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. POLICY

It is the policy of Sentara Health Plans to promote appropriate utilization of medications via
prior authorization process. All prior authorization criteria require the approval of the
Pharmacy and Therapeutics (P & T) Committee. This process is in accordance with all
regulatory requirements within 42 C.F.R and as outlined in Centers for Medicare and
Medicaid Services (CMS) Medicare Manuals:
e Parts C & D Enrollee Grievances, Organization/Coverage Determinations,
and Appeals Guidance
e Medicare Benefit Policy Manual: Chapter 15 — Covered Medical and Other
Health Services

Sentara Health Plans follows Medicare guidelines such as CMS National Coverage
Determinations (NCDs), Local Coverage Determinations (LCDs), Local Coverage Articles
(LCAs), and other Medicare manuals for the purposes of determining coverage if available.
When Medicare guidelines are not available, coverage criteria are developed based on
generally accepted standards of medical practice, which are based on scientific evidence
such as published original research in peer-reviewed medical journals, systematic reviews
and meta-analyses, evidence-based consensus statements, clinical guidelines, and FDA
approved prescribing information.
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. PURPOSE

The purpose of this policy is to provide the clinical detail behind the prior authorization
requirements for each drug or drug class that is subject to prior authorization when billed
under Medicare Part B

lll. SCOPE

The purpose of this policy is to provide the clinical detail behind the prior authorization
requirements for each drug or drug class that is subject to prior authorization when billed
under Medicare Part B

IV. PROCEDURE

Prior Authorization Process:

e Sentara Health Plans utilizes the services of OncoHealth for intravenous anti-cancer
chemotherapeutic agents (See Appendix B, Medical Oncology Drugs)
e OncoHealth utilizes CMS supported compendia for coverage guidance:
o American Hospital Formulary Service—Drug Information (AHFS-DI)
National Comprehensive Cancer Network (NCCN) Drugs & Biologics

Micromedex™ DrugDex (Thomson)
Elsevier Clinical Pharmacology

Lexi-Drugs (Wolters Kluwer)

o O O O

Step Therapy Process:

e Certain Part B therapies are considered non-preferred therapies and require history
of use of a preferred Part B therapy (See Appendix A, Drugs Requiring Step
Therapy).

e The step therapy requirement only applies to new administrations of Part B drugs or
products for members enrolled in Medicare Advantage plans:

o New administration is defined as no history of the requested drug or product
within the last 365 days

e Drugs and products requiring Part B Step Therapy must be used for a Part B
medically accepted indication
e Prior authorization is required for drugs and products included in the Medicare Part

B Step Therapy Program, and the Prior Authorization process also applies
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ABATACEPT INTRAVENOUS

Products Affected
e ORENCIA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must not be currently using an oral targeted anti-
Medical inflammatory agent or biologic agent in combination with the

Information — Initial
Authorization

requested medication. For all prerequisite drug trials: see
Other Criteria section. For rheumatoid arthritis (RA),
polyarticular juvenile idiopathic arthritis (PJIA), systemic-
onset juvenile idiopathic arthritis (SJIA): must have
moderately to severely active disease. For psoriatic arthritis
(PsA): must have active disease.

Required
Medical

Information —
Reauthorization

RA, PJIA, SJIA, PsA: documentation from prescriber
indicating improvement in condition.

Age Restrictions

No Age Restrictions

Prescriber RA, PJIA, SJIA, PsA: 365 days. Prophylaxis of aGVHD: 30
Restrictions days

Coverage 365 days

Duration

Other Criteria For prophylaxis of aGVHD: additional authorizations are

made on a case-by-case basis, are subject to the above
criteria, and require chart documentation describing clinical
rationale for retreatment. For all prerequisite drug trials: must
have inadequate response or significant side effect/toxicity
unless contraindicated, or unless the therapy is not FDA-
approved or compendia supported for use in the member’s
age. For RA: must have a 3-month trial of methotrexate,
leflunomide, hydroxychloroquine, or sulfasalazine. For PJIA:
must have a trial (based on active joint count) of either intra-
articular corticosteroids OR methotrexate or leflunomide. For
SJIA: must have a trial of corticosteroids based on physician
global assessment and active joint count. For peripheral PsA
or PsA with dactylitis: must have trial of one NSAID and one
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PA Criteria Criteria Details

conventional systemic therapy (e.g. methotrexate,
leflunomide, sulfasalazine). For axial PsA or PsA with
enthesitis: must have trial of two NSAIDs at target anti-
inflammatory dose or maximally tolerated dose. For PsA with
skin or nail involvement: must have trial of topical therapy or
phototherapy/photochemotherapy AND a conventional
systemic therapy (e.g. methotrexate, cyclosporine)

Indications All FDA-approved indications
Off-Label Uses N/A
References Orencia. Package Insert. Bristol Meyers Squibb. 2023
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ADAMTS13, RECOMBINANT-KRHM

Products Affected
e ADZYNMA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have a diagnosis of congenital thrombotic
Medical thrombocytopenic purpura (cTTP) confirmed by BOTH of the

Information — Initial
Authorization

following: ADAMTS13 activity level less than 10% (less than
10 1U/dL) without an ADAMTS13 inhibitor (chart
documentation of laboratory results are required) AND
genetic test results showing homozygous or compound
heterozygous variants in the ADAMTS13 gene (a copy of the
genetic test must be provided).

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition.

Age Restrictions

No Age Restrictions

Prescriber Prescribed by or in consultation with a hematologist.

Restrictions

Coverage 365 days

Duration

Other Criteria Requested dose must fall within the recommended dosing
guidelines from the manufacturer.

Indications All FDA-approved indications

Off-Label Uses N/A

References Adzynma. Package Insert. Takeda Pharmaceuticals. 2023
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AFAMELANOTIDE

Products Affected
e SCENESSE
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have chart documentation of laboratory
Medical results of biochemically confirmed diagnosis of erythropoietic

Information — Initial
Authorization

protoporphyria (EPP) as evidenced by elevated free
protoporphyrin in peripheral erythrocytes. Must have chart
documentation of a history of EPP-associated phototoxic
reactions (e.g. pain, tingling, burning, itching, erythema,
swelling) that impair member’s quality of life.

Required Documentation from prescriber indicating improvement in
Medical condition.
Information —

Reauthorization

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

Hematologist, oncologist, dermatologist, or provider who
specializes in the treatment of porphyria

Coverage 365 days

Duration

Other Criteria Requested dose must fall within the recommended dosing
guidelines from the manufacturer.

Indications All FDA-approved indications

Off-Label Uses N/A

References Scenesse. Package Insert. Clinuvel, Inc. 2022
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ALPROSTADIL INJECTION

Products Affected

o CAVERJECT

PA Criteria Criteria Details

Exclusion Medical problems that predispose to priapism, such as sickle

Criteria cell anemia or sickle cell trait, multiple myeloma, or leukemia.
Treatment of erectile dysfunction in men with fibrotic
conditions of the penis, such as anatomical deformation,
angulation, cavernosal fibrosis, or Peyronie’s disease. Men
with penile implants.

Required Diagnosis. Confirmed diagnosis of erectile dysfunction due to

Medical vasculogenic, psychogenic, neurogenic, or mixed etiology.

Information — Initial
Authorization

Member has been assessed and is healthy enough for
sexual activity, without any underlying, precluding
cardiovascular status. Member has been assessed and no
known to have cavernosal venous leakage.

Required
Medical

Information —
Reauthorization

The member has reported at least a partial response to
administration with alprostadil. Member has not developed
penile angulation or cavernosal fibrosis.

Age Restrictions

No Age Restrictions

Prescriber No Prescriber Restrictions

Restrictions

Coverage 365 days

Duration

Other Criteria Alprostadil dosing is in accordance with the U.S. Food and
Drug Administration (FDA) approved labeling and will not
exceed > 60 mcg

Indications All FDA-approved indications

Off-Label Uses N/A

References Caverject. Package Insert. Pfizer. 2023
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ALEMTUZUMAB

Products Affected
e LEMTRADA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must not be on concomitant therapy with a
Medical disease modifying drug for multiple sclerosis. Must have a
Information — Initial | trial of two or more prior therapies used to treat multiple
Authorization sclerosis with inadequate responses or significant side
effects/toxicities unless contraindicated.
Required Must be at least one year following the last course of the
Medical requested medication. Must have documentation from
Information — prescriber indicating improvement or stabilization in
Reauthorization condition.
Age Restrictions No Age Restrictions
Prescriber Neurologist
Restrictions
Coverage 365 days
Duration
Other Criteria N/A
Indications All FDA-approved indications
Off-Label Uses N/A
References Lemtrada. Package Insert. Genzyme Corporation. 2023
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ALGUCOSIDASE ALFA

Products Affected
e LUMIZYME
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have diagnosis of Pompe disease confirmed
Medical by GAA enzyme assay (from blood, skin fibroblasts,
Information — Initial | lYmphocytes, or muscle) and/or identification of GAA gene
Authorization mutation. For late-onset Pompe disease: must provide

documentation of clinical signs or symptoms attributable to
Pompe disease (e.g. impairment of pulmonary function or
motor weakness).

Required Must have documentation from prescriber indicating
Medical improvement or stabilization in condition.

Information —

Reauthorization

Age Restrictions No Age Restrictions

Prescriber Neurologist or provider who specializes in the treatment of
Restrictions inherited metabolic disorders

Coverage 365 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Lumizyme. Package Insert. Genzyme Corporation. 2023
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ALPHA1-PROTEINASE INHIBITOR HUMAN

Products Affected
e ARALAST e GLASSIA
e PROLASTIN-C o ZEMAIRA
PA Criteria Criteria Details
Exclusion Selective IgA deficiencies with known antibodies against IgA
Criteria (anti-lgA antibodies)
Required Diagnosis. Must have a baseline (pretreatment) serum
Medical alpha1-antitrypsin concentration of less than 11 ymol/L as

Information — Initial
Authorization

documented by either of the following: less than 50mg/dL as
determined by nephelometry OR less than 80 mg/dL as
determined by radial immunodiffusion.

Required Must have documentation from prescriber indicating
Medical improvement or stabilization in condition.
Information —

Reauthorization

Age Restrictions

No Age Restrictions

Prescriber Pulmonologist

Restrictions

Coverage 365 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Aralast. Package Insert. Baxter Healthcare Corp. 2014

Glassia. Package Insert. Baxter Healthcare Corp. 2010
Prolastin-C. Package Insert. Grifols Therapeutics Inc. 2013
Zemaira. Package Insert. CSL Behring LLC. 2015
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ANIFROLUMAB

Products Affected
e SAPHNELO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria.
Criteria
Required Diagnosis. Must not have severe, active central nervous
Medical system lupus. Must be auto-antibody positive, as evidenced

Information — Initial
Authorization

through documentation of having one of the following
laboratory markers: positive antinuclear antibodies titer
greater than or equal to 1:80 or ant-double stranded DNA
above the upper limit of normal (based on reference range
provided by the laboratory). Must have active disease and be
receiving standard therapy (i.e. corticosteroid, anti-malarial,
NSAID, immunosuppressant). Must have a trial of
hydroxychloroquine, azathioprine, methotrexate, or
mycophenolate with an inadequate response or significant
side effect/toxicity unless contraindicated.

Required
Medical

Information —
Reauthorization

Must have documentation from prescriber indicating
improvement or stabilization in condition.

Age Restrictions

No Age Restrictions

Prescriber Rheumatologist

Restrictions

Coverage 365 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Saphnelo. Package Insert. AstraZeneca Pharmaceuticals.

2022
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ANTI-AMYLOID MONOCLONAL ANTIBODIES

Products Affected
e ADUHELM e LEQEMBI

PA Criteria Criteria Details

Exclusion Plan follows the National Coverage Determination.
Criteria

Required

Medical
Information — Initial
Authorization
Required

Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions
Coverage
Duration

Other Criteria
Indications
Off-Label Uses

References Centers for Medicare and Medicaid Services (CMS). National
Coverage Determination (NCD) — No. 200.3 Monoclonal
Antibodies Directed Against Amyloid for the Treatment of
Alzheimer’s Disease (AD). Effective date: 4.7.2022 National
Coverage Determination (NCD) 200.3 Monoclonal Antibodies
Directed Against Amyloid for the Treatment of Alzheimer's

Disease (AD)
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ANTI-INHIBITOR COAGULATION COMPLEX

Products Affected
e FEIBA

PA Criteria Criteria Details

Exclusion Plan follows the National Coverage Determination.
Criteria

Required

Medical
Information — Initial
Authorization
Required

Medical
Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions
Coverage
Duration

Other Criteria
Indications
Off-Label Uses

References Centers for Medicare and Medicaid Services (CMS). National
Coverage Determination (NCD) — No. 110.3 Anti-Inhibitor
Coagulant Complex (AICC). Effective date: Unpublished.
NCD - Anti-Inhibitor Coagulant Complex (AICC) (110.3)
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APOMORPHINE HCL

Products Affected
e APOKYN e ONAPGO SUBCUTANEOUS
e apomorphine injection INFUSION
PA Criteria Criteria Details
Exclusion Concomitant use with 5HT3 antagonists, including
Criteria antiemetics (e.g. ondansetron, granistron, dolasetron,
palonosetron) and alosetron.
Required Diagnosis. For pre-requisite drug therapy, see Other Criteria.
Medical Member must have a confirmed diagnosis of Parkinson’s

Information — Initial

Authorization

disease in an individual who is having intermittent “OFF”
episodes while on continuous carbidopa/levodopa therapy.
Must have been receiving concurrent therapy with
carbidopa/levodopa within the past 30 days AND will be used
in combination with continuous carbidopa/levodopa
treatment. Provider attests adjustments to members
carbidopa/levodopa dose have been made in order to
manage symptoms without success.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement or
stabilization in condition. Provider must submit chart notes
confirming a positive clinical response to therapy, such as
continued success in reversing “OFF” episodes, improved
motor function, or clinically significant improvement or
stabilization in the signs and symptoms of the disease.

Age Restrictions

No Age Restrictions

Prescriber By or in consultation with a neurologist

Restrictions

Coverage 365 days

Duration

Other Criteria Must have a trial with an inadequate response or significant
toxicity/contraindication to TWO different classes of
medications for the treatment of Parkinson’s disease (e.g.
monoamine oxidase type B inhibitor dopamine agonist, or
COMT inhibitor.

Indications All FDA-approved indications

Off-Label Uses

N/A
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PA Criteria Criteria Details
References e Apokyn. Package Insert. Supernus Pharmaceuticals.
2022
e Onapgo. Package Insert. Supernus Pharmaceuticals.
2025
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ASPARAGINASE RECOMBINANT

Products Affected
e RYLAZE
PA Criteria Criteria Details
Exclusion Managed and reviewed by OncoHealth:
Criteria

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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ATIDARSAGENE AUTOTEMCEL

Products Affected
e LENMELDY
PA Criteria Criteria Details
Exclusion No Exclusion Criteria.
Criteria
Required Diagnosis. Must have diagnosis confirmed by ALL of the
Medical following (documentation required): an elevated urinary or

Information — Initial
Authorization

blood sulfatides, reduced blood ARSA enzyme activity,
genetic testing showing a homozygous or compound
heterozygous biallelic mutation of the ARSA gene. Must have
chart documentation of ONE of the following: early
symptomatic, early juvenile metachromatic leukodystrophy
(MLD) with all of the following: age of onset of symptoms
greater than 30 months and less than 7 years, ability to walk
independently, intelligence quotient (IQ) of 85 or more OR
pre-symptomatic MLD with a predicted subtype of late
infantile or early juvenile with chart documentation of BOTH
the following: absence of motor or cognitive signs or
symptoms of MLD (e.g., developmental delay, gait
abnormality, cognitive decline, neuropsychiatric disease) with
the exception of abnormal reflexes, abnormalities on brain
MRI, abnormal electroneurographic findings, or peripheral
neuropathy AND rationale for predicted subtype (including
ONE of the following: age of onset of symptoms of less than
7 years in a known sibling, genotype known to be associated
with infantile or early juvenile onset of disease, significantly
elevated sulfatide level, clinical assessment suggestive of
early onset of disease (e.g., peripheral neuropathy,
gallbladder disease)). Must have an attestation from the
provider that the member is eligible to undergo
hematopoietic stem cell transplant. Must not have prior
treatment with gene therapy.

Required
Medical

Information —
Reauthorization

Not applicable.

Age Restrictions

18 years of age or less
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PA Criteria

Criteria Details

Prescriber
Restrictions

Specialist in the treatment of metachromatic leukodystrophy
(MLD) (e.g., neurologist, inherited metabolic disease
specialist)

Coverage 180 days

Duration

Other Criteria Must have a requested dose that falls within the
recommended dosing guidelines from the manufacturer.

Indications All FDA-approved indications

Off-Label Uses N/A

References Lenmeldy. Package Insert. Orchard Therapeutics. 2024
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AVACINCAPTAD PEGOL

Products Affected
e IZERVAY
PA Criteria Criteria Details
Exclusion Ocular or periocular infections. Active intraocular
Criteria inflammation.
Required Diagnosis. Must have a best-corrected visual acuity (BCVA)
Medical greater than or equal to 24 letters using Early Treatment

Information — Initial
Authorization

Diabetic Retinopathy Study (ETDRS) charts or an ETDRS
equivalent Snellen fraction greater than or equal to 20/320.
Must not have choroidal neovascularization (CNV) in the
treated eye.

Required
Medical

Information —
Reauthorization

Must have documentation from the provider that the member
remains a candidate for treatment based upon the
prescriber’s assessment while on therapy and that the
member continues to benefit from therapy.

Age Restrictions

50 years or older

Prescriber Ophthalmologist or Optometry Specialist
Restrictions

Coverage 365 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Izervay. Package Insert. Iveric Bio, Inc. 2023
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AVALGLUCOSIDASE ALFA
Products Affected

o NEXVIAZYME

PA Criteria Criteria Details

Exclusion No Exclusion Criteria.

Criteria

Required Diagnosis. Must have a confirmed diagnosis of late-onset
Medical Pompe disease as evidenced by BOTH of the following: GAA

Information — Initial
Authorization

enzyme assay (from blood, skin fibroblasts, lymphocytes, or
muscle) or identification of GAA gene mutation
(documentation of laboratory result is required) AND
documentation of clinical signs or symptoms attributable to
Pompe disease (e.g., impairment of pulmonary function or
motor weakness).

Required Must have a requested dose that falls within the
Medical recommended dosing guidelines from the manufacturer.
Information —

Reauthorization

Age Restrictions

No Age Restrictions

Prescriber Specialist in treating inherited metabolic disorders or

Restrictions Neurologist

Coverage 365 days

Duration

Other Criteria Cumulative use of the requested medication for more than
12 monthly doses is not recommended.

Indications All FDA-approved indications

Off-Label Uses N/A

References Nexviazyme. Package Insert. Genzyme Corporation. 2021
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AVELUMAB
Products Affected
e BAVENCIO
PA Criteria Criteria Details
Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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AXATILIMAB-CSFR

Products Affected
e NIKTIMVO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria.
Criteria
Required Diagnosis. For pre-requisite drug therapy, see Other Criteria.
Medical Medication must be used for Chronic Graft versus Host

Information — Initial
Authorization

Disease (cGVHD) related to allogeneic hematopoietic stem
cell transplantation. Must submit chart notes reflecting
current weight. Must not have a histologic relapse of
underlying cancer or post-transplant lymphoproliferative
disease or history of the following: myositis, acute or chronic
pancreatitis.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition. Must submit documentation with current weight.
Provider attests medication will be used as a single agent or
in combination with stable doses of systemic therapies for
cGVHD (i.e., corticosteroids, calcineurin inhibitors, or mMTOR
inhibitors).

Age Restrictions

No Age Restrictions

Prescriber By or in consultation with an Oncologist, Hematologist, or

Restrictions transplant specialty clinic

Coverage 180 days

Duration

Other Criteria Member must have a documented trial with inadequate
results or significant side effect toxicity with TWO or more
previous lines of systemic therapy for the treatment of
cGVHD (i.e., corticosteroids, immunosuppressants). Provider
attests medication will be used as a single agent or in
combination with stable doses of systemic therapies for
cGVHD (i.e., corticosteroids, calcineurin inhibitors, or mTOR
inhibitors).

Indications All FDA-approved indications

Off-Label Uses N/A

References Niktimvo. Package Insert. Syndax Pharmaceuticals. 2025
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AZTREONAM & AVIBACTAM

Products Affected
e EMBLAVEO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria.
Criteria
Required Diagnosis. See Other Criteria for all pre-requisite drug trials.
Medical Must have diagnosis of complicated intr-abdominal infection

Information — Initial
Authorization

(clAl) with limited or no alternative treatment options. Lab
cultures collected within the previous 7 days with
documentation showing sensitivity to requested medication
must be submitted (i.e. E. coli, K. pneumoniae, K. oxytoca,
E. cloacae complex, C. frundii complex, and S. marcescens).

Required Must have a requested dose that falls within the
Medical recommended dosing guidelines from the manufacturer.
Information — Additional authorizations for treatment are made on a case-

Reauthorization

by-case basis, are subject to the above criteria, and require
chart documentation describing the previous response and
clinical rationale for retreatment.

Age Restrictions

No Age Restrictions

Prescriber By or in consultation with an Infectious Disease Specialist

Restrictions

Coverage 15 days

Duration

Other Criteria Member must have a documented trial and failure with TWO
of the following IV antibiotics or significant
toxicity/contraindication: ceftazidime, amikacin, tigecycline,
colistin, levofloxacin, ceftriaxone, cefazolin, cefepime,
piperacillin-tazobactam, trimethoprim-sulfamethoxazole,
ertapenem, imipenem-cilastatin, meropenem, moxifloxacin,
Avycaz® (ceftazidime-avibactam), and Zerbaxa®
(ceftolozane-tazobactam).

Indications All FDA-approved indications

Off-Label Uses N/A

References Emblaveo. Package Insert. AbbVie. 2025
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BASILIXIMAB

Products Affected
e SIMULECT
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Member must be recipient of a kidney transplant. Chart
Medical documentation showing prophylaxis therapy with

Information — Initial
Authorization

cyclosporine modified and corticosteroids must be submitted.

Required
Medical

Information —
Reauthorization

N/A

Age Restrictions

No Age Restrictions

Prescriber Nephrologist or transplant specialist

Restrictions

Coverage 30 days

Duration

Other Criteria Dosing must be in accordance with FDA-approved labeling.
Indications All FDA-approved indications

Off-Label Uses N/A

References Simulect. Package Insert. Novartis Pharmaceuticals. 2020
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BELATACEPT

Products Affected
e NULOJIX
PA Criteria Criteria Details
Exclusion Members who are Epstein-Barr Virus (EBV) seronegative or
Criteria those with unknown EBV serostatus
Required Diagnosis. Must be requested for kidney transplant rejection
Medical prophylaxis (Note: Use has not been established for the

Information — Initial
Authorization

prophylaxis of organ rejection in transplanted organs other
than the kidney). Medication will be used in combination with
basiliximab (Simulect) induction, mycophenolate mofetil, and
corticosteroids. Member must be EBV seropositive.

Required Member must have responded positively to treatment.
Medical Medication will continue to be used in combination with
Information — basiliximab (Simulect) induction, mycophenolate mofetil, and

Reauthorization

corticosteroids.

Age Restrictions

18 years and older

Prescriber By or in consultation with a kidney transplant specialist

Restrictions

Coverage Initial: 120 days; Reauthorization: 365 days

Duration

Other Criteria Dosing must follow FDA recommended guidelines for both
induction and maintenance dosing.

Indications All FDA-approved indications

Off-Label Uses N/A

References Nulojix. Package Insert. Bristol Myers Squibb. 2021
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BELIMUMAB INTRAVENOUS

Products Affected

e BENLYSTA INTRAVENOUS

PA Criteria Criteria Details

Exclusion No Exclusion Criteria.

Criteria

Required Diagnosis. Must not have severe active central nervous
Medical system lupus. Must be auto-antibody positive, with

Information — Initial
Authorization

documentation of ONE of the following: positive antinuclear
antibodies titer greater than or equal to 1:80 or anti-double
stranded DNA above the upper limit of normal (based on
reference range provided by the laboratory). Must not be on
concomitant biologic therapy. For systemic lupus
erythematosus: must be receiving standard therapy (i.e.,
corticosteroid, anti-malarial, NSAID, immunosuppressant),
must have a trial of hydroxychloroquine, azathioprine,
methotrexate, or mycophenolate with an inadequate
response or significant side effect/toxicity unless
contraindicated. For Lupus Nephritis (LN): must have active
lupus nephritis confirmed by one of the following
(documentation required): anti-nuclear antibody (ANA) titer =
1:80 or anti-double stranded DNA (anti-dsDNA) = 30 IU/mL.
Must provide documentation of baseline renal function
laboratory test showing one of the following colleted within
the last 30 days (submit lab results): urine protein:creatinine
ratio (UPCR) or urine protein. Must be on concomitant
immunosuppressant regimen with standard induction
(corticosteroid with cyclophosphamide or mycophenolate
mofetil) followed by maintenance therapy (mycophenolate
mofetil or azathioprine). Must not be on concomitant therapy
with other biologics for the same indication (i.e., voclosporin
(Lupkynis), obinutuzumab (Gazyva).

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition. For SLE: Must have a continuation of standard
therapy with any of the following: corticosteroids,
antimalarials, NSAIDs, and immunosuppressants. For LN:
Must have documentation of improvement must include ONE
of the following: improvement in renal function demonstrated
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PA Criteria

Criteria Details

by laboratory results from baseline (e.g., decreased
proteinuria, improvement in urine creatinine ratio, improved
eGFR rate) with documentation of laboratory result required
OR reduction in corticosteroid dose. Must be on concomitant
immunosuppressant regimen with standard induction
(corticosteroid with cyclophosphamide or mycophenolate
mofetil) followed by maintenance therapy (mycophenolate
mofetil or azathioprine).

Age Restrictions

5 years and older

Prescriber SLE: Rheumatologist. LN: Rheumatologist or Nephrologist.
Restrictions

Coverage 365 days

Duration

Other Criteria Not applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Benlysta. Package Insert. GlaxoSmithKline. 2024
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BELINOSTAT

Products Affected
e BELEODAQ

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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BENRALIZUMAB

Products Affected
e FASENRA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria.
Criteria
Required Diagnosis. For severe asthma: must submit lab result
Medical completed within the past 12 months showing a blood

Information — Initial
Authorization

eosinophil count of at least 150 cells/uL. Must be used in
combination with an inhaled corticosteroid (ICS). Must have
trials of combination therapy with an ICS and one additional
asthma controller (e.g., LABA or LAMA) with inadequate
responses or significant side effects/toxicity or unless
contraindicated. Provider must attest that the member
continues to have uncontrolled asthma symptoms
(uncontrolled defined as hospitalization for asthma within
past year or requirement for oral or parenteral corticosteroids
to control exacerbations of asthma on 2 occurrences in the
past year). Must not be receiving combination therapy with
another biologic agent (e.g., Xolair, Dupixent, Cingair,
Nucala, Tezspire) for this diagnosis. For eosinophilic
granulomatosis with polyangiitis (EGPA): must have
diagnosis of relapsed or refractory EGPA with chart
documentation of diagnosis. Must have trial of treatment with
prednisone or prednisolone at the maximally tolerated dose
with inadequate response or significant side effects/toxicity
unless contraindicated. Must meet either: 1) Member has
history or presence of asthma, blood eosinophil level of 10%
or absolute eosinophil count greater than 1000 cells/uL, AND
two or more criteria that are typical of EGPA (i.e., neuropathy,
pulmonary infiltrates, sino-nasal abnormality,
cardiomyopathy, glomerulonephritis, alveolar hemorrhage,
palpable purpura, antineutrophil cytoplasmic antibody
positivity) OR 2) There is histopathological evidence of
eosinophilic vasculitis, perivascular eosinophilic infiltration, or
eosinophil-rich granulomatous inflammation).
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Required
Medical

Information —
Reauthorization

For asthma: documentation from prescriber indicating
improvement in condition (such as reduction in
exacerbations, hospitalizations, emergency department
visits, or requirement for oral corticosteroid therapy) and use
of combination therapy with an inhaled corticosteroid (ICS).
For EGPA: documentation from prescriber indicating
improvement in condition (such as reduced steroid dose).

Age Restrictions

No Age Restrictions

Prescriber By or in consultation with an allergist, immunologist, or
Restrictions pulmonologist

Coverage 365 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Fasenra. Package Insert. AstraZeneca. 2024
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BEREMAGENE GEPERPAVEC-SVDT

Products Affected
e VYJUVEK
PA Criteria Criteria Details
Exclusion No Exclusion Criteria.
Criteria
Required Diagnosis. Must have genetic testing demonstrating a
Medical mutation in the collagen type VIl alpha | chain (COL7A1)

Information — Initial
Authorization

gene (documentation of laboratory result required). Must
have chart documentation of at least one open would lesion.
Must have a requested dose and frequency that falls within
the recommended dosing guidelines from the manufacturer.

Required Must have documentation from prescriber indicating
Medical improvement or stabilization in condition while on therapy.
Information — Must have documentation of at least one open wound lesion.

Reauthorization

Must have a requested dose that falls within the
recommended dosing guidelines from the manufacturer.

Age Restrictions

No Age Restrictions

Prescriber Dermatologist or medical geneticist.

Restrictions

Coverage 365 days

Duration

Other Criteria B versus D determination is made prior to clinical criteria
being applied.

Indications All FDA-approved indications

Off-Label Uses N/A

References Vyjuvek. Package Insert. Krystal Biotech. 2023
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BERLOTOXUMAB

Products Affected
e ZINPLAVA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have positive stool test for toxigenic
Medical Clostridioides difficile. Must be used in conjunction with a

Information — Initial
Authorization

standard of care antibiotic regimen for the treatment of
Clostridioides difficile infection (CDI) (e.g., oral vancomycin,
oral fidaxomicin). Must be at risk for recurrence in
Clostridium difficile infection with at least one of the following:
age 65 years or older, clinically severe CDI (defined by white
blood cell count greater than or equal to 15,000cells/mm3,
serum creatinine greater than 1.5mg/dL, or Zar disease
severity score of 2 or greater [1 point for: age at least 60
years, temperature greater than 100.9 degrees, albumin level
2.5mg/dL, or peripheral white blood cell count greater than
15,000 cells/mma3. 2 points for: endoscopic evidence of
pseudomembranous colitis or intensive care unit status]),
history of previous Clostridioides difficile infection,
immunosuppression or decreased immune function (e.g.,
organ transplant, bone marrow transplant, use of
immunosuppressive therapy, etc.), or presence of a
hypervirulent strain of Clostridium difficile infection (e.g.,
ribotype 27).

Required
Medical

Information —
Reauthorization

Not Applicable.

Age Restrictions

18 years and older

Prescriber Gastrologist or infectious disease specialist.
Restrictions

Coverage 30 days

Duration

Proprietary and Confidential Information of Sentara Health Plans

© 2026 Sentara All Rights Reserved



P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

PAGE NUMBER: 33 of 362

PA Criteria Criteria Details

Other Criteria The safety and efficacy of repeat administration of
bezlotoxumab (Zinplava) in patients with CDI have not been
studied.

Indications All FDA-approved indications

Off-Label Uses N/A

References Zinplava. Package Insert. Merck & Company, Inc. 2023.
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BETIBEGLOGENE AUTOTEMCEL

Products Affected
e ZYNTEGLO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria.
Criteria
Required Diagnosis. Must have chart documentation of genetic testing
Medical confirming beta thalassemia AND chart documentation of

Information — Initial
Authorization

transfusion-dependent disease defined as either history of at
least 8 transfusions of packed red blood cells (pPRBC) per
year in the previous 2 years or history of greater than or
equal to 100 mL/kg/year of pRBCs in the previous 2 years.
Must have an attestation from prescriber indicating eligibility
to undergo hematopoietic stem cell transplant (HSCT) and if
18 years of age or younger, must have an attestation from
the prescriber that a suitable and willing fully matched sibling
donor is not available for allogeneic HSCT. Must not have
prior HSCT or gene therapy.

