adjunct to diet and exercise to i mprov
patientsoffOageaansd ol der with type 2 di

Addi ti onal

1 Notwithstanding Coverage Criteria,
reaut horization based solely on prev
codes-10hCnd/ or claim |l ogic. Use of
approval pr oces sans avhadr/ioers tbhye rparpoegurt i

f Supply |Iimits may be in place.

Clinical Progr ams:

4 References

1.Bydur e
Novemb
2. Mounj a
3.0zempi
4 Rybels
5. Trul ic
6.Victoz
7.Ameri c
Care 2
8. Ameri c
Di abet
Gui del
9.Byetta
2025.
10Exenat
202 4.

5 Revi si

on BCise [package insert]. Wilmington, D
er 2024.

ro [package insert] |l ndi anapol i s, | N: El
C injection [package insert]. Pl ainsboro
us/ Ozempic tablet [package insert] Pl ai
ity [package insert]. Il ndi anapol i s, | N:
a [package insert]. Pl ai nsbor o, NJ: Nov
an Diabetes Association. S2@a2a@ardi abe Mesds
026; 49 (Suppl ement 1) .

an Association of Clinical Endocrinol ogy
es Mel litus Con2plr2e2h elhpsdiavtee .CaArAeCEPICA N ni c al
i nes. Endocr-l1®4%.ct. 2022; 28: 923

[ package insert]. Wi I mington, DE: Astra
ide [package insert]. Bridgewater, NJ: A

on History

Dat e

Not es

6/ 11/ 2026

Added Ozempic tablets to policy
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Prior Authorization Gui del

Guideline GL633247
Guideline GnRH Antagonists

Formul ary 1 UnitedHealthcare Government
SP

Gui deline Note:

Effective |8/ 1/ 2026

P&T Approvi8/ 14/ 2020

P&T Revisi({l12/15/2021 ; 09/21/2022 ; 12/ 14
04/17/ 2024 ; 10/01/2024; ;6/0B7/138d

1 Il.ndi cations

Drug N@ekerotide (cetrorelix acetate), Fyre

Ovul ation induction, Icmoditaetldddt o tiimtuil bitti o
hor mone (LH) surges in women undergoing co
i nsemination or assisted reproductive tech

2 Criteri a

Product Name: Brand Cetrotide, generic cetr

Diagnosi s Ovarian Stimulation*?*

A ¢ PIPLD
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Approval L42 mont h(s)
Guideline Prior Authorizati on
Approval Criteria
l1-Diagnosis of infertility
AND
2-ONE of the following exists:
T Unexplained infertility
1 Endometriosi s
T Male factor infertility
9 Tubal factor infertility
9 Dimini shed ovarian reserve
T Uterine factor infertility
9 Ovul atory dysfunction
1 Recurrent pregnancy | oss
1 Failure to achieve conception with othge
AND
3-For the devel opment of one or more follid
AND
4-Documentation of an approved assisted rej
Not es ** NOTE: Requests for an infertil
on induction for members in | 0owa
ina, Kansas, and Texas shoul d bg
[a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
3 Background

A ¢ PigpLO
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Benefit/ Coverage/ Program I nformati on
Background:
Cetrotide (cetrorelix acetate) and ganire
gonadotredeiasi ng hormone (GnRH) antagoni st
i nhi bit Iputeenarouzriemmge (LH) surges i n women
Addi tional Clinical Progr ams:
T Supply I imits may be in place.
9 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaaut opml
vari es abmy gmrd/gar t herapeutic class.
4 References
1.Cetrotide [package insert]. Bost on, MA : EMD Se
2. Fyremadel [ package insert]. Parsippany, NJ: Fe
2025.
3.Sahakyan M, Harl ow BL, Hornstein MD. I nfl uence
on pregnancy ratesndutkbdgoonatdobtbpidnovarian hy
intrauterine inseminati-b@64. Fert il Steril 1999,
4 . Ganirelix acetate [package insert] Jersey Cit
5 Revision History
Dat e Notes
Annual review with no changes t
6/ 16/ 2026 ontrolled ovarian stimulationo
round and references.

Ac¢ PIDLR
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Prior Authorization Gui del

Gui deline GL633226

Guideline Growth hor mone

Formul ary 1 UnitedHealthcare Government

SP

Gui deline Note:

Effective |8/ 1/ 2026

P&T Approvi2/ 19/ 2021

P&T Revisi{0O7/21/2021 ; 09/15/2021 ; 01/19
09/20/2023 ; 12/13/ 2023 ; 09/ 18
09/ 25/ 2025 ALY RDQRB6

1 I.ndi cations
Drug N8omatropin

Pediatric growth hlomdnonat eéffici emltg treat m
growth failure due to inadeguate secretion

Growth hormone delfndciiceatceyd (fGHD)t he tr eat me
deficiency (GHD)

Turner syndrome or INmodnaat sgnfdomom&hort st a
syndrome or Noonan syndr ome

|l di opathic shorndstatedef ¢6f SShe treat ment

Shostature homeobox ( SHQXi)d igceantee ekl tefddi re ri sehnazriyt
failure in shor-tostat ureg hgemeeblbameobox (S

A ¢ PIPLE
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Pradmirl | i syYymdricma ed for gr owtWi Iflai Isuyrned rdoun

Short
born

Gr owt
chil d

Repl a
endog

stature in childrelhnhngimadt ed ofomgeshan
small for gestati oupalgraogwet h SbGA )2 wi e ahr s

h Failure associated wi tlhn dGhcraotneidc fRoern

ren with chronic renal insufficiency

cement of end
t

ndogenous glrnodwtcha theodr nioonre rie
enous growth hormone in adults with ¢

Drug

NBgenl a (somatrogon)

Pedi a
aged
GH.

tric Growth Hor mdmdilZaftiedi €may t(r@HD)mdg
3 years and ol der who have growth f ai

Dr ug

NSGkgetrofa (lonapegddmatropin

Pedi a
pati e
i nade

tric Growth Hor mdmdiRaftiedi gdmay t(h@HDR)r 4
nts 1 year and ol der who weigh at | ea
guate secretion of endogenous growth

Drug

Pedi a
pati e
endog
wi t h

N&d@mgroya (somapacitan)
c

tri Growth Hor mdmd i Zeftiedi dmay t(h@HDR)r €
nts aged 2.5 years and ol der who have
enous GH, S@A gmndbwidh byt Qhyears of ag
NS, and | SS.
Gr owt h Hor monndei cDeetfeidc ifeonrcyt he r epl acel
s with growth hormone deficiency (GHD

NSemerostim (somatropi n)

| mmunodefici AscycViat es | @l Waxiea f or
atients with wasting or cachexia to i
ve physical endurance.

NZmebtive (somatropi n)

Bowel ISiydndcradmal f or the treatment of
ving specialized nutritional support.

NBmer el ex (mecaser min)

e primhrirkei gsoWwl h(dIFEde®fri ci ency or gr

ndncated for the treatment of growth
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ol der with sevelriekeprgrmawtyhdlikesdidéiinci ency or
del eti on who have developed neutralizing a
2 Criteri a

Product Name: Somatropin** [a] (Genotropin,
Norditropin Flexpro, Nutropin AQ NuSpin, O
Serosti m)

Di agnosi s Congenit al Growth Hor mone Defici

Approval

L412 mont h( s)

Therapy S

tql niti al

Aut hori zati on

Guideline 1Prior Authorizati on
Approval Criteria
l1-lnfant is < 12 months of age
AND
2-Submi ssion of medical records documenti ngd
of the following:
1 Growth charts for |l ength/ height and wei
velocity deceleration over ti me
1 Documentation of | ength/ height and wei g
and/ or standard deviation scores
9 Calcul ated growth velocity
AND
3-Submi ssion of medical records documenti ngd
3.BOTH of the foll owing:

A ¢ IPIDLY
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9 Hyopot kpaltmiidc ary defect (e.g., ectopic
pituitary, major congenital mal f or mati o
9 Deficiency of at | east one additional P
OR
3.RLL of the following:
T Neonat al hypoglycemia and/ or micropeni s
T Serum GH concentratiorgl kessnthhae Drr egu
9 Deficiency of at | east one additional P
1 Classical imaging triad (i.e., ectopic
abnormal stal k)
AND
4-Submi ssion of medical records document i ngd
gender adjusted normal range as provided b
T I nsdliike Gr owt h -1IFaSonoart elme(d ik
T Ilnsulin Growth Fa8tpopr&@BBRdi ng Protein
AND
5-Documentation that other etiologies for ¢

bowel di sease, medi cations t

ha
di sease, skel et al dyspl asi a, t

AND

t sl ow growt~
hyroid

dysfu

6-Prescribed by an endocrinologi st

Notes **Pl ease Note: The request for ¢
t idiopathic short stature (1SS
S i n currreevnite weede rmedi c al i terat
efficacy, staefremt yc,o nose @ doenfgdde t her §
with I'SS who are otherwise heal
[a] State mandates may apply. Aj
d the member specific benefit pl

A ¢ PIdLD
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e criteria. Other policies and
ply.

Product Name: Somatropin**[a] (Genotropin,
Norditropin Flexpr o, Nutropin AQ NuSpi n, O
Serosti m)

Di agnosi s Congenit al Growth Hor mone Defici

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on
Approval Criteria
1-Submi ssion of medical records documenti ng

the previous year confirmed by ALL of the

T Previous

|l ength/ height and date obtaing¢g
T Current |l ength/ height and date obtained
1T Calcul ated growth velocity
T Growth chart for | ength/ height for age
AND
2-Submission of medical records document i ng
1 Expected adult height not attained
9 Documentation of expected adult height
AND
3-Prescribed by an endocrinologi st
Notes **P|l ease Note: The request for ¢
t idiopathic short stature (1SS
S i n currreevnitewedermedi cal | iterat
efficacy, staefremt yc,o nose @ doenfgdde t her §
with I'SS who are otherwise heal
[ a] State mandates may apply. Aj

]

A ¢ rIiamm
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]

d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Ngenl a, Skytrof a, Sogroya, or
Mi ni qui ck, Humatrope, Norditropin, Nordi tr
Sai zen, Zomact on, Zor btive, and Serosti m)
Di agnosi s Pediatric Growth Hormone Defici ¢
Approval L4112 mont h(s)
Therapy St{lnitial Aut hori zati on
Guideline (Prior Authorizati on
Approval Criteri a
1-Submi ssion of medical records documenti ng
AND
2-Submi ssion of medical records document i ng
of the following:
9 Growth charts for | ength/ height and wei
velocity deceleration over ti me
9 Documentation of | ength/ height and weigg
and/ or standard deviation scores
T Calcul ated growth velocity
AND
3-Submi ssion of medical records document i ng
AND
4-Submi ssion of medical records document i ngd
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AND
5-Submission of medical records document i ng
5.PRatient has undergone TWO of the foll owi
1 Arginine
T Clonidine
1T Glucagon
T I'nsulin
T Levodopa
AND
5.Reak GH responses to each agent is < 10
AND
6-1f patient has a history of malignancy, (
T Patient is in remission
1 Patient has been stable for at | east 12
AND
7-Documentation that other other etiologies;s
i nfl ammatory bowel di sease, medi cations th
rheumat ol ogic disease, skeletal dysmwluasi a,
AND
8-Prescribed by an endocrinologi st
Notes **Pl ease Note: The request for ¢
t idiopathic short stature (1SS
S i n currreevnitewedermedi cal | iterat
efficacy, staefremt yc,o nose @ doenfgdde t her §
with I'SS who are otherwise heal

A ¢ rTIvMmHE
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Not e I f patient is a Transiti of
dhood onset GH deficiency, ut il
cent or Adult GH Deficiency.
[a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Ngenl a, Skytrof a, Sogroya, or
Mi ni qui ck, Humatrope, Norditropin, Nordi tr
Sai zen, Zomact on, Zor btive, and Serosti m)

Di agnosi s Pediatric Growth Hormone Defici 4

Approval L412 mont h(s)

Therapy St i{Reauthorizati on

Guideline Prior Authorizati on
Approval Criteri a
1-Submi ssion of medical records document i ng

the previous year confirmed by ALL of the

T Previous |l ength/ height and date obtai nses
T Current |l ength/ height and date obtained
T Calcul ated growth velocity
9 Growth chart for | ength/ height for age
AND

2-Submi ssion of medical records documenti ngd
9 Expected adult height not attained
1 Documentation of expected adult height

AND

3-Prescribed by an endocrinologist

Not es ** Pl ease Not e: The

equest
t at

r f
t idiopathic short s ur e (
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I B[ ¢

