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TEPLIZUMAB-IMZWY ....coiiiiiiiiii ittt b e e s e et e s s bb e e e s s b b e e e s s bbb e e s s bbae e s sbbaeessnbas 464
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TERIFLUNOIMIDE ...ttt s 466
TESTOPEL AND TESTOSTERONE .....uutiutiiteittetesteett ettt ettt st et st et e tesheeabesbeeat e beeheese e bt eat e b e sbeeabesbeeatebesheenbenbesaeentesaeensesees 468
TEZEPELUMAB-EKKO......ceitteiiteeitete ettt ettt ettt ettt st s bt ettt s he et e s bt ehe e bt e bt e m e e e bt e abesbeebeembesbeeatenbesbeenbenbesaeentesbeennanees 470
THALIDOMIDE ...ttt ettt ettt ettt sttt et e h et be e a et e s he et e s bt e at et e she e e e e bt eatembeeheeme e bt e at e b e sbeeabesbeeatenbesbeenbebesatentesaeennenbs 471
THICK T e s 473
THYIMOGLOBULIN ..ttt s 474
TILDRAKIZUIMAB. ...ttt s 475
TOBRAMYCIN INHALATION ...ttt ettt ettt sttt et st et s bt et e tesae e e e s besat e beeheene e bt eateseeeaeemsesbeeatenbeebeentenbesnteneesaeenseses 476
TOUCILIZUMAB. ...ttt ettt ettt et sttt et sa et e e bt e et e bt e aeeaeesbeeat e tesheemeesbeeaeenbeeheeme e bt eat e s e sheemsesbeeatenbeebeenbenbesateneesaeensesees 477
TOFACITINIB ...ttt s aas 480
TOFERSEN. ..ttt s 484
TOLVAPTAN Lttt s 485
TOPICAL AGENTS FOR CUTANEOUS T-CELL LYMPHOMA (including Mycosis fungoides and Sézary syndrome) ............... 487
TOPICAL DERMATITIS AND PSORIATIC AGENTS. ... ceeee ittt ettt e e e ettt e e e e e e et e et e e e e e e s mnereeeeeeeseaannnrneeeeeessanannns 488
TRALOKINUIMAB. ... ceeeeeee ettt ettt e e e e e ettt e e e e e s e b et teeeeeesaaansbe e teeeee e e anesee e e e e e e e e nns s et e eeeeeaannssbeeeeeeeseaannneneneeeesaanannns 490
TRASTUZUMAB ...ttt ettt ettt ettt b et s bt bt et e s b e ht e bt s he et e sb e e ae et e sheeabe s b e e heea b e e bt ea e e bt e ae e b e ebeea b e st e eate b e sheenbebesanenteabeeanentes 492
TRIPTORELIN ...ttt ettt ettt ettt et s h et b e e ht et s bt et e bt s at et e sheeae e bt e he e b e e bt eae e bt e ae e b e sbeeabenbeeaee b e sheembe bt sanenteaneeanenes 493
TROFINETIDE ...ttt ettt et ettt ettt ettt sh et s bt e ht et s bt et e bt e ae et e sh e e ae e b e e h e e b e e bt eae e bt e ae e b e ebeeabenbeeabe b e sheenbebesanenteaneeanenees 495
TROGARZO ...ttt ettt et e e e et ettt e e e e e e e e a s b e et e e e e e e ea s s bt e eeeeee e e ane b e e teeee e e e anb e et e eeeeeeaannebeeeeeeeeeaannneneeeeeeeeeaannne 496
TUGCATINIB .ttt ettt et ettt e e e e e e e bttt e e ee e e e e uan b e et e e e e e e e a s s b e e e e e e e e e e nnes et e eeeeee e anss e et e eeeeseaannssbeeeeeeeseaannneneeeeeessanannns 497
TYVASO. ettt ettt ettt et e e e e e e b ettt e e e e e e e e aa b et e e e e e e e e a s bt e eeeeee e e e nabeeteeeee e e e nebeteteeeeeeaahebeteeeeeeeaannrneeeeeeeeeaants 498
UBLITUXIIMAB-XITY .ttt sttt sttt sttt ettt st et s bt et et sat et e s bt eatesbe s st et e e bt eae e bt ea b e b e eheeabesheeabe bt eae et e sheenbesbeemeenbesbeentenne 500
USTEKINUIMAB ...ttt sttt ettt sttt et ettt sht et e s bt e at et eat et e sbeeabesbees e e bt e bt eab e bt ea b e bt eb e e b e eheeaee bt eat et e ebeenbesbeemeenbesbeentenne 502
VAGINAL CONTRACEPTIVES ...ttt sttt sttt ettt sttt et sh et s bt eat et sae et e s bt et et e sheembeeheenteabesas e st e ebe et e sbeembenbesaeenbesneennenees 506