Required
Medical

Information —
Reauthorization

Not applicable

Age Restrictions

No Age Restrictions

Prescriber Hematologist

Restrictions

Coverage 180 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Zynteglo. Package Insert. Bluebird Bio, Inc. 2022
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BEVACIZUMAB

Products Affected
e ALYMSYS e VEGZELMA
e AVASTIN e ZIRABEV
e MVASI
PA Criteria Criteria Details
Excluded Oncological indications. All oncological indications are
Diagnoses reviewed by OncoHealth:
OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
Exclusion No Exclusion Criteria.
Criteria
Required Diagnosis. For Neovascular (wet) Age-Related Macular
Medical Degeneration (AMD), Diabetic Macular Edema (DME),

Information — Initial
Authorization

Diabetic Retinopathy (DR), or Macular Edema following
Retinal Vein Occlusion (MEfRVO): Must have confirmed
diagnosis. Chart documentation of baseline best corrected
acuity (BCVA) score upon initiation.

Required
Medical

Information —
Reauthorization

Must have documentation from prescriber indicating
improvement or stabilization in condition while on therapy.

Age Restrictions

No Age Restrictions

Prescriber Optometrist or Eye Specialist

Restrictions

Coverage 365 days

Duration

Other Criteria B versus D determination is made prior to clinical criteria

being applied. For Alymsys, Mvasi, Vegzelma, and Zirabev:
must have a trial of Avastin (bevacizumab) with inadequate
response or significant side effect/toxicity unless
contraindicated.
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PA Criteria Criteria Details

Indications All FDA-approved indications, Some medically-accepted
indications

Off-Label Uses Ophthalmic diagnoses (e.g. macular edema, macular
degeneration)

References Avastin. Package Insert. Genetech, Inc. 2022

Alymsys. Package Insert. Amneal Pharmaceuticals, LLC.
2022

Mvasi. Package Insert. Amgen, Inc. 2023
Vegzelma. Package Insert. Celltrion, Inc. 2023
Zirabev. Package Insert. Pfizer, Inc. 2023
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BIMATOPROST IMPLANT

Products Affected
e DURYSTA
PA Criteria Criteria Details
Exclusion Ocular or periocular infection, corneal endothelial cell
Criteria dystrophy, prior corneal transplantation, or absent or ruptured
posterior lens capsule.
Required Diagnosis. Must require reduction in intraocular pressure.
Medical Must have a trial of a FDA-approved topical ophthalmic eye

Information — Initial
Authorization

drop within TWO of the following drug classes: beta-blocker
(e.g. timolol), alpha-agonist (e.g. brimonidine), carbonic
anhydrase inhibitor (e.g., brinzolamide). Must have
documentation showing an adequate response to an FDA-
approved topical ophthalmic eye drop within the
prostaglandin drug class (e.g., latanoprost). Must have
documentation to demonstrate the inability to manage eye
drop therapy with clinical rationale as to why the ophthalmic
drop formulation cannot be continued (e.g., adherence
issues, significant side effects, dexterity issues). Must
indicate for which eye(s) bimatoprost implant is intended to
treat, and that the member has not previously received
treatment with bimatoprost implant in requested eye(s).

Required
Medical

Information —
Reauthorization

Not applicable.

Age Restrictions

No Age Restrictions

Prescriber Ophthalmologist

Restrictions

Coverage 30 days

Duration

Other Criteria Repeat administration to an eye that received prior
administration must include chart documentation describing
previous response and clinical rationale for retreatment.

Indications All FDA-approved indications
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PA Criteria

Criteria Details

Off-Label Uses

N/A

References

Durysta. Package Insert. Allergan. 2020
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BLINATUMOMAB

Products Affected
e BLINCYTO

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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Products Affected
e bortezomib injection e BORUZU RTU

PA Criteria Criteria Details

Exclusion Managed and reviewed by OncoHealth:

Criteria
OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692

Required Part B Step Therapy applies. Requests for bortezomib

Medical (Boruzu RTU; J9054) requires trial of TWO of the following:

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

Other Criteria

Indications

Off-Label Uses

References

bortezomib (Dr. Reddy manufacturer, J9046), bortezomib
(Fresenius manufacturer, J9048), bortezomib (Hospira
manufacturer, J9049), generic bortezomib (J9041), or
bortezomib (Maia manufacturer, J9051).
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BOTULINUM TOXIN INJECTIONS

Products Affected

e BOTOX e MYOBLOCK
e DAXXIFY e XEOMIN
e DYSPORT

PA Criteria

Criteria Details

Exclusion
Criteria

All Cosmetic Indications

Required
Medical

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

Other Criteria

Indications

Off-Label Uses

Note: Medicare requires that billing for single-dose vials
(SDVs) reflect the smallest vial size necessary for the dose,
with unused portions of drugs, biologicals, and
radiopharmaceuticals eligible for reimbursement if properly
documented. Under certain conditions, it is permissible to
repackage single-dose vials or single use vials into smaller
doses, each intended for a single patient. Providers should
follow the necessary steps for repackaging the SDVs.

Plan follows the Local Coverage Determination.

References

Centers for Medicare and Medicaid Services (CMS). Local
Coverage Determination (LCD) — L39836. Botulinum Toxin
Injections. Effective date: 02.22.26. Botulinum Toxin

Injections
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BRENTUXIMAB VEDOTIN

Products Affected
e ADCETRIS

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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BREXANOLONE

Products Affected
e ZULRESSO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Chart note documentation submitted showing
Medical severity of depression supported by a validated rating scale

Information — Initial
Authorization

with date. For pre-requisite drug trials, see Other Criteria.
Must have onset of depressive episode no later than 4
months postpartum. Member is 6 months or less postpartum.
Must be enrolled in depression-focused psychotherapy or
have a plan to initiate depression-focused psychotherapy.
Member must not have psychosis or history of bipolar
bisorder.

Required
Medical

Information —
Reauthorization

Not Applicable.

Age Restrictions

15 years and older

Prescriber Psychiatrist

Restrictions

Coverage 10 Days

Duration

Other Criteria Dosing must be within FDA recommended guidelines. Must
have a six-week trial with inadequate results or significant
toxicity/contraindication to maximally tolerated formulary
antidepressant.

Indications All FDA-approved indications

Off-Label Uses N/A

References Zulresso. Package Insert. Sage Therapeutics, Inc. 2022.
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BUPRENORPHINE ER INJECTION

Products Affected
e BRIXADI e SUBLOCADE
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have moderate to severe opioid use
Medical disorder. Must have initiated treatment with buprenorphine-

Information — Initial
Authorization

containing product. Must not be receiving supplemental
sublingual buprenorphine after injection given.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement or
stabilization in condition and showing not receiving
supplemental sublingual buprenorphine.

Age Restrictions

No Age Restrictions

Prescriber No Prescriber Restrictions

Restrictions

Coverage 365 days

Duration

Other Criteria Must have requested dose that falls within the recommended
dosing guidelines from the manufacturer

Indications All FDA-approved indications

Off-Label Uses N/A

References Brixadi. Package Insert. Braeburn, Inc. 2023

Sublocade. Package Insert. Curia Global, Inc. 2023
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BUROSUMAB

Products Affected
e CRYSVITA
PA Criteria Criteria Details
Exclusion Use with oral phosphate and/or active vitamin D analogs.
Criteria Serum phosphorus within or above the normal range for age

(for initial auth only, documentation of the laboratory result is
required). Severe renal impairment or end stage renal
disease (CrCl less than 30 mL/min).

Required Diagnosis. Must have documented low serum phosphorous
Medical levels for age range (based on the reference range provided
Information — Initial | PY the laboratory) without nutritional vitamin D deficiency. For
Authorization X-linked hypophosphatemia: must have chart documentation

of diagnosis and either documented PHEX genetic mutation
(chart documentation of confirmatory genetic testing and
laboratory results required) or a family member with X-linked
inheritance (chart documentation of laboratory result
required), must have chart documentation of clinical work-up
indicating presence of osteomalacia confirmed via x-ray and
showing signs and symptoms of disease (e.g.,
musculoskeletal pain and stiffness, fractures, pseudo-
fractures, decreased physical function, or renal calculi). For
FGF23-related hypophosphatemia in tumor-induced
osteomalacia: must have chart documentation of a clinical
work-up indicating presence of osteomalacia or rickets
confirmed via x-ray and showing signs and symptoms of
disease (e.g., bone pain, muscle weakness, difficulty
walking, height loss, fractures, pseudo-fractures, decreased
physical function).

Required For first authorization: must have documentation from
Medical prescriber indicating improvement in condition and
Information — documentation of stable phosphorous levels within normal
Reauthorization reference range per age range (based on the reference

range provided by the laboratory). For second and ongoing
reauthorizations: must have documentation from prescriber
indicating improvement in condition and documentation of
improved bone mineralization via X-ray results. If there is no
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PA Criteria

Criteria Details

documentation of improved bone mineralization, must have
documentation of improved symptoms, physical function or
quality of life.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

X-linked hypophosphatemia: endocrinologist or nephrologist
specializing in the treatment of X-linked hypophosphatemia.
Tumor-induced osteomalacia: Oncologist, Endocrinologist, or
Nephrologist specializing in the treatment of FGF23-related
hypophosphatemia in tumor-induced osteomalacia.

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Crysvita. Package Insert. Kyowa Kirin, Inc. 2023
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CABAZITAXEL

Products Affected
e JEVTANA

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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CALASPARGASE PEGOL-MKNL

Products Affected
ASPARLAS
PA Criteria Criteria Details
Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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CANAKINUMAB

Products Affected
e |LARIS
PA Criteria Criteria Details
Exclusion Evidence of infection.
Criteria
Required Diagnosis. Must not be using an oral targeted anti-
Medical inflammatory agent or biologic agent in combination with

Information — Initial
Authorization

canakinumab. Negative tuberculosis skin test. For FCAS,
HIS, MKD, TRAPS, gout flares: see Other Criteria. For
Muckle-Wells (MSW): must have chart documentation of
laboratory result confirming mutation in NLRP3gene or
clinical diagnosis with THREE of the following: autosomal
dominant pattern of disease inheritance, severe fatigue,
musculoskeletal symptoms, ocular symptoms, erythematous
rash, history of intermittent episodes of fever for at least 24
hours, amyloidosis, or hearing loss. For SJIA: must have
active disease and a trial of either corticosteroids or NSAIDs
with an inadequate response or significant side effect/toxicity
unless contraindicated. For Familial Mediterranean Fever
(FMF): must have chart documentation confirmed by genetic
test (must have documentation of laboratory result
confirming mutation in MEFV gene) or a clinical diagnosis
with THREE of the following: history of intermittent episodes
of fever and pain for 1 to 3 days duration, autosomal
recessive pattern of disease inheritance, presence of
peritonitis, presence of arthritis, presence of pleuritis, or
presence of erysipelas-like erythema. Must have a trial of
colchicine with an inadequate response or significant side
effect/toxicity unless contraindicated. For Still's Disease:
must have chart documentation of a clinical work-up to rule
out other diagnoses, must have history of at least FIVE
diagnostic criteria with TWO or more being major criteria.
Major criteria include: fever for at least 1 week, rash that is
usually over trunk or extremities while febrile, history of
arthralgia or arthritis in one ore more joints for at least two
weeks, leukocytosis (10,000 yL or greater). Minor criteria
include: sore throat, generalized lymph node enlargement,
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PA Criteria

Criteria Details

hepatomegaly or splenomegaly, abnormal liver function tests,
negative tests for antinuclear antibody and rheumatoid factor.
Must have a trial of corticosteroids and at least a 3 month
trial of methotrexate with inadequate responses or significant
side effects/toxicities unless contraindicated.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition. For gout flares: must have documentation of ALL
the following: the member is experiencing a new flare, the
member is on concurrent maintenance therapy for the
treatment of gout (e.g. allopurinol, febuxostat, probenecid),
and an attestation from prescriber that the member has not
received therapy with canakinumab at least 12 weeks prior to
the requested course of therapy.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

MWS, FCAS, FMF, HIDS, MKD, TRAPS: Rheumatologist,
Dermatologist, Immunologist, or Genetic Specialist. SJIA:
Pediatric Rheumatologist. Still's Disease, Gout Flares:
Rheumatologist

Coverage Initial: Gout: 30 days. All Others: 365 days. Reauthorization:
Duration Gout:180 days. All Others: 365 days.
Other Criteria For Familial Cold Autoinflammatory Syndrome (FCAS): must

have chart documentation of diagnosis confirmed by genetic
test (must have documentation of laboratory results
confirming mutation in NLRP3 gene) or a clinical diagnosis
with THREE of the following: recurrent intermittent episodes
of fever and rash that primarily follow
natural/experimental/both types of generalized cold
exposures, autosomal dominant pattern of disease
inheritance, age of onset less than 6 months of age,
conjunctivitis associated with attacks, absence of
deafness/periorbital edema/lymphadenopathy/serositis). For
Hyperimmunoglobulin D Syndrome (HIDS) and Mevalonate
Kinase Deficiency (MKD): must have chart documentation of
diagnosis confirmed by genetic test (must have
documentation of laboratory result confirming mutation in
MVK gene) or a clinical diagnosis with THREE of the
following: history of intermittent episodes of fever and
inflammation for at least 3 days duration, autosomal
recessive pattern of disease inheritance, presence of painful
lymph nodes, presence of joint pain, presence of headache,
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PA Criteria

Criteria Details

presence of hepatosplenomegaly, presence of skin rash, or
presence of abdominal pain, vomiting, diarrhea. For Tumor
Necrosis Factor Receptor Associated Periodic Syndrome
(TRAPS): must have chart documentation of diagnosis
confirmed by genetic test (must have documentation of
laboratory result confirming mutation in TNFRSF1A gene) or
a clinical diagnosis with THREE of the following: history of
intermittent episodes of fever for at least 1 week duration,
autosomal dominant pattern of disease inheritance, presence
of painful lymph nodes, presence of headache, presence of
skin rash, presence of muscle cramps, presence of
abdominal pain, presence of pleuritis, presence of
pericarditis, presence of conjunctivitis or periorbital edema.
For Gout Flares: must be used for the symptomatic treatment
of gout flares when NSAIDs and colchicine are
contraindicated, are not tolerated, or do not provide an
adequate response and when repeated courses of
corticosteroids are not appropriate. Must have
documentation of concurrent maintenance therapy for the
treatment of gout (e.g., allopurinol, febuxostat, probenecid),
must have attestation from prescriber that the member has
not received therapy with the requested medication at least
12 weeks prior to the requested course of therapy.

Indications

All FDA-approved indications

Off-Label Uses

N/A

References

llaris. Package Insert. Novartis Pharmaceuticals Corp. 2023
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CANTHARIDIN TOPICAL SOLUTION

Products Affected
e YCANTH
PA Criteria Criteria Details
Exclusion No Exclusion Criteria.
Criteria
Required Diagnosis. Must have a trial and failure of cryotherapy or
Medical curettage with an inadequate response or significant side

Information — Initial
Authorization

effect/toxicity or must provide clinical rationale for why these
therapies are not appropriate (e.g. pediatric member unable
to tolerate cryotherapy or curettage; large number of
lesions).

Required
Medical

Information —
Reauthorization

Not Applicable

Age Restrictions

No Age Restrictions

Prescriber No Prescriber Restrictions

Restrictions

Coverage 90 days

Duration

Other Criteria Must have a requested dose that falls within the
recommended dosing guidelines from the manufacturer.
Additional authorizations for treatment are made on a case-
by-case basis, are subject to the above criteria, and require
chart documentation describing the previous response and
clinical rationale for retreatment.

Indications All FDA-approved indications

Off-Label Uses N/A

References Ycanth. Package Insert. Verrica Pharmaceuticals, Inc. 2023
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CAPLACIZUMAB

Products Affected
e CABLIVI
PA Criteria Criteria Details
Exclusion No Exclusion Criteria.
Criteria
Required Diagnosis. Must have a diagnosis of acquired thrombotic
Medical thrombocytopenia purpura (aTTP), confirmed by ALL of the

Information — Initial
Authorization

following: thrombocytopenia (platelet count less than
100,000), microangiopathic hemolytic anemia (MAHA) (e.qg.,
hemoglobin and hematocrit below reference range, low
haptoglobin, elevated LDH, presence of schistocytes in
peripheral blood smear), and laboratory test for ADAMTS13
activity level has been completed or is in progress. Must
have documentation requested medication is to be used in
combination with plasma exchange and provide date of last
plasma exchange for this aTTP episode. Must be used in
combination with immunosuppressive therapy (e.g.,
corticosteroids with or without rituximab). Must not have
experienced more than two recurrences of aTTP while on
requested medication.

Required
Medical

Information —
Reauthorization

For extension of current treatment course: must have a
diagnosis of aTTP confirmed by suppressed ADAMTS13
acticity level, must have chart documentation of sign(s) of
persistent underlying disease (e.g., suppressed ADAMTS13
activity levels) after the initial 30-day treatment course, must
not have received more than 58 days of requested
medication after completion of plasma exchange therapy fo
this aT TP episode, must not have experienced more than 2
recurrences of aT TP while on requested medication.

Age Restrictions

No Age Restrictions

Prescriber Hematologist
Restrictions

Coverage 30 days
Duration
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PA Criteria Criteria Details

Other Criteria Additional authorizations for treatment are made on a case-
by-case basis, are subject to the above criteria, and require
chart documentation describing the previous response and
clinical rationale for retreatment.

Indications All FDA-approved indications

Off-Label Uses N/A

References Cablivi. Package Insert. Genzyme Corporation. 2022
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CAPSAICIN PATCH

Products Affected
e QUTENZA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria.
Criteria
Required Diagnosis. For PHN: must have trials of any two of the
Medical following with inadequate responses or significant side

Information — Initial
Authorization

effects/toxicities unless contraindicated: tricyclic
antidepressant (e.g., amitriptyline), gabapentinoids (e.g.,
gabapentin), lidocaine patch. For neuropathic pain
associated with DPN of feet: must have documentation
pharmacy claim history or prior therapy with medication for
diabetes OR medical or laboratory claim or physician chart
note of diabetes diagnosis, must have trials of all the
following with inadequate responses or significant side
effects/toxicities unless contraindicated: gabapentin or
pregabalin, SNRI (e.g., duloxetine, venlafaxine), and tricyclic
antidepressant (e.g., nortriptyline, desipramine).

Required
Medical

Information —
Reauthorization

Must have documentation from prescriber indicating
improvement in condition.

Age Restrictions

No Age Restrictions

Prescriber Hematologist

Restrictions

Coverage 365 days

Duration

Other Criteria Must be administered in a physician office.
Indications All FDA-approved indications

Off-Label Uses N/A

References Qutenza. Package Insert. Averitas Pharma, Inc. 2023
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Products Affected

e ABECMA e KYMRIAH
e AUCATZYL e TECARTUS
e BREYANZI e YESCARTA
e CARVYKTI

PA Criteria Criteria Details

Exclusion Managed and reviewed by OncoHealth:

Criteria

Required OncoHealth OneUM Provider Portal location:

) https://oneum.oncohealth.us
Medical

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

Other Criteria

Indications

Off-Label Uses

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692

References

Centers for Medicare and Medicaid Services (CMS). National
Coverage Determination (NCD) — No. 110.24. Chimeric
Antigen Receptor (CAR) T-cell Therapy. Effective date:
8.7.2019. NCD - Chimeric Antigen Receptor (CAR) T-cell
Therapy (110.24)
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CARBIDOPA/LEVODOPA ENTERAL

Products Affected
e DUOPA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria.
Criteria
Required Diagnosis. Must have a trial of each of the following, taken in
Medical combination with carbidopa/levodopa, with an inadequate

Information — Initial
Authorization

response or significant side effect/toxicity unless
contraindicated: one generic dopamine agonis (e.g.,
pramipexole or ropinirole), and EITHER entacapone OR one
generic monoamine oxidase-B inhibitor (e.g., rasagiline or
selegiline). Must have a clear motor response to levodopa
and chart documentation of motor fluctuations despite
optimized medication therapy regimen based upon the
prescriber assessment including initial benefit after dose of
levodopa followed by return of parkinsonian features before
onset of benefit from subsequent dose (e.g., wearing off) or
evidence of involuntary movements when therapeutic effect
of levodopa is maximal (e.g., peak dose dyskinesia).

Required
Medical

Information —
Reauthorization

Must have documentation from prescriber indicating
improvement in condition or the member continues to benefit
from therapy.

Age Restrictions

No Age Restrictions

Prescriber Neurologist

Restrictions

Coverage 365 days

Duration

Other Criteria B versus D determination is made prior to clinical criteria
being applied

Indications All FDA-approved indications

Off-Label Uses N/A

References Duopa. Package Insert. AbbVie, Inc. 2020
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CASIMERSIN

Products Affected

e AMONDYS-45

PA Criteria Criteria Details

Exclusion No Exclusion Criteria.

Criteria

Required Diagnosis. Must have a diagnosis of Duchenne Muscular
Medical Dystrophy (DMD) with confirmatory genetic testing

Information — Initial
Authorization

demonstration an out-of-frame mutation (e.g., frameshift
[deletion or duplication] mutation or a premature stop codon
mutation) of the DMD gene that is amenable to exon 45
skipping (a copy of the genetic testing must be provided).
Must have chart documentation of laboratory result
demonstrating a mutation of the DMD gene that is amenable
to exon 45 skipping. Must have chart documentation of
baseline motor function and/or strength (e.g., Brooke upper
extremity functional score, Modified Medical Research
Council score for manual muscle testing, North Star
Ambulatory Assessment/Timed Functional Test). If non-
ambulatory, must have a documented Brooke upper
extremity score of 5 or less OR a documentated FVC of at
least 30%. Must not have received prior gene therapy for the
treatment of DMD (e.qg., delandistrogene moxeparvovec
(Elevidys)). Must be used in combination with corticosteroid
therapy (e.g., prednisone or deflazacort unless intolerant or
contraindicated.

Required
Medical

Information —
Reauthorization

Must have documentation from prescriber indicating the
member remains a candidate for treatment based upon the
prescriber’s assessment while on therapy and that the
member continues to benefit from medication. If non-
ambulatory, must have a documented Brooke upper
extremity score of 5 or less OR a documented FVC of at
least 3-%. Must not have received prior gene therapy for the
treatment of DMD.

Age Restrictions

No Age Restrictions
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PA Criteria Criteria Details

Prescriber Neuromuscular specialist specializing in the treatment of

Restrictions muscular dystrophy

Coverage 365 days

Duration

Other Criteria Requested dose must fall within the recommended dosing
guidelines from the manufacturer.

Indications All FDA-approved indications

Off-Label Uses N/A

References Amondys 45. Package Insert. Sarepta Therapeutics, Inc.

2023
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CEFIDEROCOL

Products Affected
e FETROJA
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis. Member has a diagnosis of Hospital-Associated
Medical Bacterial Pneumonia (HAP) or Ventilator-Associated

Information — Initial
Authorization

Bacterial Pneumonia (VAP). Culture from current hospital
admission or office visit has been collected sensitivity reports
taken from the previous 7 days must be submitted and show
sensitivity to the requested medication. Sensitivity report
must show HAP or VAP is caused by susceptible strains of
these aerobic gram-negative bacilli: A. baumannii complex,
E. coli, E. cloacae complex, K. pneumoniae, P. aeruginosa,
and S. marcescens.

Required Must have a requested dose that falls within the
Medical recommended dosing guidelines from the manufacturer.
Information — Additional authorizations for treatment are made on a case-

Reauthorization

by-case basis, are subject to the above criteria, and require
chart documentation describing the previous response and
clinical rationale for retreatment.

Age Restrictions

18 years of age and older

Prescriber Infectious Disease Specialist

Restrictions

Coverage 14 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Fetroja. Package Insert. Shionogi & Co. 2021
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CEFTOBIPROLE

Products Affected
e ZEVTERA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must submit lab cultures from a current hospital
Medical admission or office visit collected within the last 7 days

Information — Initial
Authorization

showing sensitivity to requested medication AND resistance
to ALL other formulary antibiotics (i.e., ceftaroline,
ertapenem, vancomycin, Baxdela).

Required
Medical

Information —
Reauthorization

Not Applicable.

Age Restrictions

No Age Restrictions

Prescriber By or in consultation with an infectious disease specialist.

Restrictions

Coverage Acute Bacterial Skin and Skin Structure Infections (ABSSSI)

Duration and Community-acquired bacterial pneumonia (CABP): 7
Days, Staphylococcus aureus bloodstream infections (SAB)
(bacteremia) including those with right-sided ineffective
endocarditis: 42 Days

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Zevtera. Package Insert. Basilea Pharmaceutica. 2024.
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CERLIPONASE ALFA

Products Affected
e BRINEURA
PA Criteria Criteria Details
Exclusion Acute intraventricular access device-related complications
Criteria (e.g., leakage, device failure, or device related infection).
Ventriculoperitoneal shunt in place.
Required Diagnosis. Must have chart documentation showing deficient
Medical tripeptidyl peptidase 1 (TPP1) enzyme activity (via dried

Information — Initial
Authorization

blood spot) AND pathogenic mutations in each allele of the
CLN3/TPP1 gene.

Required
Medical

Information —
Reauthorization

Must have documentation from prescriber indicating
improvement or stabilization in condition.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

Neurologist who specializes in treatment of neuronal ceroid
lipofuscinosis type 2

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Brineura Package Insert. BioMarin Pharmaceutical, Inc. 2020
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CERTOLIZUMAB PEGOL POWDER

Products Affected

e CIMZIAPOWDER FOR RECONSTIUTION

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must currently not be using an oral targeted anti-
Medical inflammatory agent or biologic agent in combination with

Information — Initial
Authorization

requested medication. For all prerequisite drug trials: see
Other Criteria section. For rheumatoid arthritis (RA) and
Crohn’s Disease (CD): must have moderately to severely
active disease. For ankylosing spondylitis (AS), psoriatic
arthritis (PsA), and polyarticular juvenile idiopathic arthritis
(pJIA): must have active disease. For plaque psoriasis
(PsO): must have moderate to severe disease. For non-
radiographic axial spondyloarthritis (nr-axSpA): must have
chart documentation of magnetic resonance imagine (MRI)
scan with evidence of inflammation (e.g., sacroiliitis) or C-
reactive protein (CRP) above the upper limit of normal
(documentation of laboratory result including reference range
is required).

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

RA/AS/nr-axSpA/pJIA: Rheumatologist. PsA:
Rheumatologist or Dermatologist. CD: Gastroenterologist.
PsO: Dermatologist.

Coverage 365 days
Duration
Other Criteria For all prerequisite drug trials: must have an inadequate

response or significant side effect/toxicity unless
contraindicated, or unless the therapy is not FDA-approved
or compendia supported for use in member’s age. For RA:
must have a 3-month trial of methotrexate, leflunomide,
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PA Criteria Criteria Details

hydroxychloroquine, or sulfasalazine. For AS: must have a
trial of two NSAIDs at target anti-inflammatory doses. For
peripheral PsA or PsA with dactylitis: must have a trial of one
NSAID and one conventional systemic therapy (e.g.,
methotrexate, leflunomide, sulfasalazine). For axial PsA or
PsA with enthesitis: must have a trial of two NSAIDs at target
anti-inflammatory doses. For PsA with skin or nail
involvement: must have a trial of topical therapy or
phototherapy/photochemotherapy AND a conventional
systemic therapy (e.g., methotrexate, cyclosporine). For
PsO: must have a trial of topical therapy or
phototherapy/photochemotherapy/excimer laser therapy
AND a conventional systemic therapy (e.g., methotrexate,
cyclosporine). For nr-axSpA: must have a trial of 4 weeks
each with two NSAIDs at anti-inflammatory doses. For pJIA:
must have a trial (based on active joint count) of either intra-
articular corticosteroids OR methotrexate OR leflunomide.

Indications All FDA-approved indications
Off-Label Uses N/A
References Cimzia. Package Insert. UCB, Inc. 2024
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CETUXIMAB

Products Affected
e ERBITUX

PA Criteria Criteria Details

Exclusion Managed and reviewed by OncoHealth:

Criteria
OncoHealth OneUM Provider Portal location:

https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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CIPAGLUCOSIDASE ALFA-ATGA

Products Affected
e POMBILITI
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have a diagnosis of late-onset Pompe
Medical disease confirmed by ONE of the following: GAA enzyme

Information — Initial
Authorization

assay from blood, skin, fibroblasts, lymphocytes, or muscle
(chart documentation of laboratory result including reference
range is required) or GAA gene mutation (chart
documentation of laboratory result is required). Must have
chart documentation of clinical signs or symptoms
attributable to Pompe disease (e.g., impairment of pulmonary
function or motor weakness). Must have documentation form
the provider that the member is not improving on their
current enzyme replacement therapy (ERT). Must be used in
combination with miglustat.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement or
stabilization in condition.

Age Restrictions

No Age Restrictions

Prescriber Specialist in inherited metabolic disorders or Neurologist
Restrictions

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Pombilit. Package Insert. Amicus Therapeutics, Inc. 2023
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COLLEGENASE CLOSTRIDIUM
HISTOLYTICUM

Products Affected
e XIAFLEX

PA Criteria Criteria Details

Exclusion For Dupuytren’s Contracture: More than 3 injections per

Criteria joint/cord. For Peyronie’s disease: More than 8 injections per
plaqgue or more than 4 total treatment cycles for each plaque
causing the curvature deformity. Collegenase injection for
this condition in the previous 6 weeks.

Required Diagnosis. For Dupuytren’s Contracture: Member must have

Medical diagnosis with a palpable cord and a positive Hueston

Information — Initial
Authorization

tabletop test defined as the inability to simultaneously place
the affected finger(s) and palm flat against a tabletop.
Member’s contracture causes limitations in function. Member
has a contracture 20 to 100 degrees in a
metacarpophalangeal (MP) joint or 20 to 80 degrees in a
proximal interphalangeal (PIP) joint. For Peyronie’s Disease:
Member must have a palpable plaque and curvature
deformity of greater than 30 and less than 90 degrees at the
beginning of therapy. Member’s curvature must cause pain
during erection and/or intercourse. Member’s plague must
not involve the penile urethra.

Required For Dupuytren’s Contracture: Provider attests member has
Medical had a response to therapy indicated by the reduction in
Information — contracture of the primary joint(s) compared to baseline. For

Reauthorization

Peyronie’s Disease: Member has a curvature deformity of at
least 15 degrees after the previous treatment cycle(s) which
clinically indicated further treatment. Provider attestation the
member has had a response to therapy indicated by the
improvement in penile curvature deformity

Age Restrictions

18 years of age or older

Prescriber None

Restrictions

Coverage Dupuytren’s Contracture: 90 Days; Peyronie’s Disease: 30
Duration Days
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PA Criteria

Criteria Details

Other Criteria

For Dupuytren’s Contracture: Medication must be
administered by a Healthcare Provider and documents which
hand requires administration of injection. Member must not
be treated with more than 3 total injections per cord. Provider
must indicate how the injection will be administered during
the treatment visit (perform up to two injections in the same
hand during a treatment visit): A) two palpable cords affecting
two joints will be injected OR B) on palpable cord affecting
two joints in the same finger will be injected at two locations
during the treatment visit.

Indications

All FDA-approved indications

Off-Label Uses

N/A

References

Xiaflex. Package Insert. Endo Biologics. 2026
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CONTINUOUS GLUCOSE MONITORING
SYSTEMS

Products Affected

e DEXCOM G6
e DEXCOM G7

e FREESTYLE LIBRE .

e MEDTRONIC MINILINK
e MEDTRONIC MINIMED
MEDTRONIC PARADIGM

e MEDTRONIC GUARDIAN

PA Criteria Criteria Details

Exclusion Plan follows the Local Coverage Determination. For all
Criteria adjunctive and non-adjunctive CGM Systems other than
Required Dexcom and Freestyle (e.g., Freestyle Navigator, Medtronic
Me?iical Enlite, Medtronic Guardian, Medtronic MiniLink, Medtronic

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

MiniMed, and Medtronic Paradigm): must have either an
adequate trial with inadequate response with Dexcom CGM
system AND Freestyle Libre CGM or clinical rationale for why
these systems cannot be used.