S i n currreevnite weede rmedi c al l'iterat
efficacy, staefremt yc,onosre gquoenngces of
with I'SS who are otherwise heal
Not e: I f patient is a Transiti of
dhood onset GH deficiency, ut il
cent or Adult GH Deficiency.
[a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Skytrof a, Sogroya, or Somatro
Humatrope, Norditropin, Norditropin Flexpr
Zomact on, Zor btive, and Serosti m)
Di agnosi s Transition Phase Adol escent Pati
Approval L4112 mont h(s)
Therapy Stilnitial Aut hori zati on
Guideline (Prior Authorizati on
Approval Criteri a
1-Submi ssion of medical records document i ng
1.denetic mutation
OR
1. Reficiency of THREE of the following ant
1T ACTH
1 TSH
T Prolactin
T FSH/ LH
OR
1.13rreversible strpictwirtadr Wygpios dad ami c
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OR
1. Rlanhypopituitarism
AND
2-Submi ssion of medical records documenti ngd
2.11GE | evel is below the age and gender ad
physiciands | ab
OR
2. RBOTH of the foll owing:
2. 2Palti ent has wundergone ONE of the foll ow
of therapy for at | east 1 mont h:
T Ilnsulin tolerance test (I TT)
9 GHr el easi ngarhgpirmiomee test (GHRH+ARG)
T Glucagon stimulation test (GST)
1 Maci mor el in
AND
2. 20NE of the following peak GH values:
1T 1 TT O 5.1 Og/L _
1T GHRH+ARG O 11 Og/L
T Glucagon O 3 Og/lL
T Maci morelin O 2.8 ng/ mL
AND
3-Documentation that other etiologies for ¢
bowel di sease, medi cations t hat sl ow gr owt
di sease, skel et al dyspl asi a, thyroid dysfu

Ac¢ rxime
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AND

4-Prescribed by an endocrinologi st

Not es ** Pl ease Note: The request for ¢
t i diopathic short stature (1SS
S i n currreevnite weede rmedi c al ' iterat
efficacy, staefrem yc, o nose @ doenfgdide t her §
with |I'SS who are otherwise heal
Not e: Use this criteria for pat:i
sition period from puberty to afq
ns until 6 to 7 years after achi
[a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Skytrof a, Sogroya, or Somatro
Humatrope, Norditropin, Norditropin Flexpr
Zomact on, Zor btive, and Serosti m)

Di agnosi s Transition Phase Adol escent Pati

Approval L4112 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Submi ssion of medical records document i ng

tot al |l ean body mass,-leard cBGEBRabarity or
AND

2-Prescribed by an endocrinologi st

Notes **Pl ease Note: The request for ¢
t idiopathic short stature (1SS
S i n currreevnite weede rmedi c al i terat
efficacy, staefrem yc, o nose @ doenfigdde t her §
with |I'SS who are otherwise heal
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Not e: Use this criteria for pati
sition period from puberty to afq
ns until 6 to 7 years after achi
[a] State mandates may apply. Aj
d the member specific benefit pl
e criteria Ot her policies and |
ply.
Product Name: Skytrof a, Sogroya, or Somatro
Humatrope, Norditropin, Norditropin Flexpr
Zomact on, Zor btive, and Serosti m)
Di agnosi s Adult Growth Hormone Deficiency
Approval L412 mont h(s)
Therapy Stilnitial Aut hori zati on
Guideline Prior Authorizati on
Approval Criteri a
1-Submi ssion of medical records document i ng
deficiency (GHD) as a result of ONE of the
T Known hypothalamic or pituitary diseass
T Panhypopituitarism
T Hi story of GHD in childhood
AND
2-Submission of medical records document i ng
2.11GE 1 evel is below the age and gender ad
physician's | ab
OR
2.RLL of the foll owing:
2. 2Paltient does nelt have a | ow | GF

A ¢ rXIdAm
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AND
2.2Pa2tient has undergone ONE of the

T Glucagon stimulation test (GST)
T Maci morelin

AND

1T GHRH+ARG O 11 Og/ L
f Glucagon O 3 ng/ mL
f Macimorelin O 2.8 ng/ mL

AND

3-ONE of the foll owing:

3.0iagnosis of panhypopituitarism

OR

T Aromat ase
T Androgens

[ hi bitors |
[
(testostero

n e .
e. g., Del at es
ne cypionate)

AND

4-Prescribed by an endocrinologist

1T GHr el easi ngarhgpirmiomee test (GHRH+ARG)

2.20NE of the following peak GH values:

3.Qt her diagnosis AND not used in combinat

g., Arimidex ( &
t r yTe g tt ;esstt eorsd ree
]

foll ow

Not es *Pl ease Not e: The

* request
t idiopathic short stature
S i n currreevnite weede rmedi c al i

efficacy, staefrem yc, o nose @ doenfgdde t her §

for ¢
(1SS
terat
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with I'SS who are otherwise heal
[a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Skytrofa, Sogroya, or Somatro

Humatr ope, Norditropin, Norditropin Flexpr

Zomact on, Zor btive, and Serosti m)

Di agnosi s Adult Growth Hormone Deficiency

Approval L412 mont h(s)

Therapy St iqReauthorization

Guideline (Prior Authorizati on

Approval Criteri a

1-Submi ssion of medical rddewved dvodwmenttihreg

AND
2-ONE of the following:
2.0i agnosis of panhypopituitarism

2.Qt her

1 Aromatase |
T Androgens |
(testostero

3-Prescribe

di agnosi s

d by

n
e .
n

OR

AND not used in combinat

hi bitors [ e
g., Del ate
e cypionate

g., Arimidex ( &
trylTeCtostt @s @otne
]

AND

an endocrinologi st

A ¢ rziow
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Not es ** Pl ease Note: The request for ¢
t idiopathic short stature (1SS
S i n currreevnite weedermedi c al l'iterat
efficacy, staefremt yc,o0 nose @ toenigdde t her §
with I'SS who are otherwise heal
[a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Somatropin** [ a
Norditropin Flexpro, Nutropi
Serosti m)

] (Genotropi n,
n AQ NuSpin, (@)

Di agnosi s Prad\ar | i Syndr ome

Approval L4112 mont h(s)

Therapy Stilnitial Aut hori zati on

Guideline 1Prior Authorizati on
Approval Criteri a
1-Submi ssion of medical records document i ng

1 Diagnosi sWotl Pr Sge@dr ome
9 Diagnosis confirmed by genetic testing

AND

2-ONE of the foll owing:

2. BOTH of the foll owing:

2. 1Paltient is < 18 years of age
AND
2. 1Suz2bmi ssion of medi cal records document.

ALL of the foll owing:

]
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1T Growth charts for | ength/ height and wei
velocity deceleration over ti me
9 Documentation of | ength/ height and weigg
and/ or standard deviation scores
1 Calcul ated growth velocity
OR
2.Ratient is O 18 years of age
AND
3-Patient does not have ANY of the foll owin
T Active malignancy
1T Severe obesity (weight >225 percent of
1 Severe respiratory impairment
AND
4-Prescribed by an endocrinologi st
Not es ** Pl ease Note: The request for ¢
t idiopathic short stature (1SS
S i n currreevnitewedermedi cal | iterat
efficacy, staefrem yc,o nosge @ doenfgide t her §
with I SS who are otherwise heal
[ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Somatropin** [a] (Genotropin,
Norditropin Flexpro, Nutropin AQ NuSpin, O
Serosti m)
Di agnosi s Prad\r | i Syndr ome
Approval L4112 mont h(s)
Therapy St {Reauthorizati on

Ac TN
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Guideline 1Prior Authorizati on
Approval Criteri a

1-ONE of the foll owing:

1. ALL of the foll owing:

1. 1Paltient is < 18 years of age

1. 1SuZz2bmi ssion of
over the

Previous |
Current | e
Calcul at ed
Growt h cha

= =4 —a A

1. 1Su3bmi ssi on of

9T Expected adul

1 Documentati on

OR
1. RBOTH of the following:
¢ Patient is O 18 years of age
T Submission of medi cal records documenti
reduction in fat mas s, increase in | ean
tolerance)
OR

previous

AND
medi c al records document. i
year of treatment as doc
h/ height and date obtaine
/ height and date obtained
wt h velocity
for I ength/ height for age
AND
medi cal records document. i
t height not attained
of expected adult height

A ¢ ITINIE
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2-Prescribed by an endocrinologi st

Not es **Pl ease Note: The request for (
t i diopathic short stature (I SS
S i n currreevnite weede rmedi c al ' iterat
efficacy, staefrem yc,o nose @ doenfgdide t her §
with |I'SS who are otherwise heal
[a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Sogroya, Somatropin** [a] (Ge
Norditropi n, Norditropin Flexpro, Nutropin
Zorbtive, and Serosti m)
Di agnosi s Growth Failure in Children Smal/l
Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline 1Prior Authorizati on
Approval Criteria
1-Submi ssion of medical records document i ng
SGA
AND
2-Submission of medical records document i ng
foll owing:
2. BOTH of the foll owing:
1 Growth charts for |l ength/ height and wei
9 Documentation that birth | ength/ height

gestational age

AND

A ¢ IZINLD
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2.12nf ant growth charts for | ength/ height a
24 to 36 months of age dapngtr oswi dvwievil ecenrgad
weigh (i.e., length/ height or weight rfernoam
birth to age 2 to 3)

AND
2.Bocumentation that current | ength/ height
age and gender

AND

2.@al cul ated growth velocity

3-Documentation that other etiologies for f

cel
i nt
rul

4-Prescribed by an endocrinologist

AND

iac di sease, infl ammatory bowel di sease
ake/ absorption, rheumatol ogic aitseage, h 3]
ed out

AND

Notes **Pl ease Note: The request for ¢
t idiopathic short stature (1SS
S i n currreevnite weede rmedi c al l'iterat
efficacy, staefremt yc,o nose @ tdoenfigdde t her §
with |I'SS who are otherwise heal
[a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Sogroya, Somatropin** [a] (Ge

Norditropin, Norditropin Flexpro, Nutropin

Zorbtive, and Serosti m)

Di agnosi s Growth Failure in Children Small

Ac¢ rrinm

o

G R



M= WOURqUT clcectqdbHe!l JWf Ul R2RIpHKRE WyB1 R[ ¢
EQWH@QR2IJWNMIONIO= M= X

Approval L412 mont h(s)

Therapy St {Reauthorizati on
Guideline (Prior Authorizati on
Approval Criteria

1-Submi ssi o

n of

medi cal

record

s document i ng

the previous year confirmed by ALL of the

T Previous |l ength/ height and date obtainsg

T Current |l ength/ height and date obtained

9 Calcul ated growth velocity

9 Growth chart for | ength/ height for age

AND

2-Submi ssion of medical records documenti ngd

1 Expected adult height not attained

9T Expected adult height goal

AND

3-Prescribed by an endocrinologist

Notes **Pl ease Note: The request for ¢
t idiopathic short stature (1SS
S i n currreevnite weede rmedi c al l'iterat
efficacy, staefremt yc,o nose @ tdoenfigdde t her §
with I SS who are otherwise heal
[a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Sogroya, Somatropin**[a] (Gen

Norditropin,

Zorbtive,

and

Norditropin
Serosti m)

FIl expr o,

Nutropin

Diagnosi s

Turner

Syndr ome

or

Noonan

Syndr (

Ac¢ rTINE
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Approval L412 mont h(s)
Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria
1-Submi ssion of medical records document i ng
1.11f the request is for somatropin, BOTH o
1 Diagnosis of Turner Syndr ome
9 Diagnosis confirmed by genetic testing
OR
1.12f the request is for Sogroya or somatro
9 Diagnosis of Noonan Syndr ome
9 Diagnosis confirmed by the presence of
Syndrome (e.g., distinct facial featur g
slanting palpebral fissures with high a
wi ahdepressed nasal Dbridge, | ow set ear
pul monary valve stenosi s, hypertrophic
mild devel opmental delay, cryptorchidis
AND
2-Submi ssion of medical records documenti ngd
1 Growth charts for |l ength/ height and wei
velocity deceleration over ti me
1 Documentation of | ength/ height and wei g
and/ or standard deviation scores
1T Calcul ated growth velocity
AND
3-Submi ssion of medical records documenti ngd

A ¢ ITINE
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4-Submi ssion

5-Prescribed

AND

of medi cal records document i ng

AND

by an endocrinologist

Not es *
t

*Pl ease Note: The request for ¢
idiopathic short stature (1SS
i n currreevnite weedermedi cal | iterat
cacy, staefremt yc,0 nose @ doenfigdde t her §
I SS who are otherwise heal
State mandates may apply. A
he member specific benefit pl
riteria. Other policies and |

e
t
fi
t h
]
t
c
y

Product
Norditropin,
Zorbtive,

Name:

and

Sogr o pi n**
Nor di pr o,

Sero

y a, Somatr o
tropin FIl ex
st )

p
m

Di agnosi s T

urner Syndrome or Noonan Syndr (

Approval Lq1

2 mont h(s)