VAGINAL PROGESTERONE.....cciiiittittetee ettt e e e e ettt e e e e e s et ettt e e e e e e s uabeaeeeeeeeaa s nareeaeeaeessaannbeeaeeeeeesannsreaeeeeeeesannnrneeens 507
VALOCTOCOGENE ROXAPARVOVEC-RVOX......utttttiiiiiiiiiiteteeee e ettt e e e e s e eeiseeteeeesesssauantateeeesssssannnteeeeeeeesaansreaeaeeesesannnsneeens 508
VARIZIG ..ttt ettt ettt et e e ettt e e e e e e e s ettt teeeee e e bbb et e e e e e e e e abebee e e e e e e e aabeeeeeeeeeeaaaanbeeeeeeeeeea e nnraaeeeeeeenannrraees 509
VEDOLIZUMAB ...ttt ettt ettt sttt b e e at et s he et s bt et e st e she et e s bt eat e bt e aeen s e ebeeat et e eheenbeeheeab e bt eat et e sat et e sbeembenbesaeenteabeeanenees 510
VELAGLUGCERASE ALFA ...ttt sttt ettt sttt sttt et s bt et s bt ea e e bt e ae e st e sbeeateebeebe e bt eheent e bt eab e st e ebt et e sbeenbenbesaeenteabeeanenees 512
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VELMANASE ALFA-TYCV ..ottt ettt sttt e e e b et e e e s s s e e e e e e s s s b e e e e e e e s s s ababa e e e e e e s e sannnraaeeas 513
VERTEPORFIN INJECTION ....etiiiiiiiiii ittt ettt sttt ab et s b e e e e s bbb e e e saba e e e s a e e e saba e e e ssabaaeesannaese s 514
VESTRONIDASE ALFA. ...ttt sttt a bt e s s b st e e s b bt e e s bbbt e e s b e e e e s aba e e e sabb e e e sabaeeesanbaeee s 515
VIGABATRIN ettt st et e e bbbt e s e b et e e s bb e e e e s bbb e e s s bbb e e e st b et e sabb e e e saba e e e sabae e e sanbare s 516
1YL PP PPPP 517
RV I €N PP 518
VIMATZ2 INHIBITORS ... a e s a e e b b e s s s bbb e e s s b b e e e s aba e s e s saaae e e s 519
VOCLOSPORIN ...ttt ettt et e e s e e e e s bt et e e s ba et e e s sb et e e e s b et e e s sb et e e s s ba e e e s mba e e e smna e e e snba e e e snbaeeesannneeess 520
VORETIGENE NEPARVOVEC ...ttt sttt sttt e e s b et e s s et e e s b et e e s mba e e e s ba e e e sbaeeesanneee s 522
VORICONAZOLE......ciiiiiiiiiiiiie ittt a e e s b b e e e e s bbb e e e s bbb e e e s bbb e e s s bbb e e e s bbb e e e s bbb s s e s sabas e e s 523
VOSORITIDE. ..ottt b s e e s s b b e e e e s bbb e e e s b b e e e e s bbb e e e s bbb e s e s bbb e e e s bb e s e s bbb e s e s abba s e s 524
LY ) (=3 O 1 PP 525
WWEGOVY .ttt ettt e e et e s e b e et e s e b b et e s s s ba e e e e b e et e e e bb et e e e bt et e e s b et e e s R et e e s bt e e s ae e e s raere s 526
XEOMIN, DYSPORT, MYOBLOGC, and DAXXIFY ...ccoteieiiieiieeeite ettt sttt e sttt sbee e st e s e smeeesabeesneessmseesnenesnneens 527
KGEV A ettt s et e e e e et e e R e et e e R et e e e r et e e b et e e s e et e s b et e e s et e e s ae e e s rnere s 529
KEAFLEX cc ittt e e b e bbb e b e b e s b e e b e s e s b e e e s a e s aae e s 530
XIFAXAN it e e s e E e a e bbb a e e s b e e s b e s a e e s aae e s 531
XURIDEN L.ttt b bbbt e e s b s e e e s bbb e e e s bbb e e e s bbb e e e s bbb e e e s bbb e s e s b b e e e s bbb s e s abba s e s 532
YON S A ettt et et e e e b e s e b e e e s R e et e e R e et e e R e et e e e R e et e e e R b et e s b et e e s b et e e s b et e e s b ne e e s anneee s 533
ZAFIRLUKAST ...ttt ettt ettt e et e s e be et e s e b e et e s e e et e s e be et e e e s e et e e e s b et e e s st et e e s amba e e e smnae e e s mbaeeesnnneeesannneeess 534
A |0 L0 o L A TSP PRPPI 535
A0 2 2 I PO 537
A I =1 C O PP 538
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POLICY NAME:

ABATACEPT

Affected Medications: ORENCIA CLICKJET AUTO-INJECTOR, ORENCIA PREFILLED SYRINGE, ORENCIA INTRAVENOUS
(IV) SOLUTION

Covered Uses: e All Food and Drug Administration (FDA)-approved indications not otherwise excluded by
plan design

Rheumatoid Arthritis (RA)

Polyarticular Juvenile Idiopathic Arthritis (JIA)

Psoriatic Arthritis (PsA)

o Acute Graft Versus Host Disease (GVHD) Prophylaxis

O O O

Required Medical | Rheumatoid Arthritis
Information: e Documentation of current disease activity with one of the following (or equivalent
objective scale):

o Disease Activity Score derivative for 28 joints (DAS-28) greater than 3.2

o Clinical Disease Activity Index (CDAI) greater than 10

o Weighted Routine Assessment of Patient Index Data 3 (RAPID3) of at least 2.3

Psoriatic Arthritis
e Documentation of Classification for Psoriatic Arthritis (CASPAR) criteria score of 3 or
greater based on chart notes:

o Skin psoriasis: present — two points, OR previously present by history — one
point, OR a family history of psoriasis, if the patient is not affected — one point
Nail lesions (onycholysis, pitting): one point
Dactylitis (present or past, documented by a rheumatologist): one point
Negative rheumatoid factor (RF): one point
Juxta-articular bone formation on radiographs (distinct from osteophytes): one
point

O O O O

Psoriatic Arthritis in pediatrics 2 years and older
e Diagnosis of PsA confirmed by presence of:
o Arthritis and psoriasis OR

o Arthritis and at least 2 of the following:
= Dactylitis
= Nail pitting or onycholysis
= Psoriasis in a first-degree relative

Juvenile Idiopathic Arthritis
e Documentation of current level of disease activity with physician global assessment (MD
global score) or active joint count
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Acute GVHD Prophylaxis
e Documentation of a planned hematopoietic stem cell transplant (HSCT) including
procedure date, patient weight, and planned dose

Appropriate
Treatment
Regimen & Other
Criteria:

Rheumatoid Arthritis
e Documented failure with at least 12 weeks of treatment with methotrexate
o If unable to tolerate methotrexate or contraindications apply, another disease
modifying antirheumatic drug (sulfasalazine, hydroxychloroquine, leflunomide)

e One of the following: Infliximab (preferred biosimilar products Inflectra, Avsola),
Actemra IV AND

e Two of the following: Olumiant, Kevzara, Simponi Aria, Actemra SQ, Kineret, rituximab
(preferred biosimilar products Truxima, Riabni, and Ruxience), Adalimumab (preferred
biosimilars: Adalimumab-fkjp, Hadlima, Adalimumab-adaz)

e Subcutaneous formulation requires documented treatment failure (or documented
intolerable adverse event) with intravenous formulation

Psoriatic Arthritis
e Documented failure with at least 12 weeks of treatment with methotrexate
o If unable to tolerate methotrexate or contraindications apply, another disease
modifying antirheumatic drug (sulfasalazine, cyclosporine, leflunomide)

e Documented treatment failure (or documented intolerable adverse event) with at least
12 weeks of Infliximab (preferred biosimilar products Inflectra, Avsola)

e Subcutaneous formulation requires documented treatment failure (or documented
intolerable adverse event) with intravenous formulation

Psoriatic Arthritis in pediatrics 2 years and older
e Documented treatment failure with a nonsteroidal anti-inflammatory drug (ibuprofen,
naproxen, celecoxib, meloxicam, etc.) with a minimum trial of 1 month

e Documented treatment failure with at least one of the following disease-modifying
antirheumatic drugs (DMARDs) with a minimum trial of 12 weeks: methotrexate,
sulfasalazine, leflunomide

Juvenile Idiopathic Arthritis

e Documented failure with at least 12 weeks of treatment with methotrexate or
leflunomide

e Documented failure with glucocorticoid joint injections or oral corticosteroids

e Documented treatment failure (or documented intolerable adverse event) with at least
12 weeks of two of the following therapies:

o Actemra IV, Adalimumab (preferred biosimilars: Adalimumab-fkjp, Hadlima,
Adalimumab-adaz), and Simponi Aria

e Subcutaneous formulation requires documented treatment failure (or documented

intolerable adverse event) with intravenous formulation

Acute GVHD Prophylaxis
e Documentation that the drug will be used in combination with a calcineurin inhibitor
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(tacrolimus, cyclosporine) AND methotrexate

aL
Intravenous:
e RA/PsA:initial IV infusion at weeks 0, 2, and 4, followed by every 4 weeks thereafter per
below:
o <60 kg: 500 mg
o 60-100 kg: 750 mg
o >100 kg: 1000 mg
e JIA:initial IV infusion at weeks 0, 2, and 4, followed by every 4 weeks thereafter per
below:
o <75kg:10 mg/kg
o 75-100 kg: 750 mg
o >100 kg: 1000 mg (max dose)
e Acute GVHD Prophylaxis:
o 2to<6years: 15 mg/kg on day -1 (day before transplantation) followed by 12
mg/kg on days 5, 14, and 28 post-transplant
o 6 years and older: 10 mg/kg on day -1 (day before transplantation) followed
by 10 mg/kg on days 5, 14, and 28 post-transplant (maximum: 1,000
mg/dose)

e Dose-rounding to the nearest vial size within 10% of the prescribed dose will be enforced

Subcutaneous:
e RA: with or without IV loading dose, followed by 125 mg once weekly

e PsA:(no IV loading dose) 125 mg once weekly
e JIA and PsA (pediatrics): (no IV loading dose) 10-25 kg: 50 mg once weekly, 25-50 kg:
87.5 mg once weekly, 50 kg or more: 125 mg once weekly