Prescriber

Restrictions

Coverage

Duration

Other Criteria Part B Step Therapy Applies

Indications All FDA-approved indications

Off-Label Uses N/A

References Centers for Medicare and Medicaid Services (CMS). Local

Coverage Determination (LCD) — L33822. Glucose Monitors.
Effective 10.01.15. LCD - Glucose Monitors (L33822)
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CONCIZUMAB-MTCI

Products Affected
e ALHEMO

PA Criteria Criteria Details

Exclusion Requested medication concizumab will NOT be used in

Criteria combination with hemophilia bypassing agent prophylaxis
(i.e., factor Vlla or anti-inhibitor coagulant complex), immune
tolerance induction with clotting factor products (i.e., factor
VIII or factor IX concentrates) as prophylactic therapy,
Hemlibra® (emicizumab-kxwh) in those with hemophilia A as
prophylactic therapy, and Hympavzi® (marstacimab-hncq) or
Alhemo® (concizumab-mtci) in those with hemophilia A or
hemophilia B as prophylactic therapy. Prior gene therapy for
hemophilia.

Required Diagnosis. Documentation of current weight must be

Medical submitted. Provider attests medication will not be used for

Information — Initial
Authorization

breakthrough bleeds. Member does not have a history of, or
is on current treatment for, inherited or acquired coagulation
disorder other than congenital hemophilia. For Hemophilia A:
Chart note documentation submitted showing congenital
factor VIl deficiency confirmed by blood coagulation testing.
Member meets ONE of the following: 1) history of life
threatening hemorrhage requiring on-demand use of Factor
VIII therapy OR 2) history of repeated, serious spontaneous
bleeding episodes requiring on-demand use of Factor VIII
therapy. For Hemophilia B: Chart note documentation
submitted showing congenital factor IX deficiency confirmed
by blood coagulation testing. Member meets ONE of the
following: 1) history of life threatening hemorrhage requiring
on-demand use of Factor IX therapy OR 2) history of
repeated, serious spontaneous bleeding episodes requiring
on-demand use of Factor IX therapy.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition. Member has experienced an absence of
unacceptable toxicity from the drug. Dosing meets FDA-
recommendations for plasma concentration levels.

Age Restrictions

12 years of age or older
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PA Criteria

Criteria Details

Prescriber
Restrictions

By or in consultation with a specialist familiar with treating
patients with hemophilia (factor VIII or IX deficiency)

Coverage 365 days

Duration

Other Criteria Must request dosing recommended by the FDA-approved
packaging insert.

Indications All FDA-approved indications

Off-Label Uses N/A

References Alhemo. Package Insert. Novo Nordisk. 2025
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CORTICOTROPIN

Products Affected
e ACTHAR GEL

e cortrophin gel

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. For infantile spasm: EEG confirming diagnosis.
Medical For following diagnoses for which IV steroid trial(s) required:

Information — Initial
Authorization

must have inadequate response or significant side
effect/toxicity and clinical rationale to support use of
repository corticotropin when |V steroid has caused side
effect/toxicity or has not been effective to treat diagnosis,
including reason why repository corticotropin would not
produce same clinical result as was experienced with 1V
steroid. For MS: must be experiencing acute exacerbation,
have trial of 1 IV steroid (with inadequate response defined
as continued symptoms of unresolved exacerbation). For RA
(including juvenile RA), PsA, AS: must be using as adjunctive
treatment for short-term administration (to tide over an acute
episode/exacerbation), have trial of 1 IV steroid. For SLE,
dermatomyositis (polymyositis): must be used during
exacerbation or as maintenance treatment, have trial of 1 IV
steroid (with inadequate response defined as continued
symptoms of unresolved exacerbation). For severe erythema
multiforme (Stevens-Johnson Syndrome), serum sickness,
symptomatic sarcoidosis, severe acute or chronic allergic or
inflammatory processes involving eye and its adnexa

(e.g., keratitis, iritis, iridocyclitis, diffuse posterior uveitis and
choroiditis, optic neuritis, chorioretinitis, anterior segment
inflammation): must have trial of 1 IV steroid. For nephrotic
syndrome: must be used to induce diuresis or remission of
proteinuria, be experiencing acute exacerbation of nephrotic
syndrome, have trial of 1 IV steroid, trial of 1
cytotoxic/immunosuppressive medication (e.g.,
cyclophosphamide, cyclosporine, mycophenolate) with
inadequate response or significant side effect/toxicity unless
contraindicated, currently be using conventional systemic
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PA Criteria Criteria Details
treatment regimen (i.e., diuretic, ACE inhibitor, angiotensin
receptor blocker [ARB], albumin)

Required N/A

Medical

Information —

Reauthorization

Age Restrictions

Infantile spasms: age 2 years or younger. MS: age 18 years
or older.

Prescriber
Restrictions

Infantile Spasm: Pediatric neurologist, neurologist. MS:
Neurologist. RA, Psoriatic Arthritis, Ankylosing Spondylitis:
Rheumatologist. Lupus, dermatomyositis: Dermatologist or
rheumatologist. Eye Disease: Ophthalmologist. Nephrotic
syndrome: Nephrologist. All Other Diagnoses: No
Prescriber Restrictions

Coverage 365 days

Duration

Other Criteria Additional authorizations are made on a case-by-case basis
and require documentation describing initial response to
therapy and need for continuation or retreatment

Indications All FDA-approved indications

Off-Label Uses N/A

References Cinryze. Package Insert. Takeda Pharmaceuticals. 2023.
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CROVALIMAB-AKKZ

Products Affected
e PIASKY
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have documentation that a meningococcal
Medical vaccine was given at least two weeks prior to administration

Information — Initial
Authorization

of 15t dose of crovalimab. Must have laboratory confirmed
diagnosis as evidenced by detectable GPI-deficient
hematopoietic clones via Flow Cytometry (must provide chart
documentation of Flow Cytometry pathology report). Must
have clinical symptoms of PNH (e.g., fatigue,
hemoglobinuria, abdominal pain, shortness of breath,
anemia, dysphagia, history of red blood cell transfusion due
to PNH, history of a major vascular event (e.g., thrombosis).
Must not use in combination with any other complement
inhibitor.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition. If member required blood transfusions at baseline
must have decreased requirement or no longer require blood
transfusions.

Age Restrictions

No Age Restrictions

Prescriber Hematologist, Oncologist, Immunologist, or Genetic
Restrictions Specialist

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References PiaSky. Package Insert. Genentech. 2024
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CRIZANLIZUMAB

Products Affected
e ADAKVEO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have documentation that member has
Medical experienced at least 1 sickle cell-related vaso-occlusive

Information — Initial
Authorization

crisis (VOC) within the last 12 months. Must have at least a
6-month trial of hydroxyurea with an inadequate response or
significant side effect/toxicity unless contraindicated. Must
not be used in combination with |-glutamine.

Required Documentation from prescriber indicating improvement in
Medical condition.
Information —

Reauthorization

Age Restrictions

No Age Restrictions

Prescriber Hematologist, Oncologist, or Specialist in the treatment of
Restrictions sickle cell disease

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Adakveo. Package Insert. Novartis Pharmaceuticals

Corporation. 2022
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Products Affected
e DARZALEX e DAZALEX FASPRO
PA Criteria Criteria Details
Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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DATOPOTAMAB DERUXTECAN-DLNK

Products Affected
e DATROWAY
PA Criteria Criteria Details
Exclusion No Exclusion Criteria.
Criteria
Required Diagnosis. For Breast Cancer: Member has breast cancer
Medical that meets both of the following: 1) Member’s disease is

Information — Initial
Authorization

human epidermal growth factor receptor 2 (HER-2) negative
disease (IHC 0, ICH 1+, OR IHC 2+/ISH-) AND 2) disease is
hormone receptor (HR)-positive. Member will be using the
medication as monotherapy for unresectable and metastatic
disease. For Non-Small Cell Lung Cancer (NSCLC):
Member’s disease is epidermal growth factor receptor
(EGFR)-mutated [EGFR Exon 19 Deletion or Exon 21
L858R]. Member’s disease is locally advanced or metastatic.
Member has disease progression after prior platinum-based
chemotherapy AND EGFR-directed therapy (i.e. afatinib,
erlotinib).

Required
Medical

Information —
Reauthorization

Documentation required showing the member responded
positively to therapy as determined by the prescribing
physician. Documentation required that disease progression
has not occurred.

Age Restrictions

12 years or older

Prescriber Oncologist

Restrictions

Coverage 180 Days

Duration

Other Criteria All requests for adjustments in quantity (dose) higher than

the maximum dose recommendation in FDA-approved
labeling (i.e., the package insert) will require the prescriber to
submit clinical literature and medical documentation in
support the safety and efficacy of the higher dose (such as
evidence from practice guidelines or clinical trials from peer-
reviewed medical literature).
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PA Criteria Criteria Details

Indications All FDA-approved indications

Off-Label Uses N/A

References Datroway. Package Insert. Daiichi Sankyo, Inc. 2025
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DEGARELIX

Products Affected
e FIRMAGON

PA Criteria Criteria Details

Exclusion Managed and reviewed by OncoHealth:

Criteria
OncoHealth OneUM Provider Portal location:

https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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DELANDISTROGENE MOXEPARVOVEC

Products Affected
e ELEVIDYS
PA Criteria Criteria Details
Exclusion Any deletion in exon 8 or exon 9 in the DMD gene.
Criteria
Required Diagnosis. Must have confirmed diagnosis of DMD with
Medical BOTH of the following: submitted genetic testing

Information — Initial
Authorization

demonstrating an out-of-frame mutation (e.g., frameshift
[deletion or duplication] of the DMD gene AND chart
documentation of baseline motor dysfunction (e.g., North
Star Ambulatory Assessment, Timed Functional Test, clinical
assessment with physical exam). If non-ambulatory, must
have a documented Brooke upper extremity score of 5 or
less OR a documented FVC of at least 30%. Must submit
laboratory results showing an anti-adeno-associated virus
serotype rh74 (AAVrh74) total binding antibody titer less than
1:400 when measured using a Total Binding Antibody
enzyme-linked immunosorbent assay (ELISA). Must not be
receiving antisense oligonucleotide therapy for the treatment
of DMD (e.g., Exondys 51, Vyondys, Viltepso, Amondys) with
or following receipt of requested medication. Must not have
prior treatment with gene therapy.

Required
Medical

Information —
Reauthorization

Not Applicable

Age Restrictions

No Age Restrictions

Prescriber Neuromuscular specialist specializing in the treatment of
Restrictions muscular dystrophy

Coverage 30 days to allow 1 infusion per lifetime

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses

N/A
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PA Criteria Criteria Details

References Elevidys. Package Insert. Sarepta Therapeutic, Inc. 2024
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Products Affected
e AUKELSO e WYOST
e BILPREVDA ¢ XBRYK
e BOMYNTRA e XGEVA
e OSENVELT e XTRENBO
PA Criteria Criteria Details
Exclusion Managed and reviewed by OncoHealth:
Criteria
. OncoHealth OneUM Provider Portal location:
Reql.ured https://oneum.oncohealth.us
Medical

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692

Other Criteria

Part B Step Therapy applies. Requests for denosumab
(Aukelso, Bilprevda, Bomyntra, Xbryk, Xgeva, and Xtrenbo)
require trial and failure of both denosumab-bmwo (Osenvelt)
and denosumab-bbdz (Wyost).
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DENOSUMAB (OSTEOPOROSIS)

Products Affected
e BILDYOS e JUBBONTI
e BOSAVA e OSPOMYV
e CONEXXENCE e PROLIA
e ENOBY e STOBOCLO
PA Criteria Criteria Details
Exclusion Hypocalcemia, pregnancy, or concomitant use with other
Criteria denosumab products.
Required Diagnosis. Must meet one of the following criteria: 1)
Medical postmenopausal women with osteoporosis at high risk for
Information — Initial | fracture, defined as a history of osteoporotic fracture, or
Authorization multiple risk factors for fracture; or patients who have failed

or are intolerant to other available osteoporosis therapy, 2) to
increase bone mass in men with osteoporosis at high risk for
fracture, defined as a history of osteoporotic fracture, or
multiple risk factors for fracture; or patients who have failed
or are intolerant to other available osteoporosis therapy, 3)
glucocorticoid-induced osteoporosis in either a man or
woman at high risk for fracture, who are either initiating or
continuing systemic glucocorticoids in a daily dosage
equivalent to 7.5 mg or greater of prednisone and expected
to remain on glucocorticoids for at least 6 months. High risk
of fracture defined as a history of osteoporotic fracture, or
multiple risk factors for fracture; or patients who have failed
or are intolerant to other available osteoporosis therapy, 4)
increase bone mass in men at high risk for fracture receiving
androgen deprivation therapy for nonmetastatic prostate
cancer, OR 5) treatment to increase bone mass in women at
high risk for fracture receiving adjuvant aromatase inhibitor
therapy for breast cancer.

Required Must have documentation from prescriber indicating
Medical improvement or stabilization in condition while on therapy.
Information —

Reauthorization

Age Restrictions 18 years of age and older
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PA Criteria Criteria Details

Prescriber No Prescriber Restrictions

Restrictions

Coverage 365 days

Duration

Other Criteria Part B Step Therapy applies. Requests for denosumab

(Bildyos, Bosava, Conexxence, Enoby, Ospomyyv, or Prolia)
require trial and failure of both denosumab-bbdz (Jubbonti)
and denosumab-bmwo (Stoboclo).

Indications All FDA-approved indications

Off-Label Uses N/A

References American Academy of Family Physicians. (2023, July).
Practice guidelines: Osteoporosis treatment. American
Family Physician.

https://www.aafp.org/pubs/afp/issues/2023/0700/practice-
guidelines-osteoporosis-treatment.html
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DEPEMOKIMAB-ULAA

Products Affected

o EXDENSUR SUBCUTANEOUS

PA Criteria Criteria Details

Exclusion Concomitant use with another biologic agent (e.g., Xolair,

Criteria Dupixent, Cingair, Fasenra, Nucala, Tezspire) for this same
diagnosis).

Required Diagnosis. For severe eosinophilic phenotype asthma:

Medical Member must be currently treated and compliant for at least

Information — Initial
Authorization

90 consecutive days with one of the following unless there is
a contraindication or intolerance: High-dose inhaled
corticosteroid (ICS) AND an additional asthma controller
medication (e.g., leukotriene receptor antagonist, long-acting
beta-2 agonist (LABA), theophylline) OR one maximally
dosed combination ICS/LABA product (e.g., Advair®
(fluticasone propionate/salmeterol), Dulera®
(mometasone/formoterol), Symbicort®
(budesonide/formoterol)). Member must have peripheral
blood eosinophil level = 150 cells/uL AFTER a trial and
failure of at least 90 consecutive days of therapy with ICS
and LABA. Member must have experienced either: A) Two or
more exacerbations requiring additional medical treatment
(e.g., oral corticosteroids, emergency department, urgent
care visits or hospitalizations within the past 12 months) OR
B) Any prior intubation for an asthma exacerbation.) Member
must have baseline forced expiratory volume (FEV1) <80%
predicted normal (<90% for members 6-17 years old)
(documentation required to be dated within one year of
request).
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Required Documentation from prescriber indicating improvement in
Medical condition (such as reduction in exacerbations,
Information — hospitalizations, emergency department visits, or
Reauthorization requirement for oral corticosteroid therapy). Member is

currently being treated and adherent to either a high-dose
inhaled corticosteroid (ICS) AND an additional asthma
controller medication (e.g., leukotriene receptor antagonist,
long-acting beta-2 agonist (LABA), theophylline) OR one
maximally dosed combination ICS/LABA product (e.g., Advair
(fluticasone propionate/salmeterol), Dulera
(mometasone/formoterol), Symbicort
(budesonide/formoterol).

Age Restrictions 12 years and older

Prescriber By or in consultation with an allergist, immunologist, or
Restrictions pulmonologist

Coverage 365 days

Duration

Other Criteria Part B Step Therapy applies. Trial and failure or

contraindication to two or more of the following: dupilumab
(Dupixent), benralizumab (Fasenra), mepolizumab (Nucala),
or omalizumab (Xolair) is required prior to approval of
depemokimab-ulaa (Exdensur SQ).

Indications All FDA-approved indications
Off-Label Uses N/A
References Exdensur SQ. Package Insert. GlaxoSmithKline. 2025
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DEXAMETHASONE INTRAOCULAR
SUSPENSION

Products Affected
e DEXYCU
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have a trial of an ophthalmic corticosteroid
Medical (e.g, diclofenac or ketorolac) with an inadequate response or

Information — Initial
Authorization

significant side effect/toxicity unless contraindicated.

Required
Medical

Information —
Reauthorization

Documentation from the prescriber indicating improvement
or stabilization in condition.

Age Restrictions

No Age Restrictions

Prescriber Ophthalmologist

Restrictions

Coverage 30 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Dexycu. Package Insert. EyePoint Pharmaceuticals Inc.

2024
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DEXAMETHASONE INTRAVITREAL IMPLANT

Products Affected
e OZURDEX

PA Criteria Criteria Details

Exclusion Concomitant therapy with other intravitreal medications for
Criteria the same diagnosis. Peri/ocular viral infection, peri/ocular

mycobacterial infections, or peri/ocular fungal infection.

Required Diagnosis. Provider must note which eye(s) will be treated.
Medical For pre-requisite drug trials, see Other Criteria. For Non-

Information — Initial
Authorization

Infectious Uveitis (NIU): Member has diagnosis based on
one of the following (documentation required): 1) Slit lamp
examination, 2) Intraocular pressure (IOP) measurement
taken at baseline, 3) Visual Acuity Test, 4) Labs and
documentation to rule out infectious etiology, or 5) Anterior
Chamber Cells present. Member’s diagnosis affects the
posterior segment of the eye. For Diabetic Macular Edema
(DME) or Macular edema following branch retinal vein
occlusion (BRVO) or central retinal vein occlusion (CRVO):
Member does not have glaucoma, steroid-induced increased
intraocular pressure (IOP > 22 mmHg) in treatment eye(s), or
uncontrolled diabetes (A1c >10). Chart documentation with
BCVA and intraocular pressure measured at baseline
required.

Required
Medical

Information —
Reauthorization

For NIU: Member has a continual need for treatment and
experienced a response to treatment as indicated by an
improvement in uveitis and lack of recurrence. For All
Diagnoses: Previous therapy must not have been
discontinued for any of the following: loss of visual acuity
from baseline, severely increased intraocular pressure,
limited benefit of treatment, or unacceptable
toxicity/complications.

Age Restrictions

No Age Restrictions

Prescriber By or in consultation with an Ophthalmologist or Retinal
Restrictions Specialist

Coverage 12 months

Duration

Other Criteria For NIU: Trial with inadequate response or significant

toxicity/side effect or contraindication to maximized topical or
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PA Criteria Criteria Details

systemic steroid treatment for at least 4 weeks (i.e., oral
prednisone, loteprednol, fluoromethalone) AND 3 month trial
of one immunosuppressant (i.e., azathioprine, infliximab).

Indications All FDA-approved indications
Off-Label Uses N/A
References Ozurdex. Package Insert. AbbVie. 2025
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DEXAMETHASONE OPHTHALMIC INSERT

Products Affected
o DEXTENZA
PA Criteria Criteria Details
Exclusion Active ocular infection
Criteria
Required Diagnosis. For the treatment of ocular inflammation following
Medical ophthalmic surgery: must have a trial of an ophthalmic

Information — Initial
Authorization

corticosteroid (e.g., diclofenac or ketorolac) with an
inadequate response or significant side effect/toxicity unless
contraindicated. For the treatment of ocular itiching
associated with allergic conjunctivitis: must have a trial of an
ophthalmic antihistamine (e.g., azelastine or olopatadine) an
ophthalmic mast cell stabilizer (e.g., cromolyn ophthalmic
solution) with an inadequate response or significant side
effect/toxicity unless contraindicated.

Required Documentation from the prescriber indicating improvement
Medical or stabilization in condition.
Information —

Reauthorization

Age Restrictions

No Age Restrictions

Prescriber Ophthalmologist

Restrictions

Coverage 30 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Dextenza. Package Insert. Ocular Therapeutix. 2024
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DIFELIKEFALIN

Products Affected
e KORSUVA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have moderate-to-severe pruritis associated
Medical with chronic kidney disease (CKD-aP) and be undergoing

Information — Initial
Authorization

hemodialysis. Must have been undergoing hemodialysis
three times per week for at least 3 months. Must have
attestation from prescriber indicating receipt of optimal
dialysis and optimal treatment of complications of ESRD (i.e.,
abnormal parathyroid hormone, calcium, phosphate levels)
as clinically indicated. Must have trials of each of the
following therapies with inadequate responses or significant
side effects/toxicity unless contraindicated: topical therapy
(e.g., moisturizer/emollient, topical corticosteroid, topical
analgesic), oral antihistamine, and either gabapentin or
pregabalin.

Required
Medical

Information —
Reauthorization

Documentation from the prescriber indicating improvement in
condition, as evidenced by improvement in itch intensity.

Age Restrictions

No Age Restrictions

Prescriber Nephrologist

Restrictions

Coverage 365 days

Duration

Other Criteria Must not exceed the recommended dose of 0.5 mcg/kg.
Must be administering the drug at the end of each
hemodialysis session.

Indications All FDA-approved indications

Off-Label Uses N/A

References Korsuva. Package Insert. Cara Therapeutics. 2021
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DONANEMAB-AZBT INTRAVENOUS

Products Affected

e KISUNLA

PA Criteria

Criteria Details

Exclusion
Criteria

No Exclusion Criteria

Required
Medical

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

Other Criteria

Plan follows the National Coverage Determination.

Indications

All FDA-approved indications

Off-Label Uses

N/A

References

Centers for Medicare and Medicaid Services (CMS). National
Coverage Determination (NCD) — 200.3 Monoclonal
Antibodies Directed Against Amyloid for the Treatment of
Alzheimer's Disease (AD). Effective Date: 04.07.2022. NCD -
Monoclonal Antibodies Directed Against Amyloid for the
Treatment of Alzheimer's Disease (AD) (200.3)
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Products Affected
e DOXIN e doxorubicin hydrochloride
PA Criteria Criteria Details
Exclusion Managed and reviewed by OncoHealth:
Criteria
OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
Required Requests for doxorubicin hydrochloride (J9000) do not
Medical require authorization.

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

Other Criteria

Indications

Off-Label Uses

References
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DOXORUBICIN PEGYLATED LIPOSOMAL

Products Affected
e CAELYX
PA Criteria Criteria Details
Exclusion Managed and reviewed by OncoHealth:
Criteria

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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ECULIZUMAB

Products Affected
e SOLIRIS

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. For Step Therapy requirements, see Other
Medical Criteria section. Must not be used in combination with other
Information — Initial | {mmunomodulatory biologic therapies. Must have
Authorization documentation that a meningococcal vaccine was given at

least two weeks prior to administration of 15t dose of
requested medication. For PNH: must have laboratory
confirmed diagnosis as evidenced by detectable GPI-
deficient hematopoietic clones via Flow Cytometry (must
provide chart documentation of Flow Cytometry pathology
report), must have clinical symptoms of PNH (e.g., fatigue,
hemoglobinuria, abdominal pain, shortness of breath,
anemia, dysphagia, history of red blood cell transfusion due
to PNH, history of a major vascular event [e.g., thrombosis],
and must not be using in combination with other complement
inhibitors. For aHUS: must have diagnosis confirmed by
genetic test OR chart documentation of a clinical work up to
rule out all other causes of hemolytic uremic syndrome (e.g.,
thrombotic thrombocytopenic purpura [TTP] ADAMTS 13
activity must be greater than 10% with no inhibitors, shiga
toxin E. coli related hemolytic uremic syndrome [STEC-
HUS], systemic lupus erythematosus, malignant
hypertension, pneumococcal-associated hemolytic uremic
syndrome, bone marrow transplant, adverse effects of other
know drugs such as calcineurin inhibitors), must have
micrangiopathic hemolysis or thrombotic microangiopathy
confirmed by dysmorphic red blood cells on peripheral blood
smear, must have chart documentation of other laboratory
tests to support the diagnosis including renal function tests
demonstrating decrease in renal function (e.g., high BUN
levels, elevated serum creatinine, proteinuria) or need for
hemodialysis, thrombocytopenia, hemolytic anemia
(decreased RBC count and Hgb), and must not be using in
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PA Criteria

Criteria Details

combination with other complement inhibitors. For AchR
positive generalized myasthenia gravis (QMG): must have
chart documentation of positive serological test of anti-
acetylcholine receptor antibodies, must provide chart
documentation of symptoms (e.g., difficulty chewing,
swallowing, or breathing), must have a trial of at least 3
months of an immunosuppressant (i.e., azathioprine,
mycophenolate mofetil, cyclosporine, tacrolimus). Must be on
concomitant therapy with conventional therapy (i.e.,
pyridostigmine, immunosuppressant). For AQP4 NMOSD:
must have chart documentation of positive serological test of
AQP4 antibodies, must have MRI screening to confirm
diagnosis and rule out other neurologic disease, must have
current symptoms or a history of symptomatic disease (e.qg.,
myelitis, optic neuritis, postrema syndrome, diencephalic
syndrome, brainstem syndromes, CNS mass lesions).

Required
Medical

Information —
Reauthorization

Documentation from the prescriber indicating improvement in
condition. Additionally for PNH: if member required blood
transfusions at baseline must have decreased requirement
or no longer require blood transfusions.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

PNH: Hematologist, Oncologist, Immunologist, or Genetic
Specialist. aHUS: Nephrologist, Hematologist, Oncologist,
Immunologist, or Genetic Specialist. NMOSD: Neurologist or
Ophthalmologist.

Coverage 365 days

Duration

Other Criteria For NMOSD: Trial and failure of ravulizumab-cwvz (Ultomiris)
prior to the approval of (eculizumab) Soliris is required. For
All Other Indications: see Appendix A

Indications All FDA-approved indications

Off-Label Uses N/A

References Soliris. Package Insert. Alexion Pharmaceuticals. 2024
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ECULIZUMAB BIOSIMILARS

Products Affected
e BKEMV e EPYSAQLI
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. For Step Therapy requirements, see Other
Medical Criteria section. Must not be used in combination with other

Information — Initial
Authorization

immunomodulatory biologic therapies. Must have
documentation that a meningococcal vaccine was given at
least two weeks prior to administration of 15t dose of
requested medication. For PNH: must have laboratory
confirmed diagnosis as evidenced by detectable GPI-
deficient hematopoietic clones via Flow Cytometry (must
provide chart documentation of Flow Cytometry pathology
report), must have clinical symptoms of PNH (e.g., fatigue,
hemoglobinuria, abdominal pain, shortness of breath,
anemia, dysphagia, history of red blood cell transfusion due
to PNH, history of a major vascular event [e.g., thrombosis],
and must not be using in combination with other complement
inhibitors. For aHUS: must have diagnosis confirmed by
genetic test OR chart documentation of a clinical work up to
rule out all other causes of hemolytic uremic syndrome (e.g.,
thrombotic thrombocytopenic purpura [TTP] ADAMTS 13
activity must be greater than 10% with no inhibitors, shiga
toxin E. coli related hemolytic uremic syndrome [STEC-
HUS], systemic lupus erythematosus, malignant
hypertension, pneumococcal-associated hemolytic uremic
syndrome, bone marrow transplant, adverse effects of other
know drugs such as calcineurin inhibitors), must have
micrangiopathic hemolysis or thrombotic microangiopathy
confirmed by dysmorphic red blood cells on peripheral blood
smear, must have chart documentation of other laboratory
tests to support the diagnosis including renal function tests
demonstrating decrease in renal function (e.g., high BUN
levels, elevated serum creatinine, proteinuria) or need for
hemodialysis, thrombocytopenia, hemolytic anemia
(decreased RBC count and Hgb), and must not be using in
combination with other complement inhibitors. For AchR
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PA Criteria

Criteria Details

positive generalized myasthenia gravis (gMG): must have
chart documentation of positive serological test of anti-
acetylcholine receptor antibodies, must provide chart
documentation of symptoms (e.qg., difficulty chewing,
swallowing, or breathing), must have a trial of at least 3
months of an immunosuppressant (i.e., azathioprine,
mycophenolate mofetil, cyclosporine, tacrolimus). Must be on
concomitant therapy with conventional therapy (i.e.,
pyridostigmine, immunosuppressant).

Required
Medical

Information —
Reauthorization

Documentation from the prescriber indicating improvement in
condition. Additionally for PNH: if member required blood
transfusions at baseline must have decreased requirement
or no longer require blood transfusions.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

PNH: Hematologist, Oncologist, Immunologist, or Genetic
Specialist. aHUS: Nephrologist, Hematologist, Oncologist,
Immunologist, or Genetic Specialist.

Coverage 365 days

Duration

Other Criteria Trial and failure of ravulizumab-cwvz (Ultomiris) AND
eculizumab-aagh (Epysqli) prior to the approval of
eculizumab-aeeb (Bkemv).

Indications All FDA-approved indications

Off-Label Uses N/A

References Bkemv. Package Insert. Amgen Inc. 2024

Epysqli. Package Insert. Teva Pharmaceuticals. 2025
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EDARAVONE INTRAVENOUS

Products Affected
e RADICAVA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have disease duration of less than 2 years
Medical at initiation. Must have chart documentation of forced vital

Information — Initial
Authorization

capacity (FVC) greater than or equal to 80%. Must not have
a tracheostomy, have an artificial respirator with intubation,
or be receiving tube feedings.

Required Documentation from prescriber indicating member remains a
Medical candidate for treatment.
Information —

Reauthorization

Age Restrictions

No Age Restrictions

Prescriber Neurologist

Restrictions

Coverage 365 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Radicava. Package Insert. Mitsubishi Tanabe Pharma

Corporation. 2022

Proprietary and Confidential Information of Sentara Health Plans

© 2026 Sentara All Rights Reserved




P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

PAGE NUMBER: 100 of 362

EFGARTIGIMOD-CONTAINING AGENTS

Products Affected
e VYVGART e VYVGART HYTRULO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must not be used in combination with other
Medical immunomodulatory biologic therapies. For Myasthenia

Information — Initial
Authorization

Gravis (MG): Member must have Myasthenia Gravis
Foundation of America (MGFA) Clinical Classification of
Class Il to IV disease. Must have chart documentation of
positive serological test of anti-acetylcholine receptor
antibodies. Must have a baseline MG-Activities of Daily
Living (MG-ADL) total score 25 (documentation required.
Physician has assessed objective signs of neurological
weakness and fatigability on a baseline neurological
examination (e.g., including but not limited to the Quantitative
Myasthenia Gravis (QMG) score). Must provide chart
documentation of symptoms (e.g., difficulty chewing,
swallowing, or breathing). Member must have a trial of at
least 3 months of an immunosuppressant (i.e., azathioprine,
mycophenolate mofetil, cyclosporine, tacrolimus) with
inadequate response or significant side effects/toxicities
unless contraindicated. For chronic inflammatory
demyelinating polyneuropathy (CIDP): Must provide
documentation of electrodiagnostic testing [an
electromyography (EMG) report] which supports the
diagnosis of CIDP by meeting two of the following: 1) Partial
motor conduction block in at least 2 motor nerves or in 1
nerve plus one other demyelination criterion listed here in at
least 1 other nerve, 2) Distal CMAP duration increase in at
least 1 nerve plus one other demyelination criterion listed
here in at least 1 other nerve, 3) Abnormal temporal
dispersion conduction must be present in at least 2 motor
nerves, 4) Reduced motor conduction velocity in at least 2
motor nerves, 5) Prolonged distal motor latency in at least 2
motor nerves, 6) Absent F wave in at least 2 motor nerves
plus one other demyelination criterion listed here in at least 1
other nerve, 7) Prolonged F wave latency in at least 2 motor
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PA Criteria

Criteria Details

nerve, OR 8) >30% amplitude reduction of the proximal
negative peak CMAP relative to distal, excluding the
posterior tibial nerve, if distal negative peak CMAP>20% of
LLN, in two nerves, or in one nerve + >1 other demyelinating
parameter in >1 other nerve. Member has a baseline CIDP
Disease Activity Status (CDAS) score =2 (documentation
required). Member has progressive or relapsing and
remitting CIDP for > 2 months (documentation required).
Members baseline in strength/weakness has been
documented using an objective clinical measuring tool (e.g.,
INCAT, Medical Research Council (MRC) muscle strength.
Must have a 3-month trial of immune globulin or plasma
exchange therapy with an inadequate response or significant
side effects/toxicity unless contraindicated. Requested
medication will NOT be used as maintenance therapy in
combination with immunoglobulin or intravenous
efgartigimod.