Therapy St {R

eaut horizati on

Guideline 1P

rior Authorization

Approval Cri
1-Submi ssi on
t he

Previous
Current

Cal cul at
Gr owt h

= =4 —a A

previous

teri a

of medi cal
year confi

records document i ng
rmed by ALL of the
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AND
2-Submi ssion of medical records documenti ngd
9 Expected adult height not attained
9T Expected adult height goal
AND
3-Prescribed by an endocrinologi st
Not es **Pl ease Note: The request for ¢
t idiopathic short stature (I SS
S i n currreevnite weede rmedi c al l'iterat
efficacy, staefrem yc,o nose @ doenfgdide t her §
with |I'SS who are otherwise heal
[a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Somatropin**[a] (Genotropin,
Norditropin Flexpro, Nutropin AQ NuSpin, O
Serosti m)
Di agnosi s ShoSttature Homeobox (SHOX) Gene
Approval L4112 mont h(s)
Therapy St{qlnitial Authorization
Guideline 1Prior Authorizati on
Approval Criteria
1-Submi ssion of medical records document i ng
9 Diagnosi sstaft usreorhtomeobox ( SHOX) gene dg
9 Diagnosis confirmed by genetic testing
AND

]

A ¢ IZINW
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2-Submi ssion of medical records document i ng
1T Growth charts for | ength/ height and wei
velocity deceleration over ti me
9 Documentation of | ength/ height and wei g
and/ or standard deviation scores
1 Calcul ated growth velocity
AND
3-Submi ssion of medical records document i ng
AND
4-Submi ssion of medical records document i ngd
AND
5-Prescribed by an endocrinologi st
Not es ** Pl ease Note: The request for ¢
t idiopathic short stature (1SS
S i n currreevnitewedermedi cal | iterat
efficacy, staefrem yc,o nosge @ doenfgiHe t her §
with I SS who are otherwise heal
[ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Somatropin** [a] (Genotropin,
Norditropin Flexpro, Nutropin AQ NuSpin, O
Serostim)
Diagnosi s ShoS$ttature Homeobox (SHOX) Gene
Approval L412 mont h( s)
Therapy St {Reauthorizati on
Guideline 1Prior Authorizati on
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Approval Criteri a
1-Submi ssion of medical records documenti ng
the previous year confirmed by ALL of the
T Previous |l ength/ height and date obtainsg
T Current |l ength/ height and date obtained
1 Calcul ated growth velocity
T Growth chart for height for age and gen
AND
2-Submi ssion of medical records documenti ngd
9 Expected adult height not attained
T Expected adult height goal
AND
3-Prescribed by an endocrinologi st
Notes **Pl ease Note: The request for ¢
t idiopathic short stature (1SS
S i n currreevnite weede rmedi c al l'iterat
efficacy, staefrem yc,o nosge @ doenfgide t her §
with |I'SS who are otherwise heal
[ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Somatropin**[a] (Genotropin,
Norditropin Flexpro, Nutropin AQ NuSpin, O
Serosti m)
Di agnosi s Growth Failure associated with (
Approval L4112 mont h(s)
Therapy St{lnitial Authorization
Guideline (Prior Authorizati on
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Approval Criteri a

1-Submi ssion of medical records documenti ng

1.0iagnosis of chronic renal insufficiency
AND

l1.R2ocumentation of ALL of the following:

1T Growth charts for | ength/ height and wei

velocity deceleration over ti me

9 Documentation of | ength/ height and wei g
and/ or standard deviation scores
1 Calcul ated growth velocity
AND
1. Bocumentation of open epiphyses in the |
AND
1. Banner stage O 4
AND
2-Patient has not yet had a renal transpl ar
AND

3-Prescribed by ONE of the foll owing:

9 Endocrinologi st
T Nephrologi st
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Not es ** Pl ease Note: The request for ¢
t idiopathic short stature (1SS
S i n currreevnite weedermedi c al l'iterat
efficacy, staefremt yc,o0 nose @ toenigdde t her §
with I'SS who are otherwise heal
[a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Somatropin** [a] (Genotropin,
Norditropin Flexpr o, Nutropin AQ NuSpin, O
Serosti m)
Di agnosi s Growth Failure associated with ¢
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline (Prior Authorizati on
Approval Criteria
1-Submi ssion of medical records document i ng
the previous year confirmed by ALL of the
1 Previous |l ength/ height and date obtaing
T Current |l ength/ height and date obtained
9 Calcul ated growth velocity
1 Growth chart for height for age and gen
AND
2-Submission of medical records document i ng
9 Expected adult height not attained
9T Expected adult height goal
AND
3-Patient has not yet had a renal transpl af
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AND

4-Prescribed by ONE of the following:

9 Endocrinologi st

1 Nephrologi st

Not es ** Pl ease Note: The request for ¢
t i diopathic short stature (1SS
S i n currreevnite weedermedi c al l'iterat
efficacy, staefrem yc,o nose @ doenfgdide t her §
with |I'SS who are otherwise heal
[a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product

Name: Serostim**[ a]

Di agnosi s Human | mmunodefi cAeBsoygi ¥t eds CaE|
onl vy)

Approval L43 mont h(s)

Therapy St{lnitial Authorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Serostim wil/
the following

1.0i agnosi-&as ©dc iHd tVed

l1.2nvol untary

be approved based on submi g

criteria:

wasting syndrome or ¢

AND

weight | oss of >10%

Ac¢ ITIZLD
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AND

1.GBGNE of the following:

1. 3Chlronic diarrhea (2 |l oose stools daily
OR

1.3BQ@QTH of the foll owing:

1 Chronic weakness

1T Fever
AND

1.8lymptoms |l asting O 30 days (intermittent

AND

1.5Sbsence of a concurrent condition ot her

(e.g., depression, mycobacterium avium com
except for Kaposi d6s sarcoma | imited to ski
AND
1. nutritional evaluation has been compl e
AND
1. Patientésranmiral therapy has been opti mi
Notes **Pl ease Note: The request for ¢
t idiopathic short stature (1SS
S i n currreevnite weede rmedi c al i terat
efficacy, staefremt yc,o nose @ doenigdide t her §
with |I'SS who are otherwise heal

]
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[a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Serostim** [ a]

Di agnosi s Human | mmunodefic-AesBogi ¥t eds CaéHIl
onl y)

Approval L46 mont h(s)

Therapy St i{Reauthorizati on

Guideline Prior Authorizati on

Approval Criteria

l1-Serostim wild/ be approved based on submi g

the following criteria:

l1.0ocumentation of a positive response to

and/ or body cell mas s)

AND

1.@QNE of the following targets or goals ha

T Weight

T Body <cell mass ( BCM)

T Body mass index (BMI)

Not es ** Pl ease Note: The request for ¢
t idiopathic short stature (1SS
S i n currreevnitewedermedi cal | iterat
efficacy, staefremt yc,o nose @ tdoenigdide t her §
with I'SS who are otherwise heal
[ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
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Product Name: Zor btive**][ a]
Di agnosi s Short Bowel Syndrome (Zorbtive (
Approval L44 Week(s)
Guideline (Prior Authorizati on
Approval Criteria
1-Zorbtive wildl be approved based on submi g
foll owing criteria:
1.0i agnosis of Short Bowel Syndr ome
AND
1. Ratient is currently receiving specializ
nutrition, fluid, and micronutrient suppl e
AND
1.Batient has not previously received 4 we
Notes Note: Treatment with Zorbtive wi
Admi ni stration for more than 4 \
d.
**Pl ease Note: The request for ¢
t idiopathic short stature (1SS
S i n currreevnite weede rmedi c al l'iterat
efficacy, staefrem yc,o nose @ doenfigdde t her §
with |I'SS who are otherwise heal
[a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name:Increlex**][ al]
Di agnosi s Severe Pridm®eyilkcGkency [/ Growth
(I'ncrelex only)
Approval L4112 mont h(s)
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Therapy Sti{lnitial Authorizati on

Guideline 1Pri or

Aut hori zati on

Approval Criteria

1-Submi ssion of medical records document i ng

1.0iagnosis of selvedef ipaiiemay (I RGIFGF D)

AND

1. R2ocument ati on f 0heiDg hine almelfow age and ge¢

AND

1. Bocumentatidlobe8b® G® mean for age and ge

AND

l1.Blocumentation of BOTH of the foll owing:

T Growth ¢
velocity
1T Calcul at

harts for |l ength/ height and

a
decel eration over ti me
d growth velocity

wei
e

AND
1.GNE of the foll owing:

1. 5Paltient is unresponsive to a trial of g

OR

1. 5Do2c ument ation of ONE of the foll owing:

A ¢ IXIELD
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T Very |l ow or undetectable | evel of GHBP
T Very |l ow or undetectable | evel of GHR n
insensitivity syndr ome
1 GH1 gene deletion (GHD type 1A)
1 GHneutralizing antibodies
1T STT5b gene mutation
T |l GE gene deletion or mutation
AND
2-Ot her cause$ obkevedtw h@Fe been ruled out
undernutrition, hepatic disease)
AND
3-Patient wildl not be treated with concurr e

4-Prescribed

AND

by an endocrinologist

Notes **Pl ease Note: The request for ¢
t idiopathic short stature (1SS
S i n currreevnite weede rmedi c al l'iterat
efficacy, staefrem yc,o nosge @ doenfgiHe t her §
with |I'SS who are otherwise heal
[ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: |l ncrelex**][ al]

Di agnosi s Severe Pridm®eyilkcGkency [/ Growth
(Il ncrelex only)

Approval L412 mont h( s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on
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Approval Criteri a
1-Submi ssion of medical records documenti ng
the previous year of treatment as confir me
T Previous |l ength/ height and date obtainsg
T Current |l ength/ height and date obtained
1 Calcul ated growth velocity
T Growth chart for height for age and gen
AND
2-Submi ssion of medical records documenti ngd
9 Expected adult height not obtained
T Expected adult height goal
AND
3-Patient is not treated with concurrent gin
AND
4-Prescribed by an endocrinologist
Not es ** Pl ease Note: The request for ¢
t idiopathic short stature (1SS
S i n currreevniteweedermedi cal | iterat
efficacy, staefremt yc,o nose @ tdoenfigdde t her §
with I SS who are otherwise heal
[ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
3 Background
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I B[ ¢

Benefit/ Coverage/ Program I nfor mati on
Background:
Somatropin ¥ Géluoet oplpedj t Nopi api nf, AQmN if,§
Sai 2,enZom%ctiosn i ndicated for the treat men
due to inadequate secretion of endogenou
deficiency (GHD), short stature associ at
(NS), idirotpadthatcursdsd(dtSusSr)e osrhogrtowt h f ai l
homeo-bortaining gene homeobox (SHOX) gen
Pradhrl | i syndr ome, short stature in chil
no capclhrbowtzh years to 4 years of age, a
the time of renal transplantation., grow
up to the time of transplant, short bowe
nutronal suppacsrsto,ciaandedHIwasti ng. Somatr of
repl acement of endogenous GH in adults w
Ngef(aomat-gbgan, is indicated for the tr
years and ol der who have growth failure
Skytf(olfoanapegsomagwpopisni ndicated for the
year and ol der who weigh at |l east 11.5 Kk
secretion of endogenous GH. 't i s also i
i nuadds with GHD.
Sogrf(ysao map @wictogn i s indicated for the tr
2.5 years and ol der who have growth fail
GH, SGA andupnogrcoawttchh by 2 years of age,
and .| I is also indicated for the repla
SeroS(tsaomatropin) is indicated for the t
cachexia to increase |l ean body mass and
Zor bft(iswenatropin) is indicated for the t
patients receiving specialized nutrition
| ncrfdlmex asermin) is indicated for the 't
patients 2 years of age andl okdegr vt hil 6
deficiency or with GH gene deletion who
*Educational St at ement
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Do

Ad

=a =

required for renewal

cumentation of previous height, current

ditional Clinical Rul es

Supply |imits may be in place.

Not withstanding Coverage Criteria, Uni
authorization based solely on previous
(1lam) and/ or claim |l ogic. U saep porfo vaault opm
vari es &mny gmd/gar therapeutic class.