Reauthorization: requires documentation of treatment success and a clinically significant
response to therapy

Exclusion
Criteria:

e Concurrent use with any other targeted immune modulator is considered experimental
and is not a covered benefit

For Acute GVHD Prophylaxis: prior allogeneic HSCT, HIV infection or any uncontrolled
active infection (viral, bacterial, fungal, or protozoal)

Age Restriction:

Prescriber
Restrictions:

e RA,JIA, PsA: prescribed by, or in consultation with, a rheumatologist or dermatologist as
appropriate for diagnosis

e Acute GVHD Prophylaxis: prescribed by, or in consultation with, a hematologist or
oncologist

Coverage
Duration:

e RAIJIA, PsA:
o Initial Authorization: 6 months, unless otherwise specified
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O

Acute GVHD Prophylaxis:
o Authorization: 1 month (4 days of treatment maximum) with no reauthorization,

Reauthorization: 24 months, unless otherwise specified

unless otherwise specified
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POLICY NAME:
ACNE AGENTS

Affected Medications: Adapalene gel 0.1%, adapalene gel 0.3%, adapalene-benzoyl peroxide gel 0.1-2.5%, benzoyl
peroxide-erythromycin gel 5-3%, clindamycin phosphate gel 1%, clindamycin phosphate lotion 1%, clindamycin
phosphate swab 1%, dapsone gel 5%, dapsone gel 7.5%, erythromycin solution 2%, tretinoin cream 0.025%, tretinoin
cream 0.05%, tretinoin cream 0.1%, tretinoin gel 0.01%, tretinoin gel 0.025%, tretinoin gel 0.05%

Covered Uses:

e All Food and Drug Administration (FDA)-approved indications not otherwise excluded by
plan design
o Acne vulgaris
o Severe Acne
e Compendia-supported uses
o Hidradenitis suppurativa (HS) (clindamycin only)

Required Medical
Information:

Severe Acne

For age 21 and above:

e Documentation of persistent or recurrent inflammatory nodules and cysts AND ongoing
scarring OR

e Documentation of acene fulminans OR

e For Acne Conglobata: Documentation of recurrent abscesses or communicating sinuses

Hidradenitis suppurativa
For age 21 and above:
e Documentation of baseline count of abscesses and inflammatory nodules

Appropriate
Treatment
Regimen & Other
Criteria:

Acne:

Step 1 agents:

e Clindamycin phosphate solution 1%, clindamycin phosphate gel 1%, clindamycin
phosphate lotion 1%, clindamycin phosphate swab 1%, erythromycin solution 2%,
erythromycin 2% gel, sulfacetamide lotion 10%, oral antibiotics for treatment of acne
(e.g., doxycycline, minocycline)

Step 2 agents:

e Approval requires documented trial and failure with two Step 1 agents

o Adapalene gel 0.1%, adapalene gel 0.3%, adapalene-benzoyl peroxide gel 0.1-2.5%,
benzoyl peroxide-erythromycin gel 5-3%, dapsone gel 5%, dapsone gel 7.5%, tretinoin
cream 0.025%, tretinoin cream 0.05%, tretinoin cream 0.1%, tretinoin gel 0.01%, tretinoin
gel 0.025%, tretinoin gel 0.05%

Hidradenitis suppurativa
e Topical clindamycin (clindamycin phosphate solution 1%, clindamycin phosphate gel 1%,
clindamycin phosphate lotion 1%, clindamycin phosphate swab 1%)

Reauthorization requires documentation of treatment success
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Exclusion
Criteria:

Age Restriction:

Prescriber
Restrictions:

HS: Prescribed by, or in consultation with, a dermatologist

Coverage
Duration:

Approval: 5 years, unless otherwise specified
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POLICY NAME:
ACTIMMUNE

Affected Medications: ACTIMMUNE (Interferon Gamma - b)

Covered Uses:

e All Food and Drug Administration (FDA) approved indications not otherwise
excluded by plan design.
o Chronic Granulomatous Disease (CGD)
o Severe, malignant osteopetrosis (SMO)

e NCCN (National Comprehensive Cancer Network) indications with evidence level
of 2A or higher

Required Medical
Information:

e Patient's body surface area (BSA) must be documented along with the prescribed
dose.

e Pediatrics with BSA less than 0.5 m?%: weight must be documented along with
prescribed dose.

Chronic granulomatous disease
e Diagnosis established by a molecular genetic test identifying a gene-related
mutation associated with CGD

Severe, malignant osteopetrosis
e Diagnosis of severe infantile osteopetrosis established by ONE of the following:
o Radiographic imaging consistent with osteopetrosis

OR
o Molecular genetic test identifying a gene-related mutation associated
with SMO

Oncology indications
e Documentation of performance status, disease staging, all prior therapies used,
and anticipated treatment course

Appropriate Treatment
Regimen & Other
Criteria:

Chronic Granulomatous Disease
e Patientis on a prophylactic regimen with an antibacterial and antifungal

All indications
e Dose-rounding to the nearest vial size within 10% of the prescribed dose will be
enforced

Reauthorization: documentation of disease responsiveness to therapy
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Exclusion Criteria:

Karnofsky Performance Status 50% or less or ECOG performance score 3 or
greater

Age Restriction:

Prescriber Restrictions:

CGD: prescribed by, or in consultation with, an immunologist
SMO: prescribed by, or in consultation with, an endocrinologist
Oncology indications: prescribed by, or in consultation with, an oncologist

Coverage Duration:

CGD and SMO
Approval: 12 months, unless otherwise specified

Oncology indications:

Initial Authorization: 4 months, unless otherwise specified

Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
ADALIMUMAB

Affected Medications: Adalimumab-fkjp (unbranded Hulio), Hadlima (HC, LC), Adalimumab-adaz (unbranded

Hyrimoz)

Covered Uses:

e All Food and Drug Administration (FDA)-approved indications not otherwise excluded by
plan design
o Plaque Psoriasis
Rheumatoid Arthritis
Psoriatic Arthritis
Ankylosing Spondylitis
Non-radigraphic axial spondyloarthritis
Crohn’s Disease
Uveitis
Juvenile Idiopathic Arthritis
Ulcerative Colitis

O 0O 0O 0O 0 O 0O 0 O

Hidradenitis Suppurativa

Required
Medical
Information:

Rheumatoid Arthritis
e Documentation of current disease activity with one of the following (or equivalent
objective scale)
o The Disease Activity Score derivative for 28 joints (DAS-28) greater than 3.2
o The Clinical Disease Activity Index (CDAI) greater than 10
o Weighted RAPID3 of at least 2.3
Plague Psoriasis
e Documentation that the skin disease is severe in nature, which has resulted in functional
impairment as defined by one of the following:
o Dermatology Life Quality Index (DQLI) 11 or greater
o Children’s Dermatology Life Quality Index (CDLQI) 13 or greater
o Severe disease on other validated tools
o Inability to use hands or feet for activities of daily living, or significant facial
involvement preventing normal social interaction

AND
e Documentation of one or more of the following:
o Atleast 10% body surface area involvement despite current treatment
OR
o Hand, foot or mucous membrane involvement

Psoriatic Arthritis
e Documentation of CASPAR criteria score of 3 or greater based on chart notes:
o Skin psoriasis: present — two points, OR previously present by history — one point,
OR a family history of psoriasis, if the patient is not affected — one point
o Nail lesions (onycholysis, pitting): one point
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o Dactylitis (present or past, documented by a rheumatologist): one point
o Negative rheumatoid factor (RF): one point
o Juxtaarticular bone formation on radiographs (distinct from osteophytes): one
point
Ankylosing Spondylitis (AS), Non-radiographic Axial Spondyloarthritis (NR-axSPA)
e Diagnosis of axial spondyloarthritis (SpA) confirmed by Sacroiliitis on imaging AND at least 1
Spondyloarthritis (SpA) feature:
o Inflammatory back pain (4 of 5 features met):
=  Onset of back discomfort before the age of 40 years
= |nsidious onset
= |mprovement with exercise
= No improvement with rest
=  Pain at night (with improvement upon arising)
Arthritis
Enthesitis
Uveitis
Dactylitis (inflammation of entire digit)
Psoriasis
Crohn’s disease/ulcerative colitis
Good response to NSAIDs
Family history of SpA
Elevated CRP

O O O O O O 0 O O

OR
o HLA-B27 genetic test positive AND at least TWO SpA features

e Documentation of active disease defined by Bath ankylosing spondylitis disease activity
index (BASDAI) at least 4 or equivalent objective scale

Ulcerative Colitis
e Diagnosis supported by colonoscopy/endoscopy/sigmoidoscopy/biopsy

Crohn’s disease
e Documentation of moderate to severely active disease despite current treatment

Juvenile Idiopathic Arthritis (JIA)
e Documented of current level of disease activity with physician global assessment (MD
global score) or active joint count

Uveitis
e Documented diagnosis of noninfectious intermediate, posterior, or panuveitis uveitis

Hidradenitis Suppurativa (HS)
e Diagnosis of moderate to severe HS as defined by Hurley stage Il or stage Il disease
e Documentation of baseline count of abscesses and inflammatory nodules
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Appropriate
Treatment
Regimen &
Other Criteria:

Rheumatoid Arthritis

e Documented failure with at least 12 weeks of treatment with methotrexate
o If unable to tolerate methotrexate or contraindications apply, another disease
modifying antirheumatic drug (sulfasalazine, hydroxychloroquine, leflunomide)
e Documented treatment failure (or documented intolerable adverse event) with at least 12
weeks of each therapy:
o One of following: Infliximab (preferred biosimilar products Inflectra, Avsola),
Actemra IV

Plaque Psoriasis

e Documented treatment failure with 12 weeks of at least TWO systemic therapies:
Methotrexate, Cyclosporine, Acitretin, Phototherapy [UVB, PUVA]

o Documented treatment failure (or documented intolerable adverse event) with at least 12
weeks of Infliximab (preferred biosimilar products: Inflectra, Avsola)