Required
Medical

Information —
Reauthorization

Documentation from the prescriber indicating improvement in
condition.

Age Restrictions

No Age Restrictions

Prescriber gMG: Neurologist, CIDP: By or in consultation with a

Restrictions specialist for CIDP

Coverage 365 days

Duration

Other Criteria For Vyvgart: must provide current weight and have a
requested dose that falls within the recommended dosing
guidelines from the manufacturer.

Indications All FDA-approved indications

Off-Label Uses N/A

References Vyvgart/Vyvgart Hytrulo. Package Insert. Argenx US, Inc.

2024.
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ELADOCAGENE EXUPARVOVEC-TNEQ

Products Affected
e KEBILIDI
PA Criteria Criteria Details
Exclusion Members who have not achieved skull maturity assessed by
Criteria neuroimaging. Prior gene therapy (including Kebilidi).
Required Diagnosis. Member must have a diagnosis of severe
Medical aromatic L-amino acid decarboxylase (AADC) deficiency as

Information — Initial
Authorization

established by the following (documentation required): 1)
Genetic testing showing biallelic mutations in the DOPA
decarboxylase (DDC) gene AND 2) Reduced aromatic L-
amino acid decarboxylase (AADC) activity in the plasma per
laboratory standards. According to the prescribing physician,
the member has continued symptoms (e.g., autonomic
dysfunction, hypotonia, dystonia and other movement
disorders, etc.) of AADC deficiency despite use of at least
one standard medication therapy (e.g., dopamine agonists,
monoamine oxidase inhibitor, pyridoxine, or other forms of
vitamin B6. Member does not have pyridoxine 5'-phosphate
oxidase or tetrahydrobiopterin (BH4) deficiency. Member has
not received prior gene therapy. Must not have a baseline
anti-AAV2 antibody titer above 1:1200 or >1 optical density
value by enzyme-linked immunosorbent assay. Must have
tested negative for coronavirus disease of 2019 (COVID-19)
a maximum of 72 hours prior to receiving gene therapy.
Member must be able to ambulate independently.

Required
Medical

Information —
Reauthorization

N/A

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

By or in consultation with a neurologist, neurosurgeon, or
pediatric neurologist
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Coverage One time only

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Kibildi. Package Insert. PTC Therapeutics. 2024
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Products Affected
e REVCOVI
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have documentation of absent or very low
Medical adenosine deaminase activity in red blood cells (less than 1

Information — Initial
Authorization

percent of normal) and presence of deoxyadenine
nucleotides in red blood cells. Must provide documentation of
severely impaired immune function (e.g., lymphopenia,
extensive dermatitis, persistent diarrhea, recurrent
pneumonia, life threatening illness caused by opportunistic
infections). Must have failed or not be a candidate for bone

marrow transplantation.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition and that member continues to not be a candidate
for bone marrow transplantation or gene therapy.

Age Restrictions

No Age Restrictions

Prescriber Immunologist

Restrictions

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Revcovi. Package Insert. Chiesi USA, Inc. 2022.
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ELIVALDOGENE AUTOTEMCEL

Products Affected
e SKYSONA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must be natal male. Must have early, active
Medical disease confirmed by all the following: elevated very long

Information — Initial
Authorization

chain fatty acid (VLCFA) levels as compared to the reference
range (chart documentation of test result including reference
range must be provided), genetic test results confirming a
mutation in ABCD1 gene (a copy of the genetic test result
must be provided), active central nervous system (CNS)
disease established by brain magnetic resonance imaging
(MRI) demonstrating gadolinium enhancement (GdE+) of
demyelinating lesions and a Loes score between 0.5 and 9
(must provide chart documentation), and a neurologic
function score (NFS) less than or equal to 1 (must provide
chart documentation). Must have attestation from prescriber
that the member is eligible to undergo hematopoietic stem
cell transplant (HSCT) and that a suitable donor (e.g.,
matched sibling donor) is not available for allogeneic HSCT.
Must not have prior allogeneic HSCT or gene therapy.

Required
Medical

Information —
Reauthorization

Not Applicable

Age Restrictions

4 — 17 years of age

Prescriber Neurologist or Specialist in the treatment of cerebral
Restrictions adrenoleukodystrophy

Coverage 180 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Skysona. Package Insert. Bluebird Bio, Inc. 2024.
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ELOSULFASE ALFA

Products Affected
e VIMIZIM
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have diagnosis of Mucopolysaccharidosis
Medical type IVA (Morquio A syndrome) confirmed by ONE of the

Information — Initial
Authorization

following: enzyme assay (from leukocytes or fibroblasts)
demonstrating a deficiency in GALNS activity (chart
documentation of laboratory result including reference range
is required) OR GALNS gene molecular analysis
demonstrating mutation in both GALNS alleles (chart
documentation of gene mutation analysis is required). Must
have documentation of clinical signs and symptoms of the
disease (e.g., kyphoscoliosis, genu valgum, pectus
carinatum, abnormal gait, short stature, etc.).

Required Documentation from prescriber indicating improvement or
Medical stabilization in
Information — condition.

Reauthorization

Age Restrictions

No Age Restrictions

Prescriber Specialist in the treatment of inherited metabolic disorders

Restrictions

Coverage 365 days

Duration

Other Criteria Must provide current weight and have a requested dose that
falls within the recommended dosing guidelines from the
manufacturer.

Indications All FDA-approved indications

Off-Label Uses N/A

References Vimizim. Package Insert. BioMarin Pharmaceuticals, Inc.

2019.
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ELOTUZUMAB
Products Affected
e EMPLICITI
PA Criteria Criteria Details
Exclusion Managed and reviewed by OncoHealth:
Criteria

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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Products Affected
e ELREXFIO
PA Criteria Criteria Details
Exclusion Oncological indications. All oncological indications are
Criteria reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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EMAPALUMAB

Products Affected
e GAMIFANT

PA Criteria Criteria Details

Exclusion Active infections, , including clinically important localized

Criteria infections that are favored by interferon-gamma
neutralization (e.g., infections caused by mycobacteria,
Histoplasma Capsulatum, etc.).

Required Diagnosis. For pre-requisite drug trials, see Other Criteria.

Medical For Primary Hemophagocytic Lymphohistiocytosis (HLH):

Information — Initial
Authorization

Must have a diagnosis confirmed by chart documentation of
either gene mutation known to cause primary HLH (e.g.,
UNC13D, PRF1, STX11, etc.) OR presence of at least FIVE
of the following eight diagnostic criteria: fever, splenomegaly,
cytopenia (affecting at least TWO of the following:
hemoglobin less than 9g/dL or less than 10g/dL in infants
less than 4 weeks of age, platelet count less than 100,000,
neutrophils less than 1,000), hypertriglyceridemia (defined as
fasting triglycerides greater than or equal to 265mg/dL) or
hypofibrinogenemia (defined as fibrinogen less than or equal
to 1.5g/L), hemophagocytosis (in bone marrow, spleen, or
lymph nodes) with no evidence of malignancy, low or absent
natural killer (NK) cell activity (according to local laboratory
reference), ferritin greater than or equal to 500mcg/L, soluble
CD25 (i.e., soluble interleukin-2 receptor) greater than or
equal to 2,400U/mL or two standard deviations above age-
adjusted laboratory-specific normal levels. Must not be used
for treatment of secondary HLH (e.g., rheumatic or
neoplastic disease). For HLH/Macrophage Activated
Syndrome (MAS) in known or suspected Still’s disease,
including systemic Juvenile Idiopathic Arthritis (sJIA): Must
have a definitive diagnoses indicated by BOTH of the
following (documentation required): 1) Ferritin >684 ng/mL
AND 2) At least 2 of the following: platelet count < 181 x
10%/L, AST > 48 U/L, Triglycerides > 156 mg/dL, or
Fibrinogen levels < 360 mg/dL.
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Required Chart documentation from prescriber indicating improvement
Medical or stabilization in condition, documentation of continued
Information — requirement for therapy for HLH and that hematopoietic stem
Reauthorization cell transplant (HSCT) has not been received.

Age Restrictions No Age Restrictions

Prescriber Oncologist, Hematologist, Rheumatologist, Immunologist,
Restrictions Transplant Specialist, or Specialist in the treatment of HLH
Coverage 365 days

Duration

Other Criteria For MAS Associated with Still Disease: Must have trial with

an inadequate response or significant side effect/toxicity to
high-dose intravenous (IV) glucocorticoids or member has
recurrent MAS. For Primary HLH: Must have a trial of
conventional HLH therapy (e.g., etoposide, dexamethasone,
cyclosporine A, and/or anti-thymocyte globulin) with an
inadequate response or significant side effect/toxicity unless
contraindicated. Must be administered concomitantly with

dexamethasone.
Indications All FDA-approved indications
Off-Label Uses N/A
References Gamifant. Package Insert. Sobi, Inc. 2025.

Proprietary and Confidential Information of Sentara Health Plans
© 2026 Sentara All Rights Reserved



P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

PAGE NUMBER: 111 of 362

ENSIFENTRINE

Products Affected

e OHTUVAYRE

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must have diagnosis confirmed by baseline
Medical spirometry with FEV1/FVC less than 0.7. Must have

Information — Initial
Authorization

moderate to severe COPD (e.g., GOLD stage Il or Ill)
confirmed by a predicted FEV1 greater than or equal to 30%
and less than or equal to 70%. Must have symptomatic
disease confirmed by one of the following: modified Medical
Research Council (InMRC) dyspnea scale grade greater
than or equal to 2, a COPD Assessment Test (CAT) score
greater than or equal to 10, or dyspnea when walking on
level ground that requires the member to stop at times. Must
have a trial of an inhaled triple therapy (e.g., LABA, LAMA,
and inhaled corticosteroid such as Trelegy) with an
inadequate response or significant side effects/toxicities
unless contraindicated. Must be used in combination with
inhaled triple therapy (e.g., Trelegy) or LAMA/LABA
combination therapy.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement or
stabilization in condition. Must be using in combination with
inhaled triple therapy or LAMA/LABA combination therapy.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

Pulmonologist

Coverage 365 days

Duration

Other Criteria B versus D determination is made prior to clinical criteria
being applied. Requested dose must fall within the
recommended dosing guidelines from the manufacturer.

Indications All FDA-approved indications

Off-Label Uses

N/A
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PA Criteria Criteria Details

References Ohtuvayre. Package Insert. Verona Pharma, plc. 2024.
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EPOPROSTENOL

Products Affected
e epoprostenol e VELETRI
e FLOLAN
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have diagnosis of pulmonary arterial
Medical hypertension (PAH, WHO Group 1) confirmed by right heart

Information — Initial
Authorization

catheterization (RHC). Must have chart documentation of
RHC that indicates the following hemodynamic values: mean
pulmonary arterial pressure greater than 20 mmHg,
pulmonary capillary wedge pressure OR left atrial pressure
OR left ventricular end diastolic pressure less than or equal
to 15 mmHg, and pulmonary vascular resistance greater
than or equal to 3 Wood Units. Must have WHO functional
class lll-IV symptoms.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement or
stabilization in condition.

Age Restrictions

No Age Restrictions

Prescriber Pulmonary Arterial Hypertension Specialist

Restrictions

Coverage 365 days

Duration

Other Criteria B versus D determination is made prior to clinical criteria
being applied.

Indications All FDA-approved indications

Off-Label Uses N/A

References Flolan. Package Insert. GlaxoSmithKline. 2021.

Veletri. Actelion Pharmaceuticals US, Inc, 2022.
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EPTINEZUMAB

Products Affected
e VYEPTI
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have at least 4 migraine days per month.
Medical Must not have opioid-induced rebound headaches. Must be

Information — Initial
Authorization

used for preventive treatment of migraine. Must have a trial
of 1 month each within 2 prophylactic therapy classes
including: beta-blockers, anticonvulsants, and
antidepressants (TCAs, SSRIs, SNRIs) with an inadequate
response unless contraindicated. Must have trials of TWO of
the following: erenumab (Aimovig), fremanezumab-vfrm
(Ajovy), and galcanezumab-gnim (Emgality) with inadequate
responses or significant side effects/toxicities unless
contraindicated. Must not be using concomitantly

with onabotulinumtoxinA (Botox) or a calcitonin gene-related
peptide (CGRP) antagonist used for the prevention of
migraine. For first authorization at a dose of 300mg every 3
months, must also meet the following criteria: must have a
trial of at least 3 months on a dose of 100mg every 3
months.

Required
Medical

Information —
Reauthorization

Documentation from the prescriber indicating improvement in
condition and showing a decrease in frequency and/or
severity of headaches per headache journal. Additionally, at
the time of the first reauthorization for a dose of 300mg every
3 months, documentation from the prescriber indicating
improvement in the condition further than when on the
100mg dose (e.g., fewer headaches or less severe
headaches on the 300mg dose when compared to the
response on the 100mg dose).

Age Restrictions

No Age Restrictions

Prescriber Neurologist
Restrictions

Coverage 365 days
Duration
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PA Criteria Criteria Details

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Vyepti. Package Insert. BioPharmaceuticals, Inc. 2022.
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EPCORITAMAB-BYSP
Products Affected
e EPKINLY
PA Criteria Criteria Details
Exclusion Managed and reviewed by OncoHealth:
Criteria

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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ERIBULIN

Products Affected
e HALAVEN

PA Criteria Criteria Details

Exclusion Managed and reviewed by OncoHealth:

Criteria
OncoHealth OneUM Provider Portal location:

https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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ESKETAMINE INTRANASAL

Products Affected
e SPRAVATO
PA Criteria Criteria Details
Exclusion Severe hepatic impairment. History of aneurysmal vascular
Criteria disease or intracerebral hemorrhage.
Required Criterion applicable to Medicare billing codes G2082 (dosing
Medical 56 mg or less) and G2083 (dosing > 56mg). Diagnosis. For

Information — Initial
Authorization

MDD with SI: must be used in combination with oral
antidepressant medication. For TRD: must have at least a 4-
week trial with each of the following with inadequate or no
response or significant side effect/toxicity unless
contraindicated: two different antidepressants at maximally
tolerated doses AND augmentation therapy with either a
second antidepressant from another pharmacological class
or a non-antidepressant medication (e.g., lithium,
anticonvulsant, psychostimulant, atypical antipsychotic).

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition

Age Restrictions

No Age Restrictions

Prescriber Psychiatrist

Restrictions

Coverage TRD: 365 days. MDD with SlI: 28 days.

Duration

Other Criteria Must have a requested dose that falls within
the recommended dosing guidelines from the manufacturer.
For MDD with SI: additional authorizations for treatment must
be reviewed in consultation with a Community Care
Behavioral Health Psychiatric Medical Director, are made on
a case-by-case basis, are subject to the above criteria, and
require chart documentation describing previous response
and clinical rationale for re-treatment.

Indications All FDA-approved indications

Off-Label Uses

N/A
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PA Criteria

Criteria Details

References

Spravato Nasal Spray. Package Insert. Janssen
Pharmaceuticals, Inc. 2020.
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ERYTHROPOIESIS-STIMULATING AGENTS

Products Affected
e ARANESP e PROCRIT
e EPOGEN e RETACRIT
e MIRCERA
PA Criteria Criteria Details
Exclusion Members on dialysis must have medication billed through
Criteria Medicare bundle per CMS guidelines located at Medicare
Benefit Policy Manual section 20.3.A.
Erythropoiesis stimulating agents (ESAs), such as epoetin
alfa (EPOGEN®) and darbepoetin alfa (ARANESP®) when
furnished to Medicare ESRD patients are always considered
to be renal dialysis services and included in the ESRD PPS.
Monthly dosages of these ESAs are subject to Medicare’s
ESA claims monitoring policy. See Pub. 100-04, Medicare
Claims Processing Manual, chapter 8, §60.4.1 for more
information on the ESA monitoring policy.
Required No prior authorization is required for non-ESRD purposes.
Medical

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

Other Criteria
Indications
Off-Label Uses
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PA Criteria

Criteria Details

References

Centers for Medicare & Medicaid Services. (2019, March 1).
Medicare Benefit Policy Manual: Chapter 11 — End-Stage
Renal Disease (ESRD) (Publication No. BP102c11).
Retrieved from https://www.cms.gov/regulations-and-
guidance/guidance/manuals/downloads/bp102c11.pdf
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Products Affected

e EXONDYS-51

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must have a diagnosis of Duchenne Muscular
Medical Dystrophy (DMD) with confirmatory genetic testing

Information — Initial
Authorization

demonstrating an out-of-frame mutation [e.g.frameshift
(deletion or duplication) mutation or a premature stop codon
mutation] of the DMD gene that is amenable to exon 51
skipping (a copy of the genetic testing must be provided).
Must have chart documentation of baseline motor function
and/or strength (e.g., Brooke upper extremity functional
score, Modified Medical Research Council score for manual
muscle testing, North Star Ambulatory Assessment/Timed
Functional Test). If non-ambulatory, must have a documented
Brooke upper extremity score of 5 or less OR a documented
FVC of at least 30%. Must not have received prior gene
therapy for the treatment of DMD [e.g., delandistrogene
moxeparvovec (Elevidys)]. Must be used in combination
with corticosteroid therapy unless intolerant or
contraindicated.

Required
Medical

Information —
Reauthorization

Must have chart documentation from the provider that the
member remains a candidate for treatment based upon the
prescriber’s assessment while on therapy and that the
member continues to benefit from golodirsen (Exondys 51). If
non-ambulatory, must have a documented Brooke upper
extremity score of 5 or less OR a documented FVC of at
least 30%. Must not have received prior gene therapy for the
treatment of DMD [e.g., delandistrogene moxeparvovec
(Elevidys)].

Age Restrictions

No Age Restrictions

Prescriber Specialist in the treatment of DMD
Restrictions

Coverage 365 days

Duration
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PA Criteria Criteria Details
Other Criteria Must have a requested dose that falls within
the recommended dosing guidelines from the manufacturer.
Indications All FDA-approved indications
Off-Label Uses N/A
References Exondys 51. Package Insert. Sarepta Therapeutics, Inc.

2020.
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ETRANACOGENE DEZAPARVOVEC

Products Affected
e HEMGENIX

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must not have any of the following: prior
Medical treatment with gene therapy, uncontrolled infection with
Information — Initial | hepatitis B virus (HBV) or hepatitis C virus (HCV), human
Authorization immunodeficiency virus (HIV) infection not controlled by

antiviral therapy, evidence of advanced liver impairment or
advanced fibrosis. Must have moderately-severe or severe
hemophilia B (congenital factor IX deficiency) confirmed by
baseline factor IX level less than or equal to 2IU/dL or less
than or equal to 2% of normal and provide chart
documentation of the laboratory result. Must have chart
documentation of one of the following: current use of factor
IX prophylaxis therapy, current or historical life-threatening
hemorrhage, or repeated, serious spontaneous bleeding
episodes. Must not have a positive test (greater than or
equal to 0.6 Bethesda Units [BU]) or a prior history for factor
IX inhibitor (chart documentation of recent factor IX inhibitor
titer test is required). Must have chart documentation of
baseline liver health assessment including ALT, AST, ALP,
bilirubin, and liver ultrasound and elastography. Must have
an attestation from the provider that the member has a
normal liver health assessment or has chart documentation
of a consultation with a hepatologist to confirm eligibility

for etranacogene dezaparvovec-drlb (Hemgenix). Must be
administered by or in consultation with a Hemophilia
Treatment Center (HTC) and must provide HTC location.

Required Not Applicable
Medical

Information —

Reauthorization

Age Restrictions No Age Restrictions
Prescriber Hematologist

Restrictions
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PA Criteria Criteria Details
Coverage 30 days
Duration
Other Criteria Must have a requested dose that falls within
the recommended dosing guidelines from the manufacturer.
Indications All FDA-approved indications
Off-Label Uses N/A
References Hemgenix. Package Insert. Behring, LLC. 2022.
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ETUVETIDIGENE AUTOTEMCEL

Products Affected
e WASKYRA
PA Criteria Criteria Details
Exclusion Prior gene therapy
Criteria
Required Diagnosis. Provider must submit member’s current body
Medical weight obtained in the past 30 days. Member must have

Information — Initial
Authorization

Wiskott-Aldrich Syndrome confirmed by genetic testing AND
one of the following (documentation required): 1) Severe
Wiskott-Aldrich Syndrome (WAS) gene mutation, defined by
literature data or genotype/phenotype studies (e.qg.,
c.631C>T (p.Arg211X), ¢.394_395insA (p.Glu132Argfs*14),
Cc.777+1G>A, ¢.389G>A (p.Cys130Tyr)), 2) Absent WAS
protein expression, assessed by flow cytometry, OR 3)
Severe clinical score defined by Zhu clinical score = 3 (e.g.,
treatment-resistant eczema, recurrent infections,
autoimmunity, etc.). Member meets all the following A, B, and
C: A) Member will undergo mobilizations, apheresis, and
myeloablative conditioning with busulfan and fludarabine, B)
hematopoietic stem cell mobilizer will be utilized for
mobilization, AND C) Member will undergo pretreatment with
rituximab on Day 22 (+1 day) prior to planned administration
of requested medication. Prior to collection of cells for
manufacturing, member cellular screening is negative for all
the following: Human immunodeficiency virus-1 and 2,
Hepatitis B virus (acute and chronic stable disease),
Hepatitis C virus (presence of positive Hepatitis C RNA test
result), AND Human T-lymphotropic virus-1 and 2.

Required
Medical

Information —
Reauthorization

Not Applicable

Age Restrictions

= 6 months

Prescriber
Restrictions

Hematologist, Immunologist, Stem Cell Transplant Physician,
or Physician experienced in Wiskott-Aldrich Syndrome
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Coverage
Duration

One treatment course

Other Criteria

Member must be a natal male. Must not have any of the
following (documentation required): 1) Allogeneic
hematopoietic stem cell transplantation within the last 6
months prior to the administration for requested medication
showing evidence of residual donor cells, 2) Human
Leukocyte Antigen (HLA)-matched donor OR individual is not
willing/able to donate, 3) History of cytogenetic alterations
characteristic of myelodysplastic syndrome and acute
myeloid leukemia, or other serious hematological disorders,
4) Currently displaying symptomatic herpes zoster that is not
responsive to treatment, 5) Evidence of acute tuberculosis.

Indications

All FDA-approved indications

Off-Label Uses

N/A

References

Waskyra. Package Insert. Fondazione Telethon ETS. 2025.
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EVINACUMAB

Products Affected
e EVKEEZA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have diagnosis of homozygous familial
Medical hypercholesterolemia confirmed by one of the following: (1)

Information — Initial
Authorization

genetic testing that confirms functional mutation(s) in both
LDL receptor alleles or alleles known to affect LDL receptor
functionality or (2) documentation of untreated LDL-C level
greater than 500mg/dL or treated LDL-C level greater than or
equal to 300mg/dL and one of the following (a) presence of
cutaneous or tendon xanthomas or corneal arcus in the first
decade of life or (b) evidence of heterozygous familial
hypercholesterolemia in both parents. Must have baseline
and goal LDL-C levels, including date of test for baseline
level. Must have LDL-C level above goal despite a trial of 1
high intensity statin (e.g., atorvastatin 40-80mg daily and/or
rosuvastatin 20-40mg daily) at maximum tolerated doses or
significant side effect/toxicity unless contraindicated. Must
have a trial of ezetimibe with an inadequate response or
significant side effect/toxicity unless contraindicated and if
able to tolerate statin therapy, trial of ezetimibe must be in
combination to maximally tolerated statin. Must have a trial of
evolocumab (Repatha) with an inadequate response or
significant side effect/toxicity unless contraindicated. Must
currently be on at least two LDL-lowering medications from
different classes (such as, but not limited to, statins and
ezetimibe).

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition, showing recent assessment of LDL-C level that
has decreased from baseline, and demonstrating (either
through documentation or claims) continuation of therapy
with at least two other LDL-lowering medications.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

Prescribed by or in consultation with a clinical lipidologist
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PA Criteria Criteria Details

Coverage 365 days

Duration

Other Criteria Requested dose must fall within the recommended dosing
guidelines from the manufacturer.

Indications All FDA-approved indications

Off-Label Uses N/A

References Evkeeza. Package Insert. Regeneron Pharmaceuticals, Inc.

2023.
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EXAGAMGLOGENE AUTOTEMCEL

Products Affected
e CASGEVY

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must not have prior HSCT or gene therapy. For
Medical sickle cell disease (SCD): must have chart documentation of
Information — Initial | @ history of at least four vaso-occlusive crises or events
Authorization within the previous two years that required a medical facility

visit (e.g., emergency department, hospital), must have

a trial of hydroxyurea with an inadequate response or
significant side effect/toxicity unless contraindicated, must
have an attestation from provider indicating eligibility to
undergo hematopoietic stem cell transplant (HSCT) and
must have an attestation from the provider that a suitable
and willing fully matched sibling donor is not available for
allogeneic HSCT. For transfusion-dependent beta
thalassemia (TDT): must have chart documentation of
genetic testing confirming beta thalassemia AND chart
documentation of transfusion-dependent disease defined as
either history of at least 8 transfusions of packed red blood
cells (pPRBC) per year in the previous 2 years or history of
greater than or equal to 100mL/kg/year of pRBCs in the
previous 2 years, must have an attestation from prescriber
indicating eligibility to undergo HSCT and if 18 years of age
or younger, must have an attestation from the prescriber
that a suitable and willing fully matched sibling donor is not
available for allogeneic HSCT.

Required Not Applicable
Medical

Information —

Reauthorization

Age Restrictions No Age Restrictions
Prescriber Hematologist

Restrictions
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Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Casgevy. Package Insert. Vertex Pharmaceuticals, Inc. 2023.
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FABRY DISEASE AGENTS

Products Affected
e ELFABRIO e FABRAZYME
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must not be using any of the following in
Medical combination: migalastat (Galafold), agalsidase beta

Information — Initial
Authorization

(Fabrazyme), pegunigalsidase alfa (Elfabrio). For natal
males: must have chart documentation of ONE of the
following to confirm diagnosis: laboratory result (including
reference range) of enzyme assay demonstrating reduced or
deficient alpha-galactosidase A activity OR genetic testing
demonstrating a mutation in the galactosidase alpha (GLA)
gene. For natal females: must have documentation of clinical
signs or symptoms attributable to Fabry disease (e.g.,
angiokeratomas, acroparesthesias, corneal verticillata, etc.)
AND must have chart documentation of ONE of the following
to confirm diagnosis: genetic testing demonstrating a
mutation in the galactosidase alpha (GLA) gene, family
history of Fabry disease, or laboratory result (including
reference range) of enzyme assay demonstrating reduced or
deficient alpha-galactosidase A activity

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement or
stabilization in condition.

Age Restrictions

No Age Restrictions

Prescriber Specialist in the treatment of inherited metabolic disorders
Restrictions

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses

N/A
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References Elfabrio. Package Insert. Chiesi USA, Inc. 2023.
Fabrazyme. Package Insert. Genzyme Corporation. 2023
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FACTOR IX DEFICIENCY THERAPY

Products Affected
e ALPHANINE e IXINITY
e APROLIX e PROFILNINE
e BENEFIX e REBINYN
e IDELVION e RIXUBIS
PA Criteria Criteria Details
Exclusion For Prophylaxis: Requested medication will NOT be used in
Criteria combination with other FIX products, Hympavzi®
(marstacimab-hncq), Alhemo® (concizumab-mtci), and/or
Qfitlia® (fitusiran) in those with hemophilia B as prophylactic
therapy.
Required Diagnosis. Must have congenital Factor IX deficiency
Medical (Hemophilia B) confirmed by blood coagulation testing.

Information — Initial
Authorization

Medication will be used as treatment in ONE of the following:
1) On-demand treatment and control of bleeding episodes
(treatment dosing calculations required), 2) Perioperative
management (date of procedure and dosing regimen
required), OR 3) Routine prophylaxis. For Routine
Prophylaxis: Member has severe Factor IX deficiency (Factor
IX level <1%) AND meets ONE of the following: A) Member
has a history of life-threatening hemorrhage requiring on-
demand use of Factor IX therapy, OR B) Member has a
history of repeated, serious spontaneous bleeding episodes
requiring on-demand use of Factor IX therapy.

Required
Medical

Information —
Reauthorization

Must have documentation from prescriber indicating
improvement or stabilization in condition. Initial criteria must
be met with the required documentation submitted).

Age Restrictions

No Age Restrictions

Prescriber Hematologist or specialist familiar with treating patients with
Restrictions hemophilia (Factor IX deficiency)

Coverage On-demand: 180 Days; Perioperative: 30 Days; Prophylaxis:
Duration 365 Days
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PA Criteria

Criteria Details

Other Criteria

Must have a requested dose that falls within the
recommended dosing guidelines from the manufacturer.
Members previously treated with gene therapy for hemophilia
B (e.g., Hemgenix® (etranacogene dezaparvovec-drib),
Beqvez™ (fidanacogene elaparvovec-dzkt)) and requires
FIX replacement therapy, documentation is required to show
that FIX activity levels have decreased and/or bleeding has
not been controlled. Requests for Extended-Half Life (EHL)
products (Alprolix, Idelvion, Rebinyn) requires clinical
rationale why member is not a candidate for a non-extended
half-life product (i.e., past medical history, FIX levels, trials of
prior therapy, etc.)

Indications

All FDA-approved indications

Off-Label Uses

N/A

References

Rezende, S. M., Neumann, |., Angchaisuksiri, P., Awodu, O.,
Boban, A., Cuker, A., Curtin, J. A., Fijnvandraat, K., Gouw, S.
C., Gualtierotti, R., Makris, M., Nahuelhual, P., O’Connell, N.,
Saxena, R., Shima, M., Wu, R., & Rosendaal, F. R.;
International Society on Thrombosis and Haemostasis
Writing Committee. (2024). International Society on
Thrombosis and Haemostasis clinical practice guideline for
treatment of congenital hemophilia A and B based on the
GRADE methodology. Journal of Thrombosis and
Haemostasis. Advance online publication.
https://doi.org/10.1016/j.jtha.2024.05.026
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FACTOR VIIA BYPASSING AGENTS

Products Affected

e NOVOSEVEN

e SEVENFACT

PA Criteria Criteria Details

Exclusion For Prophylaxis: Requested medication will NOT be used in

Criteria combination with other FIX products, Hympavzi®
(marstacimab-hncq), Alhemo® (concizumab-mtci), and/or
Qfitlia® (fitusiran) in those with hemophilia B as prophylactic
therapy.

Required Diagnosis. Must have congenital Factor VIl deficiency

Medical (Hemophilia A) or Factor I1X deficiency (Hemophilia B)

Information — Initial
Authorization

confirmed by blood coagulation testing. Chart documentation
showing member has inhibitors to Factor VIII with a current
or historical titer of = 5 Bethesda Units (BU) required.
Medication will be used as treatment in ONE of the following
(Note: Sevenfact is only FDA approved to treat on-demand):
1) On-demand treatment and control of bleeding episodes
(treatment dosing calculations required), 2) Perioperative
management (date of procedure and dosing regimen
required), OR 3) Routine prophylaxis. For Routine
Prophylaxis: Member has severe factor deficiency (Factor
level <1%) AND meets ONE of the following: A) Member has
a history of life-threatening hemorrhage requiring on-demand
use of Factor therapy, OR B) Member has a history of
repeated, serious spontaneous bleeding episodes requiring
on-demand use of Factor therapy.

Required
Medical

Information —
Reauthorization

Must have documentation from prescriber indicating
improvement or stabilization in condition. Initial criteria must
be met with the required documentation submitted).

Age Restrictions

No Age Restrictions

Prescriber Hematologist or specialist familiar with treating patients with
Restrictions hemophilia.

Coverage On-demand: 180 Days; Perioperative: 30 Days; Prophylaxis:
Duration 365 Days
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PA Criteria

Criteria Details

Other Criteria

Must have a requested dose that falls within the
recommended dosing guidelines from the manufacturer.
Members previously treated with gene therapy for hemophilia
A (e.g., Roctavian® (valoctocogene roxaparvovec)) or prior
gene therapy for hemophilia B (e.g., Hemgenix®
(etranacogene dezaparvovec-drib), Beqvez™ (fidanacogene
elaparvovec-dzkt) and requires factor replacement therapy,
documentation is required to show that factor activity levels
have decreased and/or bleeding has not been controlled.