4 References

1.Genotropin [package insert]. New Yor k, NY: Pha
2. Humatrope [package insert]. I ndianapolis, | N:
3.Norditropin [package insert]. Pl ai nsbor o, NJ:
January 2026
4 Nutropin AQ, Nutropin AQ NuSpin [package inser
Genentech, Inc.; July 2025.
5.0mnitrope [package insert]. Princeton, NJ: San
6.Sai zen [package insert]. Rockl and, MA : EMD Ser
7.Zomacton [package insert]. Parsippany, NJ: Fer
8. Ngenl a [package insert] New Yor k, NY Pfizer,
9.Skytrofa [package insert]. Princeton, NJ: Acen
September 2025.
10Sogroya [package insert] Pl ainsboro, NJ: Novo
l11Serostim [package insert]. Rockl and, MA : EMD S
12Zor btive [package insert]. Rockland, MA: EMD S
13l.ncrelex [package insert]. Deer Par k, I L: Et on
14St agi S, Tufano M, Chi t i N, et al . Management
Growth Hormone Deficiency: Current Status. Il nt
15American Association of Clinical Endocrinol ogi
Practice for Growth Hor mdred i dsenitn AQud wish alHdr ¥
Pat ieen®x9 Updat e. Endocr Pr2&ct. 2009; 15( Suppl
16Gri mberg A, DiVall SA, Polychronakos C, et al
I nsdliike Gr owlt hTrFeaattment in Children and Adol es
Deficiency, |l di opathic ShbairkeSGabwt bDdfaindio®m ¢ yn
Horm Res Paediatr3.972016; 86(6):361
17Deal CL, Tony M, H°ybye C, et al Growth hor mo
summary: consensus guidelines for recombinant
pradved |l i syndrome. J Clin Endoc#8i7fnol Met ab. 20
18Butl er MG, Mill er -WiLl, | iFoSydtldirmointda.l Rreacern cs, Di
and Treat ment Approaches: An UpdaRé4. Curr Pedi
l19Ho k kkkmmel ega ACS, van der Steen M, BoguszewsKki

Hori kawa R, Mericq V, Rapaport R, Al herbish A,
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Chernausek SD, Cutfield WS, Dauber A, Deeb A,
|l sganatis E, JGamtee AlAei KaBGakldashi mada K, Khadi
Mat hai S, Nakano Y, Yau M. I nternational Conse
Age: Eti Maboggemedt From I nfancy to Early Adult

8; 44 ( $H)6:5539

OGravholt't CH, Andewasam eNHs,, @hriadt.i iClinical pr ac
care of girls and women with Turner s-yndr ome.
Gl151.

1Al 'l anson JE. Noonan syndrome. J Med Genet. 198
2v.an der Burgt I, Berends E, Lommen E, et al . C
Dutch family with Noonan syndrome. Am J Med Ge
3Dahl gren J, Noor dam C. Gr owt h, Endocrine Featu
in Noonan Syndrome. J Clin Med. 2022; 11(7):203
4Bl um WF, Crowe BJ, Quigley CA, et al. Growth h
stature associated witclhhngmomt ngt atenreyeedderd me o ke ox
results of a randomi zed, controll ed, mul ti cent
20M0; 92 ( 12)2:821 9

5Bl um WF, Ross JL, Zi mmer mann AG, et al . GH tre
height gains in patients with SHOX deficiency
multicenter trial [ publi shed correction appear
Dec; 9)8:(41®292]. J Clin Endocri-&EZEdB9®etab. 2013; 98
6Mol itch ME, Cl emmons DR, Mal ozowsKki S, et al
Growth Hormone Deficiency: An Endocrine Societ
Endocrinol Met ab. @491 Jun; 96(6): 1587

7Yuen KCJ, Biller BMK, Radovick S, et al . Amer i
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Management of Growth Hormone Deficiency in Adu
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Applications in Clinical Car e, Research, and Q
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treatment of children with idiopathic short st
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hor mone deficiency and idiopathic short statur
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5 Revision History

Dat e Not es
Removed dosing requirements. Ad
6/ 15/ 2026 scent patients as covered indic
ed references.
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cclnNcl ¢

Optum Rxc

Prior Authorization Gui del

Gui deline GL555210

Gui deline Haegar da

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Effective [5/1/2026
P&T Approvi8/ 18/ 2023
P&T Revisi(03/20/,2®B248/ 2026

1 I.ndi cations
Drug NH@megarda (Cl esterase inhibitor, hum

Prophyl axis ofHalkAgRratat aadkesni pedsmancentr at €
Il nhi bitor -(NHmanphdi(€4ated for routine proph
angioedema (HAE) attacks in patients 6 yea

2 Criteri a

Product Name: Haegarda [ a]

Approval L4112 mont h(s)

Therapy Stiglnitial Authorizati on

Ac¢ rxiowm
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Guideline 1Prior Authorizati on
Approval Criteri a
1-Diagnosis of hereditary angioedema (HAE)
1.Aa1 inhi BiNtHQr de®€i ci ency or dysfunction (T
the following (per | aboratory standard)
T CH NH antigenic | evel bel ow the | ower |
1 CH NH functional l evel bel ow the | ower
OR
1. RAE with normal C1 inhibitor | evels and
T Confirmed presence of wvariant(s) -I1pnp the
pl asmi-tpgkhnninomgyemnferl!l in, agldubdepa@miames
sul fotransferase 6
1 Recurring angioedema att adlks et lmatt i diri e trg
confirmed family history of angi oedema
T Recurring angioedema att adls et laatt i dri e tr3
unknown backhigvoumdtdae i on(s) (i . eunk nnoow nf
AND
2-ALL of the foll owing:
T Prescribed for the prophylaxis of HAE ¢4
9 Not used in combination with other prod
attacks (e.g., Andembry, Cinryze, Dawnz
T Prescriber attests that patient has exp
such that they would clinically benefit
AND
3-Prescribed by ONE of the following:
f I mmunol ogi st

Ac¢ rioR
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T Al l ergi st
Not es [a] State mandates may apply Al
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Haegarda [ a]
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline 1Prior Authorizati on
Approval Criteria
l1-Documentation of positive clinical respor
AND
2-Reduction in t hdee nuatnidl itzhaetriaopni eosf uosned f or
Ekterly, Firazyr, icatibant, Ruconest) as
therapy
AND
3-BOTH of the foll owing:
T Prescribed for the prophylaxis of HAE ¢4
9 Not used in combination with other prod
attacks (e.g., Andembry, Cinryze, Dawnz
AND
4-Prescribed by ONE of the following:
T I mmunol ogi st

A ¢ rXIDE
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T Al l ergi st
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
3 Background
Benefit/ Coverage/ Program I nformation
Background:
Haegarda ideaipkedsmancentrate of Cl1l -ENHEer
indicated for routine prophylaxis to preve
6 years of age and ol der.
Addi tional Clinical Progr ams:
A Notwithstanding Coverage Criteri a, Uni t €
aut horization based solely on previous-10lI) 4
and/ or claim | ogic. Use -afpraauv @alimapgreadc @apdgg
and/ or therapeutic cl ass.
A Supply limitations may be in place.
4 References
1. Haegarda [package insert]. Kankakee, 1 L: CSL B
2 . Wu, E. Hereditary angioedema with nor mal Cl in
UpToDate, Waltham, MA, 2023
3.Busse, P., Christiansen, S., Riedl , M., et. al
Guidelines for the Management of Hereditary An
Clinical | mmunol ogy 2020 September O05.
4 Maur er M, Mager | M, Bet schel S, et al The i1int
management of her edhe a2¥2 hnrge wiedieaonma and wupdat e
2022; 77 (-w9q@.96dloi : 10. 1111/ all . 15214
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5 Revision History

Dat e Not es

Annual revi ew. Updated |ist of

3/1812026 1) e {recatments. Updated referenc
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ccl ORt e

ptum Rxc

Prior Authorization Gui del

Gui deline GL436511

Guideline Har |l i ku

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective [1/1/ 2026
P&T Approvill/ 21/ 2025
P&T Revi si

1 I.ndi cations
Drug NHaeli ku (nitisinone)

Reduction of wurine hormange rctaiteidec faoai d¢ h(eH G A)d
homogentisic acid (HGA) in adult patients

2 Criteri a

Product Name: Har |l i ku [ a]

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

A ¢ IO
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Guideline INon Formul ary
Approval Criteri a
l1-Diagnosis of alkaptonuri a
AND
2-Patient is O 18 years ol d
AND
3-Submi ssion of medical records (e.g., chan
foll owing:
9 Urinary homogentisic acid (HGA) excreti

1T Biallelic
testing

4-Har |l i ku wi ||l
1T generic ni
T Nityr
1 Orfadin

5-Prescribed b

rheumat ol ogi st .

mut ati ordiiorx ylgeemaoageen t(iHSGaDt) e gle,nA

AND

not be used in combination

ti sinone

Not es a

[ a]
d t
e C
ply

AND
y or in consultation with a ¢
State mandates may apply. Al
he member specific benefit pl
riteria. Other policies and |
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Product Name: Har |l i ku [ a]
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline INon Formul ary
Approval Criteria
l1-Documentation of positive clinical respor
l evel s, i mprovement in joint symptoms)
AND
2-Har |l i ku wi || not be used in combination
1T generic nitisinone
T Nityr
T Orfadin
AND
3-Prescribed by or in consultation with a ¢
rheumat ol ogi st
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Background:

Ac¢ i

o

G R



SMZZWOURqUT cWctaq6éHec! DWf Ul R2ZRIpHKRE W¥BT B[ ¢ ARG
EONHqR2 IJWNMIONIK= M= X

Har Ei(knd t i sinone) i-myrauwnhytde okiyphyeaqenase

the reduction of urine homogentisic ac

(AKU) .

Addi tional Clinical Rul es:

9 Notwithstanding Coverage Criteria, U
aut horization based solely on previo
(lram) and/ or claim | ogic. Usaepporfo vaaut
processes Vvaarm easndbyorprtohgerr apeuti c cl 4

9 Supply I imits. may be in place

4 References

l1.Harl i ku [package insert]. Cambridge, United Ki
2025.

2. Ranganath LR, Mi | an AM, Hughes AT, et al . Sui t
(SONI A 1): an internationaltl,abmdlrteiacbemetnrte, r and
control | egdr,ouppa-r adsojseechse study to investigate th
nisinonéh aam i hdary homogentisic acid excretion i
4 weeks of treat ment. AnnR3 6RzTh.eum Di s. 2016; 75( 2

3.Ranganath LR, Psarelli EE, ArnouxalB)y et tals.i n
for patients with alkaptonuria (S@Mlbel2): an i
randomi sed controlled trial Lan7c7e2t. Di abetes E

4 Al kaptonuri a. Nati onal Organization fer Rare D
di seases/ al kaptonuri al . Published June 26, 201

5 Revision History

Dat e Not es

11/ 3/ 2025 New progr am.
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Optum Rxc

Prior Authorization Gui d

Gui deline GL633248

Guideline HCG

Formul ary 1 UnitedHealthcare Government

SP

Guideline Note:

Ef fective |

P&T Approvi8/ 14/ 2020

P&T Revisi{(l10/20/20221 ; 11/19/2021 ; 09/ 21
o04/17/ 2024 ; 10/01/ 2024 ; 12/ 18

1 Il.ndi cations

Drug NBHmear el (chorionic gonadotropin), Pr

Ovul ati on Nowarcdli olnchori onic gonadotropin)

are indicated for induction of ovulation a

whom the cause of anovulation is secondary

has been appropriately pretreated with humj

prepubertal cryptorchidism not due to anat

hypogonadotropic hypogonadism (hypogonadi s

mal ¢ s5.]

Drug N@wmedr el (choriogonadotropin alfa)

Ovul ati on Owiddurceali olnchori ogonadotropin alfa

follicular maturation and early luteinizat

desensitization and who have been appr anornig

as

part of an Assisted Reproductive Techno
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and embryo transfer. It is also indicated
anovulatory infertile patients in whom the
pri mary ovarian failure. [ 6]

Drug NBmearel (chorionic gonadotropin), Pr
Ovidrel (choriogonadotropin alfa)

Prepubert al Crhy@@ omacyh iadlissom be used to treat
hCG is thought to induce testicular descen
at puberty. hCG thus may help to predict w
future.h,Alitnhosuogme cases, descent foll owing
cases the respong8é is temporary. [ 1
Hypogonadotropic H®oigonaldismused to induc
androgen deficiency in hypogonadotropic hy
preparations in males is in the initiation
hypogonadotropi c tmelni3twh.o [desire fer

2 Criteri a

Product Name: Novar el

, Chorionic Gonadotrop

Di agnosi s

Ovul ati on

l nducti on

Approval L ¢

2 month(s)

Guideline (Prior Authorizati on
Approval Criteria
1-Di agnosis of anovulatory infertility

AND

2-Infertility is not due to primary ovari af
AND

3-For induction of ovulation

Ac¢ rxim

o
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AND
4-Patient hatsr ebacteend pwiet h a follicular sti mu
cl omi phene citrate, |l etrozol e)
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Novarel, Chorionic Gonadotrop
Di agnosi s Ovarian Stimulation**
Approval L42 mont h(s)
Guideline 1Prior Authorizati on
Approval Criteri a
l1-Diagnosis of infertility
AND
2-For the development of multiple folliclefd
AND
3-Patient has beteme atredvi Wwilt bea pfrel I i cul ar s
gonadotropin, c¢clomiphene citrate, |l etrozol
Not es ** NOTE: Requests for an infertil
on induction for members in | owid
i na, Kansas and Texas should be
[a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

]
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Product

Name:

Novarel, Chorionic Gonadotrop

Di agnosi s

Prepubertal Cryptorchidism**

Approval L§6 Week(s)

Guideline (Prior Authorizati on

Approval Criteria

1-Diagnosis of prepubertal cryptorchidism i

Notes **NOTE: Requests for an infertil
on induction for members in | owj
i na, Kansas and Texas should be
[a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Novarel , Chorionic Gonadotrop