Psoriatic Arthritis
e Documented failure with at least 12 weeks of treatment with methotrexate
o If unable to tolerate methotrexate or contraindications apply, another disease
modifying antirheumatic drug (sulfasalazine, cyclosporine, leflunomide)
e Documented treatment failure (or documented intolerable adverse event) with at least 12
weeks of Infliximab (preferred biosimilar products: Inflectra, Avsola)

Ankylosing Spondylitis (AS), Non-radiographic Axial Spondyloarthritis (NR-axSPA),

e Documented failure with two daily prescription strength nonsteroidal anti-inflammatory
drugs (ibuprofen, naproxen, diclofenac, meloxicam, etc.) with minimum 1 month trial each
OR

e For peripheral arthritis: documented treatment failure with locally administered parenteral
glucocorticoid

e Documented treatment failure (or documented intolerable adverse event) with at least 12
weeks of Infliximab (preferred biosimilar products: Inflectra, Avsola)

Crohn’s disease
e Documented treatment failure with at least two oral treatments for minimum of 12 weeks
trial: corticosteroids, azathioprine, 6-mercaptopurine, methotrexate, sulfasalazine,
balsalazide
OR
e Documentation of previous surgical intervention for Crohn’s disease
OR
e Documentation of severe, high-risk disease on colonoscopy defined by one of the
following:
o Fistulizing disease
o Stricture
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o Presence of abscess/phlegmon
o Deep ulcerations
o Large burden of disease including ileal, ileocolonic, or proximal gastrointestinal
involvement
e Documented treatment failure (or documented intolerable adverse event) with at least 12
weeks of Infliximab (preferred biosimilar products: Inflectra, Avsola)

Juvenile Idiopathic Arthritis (JIA)

e Documented failure with at least 12 weeks of treatment with methotrexate or leflunomide
AND

e Documented failure with glucocorticoid joint injections or oral corticosteroids

Uveitis

e Documented failure with at least 12 weeks of TWO of the following: an immunosuppressive
agent such as: methotrexate, azathioprine, mycophenolate or a calcineurin inhibitor such
as cyclosporine, tacrolimus

e Documented failure with (or documented intolerable adverse event) with 12 weeks of
infliximab (preferred biosimilar products Inflectra, and Avsola)

Hidradenitis Suppurativa (HS)

e Documented failure with at least 12 weeks trial of oral antibiotics for treatment of HS

e Doxycycline, Tetracycline, Minocycline, or clindamycin plus rifampin

e Documented failure with 8 weeks on a systemic retinoid (isotretinoin or acetretin)

o Documented failure with (or documented intolerable adverse event) with 12 weeks of
infliximab (preferred biosimilar products Inflectra, and Avsola)

Ulcerative Colitis

e Documented failure with at least two oral treatments for a minimum of 12 weeks:
corticosteroids, sulfasalazine, mesalamine, balsalazide, cyclosporine, azathioprine, 6-
mercaptopurine
OR

e Documentation of severely active disease despite current treatment defined by greater
than or equal to 6 bloody, loose stools per day with severe cramps and evidence of
systemic toxicity (fever, tachycardia, anemia, and/or elevated CRP/ESR), or recent
hospitalization for ulcerative colitis
AND

e Documented treatment failure (or documented intolerable adverse event) with at least 12
weeks of Infliximab (preferred biosimilar products: Inflectra, Avsola)

QL:
e Induction
o Plaque Psoriasis/Uveitis: 160mg in first 28 days
o Crohn’s/Ulcerative Colitis/HS: 160mg day 1, then 80mg day 15

e Maintenance
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o RA/Psoriasis/Psoriatic Arthritis/Crohn’s/UC/AS/Uveitis/JIA: 40mg every 14 days
o HS: 40mg every week OR 80mg every 14 days

Reauthorization

Documentation of treatment success and clinically significant response to therapy

Exclusion e Concurrent use with any other biologic therapy or Otezla is considered experimental and is
Criteria: not a covered benefit
e Anterior Uveitis
Age
Restriction:
Prescriber e Prescribed by, or in consultation with, a rheumatologist/
Restrictions: dermatologist/ophthalmologist/gastroenterologist as appropriate for diagnosis
Cover_age e |nitial Authorization: 6 months, unless otherwise specified
Duration:

Reauthorization: 24 months, unless otherwise specified
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POLICY NAME:

ADENOSINE DEAMINASE (ADA) REPLACEMENT
Affected Medications: REVCOVI (elapegademase-lvir)

Covered Uses:

e All Food and Drug Administration (FDA)-approved indications not otherwise excluded by
plan design
o Treatment of adenosine deaminase severe combined immune deficiency (ADA-
SCID) in pediatric and adult patients

Required Medical

e Diagnosis of ADA-SCID confirmed by genetic testing showing biallelic pathogenic variants in

Regimen & Other
Criteria:

Information: the ADA gene
e Laboratory findings show the following:
o Absent ADA levels in lysed erythrocytes
o A marked increase in deoxyadenosine triphosphate (dATP) levels in erythrocyte
lysates
o Asignificant decrease in ATP concentration in red blood cells
o Absent or extremely low levels of N adenosylhomocysteine hydrolase in red blood
cells
o Increase in 2'-deoxyadenosine in urine and plasma
Appropriate e Documentation showing that neither gene therapy nor a matched sibling or family donor
Treatment for HCT (hematopoietic cell transplantation) is available, or that gene therapy or HCT was

unsuccessful
e Dose-rounding to the nearest vial size within 10% of the prescribed dose will be enforced