Indications

All FDA-approved indications

Off-Label Uses

N/A

References

Rezende, S. M., Neumann, |., Angchaisuksiri, P., Awodu, O.,
Boban, A., Cuker, A., Curtin, J. A., Fijnvandraat, K., Gouw, S.
C., Gualtierotti, R., Makris, M., Nahuelhual, P., O'Connell, N.,
Saxena, R., Shima, M., Wu, R., & Rosendaal, F. R;;
International Society on Thrombosis and Haemostasis
Writing Committee. (2024). International Society on
Thrombosis and Haemostasis clinical practice guideline for
treatment of congenital hemophilia A and B based on the
GRADE methodology. Journal of Thrombosis and
Haemostasis. Advance online publication.
https://doi.org/10.1016/j.jtha.2024.05.026
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FACTOR Vil DEFICIENCY THERAPY

Products Affected

e ADVATE e KOATE

e ADYNOVATE e KOGENATE

e AFSTYLA e KOVALTRY

e ALPHANATE e NOVOEIGHT

e ALTUVIIIO e NUWIQ

e ELOCTATE e OBIZUR

e ESPEROCT e RECOMINATE

e HEMOFILM o WILATE

e HUMATE-P e XYNTHA

o JIVI

PA Criteria Criteria Details
Exclusion For Prophylaxis: Requested medication will NOT be used in
Criteria combination with other FVIII products, Hemlibra®
(emicizumab-kxwh) in those with hemophilia A as
prophylactic therapy, or Hympavzi® (marstacimab-hncq),
Alhemo® (concizumab-mtci), and/or Qfitlia® (fitusiran) in
those with hemophilia A as prophylactic therapy.
Required Diagnosis. Requested product must be approved for
Medical appropriate diagnosis (i.e. Provider will NOT use any of the

Information — Initial
Authorization

following for the treatment of von Willebrand’s disease:
Advate, Eloctate, Hemofil M, Koate/Koate DVI, Kogenate FS,
Novoeight, Recombinate, Xyntha/Xyntha Solofuse, Nuwiq,
Adynovate, Kovaltry, Afstyla, Jivi, Esperoct, Altuviiio). For von
Willebrand Disease (vVWD): Must have diagnosis confirmed
by blood coagulation and von Willebrand factor testing. For
Congenital Hemophilia A: Must have congenital Factor VIII
deficiency confirmed by blood coagulation testing.
Medication will be used as treatment in ONE of the following:
1) On-demand treatment and control of bleeding episodes
(treatment dosing calculations required), 2) Perioperative
management (date of procedure and dosing regimen
required), OR 3) Routine prophylaxis. For Routine
Prophylaxis: Member has severe Factor VIl deficiency
(Factor VIl level <1%) AND meets ONE of the following: A)
Member has a history of life-threatening hemorrhage
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PA Criteria Criteria Details

requiring on-demand use of Factor VIII therapy, OR B)
Member has a history of repeated, serious spontaneous
bleeding episodes requiring on-demand use of Factor VIII
therapy.

Required Must have documentation from prescriber indicating
Medical improvement or stabilization in condition. Initial criteria must
Information — be met with the required documentation submitted).

Reauthorization

Age Restrictions No Age Restrictions

Prescriber Hematologist or specialist familiar with treating patients with
Restrictions hemophilia

Coverage On-demand: 180 Days; Perioperative: 30 Days; Prophylaxis:
Duration 365 Days

Other Criteria Must have a requested dose that falls within the
recommended dosing guidelines from the manufacturer.
Requests for Extended-Half Life (EHL) products (Wilate,
Humate, Alphanate, Hemofil, Novoeight, Xyntha, Advate,
Recombinate, Kogenate, Nuwiq, Kovaltry, Afstyla) requires
clinical rationale why member is not a candidate for a non-
extended half-life product (i.e., past medical history, Factor
VIII levels, trials of prior therapy, etc.) AND half-life study to
determine the appropriate dose and dosing interval of the
EHL product when initiated.

Indications All FDA-approved indications

Off-Label Uses N/A

References Rezende, S. M., Neumann, |., Angchaisuksiri, P., Awodu, O.,
Boban, A., Cuker, A., Curtin, J. A., Fijnvandraat, K., Gouw, S.
C., Gualtierotti, R., Makris, M., Nahuelhual, P., O'Connell, N.,
Saxena, R., Shima, M., Wu, R., & Rosendaal, F. R.;
International Society on Thrombosis and Haemostasis
Writing Committee. (2024). International Society on
Thrombosis and Haemostasis clinical practice guideline for
treatment of congenital hemophilia A and B based on the
GRADE methodology. Journal of Thrombosis and
Haemostasis. Advance online publication.
https://doi.org/10.1016/j.jtha.2024.05.026

Proprietary and Confidential Information of Sentara Health Plans
© 2026 Sentara All Rights Reserved



P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

PAGE NUMBER: 140 of 362

FAM-TRASTUZUMAB DERUXTECAN-NXKI

Products Affected
e ENHERTU
PA Criteria Criteria Details
Exclusion Managed and reviewed by OncoHealth:
Criteria

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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FECAL MICROBIOTA, LIVE

Products Affected
e REBYOTA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have documentation of a stool test positive
Medical for toxigenic Clostridioides difficile. Must have documentation

Information — Initial
Authorization

of completion of standard of care antibiotic regimen for the
treatment of the current occurrence of CDI (e.g., oral
vancomycin, oral fidaxomicin) prior to the administration of
fecal microbiota, live

Required
Medical

Information —
Reauthorization

Not Applicable

Age Restrictions

No Age Restrictions

Prescriber Gastroenterologist or infectious disease specialist

Restrictions

Coverage 30 days

Duration

Other Criteria Additional authorizations for treatment are made on a case-
by-case basis, are subject to the initial authorization criteria,
and require chart documentation describing the previous
response and clinical rationale for re-treatment.

Indications All FDA-approved indications

Off-Label Uses N/A

References Rebyota. Package Insert. Ferring Pharmaceuticals, Inc.

2022.
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FIDANACOGENE ELAPARVOVEC-DZKT

Products Affected
e BEQVEZ
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have a moderate to severe hemophilia B
Medical (congenital factor IX deficiency) confirmed by baseline factor

Information — Initial
Authorization

IX level less than or equal to 2 IU/dL or less than or equal to
2% of normal and provide chart documentation of the
laboratory result. Must have a negative test for neutralizing
antibodies to adeno-associated virus serotype Rh74var
(AAVRh74var) capsid as detected by an FDA-approved test
(a copy of the laboratory report must be provided). Must
have chart documentation of one of the following: current use
of factor IX prophylaxis therapy, current or historical life-
threatening hemorrhage, or repeated, serious spontaneous
bleeding episodes. Must not have a positive test (greater
than or equal to 0.6 Bethesda Units [BU]) or a prior history
for factor IX inhibitor (chart documentation of recent factor IX
inhibitor titer test is required). Must have chart
documentation of baseline liver health assessment including
ALL of the following: ALT, AST, ALP, bilirubin, albumin,
elastography and/or ultrasound and other laboratory
assessments for liver fibrosis. Must have an attestation from
the provider that the member has a normal liver health
assessment or has chart documentation of a consultation
with a hepatologist to confirm eligibility for fidanacogene
elaparvovec-dzkt (Beqvez). Must not have any of the
following: prior treatment with gene therapy, Human
immunodeficiency virus (HIV) infection not controlled with
antiviral therapy, liver-related coagulopathy,
hypoalbuminemia, persistent jaundice, cirrhosis, portal
hypertension, splenomegaly, hepatic encephalopathy,
hepatic fibrosis, or active viral hepatitis.

Required
Medical

Not Applicable
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PA Criteria

Criteria Details

Information —
Reauthorization

Age Restrictions

No Age Restrictions

Prescriber Hematologist or Hemophilia Specialist

Restrictions

Coverage 30 days

Duration

Other Criteria Requested dose must fall within the recommended dosing
guidelines from the manufacturer

Indications All FDA-approved indications

Off-Label Uses N/A

References Beqvez. Package Insert. Pfizer, Inc. 2024.
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Products Affected
e QFITLIA

PA Criteria Criteria Details

Exclusion Requested medication fitusiran will NOT be used in

Criteria combination with hemophilia bypassing agent prophylaxis
(i.e., factor Vlla or anti-inhibitor coagulant complex), immune
tolerance induction with clotting factor products (i.e., factor
VIII or factor IX concentrates) as prophylactic therapy,
Hemlibra® (emicizumab-kxwh) in those with hemophilia A as
prophylactic therapy, and Hympavzi® (marstacimab-hncq) or
Alhemo® (concizumab-mtci) in those with hemophilia A or
hemophilia B as prophylactic therapy. Prior gene therapy for
hemophilia.

Required Diagnosis. Provider has measured the member’s

Medical antithrombin (AT) activity level, and has submitted laboratory

Information — Initial
Authorization

documentation confirming level is = 60% prior to start of
therapy and AT-activity will be monitored periodically, as
outlined in the prescribing information, throughout therapy.
For Hemophilia A: Chart note documentation submitted
showing congenital factor VIl deficiency confirmed by blood
coagulation testing. Factor VIII activity level <1 [U/dL (in the
absence of exogenous factor VIII). Member was tested and
found negative for active factor VIl inhibitors (i.e., results
from a Bethesda assay or Bethesda assay with Nijmegen
medication of less than 0.6 Bethesda Units (BU) has been
performed within the past 30 days and submitted). Member
meets ONE of the following: 1) history of life threatening
hemorrhage requiring on-demand use of Factor VIII therapy
OR 2) history of repeated, serious spontaneous bleeding
episodes requiring on-demand use of Factor VIII therapy. For
Hemophilia B: Chart note documentation submitted showing
congenital factor X deficiency confirmed by blood
coagulation testing. Factor IX activity level <2 |U/dL (in the
absence of exogenous factor IX). Member was tested and
found negative for active factor IX inhibitors (i.e., results from
a Bethesda assay or Bethesda assay with Nijmegen
medication of less than 0.6 Bethesda Units (BU) has been
performed within the past 30 days and submitted). Member
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PA Criteria Criteria Details
meets ONE of the following: 1) history of life threatening
hemorrhage requiring on-demand use of Factor IX therapy
OR 2) history of repeated, serious spontaneous bleeding
episodes requiring on-demand use of Factor IX therapy.
Required Documentation from prescriber indicating improvement in
Medical condition. Member has experienced an absence of
Information — unacceptable toxicity from the drug. Provider has monitored

Reauthorization

AT-activity and has submitted laboratory documentation to
confirm ONE of the following: 1) Member’s AT-activity is less
than 15% AND the provider will reduce dose of fitusiran
according to package labeling (members who were receiving
a dose of 10mg every 2 month must discontinue therapy), 2)
Member’s AT-activity is 15% - 35% AND the provider will
continue on established dose of fitusiran according to
package labeling (No increase in dosage will be approved),
OR 3) Member’s AT-activity is >35% after 6 months AND has
NOT achieved satisfactory bleed control compared to
baseline; provider can escalate the dosing administration
frequency to every month.

Age Restrictions

12 years of age or older

Prescriber No Prescriber Restrictions

Restrictions

Coverage 365 days

Duration

Other Criteria Must request dosing recommended by the FDA-approved
packaging insert.

Indications All FDA-approved indications

Off-Label Uses N/A

References Qfitlia. Package Insert. Genzyme Corporation. 2025
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FLUOCINOLONE ACETONIDE INTRAVITREAL

Products Affected

e ILUVIEN e YUTIQ

e RETISERT
PA Criteria Criteria Details
Exclusion Concomitant therapy with other intravitreal medications for
Criteria the same diagnosis. Peri/ocular viral infection, peri/ocular

mycobacterial infections, or peri/ocular fungal infection.

Required Diagnosis. Must use product appropriate for FDA-approved
Medical diagnosis. Provider must note which eye(s) will be treated.

Information — Initial
Authorization

For pre-requisite drug trials, see Other Criteria. For All
Uveitis: Member has diagnosis based on one of the following
(documentation required): 1) Slit lamp examination, 2)
Intraocular pressure (IOP) measurement taken at baseline,
3) Visual Acuity Test, 4) Labs and documentation to rule out
infectious etiology, or 5) Anterior Chamber Cells present. For
Chronic Posterior Uveitis: Member must have diagnosis of
non-infectious uveitis for one or more years affecting the
posterior segment of the eye. Diagnosis and disease
progression confirmed by fluorescein angiography, Optical
Coherence Tomography (OCT) or Scanning Computerized
Ophthalmic Diagnostic Imaging (SCODI). For DME: Member
does not have glaucoma, steroid-induced increased
intraocular pressure (IOP > 22 mmHg) in treatment eye(s), or
uncontrolled diabetes (A1c >10). Chart documentation with
BCVA required.

Required
Medical

Information —
Reauthorization

Member has a continual need for treatment and experienced
a response to treatment as indicated by an improvement in
uveitis and lack of recurrence. Previous therapy must not
have been discontinued for any of the following: loss of visual
acuity from baseline, severely increased intraocular
pressure, limited benefit of treatment, or unacceptable
toxicity/complications.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

By or in consultation with an Ophthalmologist or Retinal
Specialist

Coverage
Duration

30 months: Retisert. 36 months: lluvien and Yutiq
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PA Criteria

Criteria Details

Other Criteria

For Intermediate, Posterior and Panuveitis: Trial with
inadequate response or significant toxicity/side effect or
contraindication to maximized topical or systemic steroid
treatment for at least 4 weeks (i.e., oral prednisone,
loteprednol, fluoromethalone) AND 3 month trial of one
immunosuppressant (i.e., azathioprine, infliximab). For
Anterior Uveitis: Trial with inadequate response or significant
toxicity/side effect or contraindication to maximized topical or
systemic steroid treatment for at least 4 weeks (i.e., oral
prednisone, loteprednol, fluoromethalone).

Indications

All FDA-approved indications

Off-Label Uses

N/A

References

lluvien. Package Insert. Alimera Sciences. 2016
Retisert. Package Insert. Bausch and Lomb, Inc. 2025
Yutig. Package Insert. Alimera Pharmaceuticals. 2023
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FOSCARBIDOPA AND FOSLEVODOPA

Products Affected
e VYALEV

PA Criteria Criteria Details

Exclusion Members who are currently taking a nonselective

Criteria monoamine oxidase (MAO) inhibitor or have recently (within

2 weeks) taken a nonselective MAO inhibitor

Required Plan follows the Local Coverage Determination (see Section
Medical | for Infusion-based therapy for the treatment of Parkinson’s

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

Other Criteria

Indications

Off-Label Uses

Disease)

References

Centers for Medicare and Medicaid Services (CMS). Local
Coverage Determination (LCD) — L33794. External Infusion
Pumps. Effective date: 01.25.26. LCD - External Infusion
Pumps (L33794)
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FOSDENOPTERIN

Products Affected
e NULIBRY
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must confirmed diagnosis with chart
Medical documentation of genetic testing demonstrating mutation in

Information — Initial
Authorization

MOCS1 gene OR must have presumptive diagnosis with
documentation that confirmatory genetic testing of MOCS1
gene is pending and chart documentation of a clinical work-
up to rule out other diagnoses and clinical rationale for the
diagnosis (e.g., elevated sulfites in urine, elevated S-
sulfocysteine in urine, low uric acid, elevated xanthine and
hypoxanthine) and exclusion of other diagnoses.

Required Documentation from prescriber indicating improvement in
Medical condition.
Information —

Reauthorization

Age Restrictions

No Age Restrictions

Prescriber Specialist in Inherited Metabolic Disorders

Restrictions

Coverage 365 days

Duration

Other Criteria B versus D determination is made prior to clinical criteria
being applied. Must not exceed recommended dose of
0.9mg/kg once daily. For those approved initially with
presumptive diagnosis: authorization is not renewed if
resultant genetic testing does not confirm diagnosis but may
be extended for 30 days if genetic testing results are
pending.

Indications All FDA-approved indications

Off-Label Uses N/A

References Nulibry. Package Insert. Alcami. 2022.
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FOSFOMYCIN

Products Affected
e CONTEPO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have chart note documentation of
Medical complicated urinary tract infection (cUTI) or pyelonephritis.

Information — Initial
Authorization

Lab cultures submitted from current hospital admission or
office visit collected within the last 7 days. Lab cultures must
show that bacteria is sensitive to requested medication.
Member must meet ONE of the following: Provider must
indicate why member unable to use or intolerant use TWO of
the following 1V antibiotics: fluoroquinolones (levofloxacin or
ciprofloxacin), third or fourth-generation cephalosporins
(ceftriaxone, ceftazidime, cefotaxime, or cefepime),
piperacillin-tazobactam, trimethoprim-sulfamethoxazole,
gentamicin, tobramycin, amikacin, ertapenem, imipenem-
cilastatin, and meropenem OR cultures (retrieved from most
recent office visit or current inpatient admission collected
within the last 7 days) shows resistance to ALL the following
IV antibiotics: ciprofloxacin, levofloxacin, ceftriaxone,
cefazolin, cefepime, piperacillin-tazobactam, trimethoprim-
sulfamethoxazole, gentamicin, tobramycin, amikacin,
ertapenem, imipenem-cilastatin, meropenem.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating member currently
on the requested medication for more than 72 hours inpatient
and lab culture sensitivity results retrieved during inpatient
admission which shows resistance to preferred antibiotics
except for the requested medication (i.e. sensitivity to
requested drug).

Age Restrictions

18 years and older

Prescriber No Prescriber Restrictions
Restrictions

Coverage 14 days

Duration

Other Criteria N/A
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PA Criteria Criteria Details

Indications All FDA-approved indications

Off-Label Uses N/A

References Contepo. Package Insert. Meitheal Pharmaceuticals. 2025
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GALSULFASE
Products Affected

e NAGLAZYME

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must have chart note documentation submitted
Medical showing molecular genetic test detection of pathogenic

Information — Initial
Authorization

mutations in ARSB gene OR the presence of all the
following: 1) Arylsulfatase B (ASB) enzyme activity of <10%
of the lower limit of normal in cultured fibroblasts or isolated
leukocytes, 2) member has normal enzyme activity of a
different sulfatase (excluding members with Multiple
Sulfatase Deficiency [MSD]), AND 3) member has an
elevated urinary glycosaminoglycan (uGAG) level (i.e.
dermatan sulfate or chondroitin sulfate) defined as being
above the upper limit of normal by the reference laboratory.
Must submit member’s current weight. Chart documentation
of one of the following measured at baseline: 12-Minute Walk
Test (MWT) OR 3-Minute Stair Climb Test. Provider notes
baseline Pulmonary Function Tests and urinary
glycosaminoglycan have been completed.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating clinically-significant
improvement in condition from baseline based on
improvement or stabilization of one of the following:
Pulmonary Function Test, 12-MWT or 3-Minute Stair Climb
Test, or reduction in urinary glycosaminoglycan (UGAG) by
250% from baseline or maintenance of level at 250% below
baseline.

Age Restrictions

No Age Restrictions

Prescriber By or in consultation with a metabolic geneticist or other
Restrictions specialist in the treatment of MPS VI

Coverage 180 days

Duration

Other Criteria N/A

Indications All FDA-approved indications
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PA Criteria

Criteria Details

Off-Label Uses

N/A

References

Naglazyme. BioMarin Pharmaceuticals. 2019
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GAUCHER DISEASE AGENTS

Products Affected
e CEREZYME e VPRIV
e ELELYSO
PA Criteria Criteria Details
Exclusion Concomitant substrate reduction therapy (i.e., eliglustat
Criteria (Cerdelga), miglustat (Zavesca)
Required Diagnosis. For Type 1 Gaucher Disease: Must have disease
Medical confirmed by chart documentation of one of the following:

Information — Initial
Authorization

genetic test results indicating a biallelic pathogenic variant in
the GBA gene OR enzyme assay (e.g., beta-glucosidase
leukocyte [BCL] test) showing low glucosylceramidase
enzyme activity (also known as acid beta-glucosidase or
glucocerebrosidase). Must have documentation of one of the
following clinical features: anemia, thrombocytopenia,
hepatomegaly, splenomegaly, bone disease (e.g., avascular
necrosis, Erlenmeyer flask deformity, osteopenia, athological
fracture). For Type 3 Gaucher Disease: imiglucerase
(Cerezyme) will be approved for members with a confirmed
diagnosis of non-central nervous system (CNS)
manifestations of Type 3 Gaucher Disease confirmed by the
following (documentation required): A) Beta-
glucocerebrosidase activity (in leukocytes or skin fibroblasts)
of less than 30% of normal values or B) Deoxyribonucleic
acid (DNA) testing (mutations in the glucocerebrosidase
gene). Must have documentation of clinical features of
abnormal eye movements (i.e., slowed or absent horizontal
saccades, oculomotor apraxia).

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition.

Age Restrictions

No Age Restrictions

Prescriber Inherited Metabolic Disorders Specialist
Restrictions

Coverage 365 days

Duration
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PA Criteria Criteria Details

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Cerezyme. Package Insert. Genzyme Corp. 2021.

Elelyso. Package Insert. Pfizer Labs. 2023
Vpriv. Package Insert. Takeda Pharmaceuticals. 2021.
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Products Affected
e GIVLAARI
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have a diagnosis of acute hepatic porphyria
Medical (AHP) confirmed by documentation of elevated urinary

Information — Initial
Authorization

aminolevulinic acid (ALA) or porphobilinogen (PBG) levels
(PBG levels must be at least 5 times above the upper limit of
normal). Chart documentation of laboratory results including
reference range is required. Must have chart documentation
of clinical signs or symptoms attributable to AHP (e.g.,
abdominal pain, constipation, nausea/vomiting, tachycardia,
dark urine, skin photosensitivity or other cutaneous
symptoms, disease-specific common laboratory
abnormalities [hyponatremia], seizures, etc.). Must have
chart documentation demonstrating a history of either of the
following within the past 6 months: two or more porphyria
attacks requiring hospitalization, an urgent healthcare visit
(e.g., emergency department visit), or intravenous
administration of hemin OR one severe attack with CNS
involvement (e.g., hallucinations, seizures, respiratory
failure, paralysis etc.). Must provide chart documentation
showing member has been counseled on known triggers of
porphyria attacks (e.g., alcohol, smoking, hypocaloric
diet/fasting, certain medications) and that the member avoids
the applicable triggers. Must provide current weight.

Required
Medical

Information —
Reauthorization

Chart documentation showing reduction in porphyria attacks
requiring hemin administration, hospitalization, or urgent
healthcare visits.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

Physician who specializes in the treatment of porphyria (e.g.,
hematologist, gastroenterologist)

Coverage
Duration

365 days
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PA Criteria Criteria Details

Other Criteria Must have a requested dose that falls within the
recommended dosing guidelines from the manufacturer

Indications All FDA-approved indications

Off-Label Uses N/A

References Givlaari. Package Insert. Ajinomoto Althea, Inc. 2023.
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GLOFITAMAB-GXBM

Products Affected
e COLUMVI

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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GOLIMUMAB INTRAVENOUS

Products Affected
e SIMPONIARIA

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must be using for an FDA-approved indication.
Medical Must currently not be using an oral targeted anti-
Information — Initial | inflammatory agent or biologic agent in combination with
Authorization golimumab. For all prerequisite drug trials: see Other Criteria

section. For rheumatoid arthritis (RA): must have moderately
to severely active disease AND member will be using in
combination with methotrexate, unless contraindicated. For
polyarticular juvenile idiopathic arthritis (PJIA): must have
moderately to severely active disease. For ankylosing
spondylitis (AS), psoriatic arthritis (PsA): must have active

disease.
Required Chart documentation from prescriber indicating improvement
Medical in condition.
Information —
Reauthorization
Age Restrictions No Age Restrictions
Prescriber RA, AS, JIA: Rheumatologist. PsA: Rheumatologist or
Restrictions Dermatologist.
Coverage 365 days
Duration
Other Criteria For all prerequisite drug trials: must have inadequate

response or significant side effect/toxicity unless
contraindicated, or unless the therapy is not FDA-approved
or compendia supported for use in the member's age. For
RA: must have a 3-month trial of methotrexate (members
with significant side effect/toxicity or who have a
contraindication must have at least a 3-month trial of
leflunomide, hydroxychloroquine, or sulfasalazine). For AS:
must have a trial of two NSAIDs at target anti-inflammatory
dose. For peripheral PsA or PsA with dactylitis: must have
trial of one NSAID and one conventional systemic
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PA Criteria Criteria Details

therapy (e.g., methotrexate, leflunomide, sulfasalazine). For
axial PsA or PsA with enthesitis: must have trial of two
NSAIDs at target anti-inflammatory dose. For PsA with skin
or nail involvement: must have trial of topical therapy or
phototherapy/photochemotherapy AND a conventional
systemic therapy (e.g., methotrexate, cyclosporine). For
PJIA: must have a trial (based on active joint count) of either
intra-articular corticosteroids, methotrexate, or leflunomide.

Indications All FDA-approved indications
Off-Label Uses N/A
References Simponi Aria. Package Insert. Janssen Biotech, Inc. 2021.
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GOLODIRSEN

Products Affected

e VYONDYS-53

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must have a diagnosis of Duchenne muscular
Medical dystrophy (DMD) with confirmatory genetic testing

Information — Initial
Authorization

demonstrating an out-of-frame mutation [e.g. frameshift
(deletion or duplication) mutation or a premature stop codon
mutation] of the DMD gene that is amenable to exon 53
skipping (a copy of the genetic testing must be provided).
Must have chart documentation of baseline motor function
and/or strength (e.g., Brooke upper extremity functional
score, Modified Medical Research Council score for manual
muscle testing, North Star Ambulatory Assessment/Timed
Functional Test). If non-ambulatory, must have a documented
Brooke upper extremity score of 5 or less OR a documented
FVC of at least 30%. Must not have received prior gene
therapy for the treatment of DMD [e.g.,delandistrogene
moxeparvovec (Elevidys)]. Must be used in combination
with corticosteroid therapy (e.g., prednisone or deflazacort
[Emflaza]) unless contraindicated or intolerant.

Required
Medical

Information —
Reauthorization

Must have chart documentation from the provider that the
member remains a candidate for treatment based upon the
prescriber’s assessment while on therapy and that the
member continues to benefit from golodirsen (Vyondys 53). If
non-ambulatory, must have a documented Brooke upper
extremity score of 5 or less OR a documented FVC of at
least 30%. Must not have received prior gene therapy for the
treatment of DMD [e.g., delandistrogene moxeparvovec
(Elevidys)].

Age Restrictions

No Age Restrictions

Prescriber Neuromuscular specialist specializing in the treatment of
Restrictions muscular dystrophy.

Coverage 365 days

Duration
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PA Criteria Criteria Details

Other Criteria Requested dose must fall within the recommended dosing
guidelines from the manufacturer.

Indications All FDA-approved indications

Off-Label Uses N/A

References Vyondys. Package Insert. Sarepta Therapeutics, Inc. 2021.
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GUSELKUMAB INTRAVENOUS

Products Affected
e TREMFYA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must currently not be using an oral targeted anti-
Medical inflammatory agent or biologic agent in combination with

Information — Initial
Authorization

guselkumab. For all prerequisite drug trials: see Other
Criteria section. For ulcerative colitis (UC) and Crohn’s
disease (CD): must have moderately to severely active
disease.

Required
Medical

Information —
Reauthorization

Not Applicable. Maintenance dosing is managed under the
Part D Pharmacy benefits.

Age Restrictions

No Age Restrictions

Prescriber Gastroenterologist

Restrictions

Coverage 365 days

Duration

Other Criteria Requested dose must fall within the recommended dosing
guidelines from the manufacturer. For all prerequisite drug
trials: must have inadequate response or significant side
effect/toxicity unless contraindicated, or unless the therapy is
not FDA-approved or compendia supported for use in the
member's age. For UC and CD: must have a trial of both of
the following: budesonide or a corticosteroid (e.g.,
prednisone or methylprednisolone) AND an
immunomodulator (e.g., azathioprine, 6-mercaptopurine).

Indications All FDA-approved indications

Off-Label Uses N/A

References Tremfya. Package Insert. Janssen Biotech, Inc. 2025.
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Products Affected

o PANHEMATIN

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. For pre-requisite drug therapy, see Other Criteria.
Medical Must have a diagnosis of acute intermittent porphyria related

Information — Initial
Authorization

to the menstrual cycle. Chart documentation of elevated
urinary porphobilinogen (PBG) and delta-aminolevulinic acid
(ALA) must be submitted.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition (i.e., clinical improvement or decrease in one or
more of the following compounds in the urine: ALA, PBG-
porphobilinogen, uroporphyrin, coproporphyrin)

Age Restrictions

16 years of age or older

Prescriber By or in consultation with obstetrics or a genecology

Restrictions specialist

Coverage 14 days

Duration

Other Criteria Must request dosing recommended by the FDA. Trial with
inadequate results to carbohydrate therapy required.

Indications All FDA-approved indications

Off-Label Uses N/A

References Panhematin. Package Insert. Sagent Pharmaceuticals. 2020
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HEREDITARY ANGIOEDEMA, ACUTE

Products Affected
e BERINERT e KALBITOR
e catibant e RUCONEST
e FIRAZYR e Sajazir
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must be prescribed for the treatment of acute
Medical hereditary angioedema (HAE) attacks. Must have a

Information — Initial
Authorization

diagnosis of HAE confirmed by the following laboratory
values (copy of lab reports is required, must include
reference ranges): low C4 complement level in mg/dL,
normal C1g complement component level in mg/dL (not
required for patients under 18 or patients whose symptoms
began before age 18), and either low C1 esterase inhibitor
antigenic level in mg/dL or low C1 esterase inhibitor
functional level expressed as a percent.

Required Documentation from prescriber indicating improvement in
Medical condition.
Information —

Reauthorization

Age Restrictions

No Age Restrictions

Prescriber Immunologist or Allergist

Restrictions

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Berinert. Package Insert. CSL Behring LLC. 2021.

Firazyr. Package Insert. Takeda Pharmaceuticals. 2021.
Kalbitor. Package Insert. Takeda Pharmaceuticals. 2021.
Ruconest. Package Insert. Pharming Healthcare, Inc. 2020.
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HEREDITARY ANGIOEDEMA, PROPHYLAXIS

Products Affected
e CINRYZE e TAKHZYRO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must be prescribed for the prevention hereditary
Medical angioedema (HAE) attacks. Must have a diagnosis of HAE

Information — Initial
Authorization

confirmed by the following laboratory values (copy of lab
reports is required, must include reference ranges): low C4
complement level in mg/dL, normal C1q complement
component level in mg/dL (not required for patients under 18
or patients whose symptoms began before age 18), and
either low C1 esterase inhibitor antigenic level in mg/dL or
low C1 esterase inhibitor functional level expressed as a
percent. Must not be using in combination with another HAE
agent used for long-term prophylaxis (e.g., Haegarda,
Takhzyro, Orladeyo).

Required Documentation from prescriber indicating improvement in
Medical condition. Must not be using in combination with another
Information — HAE agent used for long-term prophylaxis (e.g., Haegarda,

Reauthorization

Takhzyro, Orladeyo).

Age Restrictions

No Age Restrictions

Prescriber Immunologist or Allergist

Restrictions

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Cinryze. Package Insert. Takeda Pharmaceuticals. 2023.
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HYALURONATE ACIDS

Products Affected
e DUROLANE e SODIUM HYALURONATE
e EUFLEXXA e SUPARTZ FX
e GEL-ONE e SYNOJOYNT
e GELSYN-3 e SYNVISC
e GENVISC 850 e SYNVISC-ONE
e HYALGAN e TRILURON
e HYMOVIS e TRIVISC
¢ MONOVISC e VISCO-3
e ORTHOVISC

PA Criteria Criteria Details

Exclusion Active joint infection

Criteria

Required Plan follows the Local Coverage Determination.

Medical

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber

Restrictions

Coverage

Duration

Other Criteria Part B Step Therapy applies. Trial and failure or
contraindication to both Synvisc/Synvisc-One AND Euflexxa
is required prior to approval of other products.