Di agnosi s

Hypogonadotropic Hypogonadi sm**

Approval L4112 mont h(s)

Therapy St{lnitial Aut hori zati on
Guideline (Prior Authorizati on
Approval Criteria

1-Di agnosi

test

2-Low

3-ONE of t

s of hypogonadism secondary to

pi

AND

osterone (below nor mal reference
AND

he foll owing:

A ¢ IXINE
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T Low LH (below nor mal reference | evel pr
T Low FSH (below nor mal reference | evel p
Notes **NOTE: Requests for an infertil
on induction for members in | owa
i na, Kansas and Texas should be
[a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Novarel, Chorionic Gonadotrop

Di agnosi s Hypogonadotropic Hypogonadi sm**

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Documentation of positive clinical respor

Not es ** NOTE: Requests for an infertil
on induction for members in | owa
ina, Kansas and Texas should be
[a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nfor mati on

Background:

Produced in pregnant women by the placent

gonadotropin (hCG) is similar liunt ecihneinziicragH)

]
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]

hCG i s
reproducti ve

routinely

used to trigger
sy samren alfefti medf ol | owi ng:

ovul ati o

T inability to achieve a successful preg
reproductive history;
1 failure to achieve a pregnancy after 1
i ntercourse when the female partner s
9 failure to achieve a pregnancy after 6
intercourse when the female partner i s
hCG may also be used to treat cryptorchid
testicular descent in situations when desqd
help to predict whether or not orchiopaxyg
cases, descent following hCG administratid
temporary. hCG is also used to induce pube
hypogonadotropic hypogonadi s m. Hawd weirs, itnh
the initiation and maintenance of sper mat d
fertility.
Novar el (chorionic gonadotropin) and Preg
i nduction of ovulation and pregnancy i n th
of anovul ation is secondary and notsdbeend
appropriately pretreated with human menotr
cryptorchidism not due to anatomic obstr ud
hypogonadi sm (hypogonadi sm secondary to a
Ovidrel (choriogonadotropin alfa) is indi
and early luteinization in infertile womer
who have been appropriately prneotnreesataesd pwairt
Assisted Reproductive Technaml ofder t(0ARTz)a tpirog
transfer. 't is also indicated for the ing
infertile patients in whom the cause of inr
failure.
Addi ti onal Clinical Rul es:
T Supply I imits may be in place.
9 Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous

A ¢ I
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~—~

| @)
varies

and/ or
by

claim
program and/ or

l ogi c. U saep porfo vaault op

therapeutic c

4 References

1. Worl d Health Organization webopite/ihtepsillww
Accessed May 13, 2026.
2.Pet ak SM, Nankin HR, Spar k-RREg,ausSwedr. dIlAanfefr i R&,n R
Association of Clinical Endocrinologists Medic
evaluation and treatment of hiy20®2 nwmd stme .i nErnd
Praz®©02; 4:54640
3.Novar el [ package insert] Parsippany, NJ: Ferr
4 Pregnyl [ package insert] Jersey City, NJ: Org
5.0vidrel [ package insert]. Rockl and, MA : EMD Se
6. Practice Committee of the American Society for
Society for Reproductive Medicine, Washington,
opinion. Fertil Steril. 20228272360 1Br20. doi
5 Revision History
Dat e Notes
Annual review with no changes t

6/ 16/ 2026

ontroll ed

background

ovarian
and

hyperstimul at
references.
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Optum Rxc

Prior Authorization Gui
Gui deline GL458246
Guideline Hepatitis C Agent s
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Note:
Effective [2/ 1/ 2026
P&T Approvi8/ 14/ 2020
P&T Revisi(02/19/2021 ; 08/ 20/ 2021 09/ 15
07/20/2022 ; 11/17/ 2023 07/ 16
1 Il.ndi cations
Drug NBmetusa (sofobuvir/velpatasvir)
Hepatiltnidsi cted for the treatment of adul't
with chronic hepatitis C virus (HCV) genot
with compensated cirrhosis, or witwidlecoimp
Drug NHamevoni (ledipasvir/sofosbuvir) and
Hepatiltnidsi ct ed for the treatment of HCV i
and older for genotype 1, 4, 5, or 6 infec
genotype 1 infection with decompensanedoci
genotype 1 or 4 infection who are I|liver tr
compensated cirrhosis, in combination with
Drug NMaeyret (glecaprevir/ pibrentasvir)

Ac rxipuw
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atiltnidsi cated for the treat ment of adul t
onic HCV genotype 1, 2, 3, 4 | 5, or 6 i
r

Hep
chr
cirrhos-PsaghCA) !l d

Hepatiltnidsi cGted for the treatment of adul't
HCV genotype 1 infection, who previously h
HCV NS5A inhibitor or an NS3/4A protease i

Drug N8meal di (sof osbuvir) and Soval di Pa k
Hepatiltnidsi cted for the treatment of adul't
HCV infection without cirrhosis or with co
combination antiviral treatment regi men an

genotype 2 or 3 chronic HCV without <cirrho
with ribavirin.

Drug NYmesevi (sof osbuvir/velpatasvir/voxi l

Hepatiltnidsi cGt ed for the treatment of adul't
cirrhosis or with c¢ onrPpuegrhs aAt)e dwhcoi rhrahvoes igse n(oG
infection and have previously been treianki
or genotype la or 3 infection and have pre
containing sofosbuvir without an NS5A inhi

Drug NZewpatier (el basvir/grazoprevir)

Hepatiltnidsi ct ed for treatment of chronic H(
pediatric patients 12 years of age and ol d

Hepatiltnidsi ct ed for wuse with ribavirin in (

2 Criteri a

Product Name: Mavyret, Mavyret Pak [ a]

Di agnosi s Acute Hepatitis C

Approval L48 Week(s)

Guideline 1Prior Aut hori zati on

Approval Criteria

Ac IIipIN

]
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l1-Diagnosis of acute hepatitis C infection
AND
2-Patient i-saftveat ment
AND
3-Patient is not receiving Mavyret in combi
acting antiviral agent [e.g., Epclusa (sof
Soval di (sofosbuvir)]
AND

4-Provider attests to BOTH of the foll owi ng

T I't is inappropriate for the patient to
clearance of HCV
1 Patient demonstrates treatment readines
treat ment regi men
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Mavyret, Mavyret Pak [ a]
Di agnosi s Chronic Hepatitis C
Approval Liqref er t eMaChyarrat 1
Guideline 1Prior Authorizati on
Approval Criteria
1-Diagnosis of chronic hepatitis C infectiqd

Ac¢ rIIiplH

v

R
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AND

asserts demonstrates tr g

2-Provider patient

to the treatment regi men
AND
3-ALL of the following:
1 The request is for Mavyret
1T Patient is not receiving Mavyret in con
agent [e.g., Epclusa (sofosbuvir/velpat
(sof osbuvir)]
9 The requested regimen is an approvable
genotype and characteristics
Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Epclusa, sofosbuvir/velpatasyv

Di agnosi s Chronic Hepatitis C

Approval Lqref er t e&pCHarsta 2
Guideline (Prior Authorizati on
Approval Criteria

1-Di agnosis of chronic hepatitis C i

AND

demonstrates tr

2-Provider asserts patient

nf ecti d

q

]

to the treatment regi men

[ C

Ac ITIPLO
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R[ ¢

AND
3-ALL of the foll owing
9 The request is for Epclusa or sofosbuvi
1 Patient is not receiving Epclusa in con
agent [e.qg., Har voni (Il edi pasvir/ sofoshb
(sof osbuvir)]
9 The requested regimen is an approvable
genotype and characteristics
Not es [a] State mandates may apply Al
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Har voni , |l edi pasvir/ sof osbuvi
Di agnosi s Chronic Hepatitis C
Approval Lqref er t eHaChvaoni 3
Guideline (Prior Authorizati on
Approval Criteria

1-Di agnosis of chronic

AND
pat.i

2-Provider asserts

hepatitis

ent

to the treatment regi men
AND
3-ALL of the foll owing:
9 The request is for Harvoni,

1 Patient is genotype

i, 4, 5,

C

l edi pasvir/

or

nf ect i d

demonstrates tr e

6
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w§el B

T Patient is not receiving Harvoni or | ed
with another HCV direct acting antivir 4
Mavyret (glecaprevir/ pibrentasvir), SoyV

1 The requested regimen is an appr elWarbJv en
based on patient genotype and character

Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Soval di or Soval di Pak [ a]

Di agnosi s Chronic Hepatitis C

Approval Liref er t eSoCvhalrai 4

Guideline 1Prior Authorizati on

Approval Criteria

1-Diagnosis of chronic hepatitis C infectid

AND

2-Provider asserts patient demonstrates tr e

to the treatment regi men

AND

9 The request is for Sovaldi or Soval

1T Patient is genotype 1, 2, 3, or 4

T Patient is not receiving Soval di i n
agent [e.qg., Epclusa (sofosbuvir/ve
(glecaprevir/ pibrentasvir)]

9 The requested regimen is an a
based on patient genotype and character

ppr evamvbd led

di H

con
| pat

Ac rIipLR
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Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Vosevi [ a]

Di agnosi s

Chroni c

Hepatitis C

Approval Liqref er t oV oCsheawit 6
Guideline 1Prior Authorizati on
Approval Criteria

1-Di agnosi s

2-Provider
to the

AND
3-ALL of the following
3. Tlhe request is for Vosevi
AND
3. ”2he patient is without <cirrhos-Pagbr Ahas
AND
3.Batient is not receiving Vosevi i n combi
agent [e.qg., Epclusa (sofosbuvir/vel patasyv
(glecaprevir/ pibrentasvir), Sovaldi (sofos

of

asserts
treat ment

chronic

hepatitis C infectid

AND

patient demonstrates trd

regi men

Ac¢ ITIPLE

o
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3.Mhe requested

AND

regimen is an approvabl e r

genotype and characteristics

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: Zepatier [ a]

Di agnosi s Chronic Hepatitis C

Approval Lqr ef er t oZ eCphaatrite r7

Guideline 1Prior Authorizati on

Approval Criteri a

l1-Diagnosis of chronic hepatitis C infectid

AND
2-Provider asserts patient demon
to the treatment regi men

AND
3-ALL of the following

T The request is for Zepatier
1T Patient is genotype 1la, 1b,
1 Patient is not receiving Zep
agent [e.qg., Epclusa (sofoshb
(gl ecaprevir/ pibrentasvir),
1 The requested regimen is an
based on patient genotype an

strates tr g

or 4
atier in
uvir/velp
Soval di (
d
t

A ¢ rXIpLUD

o
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]

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program

|l nf or mati on

ChartMalvyr et

Treat ment Napuve Patients
HCV Genotype Treat ment Durati on
No cirrho Compensated
(Ch-Pudh A)
1, 2, 3, 4 5 8 weeks 8weeks
Treat ment Experienced Patients
Treat ment Dur at

HCV Genot\yPatients No cirrh Compensat
previ ousl y cirrhosi-s
with a reg Pugh A)
containing
An NSS5A 1 16 week 16 week
without pr

treat ment
NS3/ 4A prd
i nhi bitor

An NS3FP4A
without pr
treat ment

NS5A i nhiQ

12

we e k

12

we

IPRS

8

weeks

12

we

PRS

16

we e k

16

we

Ac rIipy
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Kidney or LiverTransplant Recipients
HCV Genotype Treat ment Durati on
No cirrho Compensated
(Ch-Pudh A)
1, 2, 3, 4 5 12 week 12 weeks
1. I'n clinical trial s, subjects were tre
sofosbuvir or daclatasvir with pegyl ated
2. I n clinical trials, subjects were tre
sof osbuvir, or simeprevir, boceprevir, 0
3. PRS = prior treatment experience with
interferon, ribavirin, and/ or sofosbuvir
NS3/ 4A PI or NS5A inhibitor.