Reauthorization requires documentation of treatment success defined as disease stability
and/or improvement as indicated by one or more of the following:

e Increase in plasma ADA activity

e Decrease in red blood cell dATP/dAXP level

e Improvement in immune function with diminished frequency/complications of infections

Exclusion Criteria:

e Other forms of autosomal recessive SCIDs
e All uses not listed under covered uses are considered experimental

Age Restriction:

Prescriber
Restrictions:

e Prescribed by, or in consultation with, an immunologist or specialist experienced in the
treatment of severe combined immune deficiency (SCID)

Coverage Duration:

e Initial Authorization: 4 months, unless otherwise specified
e Reauthorization: 6 months, unless otherwise specified
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POLICY NAME:

ADUCANUMAB-AVWA

Affected Medications: ADUHELM (aducanumab-avwa)

Covered Uses:

All Food and Drug Administration (FDA) approved indications not otherwise excluded by plan
design
o Alzheimer’s disease

Regimen & Other
Criteria:

Required e Documentation of mild cognitive impairment due to Alzheimer’s disease or mild Alzheimer’s
Medical dementia as evidenced by ALL of the following:
Information: o Clinical Dementia Rating (CDR) global score of 0.5

o Evidence of cognitive impairment at baseline using validated objective scales

o Mini-Mental Status Exam (MMSE) score from 24 to 30

o Positron Emission Tomography (PET) scan positive for amyloid beta plaque

e Documentation of baseline brain magnetic resonance (MRI) within the last year with no
superficial siderosis or brain hemorrhage

Appropriate e Current weight
Treatment

Dosing

Availability: 1770mg/1.7mL vial and 300mg/3mL vial
Dose-rounding to the nearest vial size within 10% of the prescribed dose will be enforced

Dosing and Monitoring Schedule:

Infusion (every 4 weeks) | Dose Monitoring

Infusion 1 and 2 1 mg/kg Baseline MRI prior to Infusion 1
Infusion 3 and 4 3 mg/kg

Infusion 5 and 6 6 mg/kg MRI between Infusion 6 and 7
Infusion 7 to 11 10 mg/kg | MRI between Infusion 11 and 12
Infusion 12 and after 10 mg/kg | MRI annually

Reauthorization

Documentation of clinically significant amyloid reduction compared to baseline confirmed by
post-infusion PET scan (3rd authorization only)
Documentation of updated surveillance MRI showing absence of clinically significant
microhemorrhage and superficial siderosis since prior approval
Documentation of one of the following when compared to baseline:

o Cognitive or functional improvement

o Disease stabilization

o Reduction in clinical decline compared to natural disease progression

Exclusion
Criteria:

Prior stroke or brain hemorrhage
Evidence of moderate to severe Alzheimer’s disease
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Non-Alzheimer’s dementia
Concurrent anticoagulant use

Age Restriction:

50 years of age and older

Prescriber
Restrictions:

Prescribed by, or in consultation with, a neurologist

Coverage
Duration:

Initial Authorization: 7 months
Reauthorization: 12 months
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POLICY NAME:
ADZYNMA

Affected Medications: Adzynma (apadamtase alfa)

Covered Uses:

e All Food and Drug Administration (FDA)-approved indications not otherwise excluded
by plan design
o Congenital thrombotic thrombocytopenic purpura (cTTP)

Required Medical
Information:

e Diagnosis of severe cTTP confirmed by BOTH of the following:
o Molecular genetic testing confirming mutation in the ADAMTS13 gene
o ADAMTS13 activity testing showing less than 10% of normal activity
e For on-demand treatment:
o Documentation of current or past acute event with 50% or greater drop in
platelet count OR platelet count less than 100,000/microliter AND
o Lactase dehydrogenase elevation (LDH) is more than 2 times baseline or more
than 2 times upper limit of normal (ULN) as defined by laboratory values
e For prophylactic use:

o Must have history of at least one documented thrombotic thrombocytopenic
purpura (TTP) event (past acute event or subacute event such as
thrombocytopenia event or a microangiopathic hemolytic anemia event)

Appropriate
Treatment
Regimen & Other
Criteria:

e Dosing:
o Prophylactic: 40 IU/kg once every other week
o May be dosed weekly with documentation of appropriate prior dosing regimen
or clinical response
o On-demand therapy: 40 IU/kg on day 1, 20 IU/kg on day 2, and 15 |U/kg on day
3 and beyond until 2 days after the acute event is resolved

Reauthorization:
e For prophylactic use: documentation of treatment success defined as an improvement

in the number or severity of TTP events, platelet counts, or clinical symptoms
e For on-demand use:
o Documentation that after previous on-demand therapy, platelet counts
increased to at least 150,000/microliter or 25% from baseline platelet count
o Members without previous on-demand use must meet initial criteria