Indications All FDA-approved indications

Off-Label Uses

N/A
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References Centers for Medicare and Medicaid Services (CMS). Local
Coverage Determination (LCD) — L39260 Hyaluronic Acid
Injections for Knee Osteoarthritis. Effective Date: 08.21.2022.
LCD - Hyaluronic Acid Injections for Knee Osteoarthritis
(L39260)
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IBALIZUMAB

Products Affected
e TROGARZO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have a diagnosis of multidrug resistant HIV-
Medical 1 infection with failure of current antiretroviral regimen (chart

Information — Initial
Authorization

documentation required). Must be used in combination with
other antiretroviral agents.

Required Documentation from prescriber indicating improvement in
Medical condition.
Information —

Reauthorization

Age Restrictions

No Age Restrictions

Prescriber Infectious Disease or HIV Specialist

Restrictions

Coverage 365 days

Duration

Other Criteria Must have a requested dose that falls within the
recommended dosing guidelines from the manufacturer.

Indications All FDA-approved indications

Off-Label Uses N/A

References Trogarzo. Package Insert. Theratechnologies, Inc. 2022.
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IDURSULFASE

Products Affected
e ELAPRASE
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have a diagnosis of Hunter syndrome
Medical (Mucopolysaccharidosis type Il, MPS II) confirmed by ONE of

Information — Initial
Authorization

the following: enzyme assay demonstrating a deficiency in
iduronate-2-sulfase activity (chart documentation of
laboratory result including reference range is required) OR
genetic test demonstrating IDS gene mutation (chart
documentation of test result is required). Must have
documentation of clinical signs and symptoms of the disease
(e.g., hepatosplenomegaly, skeletal deformities (dysotosis
multiplex), joint stiffness, impaired respiratory function,
neurocognitive decline, cardiac disease, etc.).

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition.

Age Restrictions

No Age Restrictions

Prescriber Specialist in Inherited Metabolic Disorders

Restrictions

Coverage 365 days

Duration

Other Criteria Must have a requested dose that falls within the
recommended dosing guidelines from the manufacturer.
Must provide current weight.

Indications All FDA-approved indications

Off-Label Uses N/A

References Elaprase. Package Insert. Takeda Pharmaceuticals, Inc.

2021.
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Products Affected
e VENTAVIS
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have a diagnosis of pulmonary arterial
Medical hypertension (PAH, WHO Group 1) confirmed by right heart

Information — Initial
Authorization

catheterization. Must have chart documentation of right heart
catheterization that includes the following hemodynamic
values: mean pulmonary arterial pressure greater than 20
mmHg, pulmonary capillary wedge pressure OR left atrial
pressure OR left ventricular end diastolic pressure less than
or equal to 15 mmHg, pulmonary vascular resistance greater
than or equal to 3 Wood units. Must have WHO functional
class lll-IV symptoms.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

Pulmonary Hypertension Specialist

Coverage 365 days

Duration

Other Criteria B versus D determination is made prior to clinical criteria
being applied.

Indications All FDA-approved indications

Off-Label Uses N/A

References Ventavis. Package Insert. Actelion Pharmaceuticals, Inc.

2022.
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IMPLANTABLE CONTINUOUS GLUCOSE
MONTIORS

Products Affected
e SENSETRONICS EVERSENSE

PA Criteria Criteria Details
Exclusion Plan follows the Local Coverage Determination. Must have
Criteria either an adequate trial with inadequate response with

Dexcom CGM system AND Freestyle Libre CGM or clinical

Required rationale for why these systems cannot be used.

Medical
Information — Initial
Authorization
Required

Medical
Information —
Reauthorization

Age Restrictions

Prescriber

Restrictions

Coverage

Duration

Other Criteria Part B Step Therapy Applies

Indications All FDA-approved indications

Off-Label Uses N/A

References Centers for Medicare and Medicaid Services (CMS). Local

Coverage Determination (LCD) — L38743. Implantable
Continuous Glucose Monitors. Effective 07.25.24. LCD -
Implantable Continuous Glucose Monitors (I-CGM) (L38743)
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Products Affected
e LEQVIO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. For all prerequisite drug trials: see Other Criteria
Medical section. Must be used in adjunct to diet and exercise. For

Information — Initial
Authorization

Hypercholesterolemia: Member must have one of the
following (documentation required): baseline LDL-C 2190
mg/dL OR an estimated 10-year risk for ASCVD greater than
7.5% and a baseline LDL-C between 70 to 189 mg/dL For
Heterozygous Familial Hypercholesterolemia (HeFH): Must
have diagnosis as confirmed by ONE of the following
(documentation required): 1) untreated LDL-c 2190 mg/dL or
2160 mg/dL for pediatric members (12 to less than 18 years
of age) prior to treatment with antihyperlipidemic therapy, 2)
genetic confirmation of HeFH by mutations in the low-density
lipoprotein receptor, apolipoprotein B, proprotein convertase
subtilisin kexin type 9 (PCSK9), or low-density lipoprotein
receptor adaptor protein 1 gene, OR 3) member meets ONE
of the following a or b: a) Dutch Lipid Network criteria score
is >5 OR b) Simone Broome criteria meets the threshold for
“definite” or “possible/probable” familial
hypercholesterolemia. For Homozygous Familial
Hypercholesterolemia (HoFH): Must have diagnosis
confirmed by ONE of the following (documentation required):
1) genetic confirmation of two mutant alleles at the low-
density lipoprotein receptor, apolipoprotein B, proprotein
convertase subtilisin kexin type 9 (PCSK9), or low-density
lipoprotein receptor adaptor protein 1 gene locus AND
member does not have null/null variant in LDLR, 2) untreated
LDL-C level > 400 mg/dL AND meets either a or b: a) clinical
manifestations of HoFH before age of 10 (e.g., xanthomas,
tendon xanthomas, arcus cornea, tuberous xanthomas, or
xanthelasma) OR b) both parents have had untreated LDL-C
levels or total cholesterol levels consistent with HeFH (i.e.,
untreated LDL-c = 190 m/dL and/or an untreated total
cholesterol level > 250 mg/dL). For Major Adverse
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PA Criteria Criteria Details
Cardiovascular Event Reduction: Member must have
diagnosis with prior ACS, MI, PAD, CAD, TIA, angina, stroke,
or undergone coronary or other arterial revascularization
procedure in the past.

Required Documentation from prescriber indicating improvement in

Medical condition.

Information —

Reauthorization

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

Cardiologist, Endocrinologist, or Specialist in Lipid Disorders

Coverage
Duration

365 days

Other Criteria

Must have failure to achieve LDL-C reduction goal when
using maximally tolerated high-intensity statin for 8 weeks
(e.g., atorvastatin 40mg, simvastatin 20mg) OR member had
intolerance defined by one of the following: statin associated
rhabdomyolysis, statin-associated muscle symptoms (SAMs)
despite lowering statin strength AND attempting a different
statin, or provider attests statin use has been tried and failed
and is not clinically appropriate due to intolerable adverse
effects. Provider must attest member will use the requested
medication as adjunct to a low-fat diet and exercise.
Member’s intolerant to statins must have a baseline LDL-C of
=70 mg/dL if no ASCVD is present OR =55 mg/dL if ASCVD
is present.

Indications

All FDA-approved indications

Off-Label Uses

N/A

References

Leqvio. Package Insert. Novartis Pharmaceuticals Corp.
2021.
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INEBILIZUMAB

Products Affected
e UPLIZNA
PA Criteria Criteria Details
Exclusion Active or untreated latent tuberculosis. Active Hepatitis B
Criteria infection.
Required Diagnosis. Must currently not be using immunomodulatory
Medical biologic agents in combination with inebilizumab (e.g.,
Information — Initial rituximab, eculizumab, etc). Must not have evidence of
Authorization infection. Negative tuberculosis skin test. For gMG: See

Other Criteria. For Neuromyelitis Optica Spectrum Disorder
(NMOSD): Must have chart documentation of a positive
serological test of AQP4 antibodies and MRI screening to
confirm diagnosis and rule out other neurologic disease.
Must have current symptoms or a history of symptomatic
disease (e.g., myelitis, optic neuritis, postrema syndrome,
diencephalic syndrome, brainstem syndromes, CNS mass
lesions). Must have a trial of rituximab with inadequate
response or significant side effect/toxicity unless
contraindicated. For immunoglobulin G4- Related Disease
(IgG4-RD): Must have chart documentation of biopsy and
clinical work up (e.g., elevated 1gG4 levels, MRI, CT scan) to
confirm diagnosis and rule out other conditions, must have a
history of IgG4-RD flare with clinical response to treatment
with corticosteroids. Member must achieve at least 20 points
inclusion according to the 2019 classification criteria for IgG4
related disease. Member must be at high risk of recurrent
disease flares based on a history of disease in 22

organs/sites.
Required Documentation from prescriber indicating improvement or
Medical stabilization in condition.
Information —
Reauthorization
Age Restrictions No Age Restrictions
Prescriber NMOSD and gMG: Neurologist, IgG4-RD: Immunologist
Restrictions
Coverage 365 days
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PA Criteria

Criteria Details

Duration

Other Criteria

Generalized Myasthenia Gravis (QMG): Member must have a
Myasthenia Gravis Foundation of America (MGFA) Clinical
Classification of Class Il to |V disease and have a positive
serologic test for anti-acetylcholine receptor (AChR)
antibodies or anti-muscle-specific tyrosine kinase (MuSK)
antibodies (lab results required). Chart note documentation
showing objective signs of neurological weakness and
fatigability on a baseline neurological examination (e.g.,
including, but not limited to the Quantitative Myasthenia
Gravis (QMG) score). Member has a baseline MG-Activities
of Daily Living (MG-ADL) total score at least = 6 (results must
be submitted). Member must have a trial with inadequate
result or significant side effect/toxicity to pyridostigmine
unless contraindicated. If member has AChR+ disease,
member must have one trial of 3 months of
immunosuppressive therapy (e.g., corticosteroids,
azathioprine, or mycophenolate). If member has MuSK+
disease, member must have trial of 3 months of each
immunosuppressive therapy (e.g., corticosteroids,
azathioprine, or mycophenolate) AND rituximab.

Indications

All FDA-approved indications

Off-Label Uses

N/A

References

Uplinza. Package Insert. Horizon Therapeutics, Inc. 2025.

Proprietary and Confidential Information of Sentara Health Plans

© 2026 Sentara All Rights Reserved



INFLIXIMAB

P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

PAGE NUMBER: 177 of 362

Products Affected
e AVSOLA e REMICADE
e INFLIXIMAB e RENFLEXIS
e INFLECTRA e ZYMFENTRA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must currently not be using an oral targeted anti-
Medical inflammatory agent or biologic agent in combination with

Information — Initial
Authorization

infliximab. For all prerequisite drug trials: see Other Criteria
section. For rheumatoid arthritis (RA), Crohn’s disease (CD),
and ulcerative colitis (UC): must have moderately to severely
active disease. For ankylosing spondylitis (AS) and psoriatic
arthritis (PsA): must have active disease. For plaque
psoriasis: must have chronic severe disease

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement or
stabilization in condition.

Age Restrictions

No Age Restrictions

Prescriber Neurologist

Restrictions

Coverage 365 days

Duration

Other Criteria For all prerequisite drug trials: must have inadequate

response or significant side effect/toxicity unless
contraindicated, or unless the therapy is not FDA-approved
or compendia supported for use in the member's age. For
RA: must have a 3-month trial of methotrexate, leflunomide,
hydroxychloroquine, or sulfasalazine. For AS: must have a
trial of one NSAID at target anti-inflammatory dose or
maximally tolerated dose. For peripheral PsA or PsA w/
dactylitis: must have trial of one NSAID and one conventional
systemic therapy (e.g., methotrexate, leflunomide,
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PA Criteria Criteria Details

sulfasalazine). For axial PsA or PsA with enthesitis: must
have trial of two NSAIDs at target anti-inflammatory dose or
maximally tolerated dose. For PsA with skin or nail
involvement: must have trial of topical therapy or
phototherapy/photochemotherapy AND a conventional
systemic therapy (e.g., methotrexate, cyclosporine). For UC:
must have a trial of a conventional therapy including a
corticosteroid or an immunosuppressant (e.g., azathioprine,
6-mercaptopurine). For psoriasis: must have a trial of topical
therapy or phototherapy/photochemotherapy/excimer laser
therapy AND a conventional systemic therapy (e.g.,
methotrexate, cyclosporine).

Indications All FDA-approved indications
Off-Label Uses N/A
References Avsola. Package Insert. Amgen, Inc. 2021.

Infliximab. Janssen Biotech, Inc. 2021.
Remicade. Package Insert. Janssen Biotech, Inc. 2021.

Renflexis. Package Insert. Merck Sharp & Dohme Corp.,
2023
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INOTUZUMAB OZOGAMICIN

Products Affected
e BESPONSA

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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INTERFERON GAMMA-1B

Products Affected

e ACTIMMUNE

PA Criteria Criteria Details

Exclusion Active or untreated latent tuberculosis. Active Hepatitis B
Criteria infection.

Required Diagnosis. For Chronic Granulomatous Disease (CGD): Must
Medical have ONE of the following (documentation required):

Information — Initial
Authorization

negative nitroblue tetrazolium test, dihydrohodamine test
(DHR+ neutrophiles <95%), or genetic analysis or
immunoblot positive for p22phox, p40phox, p47phox,
p67phox, or gp91phox. For Severe Malignant Osteopetrosis
(SMO): Must have ONE of the following (documentation
required): x-ray or increased liver function tests, decreased
RBC and WBC counts, growth retardation, or
deafness/sensorineural hearing loss.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement or
stabilization in condition.

Age Restrictions

No Age Restrictions

Prescriber No Prescriber Restrictions

Restrictions

Coverage 365 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Actimmune. Package Insert. Horizon Therapeutics, Inc.

2021.
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IMMUNE GLOBULIN INTRAVENOUS AND
SUBCUTANEOUS

Products Affected

e ALYGLO e GAMASTAN

e ASCENIV e GAMASTAN S/D

e BIVIGAM e GAMUNEX-C

e CUVITRU e HIZENTRA

e FLEBOGAMMA DIF e HYALURONIDASE

e GAMMAGARD LIQUID e HYQVIA

e GAMMAGARD LIQUID ERC e OCTAGAM

e GAMMAGARD S/D IGA o PANZYGA
<1MGC/ML) e PRIVIGEN

e GAMMAKED e YIMMUGO

e GAMMAPLEX

PA Criteria Criteria Details

Exclusion Active joint infection

Criteria

Required Plan follows the Local Coverage Determination.
Medical

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

Other Criteria Part B Step Therapy applies. For Alyglo, Hyqvia, Panzyga, or
Yimmugo: Member must have a 90 day trial and failure or
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PA Criteria Criteria Details

contraindication with documentation of treatment failure
submitted to THREE of the following prior to approval:
Bivigam, Cuvitru, Flebogamma Dif, Gammagard Liquid,
Gammagard S/D IGA, Gammaked, Gammaplex, Gamastan,
Gamastan S/D, Gamunex-C, Hizentra, Hyaluronidase,
Octagam,, or Privigen. For Asceniv: Member must have trial
and failure or contraindication with documentation of
treatment failure submitted to ALL preferred products prior to

approval.
Indications All FDA-approved indications
Off-Label Uses N/A
References Centers for Medicare and Medicaid Services (CMS). Local

Coverage Determination (LCD) — L34771 Immune Globulins.
Effective Date: 10.01.2015. LCD - Immune Globulins
(L34771)
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IRON HOMEOSTASIS

Products Affected

e FERAHEME

e INJECTAFER

e MONOFERRIC

PA Criteria Criteria Details

Exclusion Active or untreated latent tuberculosis. Active Hepatitis B
Criteria infection.

Required Diagnosis. Must have submitted labs collected within the
Medical previous 30 days with either: 1) serum ferritin (iron) and total

Information — Initial

Authorization

iron binding capacity (TIBC) OR 2) TSAT% [(Serum
iron/TIBC) x 100%]. For Iron Deficient Anemia: Member must
have TSAT <20%. For Moderate-to-Severe Restless Leg
Syndrome (RLS): Member’s TSAT must be <20% after trial of
an oral iron supplement. For Cancer and Chemotherapy
Induced Anemia: Member must have a TSAT <50% with the
goal of avoiding an allogenic transfusion OR TSAT is <50%
and requested medication will be used in combination with
erythropoiesis-stimulating agents (ESAs).

Required
Medical

Information —
Reauthorization

Additional authorizations are made on a case-by-case basis
and require documentation of clinical rationale for additional
course of treatment.

Age Restrictions

No Age Restrictions

Prescriber No Prescriber Restrictions

Restrictions

Coverage 60 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References e Feraheme. Package Insert. AMAG Pharmaceuticals,
Inc. 2009.

¢ Injectafer. Package Insert. American Regent, Inc.

2025.

e Monoferric. Package Insert. Pharmacosmos
Therapeutics, Inc. 2022
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LEVOLEUCOVORIN
Products Affected
o KHAPZORY
PA Criteria Criteria Details
Exclusion Managed and reviewed by OncoHealth:
Criteria

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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LANREOTIDE

Products Affected

e LANREOTIDE

e SOMATULINE DEPOT

PA Criteria Criteria Details
Exclusion Oncological indications. All oncological indications are
Criteria reviewed by OncoHealth:
OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
Required Diagnosis. For acromegaly: must have inadequate response
Medical to surgery or documentation that this therapy is inappropriate

Information — Initial
Authorization

and must have confirmed diagnosis with elevated serum
IGF-1 for age/gender (must provide laboratory reference
range) or elevated growth hormone level greater than or
equal to 1ng/mL during oral glucose tolerance test.

Required Documentation from prescriber indicating improvement in
Medical condition.
Information —

Reauthorization

Age Restrictions

No Age Restrictions

Prescriber Endocrinologist

Restrictions

Coverage 60 days

Duration

Other Criteria For all prerequisite drug trials: must have inadequate
response or significant side effect/toxicity unless
contraindicated. For RLS: must have a prior trial to oral iron
administration.

Indications All FDA-approved indications

Off-Label Uses N/A

References Somatuline Depot. Package Insert. Ipsen

Biopharmaceuticals. 2024.
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LARONIDATE IV SOLUTION

Products Affected

o ALDURAZYME

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis. Must have diagnosis of Mucopolysaccharidosis |
Medical (MPS 1) (Hurler syndrome, Hurler-Scheie, and Scheie forms)

Information — Initial
Authorization

confirmed by ONE of the following: 1) detection of biallelic
pathogenic mutations in the IDUA gene by molecular genetic
testing OR 2) fibroblast or leukocyte alpha-L-iduronidase
(IDUA) enzyme activity level of less than 10% of the lower
limit of the normal range of the measuring laboratory.

Required Documentation from prescriber indicating improvement or
Medical stabilization in condition.
Information —

Reauthorization

Age Restrictions

No Age Restrictions

Prescriber No Prescriber Restrictions

Restrictions

Coverage 365 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Aldurazyme. Package Insert. BioMarin Pharmaceutical. 2023
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LETERMOVIR

Products Affected
e PREVYMIS INTRAVENOUS
SOLUTION
PA Criteria Criteria Details
Exclusion Concomitant use with pimozide and/or ergot alkaloids or with
Criteria pitavastatin and simvastatin when co-administered with
cyclosporine
Required Diagnosis.
Medical

Information — Initial
Authorization

Required Not Applicable

Medical

Information —

Reauthorization

Age Restrictions No Age Restrictions

Prescriber Hematologist, infectious disease physician, oncologist, or
Restrictions transplant physician

Coverage 210 days

Duration

Other Criteria Use should not exceed 200 days post-transplant. Additional

authorizations for treatment are made on a case-by-case
basis, are subject to the initial authorization criteria, and
require chart documentation describing the previous
response and clinical rationale for re-treatment.

Indications All FDA-approved indications

Off-Label Uses N/A

References Prevymis. Package Insert. Merck Sharpe & Dohme, LLC.
2023.
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LIFILEUCEL

Products Affected
e AMTAGVI

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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LOXAPINE AEROSOL POWDER BREATH
ACTIVATED, INHALED

Products Affected
e ADASUVE

PA Criteria Criteria Details

Exclusion Current diagnosis or history of asthma, Chronic Obstructive

Criteria Pulmonary Disease (COPD), or other lung disease
associated with bronchospasm. Acute respiratory
symptoms/signs (e.g., wheezing). Current use of medication
to treat airways disease (e.g., asthma, COPD).

Required Diagnosis. Must have diagnosis of acute agitation associated

Medical with schizophrenia or bipolar | disorder. Documentation

Information — Initial
Authorization

required showing member experiences agitation, often
manifesting behaviors that interfere with their care (e.g.,
threatening behaviors, escalating or urgently distressing
behavior, self-exhausting behavior), leading clinicians to the
use of rapidly absorbed antipsychotic medications to achieve
immediate control of the agitation. Member’s psychomotor
agitation is as defined in DSM-5 as “excessive motor activity
associated with a feeling of inner tension”.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement or
stabilization in condition.

Age Restrictions

No Age Restrictions

Prescriber By or in consultation with a psychiatrist or mental health

Restrictions specialist

Coverage 365 days

Duration

Other Criteria Adasuve is part of the REMS Program to mitigate the risk of
bronchospasm (loxapine must be administered only in an
enrolled healthcare facility).

Indications All FDA-approved indications

Off-Label Uses N/A

References Adasuve. Package Insert. Alexza Pharmaceuticals. 2022
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LOVOTIBEGLOGENE AUTOTEMCEL

Products Affected
e LYFGENIA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have chart documentation of a history of at
Medical least four vaso-occlusive crises or events within the previous

Information — Initial
Authorization

two years that required a medical facility visit (e.g.,
emergency department, hospital). Must have a trial of
hydroxyurea with an inadequate response or significant side
effect/toxicity unless contraindicated. Must have an
attestation from provider indicating eligibility to undergo
hematopoietic stem cell transplant (HSCT) and must have an
attestation from the provider that a suitable and willing fully
matched sibling donor is not available for allogeneic HSCT.
Must not have prior HSCT or gene therapy.

Required
Medical

Information —
Reauthorization

Not Applicable

Age Restrictions

No Age Restrictions

Prescriber Hematologist

Restrictions

Coverage 180 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Lyfgenia. Package Insert. Bluebird Bio, Inc.. 2023.

Proprietary and Confidential Information of Sentara Health Plans

© 2026 Sentara All Rights Reserved



LUMASIRAN

P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

PAGE NUMBER: 191 of 362

Products Affected
e OXLUMO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have chart documentation of Primary
Medical Hyperoxaluria type 1 confirmed by either a documented

Information — Initial
Authorization

pathogenic AGXT gene mutation (copy of genetic test result
required) or a documented baseline oxalate

measurement consisting of one of the following (copy of
laboratory test result required): 24-hour urine collection
demonstrating an elevated urine oxalate excretion of greater
than or equal to 0.70mmol/24-hr/1.73m2, spot urine
collection demonstrating an oxalate:creatinine ratio above
the age-specific upper limit of normal, or a plasma level = 20
pmol/L. Must not have a history of a liver transplant. Must
have an attestation from the prescriber that the medical
standards of care are being followed (e.g., fluid intake,
vitamin B6/pyridoxine, calcium-oxalate crystallization inhibitor
such as potassium citrate).

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition, no history of liver transplant, and reduction in urine
oxalate excretion, serum oxalate blood level, or plasma
oxalate as compared with baseline level.

Age Restrictions

No Age Restrictions

Prescriber Nephrologist, Urologist, or Medical Geneticist specializing in
Restrictions the treatment of primary hyperoxalurias

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Oxlumno. Package Insert. Alnylam Pharmaceuticals, Inc,

2022.
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LUSPATERCEPT

Products Affected
e REBLOZYL
PA Criteria Criteria Details
Exclusion Oncological indications. All oncological indications are
Criteria reviewed by OncoHealth:
OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
Required Diagnosis. Must provide baseline transfusion history (e.g.,
Medical red blood cell [RBC] units/month). For beta thalassemia:

Information — Initial
Authorization

must not have alpha thalassemia or sickle beta thalassemia
and must require regular RBC transfusions defined as a
transfusion at least every 35 days.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition, no history of liver transplant, and reduction in urine
oxalate excretion, serum oxalate blood level, or plasma
oxalate as compared with baseline level.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

Hematologist

Coverage 365 days

Duration

Other Criteria Must follow dosing guidelines and discontinuation criteria as
defined in the prescribing information. If reduction in RBC
transfusion burden has not been seen after 9 weeks of
treatment (administration of 3 doses) at the maximum dose
level, luspatercept should be discontinued (authorizations for
these members may not be extended)

Indications All FDA-approved indications

Off-Label Uses N/A

References Reblozyl. Package Insert. Celgene Corporation, 2024.
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LUTEINING HORMONE-RELEASING
HORMONE

Products Affected
e CAMCEVI e SUPPRELIN LA
e CAMCEVIETM e TRELSTAR
e ELIGARD e TRIPTODUR
e FENSOLVI e VANTAS
e Leuprolide acetate, inframuscular e VABRINTY
e LUPRON DEPOT e ZOLADEX

e LUPRON DEPOT-PED

PA Criteria Criteria Details
Exclusion Oncological indications. All oncological indications are
Criteria reviewed by OncoHealth:
OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
Required Plan follows the Local Coverage Determination. For Vabrinty:
Medical must have a trial of Eligard AND documentation with clinical

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

Other Criteria

rational why Eligard is not expected to provide the same
result as Vabrinty when Vabrinty is the biosimilar of Eligard.

Indications

All FDA-approved indications

Proprietary and Confidential Information of Sentara Health Plans

© 2026 Sentara All Rights Reserved



https://oneum.oncohealth.us/

P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

PAGE NUMBER: 194 of 362

PA Criteria Criteria Details
Off-Label Uses N/A
References Centers for Medicare and Medicaid Services (CMS). Local

Coverage Determination (LCD) — L39387 Luteinizing
Hormone-Releasing Hormone (LHRH) Analogs. Effective
Date: 01.05.2023. LCD — Luteinizing Hormone-Releasing
Hormone (LHRH) Analogs
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MACULAR DEGENERATION DRUGS

Products Affected

e AVASTIN e EYLEA/HD
e BEOVU e LUCENTIS
e bevacizumab intravitreal inj. e PAVBLU
e BYOOVIZ e SUSVIMA
e CIMERLI e VABYSMO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must include which eye(s) will be treated. Must
Medical use product that is FDA approved for diagnosis: Diabetic

Information — Initial
Authorization

Macular Edema (DME), Diabetic Retinopathy (DR),
Neovascular (Wet) Age-Related Macular Degeneration
(AMD), Macular Edema Following Retinal Vein Occlusion
(MEfRVO), Myopic Choroidal Neovascularization (mMCNV)
[including rare causes such as angioid streaks, choroiditis,
degenerative idiopathic myopia, trauma, pseudoxanthoma
elasticum, or retinopathy of prematurity], or Neovascular
Glaucoma. Provider must include chart documentation with
member’s baseline best corrected visual acuity (BVCA)
score for eye(s) to be treated. For DR: Must include Diabetic
Retinopathy Disease Severity Scale (DRSS).

Required
Medical

Information —
Reauthorization

Reauthorization is based on disease activity assessment.
Documentation from prescriber indicating improvement in
condition. Must include chart documentation that includes
new BCVA measured within 30 days of request to show
member does not have a loss of more than 20 letters in a
BCVA. For DR: Must include new DRSS measured within 30
days of request. Dosing for reauthorization must fall within
FDA/manufacturer guidelines, see Other Criteria for
treatment exceptions.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

By or in consultation with ophthalmologist
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PA Criteria

Criteria Details

Coverage
Duration

Beovu: 3 months.Vabysmo: 6 months. All Other Products: 12
months.

Other Criteria

Part B Step Therapy applies. Chart documentation with
details of 30 day trial with inadequate results or significant
toxicity/side effect or contraindication of bevacizumab
(Avastin) required prior to approval of other medications.
Must have a dose that falls within FDA/manufacturer
recommended guidelines. Treatment requests to deviate
from FDA/manufacturer guidelines require a step-wise
approach with chart documentation at every dosing level
detailing results of previous dosing and clinical rationale for
increasing frequency. Therapy will not be used with other
ophthalmic VEGF inhibitors EXCEPT requests to supplement
treatment to Susvimo with Lucentis is allowed if either: 1)
there is a decrease in visual acuity by half from the baseline
BCVA OR 2) there is an increase of 150 ym or more in retinal
thickness.

Indications

All FDA-approved indications

Off-Label Uses

N/A

References

e Avastin. Package Insert. Genentech, Inc. 2018.

e Beovu. Package Insert. Novartis Pharmaceutical
Corporation. 2024.

e Byooviz. Package Insert. Biogen, Inc. 2025.

e Cimerli. Package Insert. Coherus BioSciences, Inc.
2024.

e Eylea/HD. Package Insert. Regeneron

Pharmaceuticals, Inc. 2024.

Lucentis. Package Insert. Genentech, Inc. 2024.

Pavblu. Package Insert. Amgen, Inc. 2024.

Susvima. Package Insert. Genentech, Inc. 2025.

Vabysmo. Package Insert. Genentech, Inc. 2024.

Proprietary and Confidential Information of Sentara Health Plans

© 2026 Sentara All Rights Reserved



P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

PAGE NUMBER: 197 of 362

MARSTACIMAB-HNCQ

Products Affected
e HYMPAVZI
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have a diagnosis of severe hemophilia A
Medical (congenital factor VIII deficiency) or severe hemophilia B

Information — Initial
Authorization

(congenital factor IX deficiency) confirmed by baseline factor
level <1 IU/dL or <1% of normal (chart documentation of
laboratory result must be provided). Must meet both of the
following: must not have a history of factor inhibitors (chart
documentation must be provided) and must not currently
have an inhibitor to factor (chart documentation of recent
factor inhibitor titer test must be provided). Must be used for
routine prophylaxis to prevent or reduce the frequency of
bleeding episodes. Member must meet either of the
following: member has a history of life-threatening
hemorrhage requiring on-demand use of Factor therapy OR
has a history of repeated, serious spontaneous bleeding
episodes requiring on-demand use of Factor therapy. Must
not use in combination with another hemophilia therapy
indicated for routine prophylaxis (e.g., non-factor-based and
factor-based hemophilia products).

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition.