Chart4EpZz |l us a

c
r

Patient Popul ati on Recommended Treat men
Patients without cir|EPCLUSA for 12 weeks
compensated ciPumgtho R
Patients with decomp|(EPCLUSA + ribavirin
(Ch-Pudh B and C)
Chart4Ha3 voni
Recommended treatment regimen and duratic
GenotypelPatient Popul ati|Regi men and
Genotype|lTreat-mapmvte withoHARVONI 12 w
or with compensa
(Ch-Pudh A)
Treat-enepéri enced HARVONI 12 W
cirrhosi s
Treat-enepéri enced HARVONI 224*w

compensated cdrr

Pugh A)

]

[ C

Ac¢ ripup

v

R
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I B[ ¢

Treat-mapmve and- t HARVONI + ri
experienced withlweeks
cirrhos-PeglhcCBi bd

GenotypelTreat-mapmvte and- t HARVONI + ri
experienced | ivelweeks

recipients witho
compensated cdrr

Pugh A)
GenotypelTreat-mamve and- t  HARVONI 12 W
or 6 experienced with

with compensated

Pugh A)

*HARVONI for 8 weeks can -rhepgoanmdg iydastriekdn tisr
cirrhosis wheahnhawentprHCLV RNA | ess than 6

**HARVONI + ribavirin for 12 we«lhperéiamclee
genotype 1 patients with cirrhosis who ar

Char+tSod4 al di

Recommended Adult Treat ment Regimen and L

Adult Patient Regi men and

Treat ment naul SOVALDI + ped
cirrhosis or alfa + rib
compensated c
(Ch-Pudh A)

Genotype 1
12 weeks

Treat ment nap SOVALDI + r
treatment exp
without cirrh
compensated c
(Ch-Pudh A)

Genotype 12 weeks

Treat ment nap SOVALDI + r
treat ment exp

without cirrh 24 weeks

Genotype

Acr1x

| L\

v

R
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compensated c
(Ch-Pudh A)

SOVALDI in combination with ribavirin for
with genotype 1 infection who are interfe

SOVALDI should be used in combination wit
patients with hepatocellular carcinoma a\y
unt il l'iver transplantation, whi chever oc

Recommended Treatment Regimen and Duratic
Age and Ol der

Pediatric H Regi men and
Popul ation 3
and Ol der

Treat ment napp SOVALDI + r
treat ment exp
wit hout <cirrh
compensated c
(Ch-Pudh A)

Genotype 12 weeks

Treat ment napp SOVALDI + r
treat ment exp
without <cirrh
compensated c
(Ch-Pudh A)

Genotype 24 weeks

Char-vosevi

Genotype Patients pr ¢ VOSEVI Dur a
treated with
regi men cont

1, 2, 3, 4 An NS5A 1 nh 12 weeks

la or 3 Sof osbuvir wi 12 weeks
i nhi%bi tor

1. I'n clinical trials, prior NS5A inhibit
|l edi pasvir, ombitasvir, or velpatasvir.

]

Ac¢ ITIXIN
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2. I n clinical trials, prior treatment e»
the following: peginterferon alfal/ribavir
(boceprevir, simeprevir or telaprevir).

ChartZepatier

Dosage Regimens and Durations for ZEPATIE
HCV with or without Cirrhosis

Patient Pop Treat ment Durati on
Genotype 1la: ZEPATI ER 12 weeks
napve or Pedgdg
experi awme & o

baseline N
pol ymor*phi g
Genotype 1la: ZEPATI ER + 1 16 weeks

napve or Ped
experi sanbadel
NS5A pol ymor
Genotype 1b: ZEPATI ER 12 weeks
napve or Pedgdg
experience
Genotype 1la ZEPATI ER + 1 12 weeks
Pegl FN/ RBV|
experi*ténce
Genotype 4: ZEPATI ER 12 weeks
naupgve
Genotype 4: H ZEPATI ER + 71 16 weeks
experience

*Peginterferon alfa + ribavirin
+Pol ymorphisms at amino acid positions 2¢

++Peginterferon alfa + ribavirin + HCV N¢

Background

Epclusa (sofosbuvir/velpatasvir) is indic
3 years of age and ol der with chronic hepse

Ac¢ IIIX1e
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I B[ ¢

wi thout
wi t h

i nfection

combinati on ribavirin.

Harvoni and Harvoni Paki gpdedapeaedviofsohes

3

cirrhosi swidrh wlietcho mpempsaear

A

of d

adults and pediatric
without cirrhosis or
cirrhosi s, i n

combinati on

patients
wi t h
wi t h

year s

c 0 mp e n sdaet ceodm pcei nrs|
r

bavi

rin,

transpl ant

ribaviri

Mavyret
patient
without
the tre

S

at ment

recipients without <cirrhosis

n.

(gl ecaprevir/ pibrentasvir) is ind
3 years and ol der with acute

cwirtrhh ocscmp eors at ed ugihr ADos iMa s @C feinldd

o

or ¢

pediatric
wh o
or an

i nfecti
i nhi bit

on,
or

of adult and pat i g
previously have been
NS3/4A protease inhi

treat e
bitor,

Soval di
genotyp
as a co
of age

cirrhosi

Vosevi

with chr
wh o
regi men
treated

Zepati e

i nfecti oannd np eaddiuvalttr i c

Zepatier

Addi tio

T Notwithstandi
reaut hori zati on

e

have

and
1,

ol

S in

(sofosbuvir/velpatasvir/voxilaprev

oni c

wi t h

r (el

is i

nal C

2,
mponent
and

genotype
cont ai

Sol vandind®ciakattsdffoebutvhe )t mne &t
3, or 4 chronic HCV infecti
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der with genotype 2 or 3 chrd
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HCV infection
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regi men

without cPugho
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nhibitor or g-¢g
containing sof

n
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HCV
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(1lam) and/ or claim |l ogic. U saep porfo vaault op

varies by program and/ or therapeutic ¢

T Supply Limits may be in place.
4 References

1. Epclusa [package insert] Foster City, CA: Gil
2. Harvoni [ package insert]. Foster City, CA: Gil
3. Mavyret [package insert]. North Chicago, I L: A
4 . Soval di [ package insert]. Foster City, CA: Gil
5.Vosevi [ package insert]. Foster City, CA: Gile
6.Zepatier [package insert]. Whitehouse Station,
7.American Association for the Study of Liver Di

Society of America. Recommendations for Testin

https://www. hcvguidelines.org/. Accessed Septe

5 Revision History

Dat e Not es
Simplified Vosevi criteria with
12/1/ 2025 Zepatier as an example therapy
ned criteria as it is not yet o

Ac¢ rxixu
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clGHU2T I+

Optum Rxc

Prior Authorization Gui del

Gui deline GL649202

Gui deline Hepcl udex

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective [9/1/ 2026
P&T Approvi6/ 15/ 2026
P&T Revi si

1 I.ndi cations
Drug NHepcl udex (-gmbdyirtide

Chronic hepatitisl daildat edrfusr (tHD& )t r eat me
virus (HDV) infection in adults without ci

2 Criteri a

Product Name: Hepcl udex [ a]

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

Ac¢ rIIxe
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Guideline INon Formul ary

Approval Criteri a

l1-Diagnosis of CHRONIC hepatitis delta vir

AND

2-Submi ssion of medical records (e.g.
detectable HDV RNA within the past 6

AND

3-Submi ssion of medical records (e. g.
|l iver disease as confirmed by ONE of
1 ALT above th

e
1T Evidence of he
T Liver biopsy d

AND
4-ONE of the foll owing:

T Patient is without <cirrhosis
1T Patient has compensated cirrhosis

upper |Iimit of nor mal (UL
patic fibrosis by noninva
emonstrating hepatic fibr

, c han
mont h

, c han
t he f

AND
5-Prescribed by or in consultation with ONE
1T Gastroenterologi st
T Hepatol ogi st
T Infectious disease specialist
Not es [a] State mandates may apply Al
d the member specific benefit pl

Ac¢ IXILE
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e criteria. Other policies and
ply.
Product Name: Hepcl udex [ a]
Approval L4112 mont h(s)
Therapy St iqReauthorization
Guideline INon Formul ary
Approval Criteri a
1-Documentation of positive clinical respor
stabilization of fibrosis, undetectabl e HD
AND
2-Prescribed by or in consultation with ONS
1 Gastroenterologi st
T Hepatol ogi st
T Infectious disease specialist
Not es [a] State mandates may apply Al
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program

| nf or mati on

Background:

i s
without

indicated f
cirrhosi s

Hepcl udex
adul ts

t he
wi t h

or
or

treat ment
compens

A ¢ rXIXum
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This indication is approved under accel e

achieved a decrease in HDV RNA and al ani

Continued approval for this indication m

okl inical benefit in a confirmatory tria
Addi tional Clinical Rul es:

T Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(lram) and/ or claim | ogic. Usaepporfo vaaut opj
vari es abmy gmd/goar t herapeutic cl ass.

T Supply | imits may be in place.

4 References

1. Hepcludex [package insert]. Foster City, CA G

2. Wedemeyer H, Al eman S, Brunetto MR, et al A P
Bulevirtide in Chronic Hepati-32s D N Engl J M
doi :10. 1056/ NEJMoa2213429

3.Wedemeyer H, Al eman S, Bl ank A, et al. 144 Wee
chronic hepatitis D: Final and posttreatment r
Hepat ol Published online April 9, 2026 doi : 1

4 Assel ah T, Chul anov V, Lampertico P, et al . Bu
I nterferon for Chronic Hepati tli4s3.D. N Engl J M
doi :10. 1056/ NEJMoa2314134

5. Terrault NA, Lok ASF, McMahon BJ, et al. Updat
treat ment of chronic hepatitis B: AASLD 2018 h
2018; 67 (-4599.56d00i : 10. 1002/ hep. 29800

6. Kushner T, Cohen SM, Ahn J, Wong RJ. AGA Clini
of Hepatitis Delta: Commentary.-1G&%troenterolo
doi :10.1053/j.gastro.2025.07.037

7.Cornberg M, Zoul i m F, Gi sh R, et al . Best prac
and treating patients with hepatitis D (delta)
recent guidelines. Antivir Ther. 2025;30(4):13
doi :10.113523B%49%3%80

8. European Association for the Study of the Live
hepatitis delta virus-460. HdpataD. 1Q0@88j 7phéep: 2

9. European Association for the Study of the Live
t he management of hepatitis B vilhBs3.infection
doi :10.12016/j.jhep.2025.03.018

5 Revision History
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Dat e Not es

7/ 10/ 2026 New progr am.
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Optum Rxc

Prior Authorization Gui del

Gui deline GL555211

Guideline Hetl i oz

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Effective [5/1/2026
P&T Approvi8/ 14/ 2020

P&T Revisi{05/21/2021 ; 12/15/2021 ; 12/ 14
03/19/,2®B288/ 2026

1 Il.ndi cati ons
Drug NHekeltbioz (tasi melteon)

No#® dhour osMaekeep di bnddeated f or t-Béhoturre asthnkeen|

di sorder in adults and nighMagdgerei ss| Rymdrddm
patients 16 years of age and ol der. Hetl i o
treat ment eosl eeghdi smmur bances in SMS in pe
age.

2 Criteri a

Product Name: Brand Hetlioz, generic tasi me

Ac iy
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Approval L412 mont h(s)

Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria

1-ALL of the foll owing:

9 Diagnosi-34hwmfurnch eep wake di sorrduenrni(nagl sdd
freanni ngemtrr miomed type circadian rhyth
hypernycht hemeral syndr ome)

9 Patient is totally blind (has no | ight
T Prescribed by or in consultation with 4
OR

2-BOTH of the following:
9T Diagnosis of nightti me -MdgegePyadrsdme b@dM
1T Prescribed by or in consultation with 4
Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply
Product Name: Brand Hetlioz, generic tasi me
Approval L412 mont h(s)
Therapy St {Reauthorizati on
Guideline 1Prior Authorizati on
Approval Criteria
l1-Documentation of positive clinical respof
Notes [a] State mandates may apply. Aj
d the member specific benefit pl

Ac IIITIN
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e criteria. Other policies and
ply

3 Background

Benefit/ Coverage/ Program I nformati on

Background:

Hetlioz is a melatonin receptor Z2dhmurstsliseg
wake disorder in adults and niMpalgtetniime Sg/ineald
in patients 16 years of age and ol ded.i clHat
the treatment of nighttime sl eep disturbanr
of age.

Addi tional Clinical Rul es:

9 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(1ldam) and/ or claim |l ogic. U saep porfo vaault opm
vari es abmy gmrd/goar t herapeutic cl ass.

f Supply I imits may be in place.

4 References

1. Hetlioz [package insert]. Washington, D. C.:
2. Ameri can Academy of Sleep Medicine. (2015).

treatment of intrinswakeidicadi dar s hiwdAkhemarsd edps
phase disorder ( ASWPak)e, pdhealsaey eddi ssolredeepr ( DSWPD) ,
sl eewpke hrmhylti sorder (N24SWD)walkedr hytrlregudiasorsd e
(I SWRD): An wupdate for 2015. American Academy
3.Auger RR, Burgess HJ, Emens JS, et al . Clinica

of I ntrinsic Cir-WakeaRh&®égt bims &t e€ pHo(urSWPD) ,

Sl eepk Rhythm Disorder (N2438WR), Rarwyd himr De gwlr are

(1 SWRD) lJee&p iMed 2015128610): 1199

4 . Rajaratnam SM, Pol ymeropoul os MH, Fi sher DM
(VEX62) for transientimessesimni a:atwerrahdemi
mul ticentre trials. L an ec9elt.. 2009 Feb 7; 373
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5 Revision History

Dat e Not es

3/ 18/ 2026 Annual review. Updated referenc
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Optum Rxc

Prior Authorization Gui del
Guideline GL436512
Gui deline Hycamtin
Formul ary 1 UnitedHealthcare Government
SP
Gui deline Note:

Ef fective

|1/ 1/ 2026

P&T Appro

vi{8/ 14/ 2020

P&T Revi s

i 02/ 19/ 2021 ;
11/ 22/,2Q24 21/ 2025

09/15/ 2021 ;

08/ 19

1 Il.ndi cations

Drug NHwyweamtin (topotecan hydrochl ori de)
Rel apsed small deldli clauregd daomcedrhe treat ment
cel l l ung cancer.