Exclusion Criteria:

e Diagnosis of other TTP-like disorder, such as acquired or immune-mediated TTP

Age Restriction:

e Prescribed by or in consultation with a hematologist, oncologist, intensive care
specialist, or specialist in rare genetic hematologic diseases

Prescriber/Site of
Care Restrictions:

e Initial Authorization: 6 months, unless otherwise specified
e Reauthorization: 12 months, unless otherwise specified
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Coverage
Duration:

All Food and Drug Administration (FDA) approved indications not otherwise excluded
[By plan design]
Congenital thrombotic thrombocytopenic purpura (cTTP)
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POLICY NAME:
AFAMELANOTIDE

Affected Medications: Scenesse (afamelanotide injection)

Covered Uses:

o All Food and Drug Administration (FDA)-approved indications not otherwise excluded
by plan design

o Treatment of patients with erythropoietic protoporphyria (EPP) with phototoxic
reactions (including X-linked protoporphyria [XLP])

Required Medical

e Documented symptoms of phototoxic reactions, resulting in dysfunction and significant

Regimen & Other
Criteria:

Information: impact on activities of daily living
Erythropoietic Protoporphyria (EPP)
e Documented diagnosis of EPP confirmed by biallelic loss-of-function mutation in the
ferrochelatase (FECH) gene
e Documented increase in total erythrocyte protoporphyrin, with at least 85% metal-free
protoporphyrin
X-Linked Erythropoietic Protoporphyria (XLP)
e Documented diagnosis of XLP confirmed by gain-of-function mutations in the delta-
aminolevulinic acid synthase (ALAS2) gene
e Documented increase in total erythrocyte protoporphyrin, with at least 50% metal-free
protoporphyrin
Appropriate Reauthorization:
Treatment

e Documentation of treatment success and clinically significant response to therapy (e.g.,
decreased severity and number of phototoxic reactions, increased duration of sun
exposure, increased quality of life, etc.)

e Continued implementation of sun and light protection measures during treatment to
prevent phototoxic reactions

Exclusion Criteria:

Age Restriction:

Prescriber/Site of
Care Restrictions:

e Prescribed and managed by a specialist at a recognized Porphyria Center

Coverage
Duration:

e Initial Authorization: 6 months, unless otherwise specified
e Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
AFINITOR

Affected Medications: AFINITOR, AFINITOR DISPERZ (everolimus), everolimus soluble tablet

Covered Uses:

e National Comprehensive Cancer Network (NCCN) indications with evidence level of
2A or higher

Required Medical

Oncology Indications

Regimen & Other
Criteria:

Information: e Documentation of performance status, all prior therapies used, and prescribed
treatment regimen
Tuberous Sclerosis Complex (TSC)
e Documentation of treatment resistant epilepsy, defined as lack of seizure control
with 2 different antiepileptic regimens
AND
e Documentation of treatment failure with epidiolex (cannabadiol solution) adjunct
therapy
e Documentation that Afinitor Disperz (only form approved for TSC-seizures) is being
used as adjunct therapy for seizures
OR
e Documentation of symptomatic subependymal giant cell tumors (SGCTs) or
Tuberous sclerosis complex—associated subependymal giant cell astrocytoma
(SEGA) in a patient who is not a good candidate for surgical resection
Appropriate Reauthorization requires documentation of disease responsiveness to therapy
Treatment

Exclusion Criteria:

Oncology Indications
e Karnofsky Performance Status 50% or less or ECOG performance score 3 or greater

Age Restriction:

Prescriber
Restrictions:

e Oncology Indication: Prescribed by, or in consultation with, an oncologist
e TSC-Associated Partial-Onset Seizures or SGCT: Neurologist or specialist in the
treatment of TSC

Coverage Duration:

e Initial approval: 3 months, unless otherwise specified
e Reauthorization: 12 months, unless otherwise specified
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POLICY NAME:
ALEMTUZUMAB

Affected Medications: LEMTRADA (alemtuzumab)

Covered Uses:

e All Food and Drug Administration (FDA)-approved indications not otherwise excluded
by plan design
o Treatment of relapsing forms of multiple sclerosis (MS), including the
following:
= Relapsing-remitting multiple sclerosis (RRMS)
=  Active secondary progressive multiple sclerosis (SPMS)

Required Medical

RRMS

Regimen & Other
Criteria:

Information: e Diagnosis confirmed with magnetic resonance imaging (MRI) (per revised McDonald
diagnostic criteria for MS)
o Clinical evidence alone will suffice; additional evidence desirable but must be
consistent with MS
Active SPMS
e Documented history of RRMS, followed by gradual and persistent worsening in
neurologic function over at least 6 months (independent of relapses)
e Evidence of active SPMS, as shown by ongoing clinical relapses and/or inflammatory
activity (i.e., gadolinium enhancing lesions OR new or enlarging lesions)
¢ Documentation of Expanded Disability Status Scale (EDSS) score of 3.0 to 6.5
Appropriate e Documentation of treatment failure with (or intolerance to) ONE of the following:
Treatment o Rituximab (preferred biosimilar products: Truxima, Riabni, Ruxience)

o Ocrelizumab (Ocrevus), if previously established on treatment (excluding via
samples or manufactur