Age Restrictions

No Age Restrictions

Prescriber Hematologist

Restrictions

Coverage 365 days

Duration

Other Criteria Requested dose must fall within the recommended dosing

guidelines from the manufacturer. If requesting 300mg once
weekly dosing, member must be = 50kg (documentation of
weight required). Documentation required showing member
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PA Criteria Criteria Details

was inadequately controlled defined as quantitative
assessment of two or more bleeding events while on
maintenance therapy at the lower dose of 150 mg in the past
six months. Member must have been fully adherent to
maintenance therapy for at least six months at the lower

dose.
Indications All FDA-approved indications
Off-Label Uses N/A
References Hympavzi. Package Insert. Pfizer, Inc. 2024.
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Products Affected
e EVOMELA INJECTION e melphalan flufenamide injection
e melphalan hydrochloride injection e melphalan oral
PA Criteria Criteria Details
Exclusion Oncological indications. All oncological indications are
Criteria reviewed by OncoHealth:
OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
Required Requests for Evomela (J9246), melphalan hydrochloride
Medical injection (J9245) and melphalan (Apotex manufacturer,

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

Other Criteria

Indications

Off-Label Uses

References

J9249) do not require authorization.
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MEPOLIZUMAB

Products Affected
e NUCALA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must not be receiving combination therapy with
Medical another biologic agent (e.g., Dupixent, Xolair, Fasenra,

Information — Initial
Authorization

Cingair). For all drug trials: must have inadequate response
or significant side effect/toxicity unless contraindicated. For
severe asthma: must have blood eosinophil count of at least
150 cells/uL at initiation of treatment or 300 cells/ uL within
the previous 12 months (laboratory test required), a

trial and failure of combination therapy with an ICS and one
additional asthma controller (e.g., LABA or LAMA) for at least
90 days (failure is defined as a blood eosinophil count of >
150 cells/uL despite 90 days of therapy), and provider must
attest that the member continues to have uncontrolled
asthma symptoms (uncontrolled defined as hospitalization for
asthma within the past 12 months or need for oral or
parenteral corticosteroids to control exacerbations on 2
occurrences in past 12 months). For EGPA: must have chart
documentation of diagnosis for > 6 months based on the
history or presence of asthma. Member’s blood eosinophil
level is 10 percent or absolute eosinophil count of greater
than 1000 cell/uL and has 2 or more criteria typical of EGPA:
neuropathy, pulmonary infiltrates, sino-nasal abnormality,
cardiomyopathy, glomerulonephritis, alveolar hemorrhage,
palpable purpura, antineutrophil cytoplasmic antibody
positivity, or histopathological evidence of eosinophilic
vasculitis, perivascular eosinophilic infiltration, or eosinophil-
rich granulomatous inflammation). Member has a history of
relapsing or refractory disease. Relapsing disease defined as
a history requiring an increase in oral corticosteroids,
initiation or increased dose of immunosuppressive therapy,
or hospitalization occurring >12 weeks but <2 years prior to
initiation while receiving a dose of prednisone (or equivalent)
of >7.5 mg/day for at least 90 consecutive days. Refractory
disease defined as failure to attain remission with an oral
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PA Criteria Criteria Details
corticosteroid dose 15 mg/day after 90 days OR recurrence
of symptoms of EGPA while tapering oral corticosteroids at
any dose level >7.5 mg/day for at least 90 consecutive days.
For HES, CRSWNP, and COPD: see Other Criteria.
Required All diagnoses: documentation from prescriber indicating
Medical improvement in condition. Additionally for asthma: condition
Information — improvement signified by such things as reduction in

Reauthorization

exacerbations, hospitalizations, emergency department
visits, or requirement for oral corticosteroid therapy AND
documentation showing use of combination therapy with an
inhaled corticosteroid (ICS). Additionally for EGPA: condition
improvement signified by such things as reduction in steroid
dose. Additionally for CRSwWNP: documentation of reduction
in SNOT-22 score AND use of combination therapy with an
intranasal steroid.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

Asthma: Allergist, pulmonologist, or immunologist. EGPA:
Allergist, immunologist, or pulmonologist. HES: Allergist,
immunologist, pulmonologist, or rheumatologist. CRSwNP:
Allergist, immunologist, or otolaryngologist.

Coverage 365 days
Duration
Other Criteria Requested dose must fall within the recommended dosing

guidelines from the manufacturer. For HES: must have chart
documentation of diagnosis, history of HES for at least 6
months, documentation that non-hematologic secondary
causes have been ruled out (e.g., drug hypersensitivity,
parasitic helminth infection, HIV infection, non-hematologic
malignancy), blood eosinophil count of at least 1000 cells/uL,
FIP1L1-PDGFR-alpha negative disease, and chart
documentation of uncontrolled disease (defined as either on
daily corticosteroid with inability to taper off OR at least 2
HES flares within the past year despite HES therapy [e.g.,
systemic corticosteroids, immunosuppressive therapy,
cytotoxic therapy] with flares including either HES-related
worsening of clinical symptoms or blood eosinophil counts
requiring escalation in treatment). For CRSwWNP: chart
documentation of disease including the presence of

nasal polyps evidenced by either nasal endoscopy or sinus
computed tomography (CT) scan, chart documentation of 2
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PA Criteria Criteria Details

or more symptoms (nasal obstruction/congestion,
mucopurulent discharge [rhinorrhea, post-nasal drip], facial
pain or pressure, reduction or loss of smell) present for at
least 3 months, baseline SNOT-22 score, a trial of intranasal
corticosteroids (i.e. fluticasone, budesonide) at therapeutic
doses and a trial of budesonide (irrigation or nebulized) (if
prior history of surgery, must have trials of fluticasone and
budesonide post-surgery), a history of either

treatment with an oral systemic corticosteroid within the past
2 years or prior surgery for nasal polyps, be using in
combination with an intranasal steroid.

Indications All FDA-approved indications
Off-Label Uses N/A
References Nucala. Package Insert. GlaxoSmithCline, Inc. 2023.
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MEREPENEM AND VABORBACTAM

Products Affected
e VABOMERE
PA Criteria Criteria Details
Exclusion Diabetic foot infections. Hospital-Acquired Pneumonia or
Criteria Ventilator-Associated Pneumonia.
Required Diagnosis. Must submit lab cultures from a current hospital
Medical admission or office visit collected within the last 7 days

Information — Initial
Authorization

showing sensitivity to requested medication AND resistance
to ALL other formulary antibiotics (i.e., imipenem-cilastatin,
pipercillin-tazobactam, cefepime, cefazolin).

Required
Medical

Information —
Reauthorization

Not Applicable.

Age Restrictions

18 years and older

Prescriber
Restrictions

By or in consultation with an infectious disease specialist.

Coverage 14 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Vabomere. Package Insert. Melinta Therapeutics. 2024.
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Products Affected
e OPFOLDA
PA Criteria Criteria Details
Exclusion Pregnancy
Criteria
Required Diagnosis. Must have a diagnosis of late-onset Pompe
Medical disease confirmed by one of the following: GAA enzyme

Information — Initial
Authorization

assay from blood, skin fibroblasts, lymphocytes, or muscle
(chart documentation of laboratory result including reference
range is required) or GAA gene mutation (chart
documentation of laboratory result is required). Must have
chart documentation of clinical signs or symptoms
attributable to Pompe disease (e.g., impairment of pulmonary
function or motor weakness). Must have documentation from
the provider that the member is not improving on their current
enzyme replacement therapy (ERT). Must be used in
combination with cipaglucosidase alfa-atga (Pombiliti).

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement or
stabilization in condition.

Age Restrictions

No Age Restrictions

Prescriber Neurologist or Specialist in Inherited Metabolic Disorders
Restrictions

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Opfolda. Package Insert. Amicus Therapeutics. 2023.

Proprietary and Confidential Information of Sentara Health Plans

© 2026 Sentara All Rights Reserved



P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

PAGE NUMBER: 205 of 362

MIRIKIZUMAB-MRKZ INTRAVENOUS

Products Affected
e OMVOH INTRAVENOUS

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must currently not be using an oral targeted anti-

Medical inflammatory agent or biologic agent in combination with

Information — Initial | Mirikizumab-mrkz. For all prerequisite drug trials: see Other

Authorization Criteria section. Must have moderately to severely active
disease.

Required Documentation from prescriber indicating improvement or

Medical stabilization in condition.

Information —

Reauthorization

Age Restrictions No Age Restrictions

Prescriber Gastroenterologist

Restrictions

Coverage 365 days

Duration

Other Criteria For all prerequisite drug trials: must have inadequate
response or significant side effect/toxicity unless
contraindicated, or unless the therapy is not FDA-approved
or compendia supported for use in the member's age. For
UC: must have a trial to one of the following conventional
therapies: a corticosteroid (e.g., prednisone or
methylprednisolone) OR an immunomodulator (e.g.,
azathioprine, 6-mercaptopurine).

Indications All FDA-approved indications

Off-Label Uses N/A

References Omvoh. Package Insert. Eli Lilly. 2025.
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MIRVETUXIMAB SORAVTANSINE-GYNX

Products Affected
e ELAHERE
PA Criteria Criteria Details
Exclusion Managed and reviewed by OncoHealth:
Criteria

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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MOTIXAFORTIDE

Products Affected
e APHEXDA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must be used to mobilize hematopoietic stem
Medical cells to the peripheral blood for collection and subsequent

Information — Initial
Authorization

autologous transplantation in members with Multiple
Myeloma diagnosis. Must be used in combination with
granulocyte colony stimulating factor (G-CSF) and be
initiated after receipt of G-CSF daily for 4 days.

Required
Medical

Information —
Reauthorization

Not Applicable.

Age Restrictions

No Age Restrictions

Prescriber Hematologist or Oncologist

Restrictions

Coverage 90 days

Duration

Other Criteria Additional authorizations for treatment are made on a case-
by-case basis, are subject to the initial authorization criteria,
and require chart documentation describing previous
response to treatment and clinical rationale for re-treatment.

Indications All FDA-approved indications

Off-Label Uses N/A

References Aphexda. Package Insert. BioLineRx USA, Inc. 2023.
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NADOFARAGENE FIRADENOVEC-VNCG

Products Affected
e ADSTILADRIN

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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NARSOPLIMAB-WUUG

Products Affected
e YARTEMLEA

PA Criteria Criteria Details
Exclusion Concurrent use with eculizumab (e.g., Soliris®, Bkemv™,
Criteria Epysqli®) or ravulizumab [Ultomiris®]. Members who have

active infections, including clinically important localized
infections. Members without a positive direct Coombs test or
Shiga Toxin-Producing Escherichia coli Hemolytic Uremic
Syndrome (STEC-HUS).

Required Diagnosis. Member must be post-hematopoetic stem cell
Medical transplant (HSCT) (documentation required). Member is
Information — Initial | €xperiencing Transplant Associated-Thrombotic
Authorization Microangiopathy (TA-TMA) meeting ALL the following: 1)

Platelet count less than 150,000/uL, 2) Microangiopathic
hemolysis (i.e., presence of schistocytes, serum lactate
dehydrogenase [LDH] greater than the upper limit of normal
[ULN] and/or haptoglobin less than the lower limit of normal
[LLN]), AND 3) Renal dysfunction defined as doubling of
serum creatinine from pretransplant, or requiring dialysis.
Member must not have a hereditary condition resulting in a
deficiency of A Disintegrin And Metalloproteinase With
Thrombospondin Motifs 13 (ADAMTS13). Dosing will not
exceed limitations: Weight =250 kg: 370 mg weekly or Weight
<50 kg: 4 mg/kg weekly.

Required Dosing increase requests must be accompanied by lab
Medical results showing an inadequate improvement in TA-TMA signs
Information — and symptoms AND will not exceed the following: Weight 250
Reauthorization kg: 370 mg twice weekly or Weight <50 kg: 4 mg/kg twice

weekly. Member continues to meet the indication-specific,
safety, and therapeutic preclusion relevant criteria identified
in the section above. Member has not exceeded 16 weeks of
therapy with the requested medication. Member is not
experiencing unacceptable toxicity from drug therapy (i.e.,
serious and/or life-threatening infections such as including
sepsis, viral infections, pneumonia, bacteremia, fungal
infection, gastroenteritis, respiratory tract infection, and
urosepsis). Member has experienced clinical improvement in
one of the following (documentation required): improvement
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PA Criteria

Criteria Details

in at least one organ system or reduction in, independence
from, RBC and/or platelet transfusions. Disease stability
demonstrated by one of the following (lab results required):
1) Platelet counts < 20,000 uL at baseline: 3-fold or more
increase (i.e., >30,000 pL with no transfusions received
within 2 days prior to the assessment). Platelets > 20,000/ uL
at baseline: improvement 250% (i.e., > 75,000/ pL with no
platelet transfusions received within 2 days prior to
assessment) OR 2) Response in lactate dehydrogenase
(LDH) level measuring less than 1.5 x ULN.

Age Restrictions

No Age Restrictions

Prescriber By or in consultation with a hematologist or stem cell
Restrictions transplant specialist

Coverage 56 Days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Yartemlea. Package Insert. Omeros Corporation. 2025
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B

Products Affected
e TYRUKO
e TYSABRI
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. For multiple sclerosis (MS): must have a trial of
Medical each of the following with inadequate responses or

Information — Initial
Authorization

significant side effects/toxicities unless contraindicated: (1)
dimethyl fumarate, teriflunomide, fingolimod, glatopa, or
glatiramer, AND (2) siponimod (Mayzent), ofatumumab
(Kesimpta), ozanimod (Zeposia), interferon beta-1a (Avonex,
Rebif), or peginterferon beta-1a (Plegridy) (prior treatment
with another MS therapy not required if rapidly evolving
severe relapsing form of MS as assessed by the neurologist
[chart documentation of current symptoms, exacerbation
history, and rationale for initial use is required] OR presence
of 3 or more predictive factors for poor prognosis [age of
onset 40 years or older, motor system involvement at onset
including weakness of extremities or ataxia, 4 or more T2-
weighted lesions suggestive of MS seen on MRI, 2.5 years or
less between 1st 2 relapses, 2 or more relapses in 1st year
of disease, poor recovery from initial 2 relapses defined as
EDSS of 1.5 or higher sustained for at least 1 year]), must
not be on concomitant therapy with a disease modifying drug
for multiple sclerosis. For Crohn’s disease (CD): must be
using to induce and/or maintain clinical response and
remission and must have a trial of one conventional therapy
such a corticosteroid or an immunosuppressant (e.g.,
azathioprine, 6-mercaptopurine) each of the following with
inadequate responses or significant side effects/toxicities
unless contraindicated.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement or
stabilization in condition.

Age Restrictions

No Age Restrictions
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PA Criteria Criteria Details

Prescriber MS: Neurologist. Crohn’s Disease: Gastroenterologist.
Restrictions

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Tysabri. Package Insert. Biogen, Inc. 2021.
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NAXITAMAB-GQGK

Products Affected
e DANYELZA

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692

Proprietary and Confidential Information of Sentara Health Plans
© 2026 Sentara All Rights Reserved


https://oneum.oncohealth.us/

NEDOSIRAN

P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

PAGE NUMBER: 214 of 362

Products Affected
e RIVFLOZA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have chart documentation of a diagnosis of
Medical Primary Hyperoxaluria type 1, including documentation of

Information — Initial
Authorization

each of the following: 1) documented pathogenic AGXT gene
mutation (copy of genetic test result required), 2)
Documented baseline oxalate measurement consisting of
one of the following (copy of laboratory test result

required): a 24-hour urine collection demonstrating an
elevated urine oxalate excretion of greater than or equal to
0.70 mmol/24-hr/1.73 meters squared, a spot urine collection
demonstrating an oxalate:creatinine ratio above the age-
specific upper limit of normal, a serum oxalate level greater
than 1.6 mcmol/L, or a plasma level greater than or equal to
20 umol/L. Must not have a history of a liver transplant. Must
have an attestation from the prescriber that the medical
standards of care are being followed (e.g., fluid intake,
vitamin B6/pyridoxine, calcium-oxalate crystallization
inhibitor such as potassium citrate).

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition no history of liver transplant, not using in
combination with lumasiran (Oxlumo), and reduction in urine
oxalate excretion, serum oxalate blood level, or plasma
oxalate as compared with baseline level.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

Nephrologist, Urologist, or Medical Geneticist specializing in
the treatment of primary hyperoxalurias

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses

N/A
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PA Criteria Criteria Details

References Rivfloza. Package Insert. Novo Nordisk, Inc. 2025.
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NELARABINE

Products Affected
e ARRANON

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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NIPOCALIMAB-AAHU

Products Affected
e IMAAVY
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. See Other Criteria for pre-requisite drug trials.
Medical Must have chart documentation of a diagnosis of Myasthenia

Information — Initial
Authorization

Gravis Foundation of America (MGFA) Clinical Classification
of Class Il to IV disease and have a positive serologic test for
anti-acetylcholine receptor (AChR) antibodies or anti-muscle
specific tyrosine kinase (MuSK) antibodies. Documentation
of objective signs of neurological weakness and fatigability
on a baseline neurological examination (e.g., including but
not limited to the Quantitative Myasthenia Gravis (QMG)
score) must be submitted. Member must have a baseline
MG-Activities of Daily Living (MG-ADL) result total score of 6
or better must be submitted. Must not have an active
infection, including clinically important localized infections.
Medication will not be used in combination with other
immunomodulatory biologic therapies (e.g., rituximab,
eculizumab, ravulizumab, rozanolixizumab, zilucoplan,
efgartigimod alfa-fcab, efgartigimod alfa and hyaluronidase-
gvfc). Must provide current weight and have a requested
dose that falls within the recommended dosing guidelines
from the manufacturer.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition (i.e. improvement of at least 2 points in the MG-
ADL total score from baseline sustained for at least 4 weeks,
an improvement of at least 3 points from baseline in the
Quantitative Myasthenia Gravis (QMG) total score sustained
for at least 4 weeks). Member must require continuous
treatment, after initial beneficial response, due to new or
worsening disease activity. Must provide current weight and
have a requested dose that falls within the recommended
dosing guidelines from the manufacturer.

Age Restrictions

12 years of age or older
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Prescriber Neurologist

Restrictions

Coverage 180 days

Duration

Other Criteria Member must have at least one acute or chronic treatment

with plasmapheresis or plasma exchange (PE) or
intravenous immunoglobulin (IVIG) in addition to
immunosuppressant therapy. Additionally, members with
AChR+ disease: Must have trial of pyridostigmine with
inadequate response or significant side effects or
contraindication AND one trial of 3 months of
immunosuppressive therapy (e.g., corticosteroids,
azathioprine, or mycophenolate). Additonally, members with
MuSK+ disease: Must have one trial of 3 months each of
immunosuppressive therapy (e.g., corticosteroids,
azathioprine, or mycophenolate) AND rituximab.

Indications All FDA-approved indications
Off-Label Uses N/A
References Imaavy. Package Insert. Janssen Biotech, Inc. 2025.
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NOGAPENDEKIN ALFA INBAKICEPT-PMLN

Products Affected
e ANKTIVA
PA Criteria Criteria Details
Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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NUSINERSIN

Products Affected
e SPINRAZA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must NOT be used concurrently with risdiplam
Medical (Evrysdi) or other SMN2 modifying agents. Must have 5q

Information — Initial
Authorization

spinal muscular atrophy type |, Il, lll, or pre-symptomatic.
Must have chart documentation of confirmatory genetic
testing demonstrating one of the following in SMN1 gene:
homozygous gene deletion, homozygous gene mutation, or
compound heterozygote gene mutation. Must be willing to
meet medical care guidelines (e.g., nutritional, orthopedic,
respiratory). Must not have spinal hardware precluding an
intrathecal injection (growing rods are acceptable). Must
have chart documentation of baseline motor function and/or
strength (e.g., Brooke upper extremity functional score,
HINE-2 score, CHOP-INTEND score, myometry
measurement). Must have documentation of baseline and
subsequent plan for pre-dose laboratory monitoring for
thrombocytopenia, coagulation abnormalities, and elevated
urine protein via platelet count, prothrombin time and
activated partial thromboplastin time, and quantitative spot
urine protein testing.

Required Documentation from prescriber indicating continued benefit
Medical and candidacy for treatment, confirming laboratory tests are
Information — performed prior to each dose to monitor for

Reauthorization

thrombocytopenia, coagulation abnormalities, and elevated
urine protein, and showing NOT being used concurrently with
risdiplam (Evrysdi) or other SMN2 modifying agents.

Age Restrictions

No Age Restrictions

Prescriber Neurologist specializing in the treatment of spinal muscular
Restrictions atrophy

Coverage 365 days

Duration

Other Criteria Not Applicable
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Indications All FDA-approved indications

Off-Label Uses N/A

References Spinraza. Package Insert. Biogen, Inc. 2023.
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OBINUTUZUMAB

Products Affected
e GAZYVA
PA Criteria Criteria Details
Exclusion Oncology indications are managed and reviewed by
Criteria OncoHealth:
OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
Required Diagnosis. Lupus Nephritis (LN): Member must have active
Medical LN Class lll, 1V, or V as confirmed by renal biopsy. Member

Information — Initial
Authorization

must not have received a kidney transplant nor receiving
dialysis. Member autoantibody-positive SLE was confirmed
by one of the following (documentation required): anti-
nuclear antibody (ANA) titer = 1:80 OR anti-double stranded
DNA (anti-dsDNA) 230 |U/mL. Member has active renal
disease and received standard therapy for the last 90 days
with one of the following: mycophenolate, calcineurin
inhibitor, cyclophosphamide, or Benlysta. Member will
continue daily therapy with BOTH mycophenolate and
prednisone. Baseline measurement for both the following will
be submitted showing collection in the last 30 days: urine
protein:creatinine ration (UPCR) =21 g/g AND eGFR >30
mL/min/1.73 m? Member will not use the requested
medication in combination with rituximab, belimumab, or
voclosporin.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement or
stabilization in condition as shown in submitted UPCR or
eGFR lab results taken within the previous 30 days

Age Restrictions

18 years or older

Prescriber Nephrologist or Rheumatologist
Restrictions

Coverage 365 days

Duration
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PA Criteria Criteria Details

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Gazyva. Package Insert. Genetech, Inc. 2025.
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OCRELIZUMAB

Products Affected
e OCREVUS e OCREVUS ZUNOVO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must not be on concomitant therapy with a
Medical disease modifying drug for multiple sclerosis. For relapsing

Information — Initial
Authorization

forms of multiple sclerosis: must have a trial of dimethyl
fumarate, fingolimod, teriflunomide, glatopa, or glatiramer
with an inadequate response or significant side effect/toxicity
unless contraindicated (prior treatment with another MS
therapy not required if rapidly evolving severe relapsing form
of MS as assessed by the neurologist [chart documentation
of current symptoms, exacerbation history, and rationale for
initial use is required] OR presence of 3 or more predictive
factors for poor prognosis [age of onset 40 years or older,
motor system involvement at onset including weakness of
extremities or ataxia, 4 or more T2-weighted lesions
suggestive of MS seen on MR, 2.5 years or less between
1st 2 relapses, 2 or more relapses in 1st year of disease,
poor recovery from initial 2 relapses defined as EDSS of 1.5
or higher sustained for at least 1 year]).

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement or
stabilization in condition.

Age Restrictions

No Age Restrictions

Prescriber Neurologist

Restrictions

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses

N/A
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References Ocrevus. Package Insert. Genetech, Inc. 2023.
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OCTREOTIDE INTRAMUSCULAR

Products Affected
e SANDOSTATIN LAR

PA Criteria Criteria Details
Excluded Oncological indications. All oncological indications are
Diagnoses reviewed by OncoHealth:
OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. For acromegaly: must have inadequate response
Medical to surgery or have documentation that this therapy is

Information — Initial
Authorization

inappropriate, must have confirmed diagnosis with elevated
serum IGF-1 for age/gender (must provide lab reference
range) or elevated growth hormone level greater than or
equal to 1 ng/mL during oral glucose tolerance test.

Required Documentation from prescriber indicating improvement or
Medical stabilization in condition.
Information —

Reauthorization

Age Restrictions

No Age Restrictions

Prescriber Endocrinologist

Restrictions

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Sandostatin LAR. Package Insert. Novartis Pharmaceuticals

Corporation. 2021.
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OFATUMUMAB

Products Affected
e ARZERRA

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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Products Affected

NUZYRA INJECTION

PA Criteria Criteria Details

Exclusion Central nervous system disease.

Criteria

Required Diagnosis. Must provide copy of lab cultures from current
Medical hospital admission or office visit collected within the last

Information — Initial
Authorization

seven days showing bacteria is sensitive to omadacycline
(Nuzyra).

Required
Medical

Information —
Reauthorization

Not Applicable.

Age Restrictions

No Age Restrictions

Prescriber No Prescriber Restrictions

Restrictions

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Nuzyra. Package Insert. Paratek Pharmaceuticals. 2021.
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OMALIZUMAB

Products Affected
e XOLAIR
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must not be receiving combination therapy with
Medical another biologic agent (e.g., Dupixent, Cinqair, Fasenra,

Information — Initial
Authorization

Nucala). For all drug trials: must have inadequate response
or significant side effect/toxicity unless contraindicated. For
asthma: must submit current weight, have IgE level of at
least 30 lU/mL and a positive skin or RAST test to perennial
aeroallergen, be used in combination with an inhaled
corticosteroid (ICS), have trial of combination therapy with an
ICS and one additional asthma controller (e.g., LABA or
LAMA), and provider must attest that the member continues
to have uncontrolled asthma symptoms (uncontrolled
defined as hospitalization for asthma within the past year or
need for oral or parenteral corticosteroids to control
exacerbations on 2 occurrences in past year). For urticaria:
must have documentation showing history of urticaria with
the presence of hives that has been continually or
intermittently present for at least 6 weeks, have
documentation of a clinical work-up, including clinical
rationale that symptoms are idiopathic and exclusion of other
possible conditions that could result in symptoms of
idiopathic urticaria (e.g., angioedema, cold or heat urticaria,
cholinergic urticaria, contact urticaria, etc.), a trial of one 2nd
generation H1 antihistamine at 4-fold the starting dose and
be continuing treatment with this type of drug. For CRSwNP
and Ig-E mediated food allergy: see Other Criteria.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition. Additionally for asthma: condition improvement
signified by such things as reduction in exacerbations,
hospitalizations, emergency department visits, or
requirement for oral corticosteroid therapy AND
documentation showing use of combination therapy with an
inhaled corticosteroid (ICS). Additionally for CRSwNP:
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documentation of reduction in SNOT-22 score AND use of
combination therapy with an intranasal steroid. Additionally
for Ig-E mediated food allergy: must be used in conjunction
with food allergen avoidance.

Age Restrictions No Age Restrictions
Prescriber CIU: Allergist, Dermatologist, or Immunologist. Asthma:
Restrictions Allergist, Immunologist, or Pulmonologist. CRSwWNP:

Allergist, Immunologist, or Otolaryngologist. IgE Mediated
Allergies: Allergist or Immunologist

Coverage 365 days
Duration
Other Criteria For urticaria: dosages above 300mg every 4 weeks are not

covered. For CRSwNP: chart documentation of diagnosis
including presence of nasal polyps evidenced by either nasal
endoscopy or sinus computed tomography (CT) scan, chart
doc of 2 or more symptoms (nasal obstruction/congestion,
mucopurulent discharge [rhinorrhea, post-nasal drip], facial
pain or pressure, reduction or loss of smell) present for at
least 3 months, baseline SNOT-22 score, a trial of fluticasone
propionate at therapeutic dose and a trial of budesonide
(irrigation or nebulized) (if prior history of surgery, must have
trials of fluticasone and budesonide post-surgery), a history
of either treatment with an oral systemic corticosteroid within
past 2 years or prior surgery for nasal polyps, and be using in
combination w/ intranasal steroid. For Ig-E mediated food
allergy: must have chart doc of history of allergic reaction
attributed to allergen food and one of the following:

positive skin prick test, positive serum allergen specific IgE
(pslgE) test, or positive medically supervised oral food
challenge response, must be used in conjunction with food
allergen avoidance.

Indications All FDA-approved indications
Off-Label Uses N/A
References Xolair. Package Insert. Genetech, Inc. 2024.
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OMIDUBICEL-ONLV

Products Affected
e OMISIRGE
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. For Step Therapy requirements, see Other
Medical Criteria section. Must be eligible to undergo allogeneic

Information — Initial
Authorization

hematopoietic stem cell transplant (allo-HSCT) and has not
received a prior allo-HSCT. For Hematologic Malignancies:
Member is planned for an umbilical cord blood
transplantation (UCBT) following myeloablative condition. For
Severe Aplastic Anemia: Member must have documentation
of a bone marrow biopsy showing less than 25% normal
cellularity (or 25-50% cellularity if fewer than 30% of the
remaining cells are hematopoietic) AND at least two of the
three present (documentation required): 1) Absolute
Neutrophil Count (ANC) less than 0.5%10°/L (or 500/uL), 2)
Platelet Count less than 20 x 10%/L (or 20,000/uL), or 3)
Absolute Reticulocyte Count less than 20 x 109/L (or 60 x
10°/L using an automated analyzer, or less than 1% manual
count).

Required
Medical

Information —
Reauthorization

Not Applicable

Age Restrictions

SAA: 6 years and older, Hematologic malignancies: 12 years
and older

Prescriber Hematologist or Oncologist

Restrictions

Coverage 365 days

Duration

Other Criteria Member had a failure to respond to a 6-month regimen of

immunosuppressive therapy, or has a contraindication, with
Antithymocyte Globulin (ATG) and Cyclosporine A (CsA)
AND member had a failure to respond to thrombopoietin
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receptor agonist, Eltrombopag (as monotherapy following
insufficient response to initial (IST) or as add-on therapy to
above IST criterion.

Indications All FDA-approved indications
Off-Label Uses N/A
References Omisirge. Package Insert. Gamida Cell, Inc. 2023.

Proprietary and Confidential Information of Sentara Health Plans
© 2026 Sentara All Rights Reserved



P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

PAGE NUMBER: 233 of 362

ONASEMNOGENE ABEPARVOVEC-BRVE

Products Affected
e ITVISMA

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must not have had previous treatment with
Medical onasemnogene abeparvovec-xioi (Zolgensma) or
Information — Initial | ©nasemnogene abeparvovec-brve (ltvisma). Member must
Authorization not be using the requested medication in combination with

other agents for SMA (e.g., Spinraza, Evrysdi, Zolgensma,
etc). Must not have advanced SMA (e.g., complete paralysis
of limbs, invasive ventilation, awake noninvasive ventilation
for >6 hours during a 24-hour period, noninvasive ventilation
for >12 hours during a 24-hour period, scoliosis with Cobb
angle >40 degrees). Baseline anti-AAV9 antibody titers are
greater than 1:50 (must provide a copy of the lab report).
Member has had a genetic test confirming the diagnosis of
spinal muscular atrophy with bi-allelic pathogenic variants in
the survival motor neuron 1 (SMN1) gene (documentation
required). [Note: Pathogenic variants may include
homozygous deletion, compound heterozygous mutation, or
a variety of other rare mutations and absence of the
c.859G>C single base substitution modification in exon 7 of
the survival motor neuron 2 (SMN2) gene]. Member has <3
copies of the survival motor neuron 2 (SMN2) gene. Must
have submitted assessment of baseline motor function
and/or strength (e.g., Hammersmith Functional Motor Scale
Expanded (HFMSE) or Revised Upper Limb Module

[RULM]).
Required Not Applicable
Medical
Information —
Reauthorization
Age Restrictions Between 2 years and less than 18 years of age
Prescriber Prescribed by or in consultation with a physician who has
Restrictions consulted with or who specializes in the management of
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Criteria Details

patients with spinal muscular atrophy and/or neuromuscular
disorders

Coverage
Duration

30 days

Other Criteria

Member does not have serious concomitant iliness (i.e.,
severe liver or kidney disease, symptomatic cardiomyopathy,
active infection). Member has undergone a liver function
assessment prior to treatment with the requested medication
and levels are < 2 times the ULN. Provider attests member
has started or will receive systemic corticosteroids equivalent
to oral prednisolone at a dose of 1 mg/kg per day
commencing 1 day prior to the infusion and for a total of 30
days.

Indications

All FDA-approved indications

Off-Label Uses

N/A

References

Itvisma. Package Insert. Novartis Gene Therapies, Inc. 2025.
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ONASEMNOGENE ABEPARVOVEC-XIOI

Products Affected

e ZOLGENSMA

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must not have had previous treatment with
Medical onasemnogene abeparvovec-xioi (Zolgensma) or

Information — Initial
Authorization

onasemnogene abeparvovec-brve (ltvisma). Must not have
advanced SMA (e.g., complete paralysis of limbs, permanent
ventilator dependence) or anti-AAV9 antibody titers greater
than 1:50 (must provide a copy of the lab report). Must have
chart documentation of genetic testing confirming 5q spinal
muscular atrophy by demonstrating one of the following in
the SMN1 gene: homozygous gene deletion, homozygous
gene mutation, or compound heterozygote gene mutation.
Must have chart documentation of baseline motor function
and/or strength (e.g., Brooke upper extremity functional
score, HINE-2 score, CHOP-INTEND score, myometry
measurement). Must have documentation of baseline
laboratory tests including all of the following: liver function
(AST, ALT, total bilirubin, prothrombin time), platelet count,
and troponin-l. Must have documentation of a plan to begin
systemic corticosteroids, equivalent to oral prednisolone at
1mg/kg of body weight per day, one day prior to the
administration of onasemnogene abeparvovec for a total of
30 days.

Required
Medical

Information —
Reauthorization

Not Applicable

Age Restrictions

Less than 2 years of age

Prescriber Neurologist Specializing in Spinal Muscular Atrophy
Restrictions

Coverage 30 days

Duration
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Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Zolgensma. Package Insert. Novartis Gene Therapies, Inc.

2023.