2 Criteri a

Product Name: Hycamtin [ a]

Di agnosi s Smal | cel l l ung cancer (SCLC)
Approval L412 mont h(s)

Ac¢ iy
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Therapy Sti{lnitial Authorizati on

Guideline Prior Authorizati on

Approval Criteria

l1-Diagnosis of smal/l cell l ung cancer (SCL(
AND

2-Patient has experienced a r-elapsehemothedt
cisplatin with etoposi de)

Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Hycamtin [ a]

Di agnosi s Smal | cel l l ung cancer (SCLC)

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr efd

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Hycamtin [ a]

Di agnosi s Mer kel cell carcinoma

Approval L4112 mont h(s)

Therapy Stiglnitial Authorizati on

]
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Guideline 1Prior Authorizati on
Approval Criteri a
1-Diagnosis of Mer kel cel | carci noma
AND
2-Patient has a contraindicati on-PBLol oo rP @ nste
therapy
AND
3-ONE of the foll owing:
9 Disease is regional N +
1 Disease is M1 disseminated
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Hycamtin [ a]
Di agnosi s Mer kel cell carcinoma
Approval L4112 mont h(s)
Therapy St {Reauthorizati on
Guideline (Prior Authorizati on
Approval Criteri a
l1-Patient does not show evidence of progr efd
Notes [a] State mandates may apply. Aj
d the member specific benefit pl
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]

e criteria. Other policies and |
ply.

Product Name: Hycamtin [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L4112 mont h(s)

Therapy Stilnitial Aut hori zati on

Guideline (Prior Authorizati on

Approval Criteri a

l1-Hycamtin wil!/ be approved for uses not ol

Comprehensive Cancer Network (NCCN) Drugs

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Hycamtin [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L4112 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Documentation of positive clinical respor

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

A ¢ rXITum
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Benefit/ Coverage/ Program I nformati on

Background:

of patients

(useful i n
surgery and
di sease has

Hycamtin (topotecan hydrochloride) is a t

Net work (NCCN) also recommends Hyeaagrmthitn tme

Addi ti onal Clinical Rul es:
T Notwithstanding Coverage Criteria, Uni
aut horization based solely on previous
(ldam) and/ or claim |l ogic. U saep porfo vaault opm

vari es &mny gmd/gar therapeutic class.

with relapsedNamabhatelChnkeng/

certain circumstraeagieaenall oN+ Mdi g
/ or r a®iDblt ioorP Btnhteihapwapiyf i antibnt
pr@dPLeseePddomihantaipy.

T Supply I imits may be in place.
4 References
1. Hycamtin [package insert]. East Hanover, NJ: N
September 2018. A
2. The NCCN Drugs and Biologics ChmpeAdaiulmalf NE Calt
http://www. nccn. org/ professionals/ drug_compend
October 1, 2025,

5 Revi sio

n History

Dat e Not es
Annual revi ew. Updated Mer kel ¢
117372025 ent NCCN recommendati ons. Updat
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f Al ¢ UHI

Optum Rxc

Prior Authorization Gui del

Guideline GL516229

Guideline | br ance

Formul ary 1 UnitedHealthcare Government
SP

Guideline Not e:

Ef fective [4/ 1/ 2026
P&T Approvi{2/ 16/ 2024

P&T Revisi(05/21/2021
2/ 20/ 2026

; 05/20/ 2022 ; 08/;19

1 Il.ndi cati ons
Drug NbhBmeance (palbociclib)

Breast kadiceated for the treat mendgi toifv e olrum
epidermal growth faaotgrRti eceptdomanzedHBR2 me
combination with an ar omat absaes eidn htihbeirtaopry ,a sq
wiht Fasl odex (fulvestrant) in patients with

2 Criteri a

Product Name: | brance [ a]

Ac¢ rITuwp
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Di agnosi s Breast Cancer
Approval L412 mont h(s)

Therapy St{lnitial Authorizati on
Guideline (Prior Authorizati on
Approval Criteria

1-Di aghosi s

2-Di sease

of advanced, recurrent, or met 4§

AND

i $ elcempmapnoes(i HR)v e

AND

3-Di sease is human epider mal eregvatth vfeact or
AND
4-One of the following:
4 . Used in combination with an aromatase in
exemestane)
OR
4 2sed in combination with Faslodex (fulve
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: | brance [ a]
Di agnosi s Breast Cancer

Ac iy
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Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr efq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: | brance [ a]

Di agnosi s

WelDli f ferentiated/ Dedi ffebDBbh$) at

Approval L4112 mont h(s)

Therapy Stilnitial Aut hori zati on

Guideline (Prior Authorizati on

Approval Criteria

1-Di agnosis of wunresectDAbllSe retroperitoneal

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: | brance [ a]

Di agnosi s

WeliDli f ferentiated/ Dedi ffebDBb$) at

Approval L412 mont h(s)
Therapy St{Reauthorizati on
Guideline (Prior Authorizati on

Ac rIiyw
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Approval Criteri a

l1-Patient does not show evidence of progr efd

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: |l brance [ a]

Di agnosi s Uterine Neopl asms

Approval L412 mont h( s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

1-ALL of the foll owing:

9 Diagnosis of endometri al carci noma

M Disease is recurrent or met astatic

1 Used in combination with | etrozol e
OR

2-ALL of the foll owing

2.0i agnosis of wuterine sarcoma

AND

2. Rositive for CDK4 gene amplification

AND

2.3Bi sease i s ONE of the following:

Ac¢ Iyl
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1 Advanced

T Il noperabl e

1 Recurrent/ metastatic

Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: | brance [ a]

Di agnosi s Uterine Neopl asms

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr efd

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: | brance [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L4112 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

1- brance wil|l be approved for uses not out
Comprehensive Cancer Network (NCCN) Drugs

Ac ITIYLD
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Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: | brance [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteria

1-Documentation of positive clinical respor

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformati on

Background:

| branceE (palbociclib) is a kinase inhibi

(HR)ositive human epider mal gmhewahi vachdwa

metastatic breast cancer i n combi nantd oocr iwni

based therapy, or in combination with Fas|

progression following endocrine therapy.

The use of an aromatase inhibitor in men

concomitant suppression of testicular ster

Net wor k (NCCN) recommends talgee nus & hcefr alpbyr &

Ac¢ rxiywu
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recurrent or

Addi ti onal Clinical

T Notwithstanding

unresectetabbpewd-diofnfeadenti ated/ dedi f f ®&Dé Bt i
metastatic

Coverage

endometri al car cin

Rul es:

Criteria, Uni

aut horization based solely on previous
(1lam) and/ or claim |l ogic. U saep porfo vaault opm
vari es &mny gmd/gar therapeutic class.
T Supply I imits may be in place.
4 References
1.l brance capsule [package insert]. New Yor k, NY
2.1l brance tablets [package inserg] New Yor k, NY
3. The NCCN Drugs and Biologics ChmpeAdaiulmalf NE Calt
http://www. nccn. org/ professionals/ drug_compend
December 16, 2025
5 Revision History
Dat e Notes
2/ 10/ 2026 Annyal revi ew. Updated coverage
terine neopl asms. Updated refer
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f Hiat RN

Optum Rxc

Prior Authorization Gui del

Gui deline GL436513

Gui deline l clusig

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective [1/1/ 2026
P&T Approvill/ 19/ 2021
P&T Revisi (08/19/2022

; 11/ 18/2022; ;11/121/73

1 I.ndi cations
Drug NbBmkeusig (ponatinib)

Chronic Myeloid Ladkemtad(E€CML)treat ment of
accelerated phase, or bDblast phase chronic
tyrosine kinase inhibitor (TKI) therapy 1is
Acute Lymphoblastic UeuwWkemiteed( Plo¥ Alle)at men
positive Philadel phia chromosome positive

My el oi d/ Lymphoildn Nieogtleads nfsor t he treat ment
|l ineage neoplasms with eosinophilia and FG

2 Criteri a

Ac¢ IIYLE
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2. Both

Product Name: Il clusig [ a]
Di agnosi s Chronic Myelogenous [/ Myeloid Lg
Approval L412 mont h(s)
Therapy St{lnitial Aut hori zati on
Guideline (Prior Authorizati on
Approval Criteri a
1-Di agnosis of chronic myelogenous/ myel oi d
AND
2-One of the following:
2.Both of the following:
. 1lDilsease is in the chronic phase
AND
. 1QNE of the foll owing:
1 Patient with resistance or intolerance
therapies [e.g., i matinib mesylate, Spr
1 Patient has no identifiable BCR:: ABL1 nj
OR
2. Qonfirmed documentation of T3151 mutatio

OR

of the following:

A ¢ rxiyun
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9 Disease is in the accelerated or bl ast
1 No other kinase inhibitors are indicat ¢
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
N Tried/ failed alternative(s) af
CN guidelines.
Product Name: Il clusig [ a]

Di agnosi s

Chronic Myelogenous [/ Myeloid Lg

Approval L ¢

12 mont h(s)

Therapy St i{Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteri a

l1-Patient does not show evidence of progr esq

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: |l clusig [ a]

Di agnosi s Phil adel phi a-PGBir obmuosomeut e Lympl
(Ph+ALL)

Approval L412 mont h(s)

Therapy Stdlnitial Authorization

Guideline (Prior Authorizati on

Approval Criteri a

1-Diagnosis of Philadel phia chromosome posi
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Not es [a] State mandates may apply A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Il clusig [ a]

Di agnosi s Phil adel phi a-PG@GBir bmesomeut e Lymplt
(Ph+ALL)

Approval L4112 mont h(s)

Therapy St iqReauthorization

Guideline (Prior Authorizati on

Approval Criteri a

l1-Patient does not show evidence of progr esq

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: |l clusig [ a]

Di agnosi s My el oi d/ Lymphoid Neopl as ms

Approval L412 mont h(s)

Therapy St{lnitial Authorizati on

Guideline 1Prior Authorizati on

Approval Criteria

1-Diagnosis of l ymphoi d, myel oi d, or mi x ed

AND
2-ONE of the foll owing:

Ac¢ rIiyuw

o
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1 Patient has a FGFR1 rearrangement
1T Patient has an ABL1 rearrangement
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply

Product

Name: |l clusig

[ a]

Di agnosi s

My el oi d/ Lymphoid Neopl as ms

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr esfq

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Il clusig [ a]

Di agnosi s Gastrointestinal Stromal Tumor s

Approval L4112 mont h(s)

Therapy St{qlnitial Authorization

Guideline (Prior Authorizati on

Approval Criteri a

1-Di agnosis of gastrointestinal stromal t ur
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AND
2-Di sease is ONE of the following:
1 Gross residual di sease (R2 resection)
T Unresectable primary disease
f Tumor rupture
1T Recurrent/ metastatic disease after prog
sunitinib, regorafenib, and standard dd
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: Il clusig [ a]
Di agnosi s Gastrointestinal Stromal Tumor s
Approval L412 mont h(s)
Therapy St iqReauthorization
Guideline (Prior Authorizati on
Approval Criteria
l1-Patient does not show evidence of progr efd
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: |l clusig [ a]
Di agnosi s NCCN Recommended Regi mens
Approval L4112 mont h(s)
Therapy Stiglnitial Authorization
Guideline (Prior Authorizati on
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Approval Criteri a

1-lclusig wild@l be approved for uses not out

Comprehensive Cancer Network (NCCN) Drugs

Notes [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: Il clusig [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L4112 mont h(s)

Therapy St qReauthorization

Guideline (Prior Authorizati on

Approval Criteri a

1-Documentation of positive clinical respor

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

3 Background

Benefit/ Coverage/ Program I nformation

Background:

|l clusig (ponatinib) is a kinase inhibitor
di agnosed Phil adep pdiitai wen raanotseo mey mphobl as
combination with chemotherapy, as momatfer

i nhibitors
(CP) chronic

ar e -ponsdiitciavtee dPh t0 rALTL3.1 5llc |l usi g i
myeloid | eukemia (CML) with

A ¢ ITI®H
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kinase inhibitors, accelerated phase (AP)

i nhibitors are indicated, chronic phase CN
omMm31pdbsitive CML (chronic phase, accelerat
The National Comprehensive Cancer Network
treat ment of myeloid, lymphoid, or mixed I
ABL1 rearrangements, and gastrointestinal

Addi tional Clinical Progr ams:

T Supply I imits may be in place.

1 Notwithstanding Coverage Criteria, Uni
authorization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml
vari es abmy gmrd/gar t herapeutic cl ass.

4 References

l1.1lclusig [package insert]. Lexington, MA: Taked
2024.
2.The NCCN Drugs and Biologics CBmpeAdaiulmaly NE Cat
http://www. nccn. org/ professional s/ drug_compend
September 18, 2025.
5 Revision History
Dat e Notes
Annual review. Updated CML crit
117312025 ons. Updated background and ref
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Optum Rxc

Prior Authorization Gui del

Gui deline GL562205

Guideline l cotyde

Formul ary 1 UnitedHealthcare Government
SP

Guideline Note:

Ef fective [6/ 1/ 2026
P&T Approvid/ 15/ 2026
P&T Revi si

1 I.ndi cations
Drug Nbhmetyde (icotrokinra)

Modertassever e pl agqulen discoatieadsifsor t he -tt® e@wd md
pl aque psoriasis in adults and pediatric p
40 kg who are candidates for systemic ther

2 Criteri a

Product Name: |l cotyde [ a]

Di agnosi s Pl ague Psoriasis (PsO)

Approval L412 mont h(s)

A ¢ rxigmn
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Therapy Sti{lnitial Authorizati on

Guideline INon Formul ary

Approval Criteria

l1-Diagnosis of chronic moderate to severe [

AND

2-ONE of the foll owing:

2. ALL of the foll owing:

2. 1Grleater than or equal to 3% body surfac
genital invol vement, or severe scalp psori
AND

2. IHi2story of failure to ONE of the foll ow

clinically significant adverse effects are
trial):
9 Corticosteroids (e.g., bet amet hasone, C|
f Vitamin D analogs (e.g., calcitriol, c4g
1 Tazarotene
9 Calcineurin inhibitors (e.g., tacroli mu
T Ant hralin
1 Coal tar

AND
2. IHi3story of failure to a 3 month trial o]
contraindicated or clinically significant
duration of trial)

OR

2. Ratient has been previously treated with

]

[ C

Ac¢ iR
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approved for the treatment of plaque psori
submission of medical records (Document dr
adal i mumab, Bi mz eolkxe x()bhi nCe kmizz mmglxert ol i zumag
Enel (etanercept), l'lumya (tildrakizumahb)
(brodalumab), Sotyktu (deucravacitinib), T
usteki numab]

AND
3-ONE of the following:
3.Hi story of failure, contraindication, or
products (document drug, date, and duratio
1 One of the preferred adali mumab product
T Skyri zi (risankizumab)
1 Taltz (ixekizumab)
1 One of the preferred ustekinumab produc

3.Ratient has a dephwmhémt ¢add ndedldegree t hat

ref
pho

3.BOTH of the foll owing:

T Patient is currently on | cotyde therapy
of medi cal records (Document date and d

1 Patient has not received a manufacturer
of fice, or any form of assistance from
program (e.g., sample card which can b¢g
medi casi anmeans to establish as a curr g

AND

4-Patient is not receiving lcotyde in combi
i mmunomodul ator [e.g., adal-bkmazmab, CBmmz al X
Cosentyx (secukinumab), Enbr el (etanercept

OR

used any injectable ther apyV-ToR 3m0e0d.i2c9% |f
bia diagnostic criteria6).

OR

A ¢ I
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Skyri zi (risanki zumab) Silig (brodal umahb)
Tremfya (gusel kumab), ustekinumab] for tre
AND
5-Prescribed by or in consultation with a d
Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply. . . - . .
* Patients requesting initial a |
apy via the receipt of a manuf aqg
prescriberds office or any form
red CarePath Savingsrpdogoamesh:
zation criteria as if patient wid
[b] For a Ilist of preferred adal
coverage tool s.
[c] For a Ilist of preferred ust ¢
coverage tool s.

Product Name: |l cotyde [ a]

Di agnosi s Pl aque Psoriasis (PsO)

Approval L4112 mont h(s)

Therapy St {Reauthorizati on

Guideline INon Formul ary

Approval Criteria

l1-Documentation of positive clinical respor

AND

2-Patient is not receiving lcotyde in combi

i mmunomodul ator [e.g., adal-bkmamab, CBmmz al X

Cosentyx (secukinumab), Enbr el (etanercept

Skyrizi (risankizumab), Siliq (brodal umab)

Tremfya (gusel kumab), ustekinumab] for tre

A ¢ rXI1®um
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Not es [a] State mand
d the member s
e criteria. Ot
ply.

ates may apply. A
pecific benefit pl
her policies and |

3 Background

Benefit/ Coverage/ Program

|l nf or mati on

Background:

l cotyde
treat ment
years of age and
t her aplyotost her apy.

ol der

Addi ti onal Clinical Rul e

Cover
based
claim |

fNot withstanding
aut horization
(1dam) and/ or
vari es amy gmrd/gar

fSupply Iimits may be

(i cotroki2mBr a)ecieptan
o s emeder ptleaque

t herapeutic

iamtt eargloenu ksit n
i n adg
| eas

psoriasi s

who weigh at

S :

Criteria, Uni
on previou
U saep porfo vaault of
cl ass.

age
sol ely
ogi c.

in place.

4 References

BE,

5 Revision History

insert].

eat ment

Hor s ham, PA:
KNeFpH aghu iDdHe | iente sal o f
of psoriasis w

o

G R

Janssen
Jooa rnet
ith bio

Dat e

Not es

4/ 21 2026

New progr am.
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f16RNCE

Optum Rxc

Prior Aut horization Gui del
Guideline GLk399220
Guideline |l dhi f a
Formul ary 1 UnitedHealthcare Government
SP
Guideline Not e:

Ef fective |

11/ 1/ 2025

P&T Approvi

9/ 15/ 2021

P&T Revi si i

09/ 21/ 2022

09/ 2p/ 2028/ 209/ 18

1 I.ndi cations

Drug Nhdadbkifa (enasidenib)

Rel apsed or refractory acultnedintyaetleod df o re utkhed
patients with relapsed or refractory acute

dehydro@erfd dDH2)

mut ati on

asp dred veecd etde shty. an

2 Criteria

Product Name: |l dhifa [ a]

Di agnosi s Acute Myeloid Leukemia (AML)
Approval L412 mont h(s)

A ¢ ITIamm
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Therapy Sti{lnitial Authorizati on
Guideline Prior Authorizati on
Approval Criteria
l1-Diagnosis of acute myeloid | eukemia (AML)
AND
2-AML i s | DHPpomut avieon
AND
3-ONE of the foll owing:
9 Disease is relapsed or refractory
1T Used aisntteorwsi ty treatment induction whe
therapy
T Used for consolidation t-ihretreampyi tays rceqitm
i nducti on
1 Used asupoadfioewr induction therapy follo
intensity therapy with the same regi men
Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: |l dhifa [ a]
Di agnosi s Acute Myeloid Leukemia (AML)
Approval L4112 mont h(s)
Therapy St i{Reauthorizati on
Guideline (Prior Authorizati on
Approval Criteria

Ac ITIMN
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l1-Patient does not show evidence of progr efq

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: |l dhifa [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L4112 mont h(s)

Therapy Stiylnitial Aut hori zati on

Guideline (Prior Authorizati on

Approval Criteri a

1-1dhifa will be approved for uses not out/

Comprehensive Cancer Network (NCCN) Drugs

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: |l dhifa [ a]

Di agnosi s NCCN Recommended Regi mens

Approval L4112 mont h(s)

Therapy St {Reauthorizati on

Guideline (Prior Authorizati on

Approval Criteri a

l1-Documentation of positive clinical respor

Not es [ a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

A ¢ ITIME
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3 Background

Benefit/ Coverage/ Program

|l nf or mati on

Background:

i s
wi t h
mut ati on

| dh(dmasi deni b) an
adult patients

dehydrog@erfd dDd2)

1 Notwithstanding

i-2 oicn hirkaitteo rd eihnydir coagtg
rel apsed

Cancer Comprehensive Network (NCCN) also r
agent, or in combination wit-hhutaztaed tAML nfeq
i nduction when not a candidate WwWoap ahtensi
therapy following response to previous | oV
consolidation t her apiyntaen siotnyt i rnaigpitmeom wse d
l dhifa has a black box warning for differ
hyperl eukocytosi s. Pl ease see full prescr.i
Addi tional Clinical Progr ams:

T Supply I imits may be in place.

Coverage

or refractor.y
asp dred veecdeetde aityi. oal

Criteri a, Uni

aut horization based solely on previous
(lam) and/ or claim | ogic. Usaepporfo vaault opml
vari es &y gmd/gar therapeutic class.
4 References
1.1dhifa [package insert]. Summit, NJ: Celgene C
2. The NCCN Drugs and Biologics ChmpeAdaiulmalf NE Calt
www. nccn. org. Accessed July 26, 2024.
5 Revision History
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Dat e

Not es

9/ 17/ 2025

Annual

revi ew.

N o

changes
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e

Prior Aut horization Gui
Guideline GLL405348
Guideline | mbruvi ca
Formul ary 1 UnitedHealthcare Government
SP
Guideline Not e:

Ef fective |

12/ 1/ 2025

P&T Approvi

8/ 14/ 2020

P&T Revisi{02/19/2021 ; 10/20/2021 ; 10/;19
10/ 15/ 2025

1 I.ndications

Drug NBmkbruvica (ibrutinib)

Chronic Lymphocytic Leukemi a/ Srmanldli clayreph d o
treat ment of adult patients with chronic |
l ymphoma (SLL).

Chronic Lymphocytic Leukemia/ Small Lymphoc
I ndicated for the treatment of adult patie
l ymphocytic |Iymphoma (SLL) with 17p del eti

Wal denstr°mobs
Wal denstr°mobs
Chronic Graft
ver qhwos t

di sease

Maclrodgil odbtué d nfeani at h e
macrogl obulinemia.

verlsnmagi dotse d Dfi are atstee
after failure of

one or

treat me

treat me
mo

Ac¢ Time
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TUsee sNati onal Cancer Comprehensive Nef
bruvi-cal If orymmphleroma types: extranodal
tomach and of nongastric sites (noncu

he
[

0
ric MALT, -cdelflf,usikledDSaHdegdd |IB hi-gbl gr &g e
osamnhsplant |l ymphoproliferative disorde
y mph

r
m
S

ot

g
I oma and hairy cell |l eukemi a.

Z>S 0 T+
nwasgo

@)
0
t

n
a
C

2 Criteri a

Product Name: |l mbruvica [ al]

Di agnosi s B-Cel | Ly mphoma

Approval L4112 mont h(s)

Therapy Stilnitial Aut hori zati on

Guideline 1Prior Authorizati on

Approval Criteri a
1-BOTH of the foll owing:

1.0i agnosis of mantle cell l ymphoma ( MCL)

AND

1. @QNE of the foll owing:

T Patient has received at | east one prior
T Used #Hmnr epartement t herapy in combination
number of cycles with RHyper CVAD (ritux
doxorubicin, and dexamethasone) regi men
OR

2-Di agnosis of ONE of the foll owing:

f Chronic Lymphocytic Leukemia (CLL)

A ¢ ITIMHE
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T Smal |l Lymphocytic Lymphoma (SLL)

OR

3-BOTH of the foll owing:

3.0iagnosis of ONE of the following:

1 Pogtransplant | ymphoproliferative disor
T Extranodal mar ginal zone | ymphoma (EMZLU
1T EMZL of nongastric sites (noncutaneous)
9 Diffusecéhlr gleymBp-gemmi tabncenter DLBCL)
9 HI-WNel atceed IB |l ymphoma
1 High gxtadé Bymphoma
T Hairy <cell l eukemi a
9T Nodal or splenic marginal zone | ymphomad
AND
3.2sed as -Isiencconodi a subsequent therapy
Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.
Product Name: | mbruvica [ al]
Di agnosi s B-Cel | Ly mphoma

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorizati on

Approval Criteria

l1-Patient does not show evidence of progr esq

Notes [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and
ply.

A ¢TI0
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Product Name: | mbruvica [ al]

Di agnosi s Wal denstrom's Macrogl obulinemia

Approval L412 mont h(s)

Therapy St{lnitial Aut hori zati on

Guideline (Prior Authorizati on

Approval Criteri a

1-Di agnosis of Waldenstrom's Macrogl obul i ne

Not es [a] State mandates may apply. Aj
d the member specific benefit pl
e criteria. Other policies and |
ply.

Product Name: | mbruvica [ a]

Di agnosi s Wal denstrom's Macrogl obulinemia

Approval L412 mont h(s)

Therapy St {Reauthorizati on

Guideline 1Prior Authorization

Approval Criteria

l1-Patient does not show evidence of progr es;q

Not es [a] State mandates may apply. A
d the member specific benefit pl
e criteria. Other policies and
ply.

Product Name: |l mbruvica [ a]

Diagnosi s Chronic Graft Versus Host Disea}{

Approval L4112 mont h(s)

Therapy St{lnitial Authorization

]
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Guideline 1Prior Authorizati on

Approval Criteri a

1-Diagnosis of chronic graft 