Proprietary and Confidential Information of Sentara Health Plans

© 2026 Sentara All Rights Reserved



P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

PAGE NUMBER: 237 of 362

ORITAVANCIN

Products Affected
e KYMYRSA e ORBACTIV
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Member has an Acute Bacterial Skin and Skin
Medical Structure Infection (ABSSSI). Culture and sensitivity report

Information — Initial
Authorization

from the previous 7 days shows Staphylococcus aureus with
reduced susceptibility to vancomycin [vancomycin-
intermediate Staphylococcus aureus (VISA), or vancomycin-
resistant Staphlyococcus aureus (VRSA) OR clinical
documentation showing Methicillin-resistant Staphylococcus
aureus infection (MRSA) in a patient with an allergy or
contraindication to vancomycin.

Required
Medical

Information —
Reauthorization

N/A

Age Restrictions

No Age Restrictions

Prescriber By or in consultation with an infectious disease specialist

Restrictions

Coverage One dose only.

Duration

Other Criteria Member will not be given intravenous unfractionated heparin
sodium for 120 hours (5 days) after administration

Indications All FDA-approved indications

Off-Label Uses N/A

References o Kimyrsa. Package Insert. Melinta Therapeutics. 2021

e Orbactiv. Package Insert. Melinta Therapeutics. 2021
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Products Affected
o ABRAXANE e paclitaxel injection

PA Criteria Criteria Details

Exclusion Managed and reviewed by OncoHealth:

Criteria
OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692

Required Part B Step Therapy applies. Requests for Abraxane require

Medical trial of paclitaxel injection with an inadequate response or

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

Other Criteria

Indications

Off-Label Uses

References

significant side effect/toxicity unless contraindicated.
Requests for paclitaxel injection (J9267) does not require
authorization.
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Products Affected
e KEPIVANCE
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Member must have a hematologic malignancy (e.g., non-
Medical Hodgkin’s lymphoma, Hodgkin’s lymphoma, acute

Information — Initial
Authorization

myelogenous leukemia (AML), acute lymphoblastic leukemia
(ALL), chronic lymphocytic leukemia (CLL), chronic
myelogenous leukemia, (CML), acute monocytic leukemia
(AMoL) or multiple myeloma) AND be scheduled for
autologous hematopoietic stem cell transplantation (auto-
HSCT). Provider attests member will undergo preparative
regimen for auto-HSCT which is expected to result in
mucositis = grade 3 in most patients.

Required
Medical

Information —
Reauthorization

N/A

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

By or in consultation with an oncologist or transplant
specialist

Coverage 6 Total Doses [3 consecutive days before and 3 consecutive

Duration days after myelotoxic therapy]

Other Criteria Limitations of use: Safety and efficacy have not been
established for nonhematologic malignancies. Palifermin is
not recommended with conditioning regimens containing
melphalan 200 mg/m2. Palifermin was not effective in
decreasing the incidence of severe mucositis in patients with
hematologic malignancies receiving myelotoxic therapy in the
setting of allogeneic hematopoietic stem cell support.

Indications All FDA-approved indications

Off-Label Uses N/A

References Kepivance. Package Insert. Swedish Orphan Biovitrum.

2021.
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PALIVIZUMAB

Products Affected
e SYNAGIS
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must be using for prevention of serious lower
Medical respiratory tract disease caused by respiratory syncytial virus

Information — Initial
Authorization

(RSV) in a child at high risk of RSV disease.

Required
Medical

Information —
Reauthorization

Documentation from prescriber describing initial response to
therapy and need for continuation or retreatment.

Age Restrictions

Less than 12 months of age or less than 24 months of age at
start of RSV season, depending on criteria.

Prescriber No Prescriber Restrictions

Restrictions

Coverage Initial: 150 days. Reauthorization: 30 days

Duration

Other Criteria Must be prescribed in accordance with the American
Academy of Pediatrics Guideline

Indications All FDA-approved indications

Off-Label Uses N/A

References Synagis. Package Insert. Sobi, Inc. 2021.
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PASIREOTIDE

Products Affected

e SIGNIFOR LAR

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must have recent (within 6 months) baseline
Medical assessment of hemoglobin A1C. Must provide

Information — Initial
Authorization

documentation of optimized anti-diabetic therapy if baseline
hemoglobin A1C is greater than 8%.For acromegaly: must
have elevated serum IGF-1 level for age/gender (must
provide lab reference range) or elevated growth hormone
level (defined as GH at least 1ng/mL during oral glucose
tolerance test). For Cushing’s disease: must have chart
documentation of confirmed pituitary source of Cushing's
syndrome, must previously have had pituitary surgery (e.g.,
transsphenoidal surgery) that was not curative unless not a
candidate for surgery, and must have baseline 24-hour
urinary free cortisol level.

Required
Medical

Information —
Reauthorization

Acromegaly: documentation from prescriber indicating
improvement in condition. Cushing’s disease: chart
documentation from prescriber indicating improvement in
condition based on reduction in 24-hour urinary free cortisol
level from baseline value, as well as improvements in the
signs and symptoms of the disease (e.g., blood pressure,
lipid levels, weight).

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

Endocrinologist

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses

N/A
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PA Criteria

Criteria Details

References

Signifor LAR. Package Insert. Recordati Rare Diseases, Inc.
2020.
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Products Affected
e ONPATTRO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have a diagnosis of polyneuropathy of
Medical hereditary transthyretin-mediated amyloidosis confirmed by

Information — Initial
Authorization

BOTH a pathogenic TTR mutation (a copy of the genetic test
must be provided) AND chart documentation of symptomatic
polyneuropathy associated with hereditary transthyretin-
mediated amyloidosis including either peripheral
sensorimotor polyneuropathy (e.g., tingling, pain, numbness,
weakness in the extremities, carpal tunnel syndrome, loss of
ability to sense temperature, difficulty with fine motor skills,
difficulty walking, seizures, headaches) or autonomic
neuropathy symptoms (e.g., orthostasis, abnormal sweating,
sexual dysfunction, recurrent urinary tract infection,
dysautonomia [constipation and/or diarrhea, nausea,
vomiting, anorexia, early satiety]). Must have documentation
of baseline staging score that meets one of the following: a
Polyneuropathy Disability (PND) score of I-IV OR a Familial
Amyloidotic Polyneuropathy (FAP) stage of 1-3. Must not be
used in combination with another TTR-lowering agent
inotersen [Tegsedi], vutrisiran [Amvuttra], eplontersen
[Wainua]) or a TTR- stabilizing agent (tafamidis [Vyndaqel,
Vyndamax]).

Required
Medical

Information —
Reauthorization

Chart documentation from prescriber indicating improvement
or stabilization in clinical signs or symptoms of
polyneuropathy, PND score, FAP stage, or impact on quality
of life (QOL). Documentation of either PND score or FAP
stage.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

Neurologist Specializing in the treatment of Amyloidosis

Proprietary and Confidential Information of Sentara Health Plans

© 2026 Sentara All Rights Reserved



P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

PAGE NUMBER: 244 of 362

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Onpattro. Package Insert. Alnylam Pharmaceuticals, Inc.

2023.
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PEGCETACOPLAN INTRAVITREAL

Products Affected
e SYFOVRE
PA Criteria Criteria Details
Exclusion Ocular or periocular infection. Active intraocular
Criteria inflammation.
Required Diagnosis. Must have best-corrected visual acuity of at least
Medical 24 letters using Early Treatment Diabetic Retinopathy Study

Information — Initial
Authorization

(ETDRS) charts or an ETDRS equivalent Snellen fraction of
at least 20/320.

Required
Medical

Information —
Reauthorization

Must have documentation from the provider that the member
remains a candidate for treatment based upon the
prescriber’s assessment while on therapy and that the
member continues to benefit from therapy.

Age Restrictions

60 years of age or older

Prescriber Ophthalmologist Specializing in the treatment of Retinal
Restrictions Disease

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Syfovre. Package Insert. Apellis Pharmaceuticals, Inc. 2023.
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PEGCETACOPLAN SUBCUTANEOUS

Products Affected
e EMPAVELI
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must provide documentation confirming
Medical vaccination against encapsulated bacteria (e.g.,

Information — Initial
Authorization

Streptococcus pneumoniae, Neisseria meningitidis, and
Haemophilus influenzae type B [Hib]) according to

current immunization guidelines at least 2 weeks prior to
administration of first dose of pegcetacoplan (Empaveli).
Must provide chart documentation of laboratory confirmed
diagnosis of PNH as evidenced by having detectable GPI-
deficient hematopoietic clones via Flow Cytometry. Must
have clinical symptoms of PNH (e.g., fatigue,
hemoglobinuria, abdominal pain, shortness of breath,
anemia, dysphagia, history of red blood cell transfusion due
to PNH, history of a major vascular event [e.g., thrombosis]),
Must not use in combination with eculizumab (Soliris) or
ravulizumab-cwvz (Ultomiris), crovalimab-akkz (Piasky),
danicopan (Voydeya), or iptacopan (Fabhalta) (Note: an
exception can be made for the first 4 weeks of treatment if
transitioning from eculizumab (Soliris) to pegcetacoplan
(Empaveli) to reduce the risk of hemolysis due to abrupt
treatment discontinuation.

Required Documentation from prescriber indicating improvement in
Medical condition, if member required blood transfusions at baseline
Information — must have decreased requirement or no longer require blood

Reauthorization

transfusions.

Age Restrictions

No Age Restrictions

Prescriber Hematologist, Oncologist, Immunologist, Genetic Specialist
Restrictions

Coverage 365 days

Duration

Other Criteria Not Applicable
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PA Criteria Criteria Details

Indications All FDA-approved indications

Off-Label Uses N/A

References Empaveli. Package Insert. Apellis Pharmaceuticals, Inc.
2024.
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PEGLOTICASE

Products Affected

e KRYSTEXXA

PA Criteria Criteria Details

Exclusion Glucose-6-phosphate dehydrogenase (G6PD) deficiency
Criteria

Required Diagnosis. Must have chronic disease that is refractory to
Medical conventional therapy (i.e., failure to normalize serum uric

Information — Initial
Authorization

acid, signs and symptoms inadequately controlled with
xanthine oxidase inhibitor therapy at maximum medically
appropriate dose or have a contraindication to this therapy).
Must have symptomatic hyperuricemia (e.g., gout flares,
presence of gout tophi). Must have baseline serum uric acid
level of at least 6mg/dL. Must have a trial of each of the
following with inadequate responses or significant side
effects/toxicities unless contraindicated: allopurinol (at
optimal dosing 600-800mg/day), febuxostat (at optimal
dosing 80mg/day), probenecid (combination therapy with
allopurinol or febuxostat). Must have a trial of dietary and
lifestyle modifications (e.g., weight loss, eating more complex
carbohydrates, drinking plenty of water, avoiding saturated
fats and alcohol). Must have tried to discontinue or reduce
dose of any medication that may cause hyperuricemia (e.g.,
thiazide diuretic). Must discontinue usage of oral urate-
lowering agents prior to beginning therapy.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition and clinical rationale for continued treatment if the
member has had 2 consecutive uric acid levels above 6
mg/dL while on treatment with pegloticase (Krystexxa).

Age Restrictions

No Age Restrictions

Prescriber Prescribed by or in consultation with a Rheumatologist
Restrictions

Coverage 365 days

Duration
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PA Criteria Criteria Details

Other Criteria Must be administered in a healthcare setting
by a healthcare provider who is prepared to treat
anaphylaxis.

Indications All FDA-approved indications

Off-Label Uses N/A

References Krystexxa. Package Insert. Horizon Pharmaceuticals, Inc.

2025.
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PEGZILARGINASE-NBLN

Products Affected
e LOARGYS
PA Criteria Criteria Details
Exclusion Members who have received previous liver or hematopoietic
Criteria transplant procedures. Members with a known, active
infection with HIV, Hepatitis B or C.
Required Diagnosis. ARG1-D has been confirmed by ONE of the
Medical following (documentation required): genetic confirmation of

Information — Initial
Authorization

an ARG1 pathogenic variant or reduced arginase enzyme
activity in red blood cells. Must have elevated plasma
arginine levels (i.e., greater than or equal to 250 mcmol/L)
taken within the last three months prior to initiating therapy
with the requested medication (documentation required).
Provider must attest the member is currently adherent to a
protein-restricted diet and will continue this diet during
treatment with the requested medication.

Required Member must have demonstrated a beneficial response to
Medical therapy compared to pretreatment baseline as evidenced by
Information — stabilization or improvement in plasma arginine levels and/or

Reauthorization

complications of disease manifestations (documentation
required). Provider attests pre-dose arginine will be
measured after four weeks of therapy (168 hours after prior
dose). Member must meet ONE of the following
(documentation required): Plasma arginine levels are within
the normal range (reference range required) or levels are
outside the normal range and requires a dose adjustment.
Note: If an additional dose adjustment is required, at least
two weeks have elapsed since the previous adjustment.
Dose adjustments are permitted only if two consecutive
weekly pre-dose plasma arginine levels are outside the
therapeutic target).

Age Restrictions

2 years to less than 32 years of age

Prescriber Neurologist or Physician experienced in treating metabolic
Restrictions disorders

Coverage 180 days

Duration
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PA Criteria Criteria Details

Other Criteria Must not exceed FDA recommended doses of 0.2 mg/kg
once weekly. Doses must be adjusted as outline in the
manufacturer’s prescribing information if the member’s pre-
dose plasma arginine levels fall outside of the therapeutic
range (i.e., 50 mcmol/L to 150 mcmol/L). Member’s current
weight must be submitted with the request.

Indications All FDA-approved indications

Off-Label Uses N/A

References Loargys. Package Insert. Immedica Pharma, Inc. 2026.
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Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

Other Criteria

Indications

Off-Label Uses

References

Products Affected
e ALIMTA e pemetrexed injection
e AXTLE/AVYXA e pemetrexed ditromethamine
e PEMFEXY e PEMRYDIRTU
PA Criteria Criteria Details
Exclusion Managed and reviewed by OncoHealth:
Criteria
OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
Required Part B Step Therapy applies. For pemetrexed (Alimta;
Medical J9305), pemetrexed (Axtle-Avyxa; J9292), pemetrexed (Teva

manufacturer, J9314), and pemetrexed (Pemrydi RTU,
J9324) requires trial of TWO of the following: pemetrexed
(Sandoz manufacturer, J9297), pemetrexed (Hospira
manufacturer, J9294), pemetrexed (Accord manufacturer,
J9296), generic pemetrexed (J9305), pemetrexed
ditromethamine (Hospira manufacturer, J9323), or
pemetrexed (Bluepoint manufacturer, J9322).
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PLASMINOGEN, HUMAN

Products Affected
e RYPLAZIM
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have documentation of all the following:
Medical baseline plasminogen activity level below normal based on

Information — Initial
Authorization

the reference range for the reporting laboratory (must submit
laboratory result with reference range), history of lesions and
symptoms consistent with a diagnosis of plasminogen
deficiency type 1 (e.g., ligneous conjunctivitis, ligneous
gingivitis, vision abnormalities, respiratory distress and/or
obstruction, renal failure, impaired wound healing, etc.),
genetic testing demonstrating mutations in the PLG gene
(must submit laboratory result). Must provide current weight.

Required Documentation from prescriber indicating improvement or
Medical stabilization in condition (e.g., resolution or improvement of
Information — lesions, absence of new or recurrent lesions)

Reauthorization

Age Restrictions

No Age Restrictions

Prescriber Hematologist

Restrictions

Coverage 365 days

Duration

Other Criteria Must have a requested dose that falls within the
recommended dosing guidelines from the manufacturer.

Indications All FDA-approved indications

Off-Label Uses N/A

References Ryplazim. Package Insert. Kedrion Biopharma, Inc. 2024.
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PLERIXAFOR

Products Affected
e MOZOBIL e plerixafor
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis of Non-Hodgkin’s Lymphoma or Multiple Myeloma.
Medical Must be used to mobilize hematopoietic stem cells to the

Information — Initial
Authorization

peripheral blood for collection and subsequent autologous
transplantation. Must be used in combination with
granulocyte colony stimulating factor (G-CFS).

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement or
stabilization in condition (e.g., resolution or improvement of
lesions, absence of new or recurrent lesions)

Age Restrictions

No Age Restrictions

Prescriber Bone marrow transplant specialist, hematologist, or

Restrictions oncologist

Coverage 90 days

Duration

Other Criteria B vs. D determination is made prior to clinical criteria being
applied. Must be initiated after receipt of G-CFS daily for 4
days and be administered 11 hours prior to initiation of
apheresis for up to 4 consecutive days. All reauthorization
requests must meet initial authorization criteria above.

Indications All FDA-approved indications

Off-Label Uses N/A

References Mozobil. Package Insert. Genzyme Corporation. 2023.
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PRADEMAGENE ZAMIKERACEL

Products Affected
e ZEVASKYN
PA Criteria Criteria Details
Exclusion No Exclusion Criteria.
Criteria
Required Diagnosis. Must have genetic testing demonstrating a
Medical mutation in the collagen type VIl alpha 1 chain (COL7A1)

Information — Initial
Authorization

gene (documentation of laboratory result is required). Must
have clinical manifestations of disease (e.g., extensive skin
blistering, skin erosions, scarring). Must be using standard
wound therapy with an inadequate response. Must have
chart documentation of at least one chronic 220 cm”2 wound
lesion associated with recessive dystrophic epidermolysis
bullosa present for 26 months (documentation of size and
duration must be provided). Must not have current evidence
of infection, a history or current evidence of malignancy of
squamous cell carcinomas or been previously treated with
prademagene zamikeracel (Zevaskyn) for the wounds being
treated. Must not use in combination with birch triterpene
topical gel (Filsuvez®), or beremagene geperpavec-svdt
[Vyjuvek]).

Required
Medical

Information —
Reauthorization

Not Applicable

Age Restrictions

No Age Restrictions

Prescriber Dermatologist

Restrictions

Coverage 90 days

Duration

Other Criteria Must have a requested dose and frequency that falls within
the recommended dosing guidelines from the manufacturer.

Indications All FDA-approved indications

Off-Label Uses

N/A
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PA Criteria Criteria Details

References Zevaskyn. Package Insert. Abeona Therapeutics. 2025
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PRALATREXATE
Products Affected
e FOLOTYN
PA Criteria Criteria Details
Exclusion Managed and reviewed by OncoHealth:
Criteria

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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POZELIMAB-BBFG

Products Affected
e VEOPOZ
PA Criteria Criteria Details
Exclusion Unresolved Neisseria meningitidis infections
Criteria
Required Diagnosis. Must have a loss-of-function variant mutation in
Medical the CD55 gene (a copy of the genetic test must be provided),

Information — Initial
Authorization

hypoalbuminemia defined by serum albumin concentration of
less than or equal to 3.2 g/dL (copy of laboratory result must
be provided), and history of one of the following signs or
symptoms within the last six months: diarrhea, abdominal
pain, peripheral edema, or facial edema. Must not be on
concomitant therapy with a complement inhibitor (e.g.,
eculizumab [Soliris], ravulizumab-cwvz [Ultomiris], or immune
globulin (IVIG).

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement or
stabilization in condition or the member continues to benefit
from therapy, and must not be on concomitant therapy with a
complement inhibitor (e.g., eculizumab [Soliris], ravulizumab-
cwvz [Ultomiris], or immune globulin (IVIG).

Age Restrictions

No Age Restrictions

Prescriber Prescribed by or in consultation with a hematologist,
Restrictions gastroenterologist, or an immunologist

Coverage 365 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Veopoz. Package Insert. Regeneron Pharmaceuticals. 2024.
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RTROPHIN

Products Affected

e CORTROPHIN GEL

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. In diagnoses for which at least one IV steroid
Medical trial(s) required: must have inadequate response or

Information — Initial
Authorization

significant side effect/toxicity and clinical rationale to support
use of purified cortrophin gel when |V steroid has caused
side effect/toxicity or has not been effective to treat disease
including reason why purified cortrophin gel would not
produce same clinical result as was experienced with IV
steroid. For MS: must be experiencing acute exacerbation,
have trial of 2 |V steroids (with inadequate response defined
as continued symptoms of unresolved exacerbation). For RA
(including juvenile RA), PsA, and AS: must be using

as adjunctive treatment for short-term administration (to tide
over an acute episode/exacerbation), have trial of 2 IV
steroids. For acute gouty arthritis: See Other Criteria. For
SLE, dermatomyositis (polymyositis): must be used during
exacerbation or as maintenance treatment, have trial of 2 IV
steroids (with inadequate response defined as continued
symptoms of unresolved exacerbation). For severe erythema
multiforme (Stevens-Johnson Syndrome), serum sickness,
symptomatic sarcoidosis, atopic dermatitis, severe psoriasis,
severe acute or chronic allergic or inflammatory processes
involving eye and its adnexa (e.g., allergic conjunctivitis,
keratitis, iritis, iridocyclitis, diffuse posterior uveitis and
choroiditis, optic neuritis, chorioretinitis, anterior segment
inflammation): must have trial of 2 IV steroids. For nephrotic
syndrome: must be used to induce diuresis or remission of
proteinuria, be experiencing acute exacerbation of nephrotic
syndrome, have trial of 2 IV steroids, trial of 1
cytotoxic/immunosuppressive medication (e.g.,
cyclophosphamide, cyclosporine, mycophenolate) w/
inadequate response or significant side effect/toxicity unless
contraindicated, currently be using conventional systemic
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PA Criteria Criteria Details

treatment regimen (diuretic, ACE inhibitor, angiotensin
receptor blocker [ARB], albumin), have trial of sodium
restriction with inadequate response.

Required N/A

Medical

Information -

Reauthorization

Age Restrictions No Age Restrictions

Prescriber All indications must be prescribed by or in consultation with
Restrictions the following: MS: Neurologist. RA, Psoriatic Arthritis,

Ankylosing Spondylitis, Acute Gouty Arthritis:
Rheumatologist. Lupus, Dermatomyositis, Severe Psoriasis,
Atopic Dermatitis: Dermatologist or Rheumatologist. Eye
disease: Ophthalmologist. Nephrotic syndrome:
Nephrologist. All other diagnoses: No prescriber restrictions.

Coverage 30 days
Duration
Other Criteria Additional authorizations are made on a case-by-case basis

and require documentation describing initial response to
therapy and need for continuation or retreatment. For acute
gouty arthritis: must be using as adjunctive therapy for short-
term administration (to tide over an acute episode or
exacerbation). Must have documentation of concurrent
maintenance therapy for the treatment of gout (e.g.,
allopurinol, febuxostat, probenecid). Must have adequate
trials of two IV steroids, two NSAIDs (e.g., naproxen,
indomethacin, sulindac, celecoxib) at maximum tolerated
anti-inflammatory dose, colchicine, anakinra and
canakinumab with inadequate responses or significant side
effects/toxicities unless contraindicated.

Indications All FDA-approved indications
Off-Label Uses N/A
References Cortrophin Gel. Package Insert. Ani Pharmaceuticals. 2025.
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RADIUM RA 223

Products Affected
e XOFIGO

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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RAMUCIRUMAB

Products Affected
e CYRAMZA

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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RASBURICASE
Products Affected
e ELITEK
PA Criteria Criteria Details
Exclusion Managed and reviewed by OncoHealth:
Criteria

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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RAVULIZUMAB

Products Affected
e ULTOMIRIS
PA Criteria Criteria Details
Exclusion Unresolved Neisseria meningitidis infection
Criteria
Required Diagnosis. Must have documentation that a meningococcal
Medical vaccine was given at least two weeks prior to administration

Information — Initial
Authorization

of 1st dose of ravulizumab. For PNH: must have laboratory
confirmed diagnosis as evidenced by detectable GPI-
deficient hematopoietic clones via Flow Cytometry (must
provide chart documentation of Flow Cytometry pathology
report), must have clinical symptoms of PNH (e.g., fatigue,
hemoglobinuria, abdominal pain, shortness of breath,
anemia, dysphagia, history of red blood cell transfusion due
to PNH, history of a major vascular event [e.g., thrombosis]),
and must not be using in combination with eculizumab
(Soliris), pegcetocoplan (Empaveli), crovalimab-akkz
(Piasky), or iptacopan (Fabhalta). For aHUS: must have
diagnosis confirmed by generic test OR chart documentation
of a clinical work up to rule out all other causes of hemolytic
uremic syndrome (e.g., thrombotic thrombocytopenic purpura
[TTP] [to rule out TTP ADAMTS 13 activity must be greater
than 10% with no inhibitors], shiga toxin E. coli related
hemolytic uremic syndrome [STEC-HUS], systemic lupus
erythematosus, malignant hypertension, pneumococcal-
associated hemolytic uremic syndrome, bone marrow
transplant, adverse effects of other know drugs such as
calcineurin inhibitors), must have microangiopathic hemolysis
or thrombotic microangiopathy confirmed by dysmorphic red
blood cells on peripheral blood smear, must have chart
documentation of other laboratory tests to support the
diagnosis including renal function tests demonstrating
decrease in renal function (e.g., high BUN levels, elevated
serum creatinine, proteinuria) or need for hemodialysis,
thrombocytopenia, hemolytic anemia (decreased RBC count
and Hgb), and must not be using in combination with
eculizumab (Soliris). For AchR positive generalized
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myasthenia gravis (gMG): must have chart documentation of
positive serological test of anti-acetylcholine receptor
antibodies, must provide chart documentation of symptoms
(e.g., difficulty chewing, swallowing, or breathing), must have
a trial of at least 3 months of an immunosuppressant (i.e.,
azathioprine, mycophenolate

mofetil, cyclosporine, tacrolimus) with inadequate

response or significant side effects/toxicity unless
contraindicated, must be on concomitant therapy with
conventional therapy (i.e., pyridostigmine,
immunosuppressant), must not be using in combination
with eculizumab (Soliris), zilucoplan (Zilbrysq), egartigimod
alfa-fcab (Vyvgart), efgartigimod alfa and hyaluronidase
(Vyvgart Hytrulo), or rozanolixizumab-noli (Rystiggo). For
AQP4 NMOSD: must have chart documentation of positive
serological test of AQP4 antibodies, must have MRI
screening to confirm diagnosis and rule out other neurologic
disease, must have current symptoms or a history of
symptomatic disease (e.g., myelitis, optic neuritis, postrema
syndrome, diencephalic syndrome, brainstem syndromes,
CNS mass lesions), must not be using in combination with
eculizumab (Soliris), inebilizumab-cdon (Uplizna), or
satralizumab (Enspryng).

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition. Additionally for PNH: if member required blood
transfusions as baseline must have decreased requirement
or no longer require blood transfusions

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

For PNH, aHUS: by or in consultation with a hematologist, an
oncologist, an immunologist, or a genetic specialist. For MG:
neurologist. NMOSD: neurologist or ophthalmologist..

Coverage 365 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Ultomiris. Package Insert. Alexion Pharmaceuticals. 2024.
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REMESTEMCEL-L

Products Affected
e RYONCIL
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Member is post-allogeneic stem cell transplant
Medical and has confirmed diagnosis of acute graft-versus-host

Information — Initial
Authorization

disease (aGvHD) [Note: Symptoms of aGvHD typically
appear before day 100]. Must have steroid-refractory disease
(i.e., disease that shows progression within 3 days, or no
improvement within 7 days of consecutive treatment with 2
mg/kg/day methylprednisolone or equivalent). Must NOT
have skin-only involvement or evidence of encephalopathy or
diffuse alveolar hemorrhage or other active pulmonary
disease.

Required
Medical

Information —
Reauthorization

Clinical documentation submitted showing the member
meets ONE of the following: 1) member has experienced at
minimum a partial response (defined as organ improvement
of at least 1 stage without worsening in any other organ) and
will require treatment with four additional (weekly) doses, 2)
Member has experienced a mixed response (defined as
improvement in at least 1 evaluable organ with worsening in
another) and will require treatment with four additional
(weekly) doses, OR 3) Member is experiencing an aGVHD
flare after achieving a complete response [CR]) and will
require treatment with eight additional (twice weekly) doses.

Age Restrictions

No Age Restrictions

Prescriber Hematologist, oncologist, or transplant specialist
Restrictions

Coverage 30 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A
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References Ryoncil. Package Insert. Mesoblast, Inc. 2024.
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RESLIZUMAB

Products Affected
e CINQAIR
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have severe asthma. Must have blood
Medical eosinophil count of at least 400 cells/uL within the past year,

Information — Initial

Authorization

including date test performed. Must be used in combination
with an inhaled corticosteroid (ICS). Must have a trial of
combination therapy with an ICS AND one additional asthma
controller (e.g., LABA or LAMA) with inadequate responses
or significant side effects/toxicities unless contraindicated.
Provider must attest that the member continues to have
uncontrolled asthma symptoms (uncontrolled defined as
hospitalization for asthma within past year or requirement for
oral or parenteral corticosteroids to control exacerbations

of asthma on 2 occurrences in the past year). Must not be
receiving combination therapy with another biologic agent
(e.g., Xolair, Dupixent, Fasenra, Nucala, Tezspire) for this
diagnosis.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition (such as reduction in exacerbations,
hospitalizations, emergency department visits, or
requirement for oral corticosteroid therapy) and use

of combination therapy with an inhaled corticosteroid (ICS)

Age Restrictions

18 years and older

Prescriber Prescribed by or in consultation with an allergist, an
Restrictions immunologist, or a pulmonologist

Coverage 365 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Cingair. Package Insert. Teva Pharmaceuticals. 2020.
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REVAKINAGENE TARORETCEL-LWEY

Products Affected
e ENCELTO
PA Criteria Criteria Details
Exclusion Unresolved Neisseria meningitidis infection
Criteria
Required Diagnosis. Must have documentation of diagnosis of macular
Medical telangiectasia, type 2, in at least one eye confirmed by

Information — Initial
Authorization

fluorescein leakage AND one other feature of the disease
(i.e. hyperpigmentation outside a 500-micron radius from the
center of the fovea, retinal opacification, crystalline deposits,
right angle vessels, inner/outer lamellar cavities). Member
must have an inner segment—outer segment junction line
(IS/OS) photoreceptor break and area of ellipsoid zone (EZ)
loss, as measured by spectral domain optical coherence
tomography (SD-OCT), at between 0.16 mm2 and 2.00
mm2. Member must not have any of the following:
neovascular macular telangiectasia, evidence of advanced
disease that would preclude treatment of MacTel (e.g.,
significant retinal scarring and atrophy with retinal tissue that
cannot be preserved), intraretinal neovascularization or
subretinal neovascularization (SRNV), as evidenced by
hemorrhage, hard exudate, subretinal fluid, or intraretinal
fluid in either eye, central serous chorioretinopathy in either
eye, pathologic myopia in either eye. significant media or
corneal opacities in either eye, history of vitrectomy,
penetrating keratoplasty, trabeculectomy, or trabeculoplasty,
any of the following lens opacities: cortical opacity > standard
3, posterior subcapsular opacity > standard 2, or nuclear
opacity > standard 3, lens removal in previous 3 months or
yttrium-aluminum-garnet (YAG) laser treatment within 4
weeks, history of ocular herpes virus in either eye, or
evidence of intraretinal hyperreflectivity by optical coherence
tomography (OCT). Member must NOT have evidence of
other ocular disease that would preclude treatment of
MacTel. Member has NOT received intravitreal steroid
therapy or intravitreal anti—vascular endothelial growth factor
(VEGF) therapy, for non-neovascular MacTel within the last 3
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Criteria Details

months. Member must be free of ocular and/or peri-ocular
infections. Provider attests member will be monitored for
signs and symptoms of vision loss (e.g., BCVA, etc) and
infectious endophthalmitis at baseline and periodically during
treatment, retinal tears and/or retinal detachment (e.g., acute
onset of flashing lights, floaters, and/or loss of visual acuity).
Member must temporarily discontinue antithrombotic
medications (e.g., oral anticoagulants, aspirin, nonsteroidal
anti-inflammatory drugs, etc.) prior to surgery.

Required
Medical

Information —
Reauthorization

N/A

Age Restrictions

18 years and older

Prescriber Prescribed by or in consultation with a retina specialist
Restrictions

Coverage 30 days for 1 implant per eye, per lifetime

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Encelto. Package Insert. Neurotech Pharmaceuticals. 2025.
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REZAFUNGIN

Products Affected
e REZZAYO
PA Criteria Criteria Details
Exclusion Unresolved Neisseria meningitidis infection
Criteria
Required Diagnosis. For pre-requisite drug therapy, see Other Criteria.
Medical Must have documentation recording systemic signs of
Information — Initial | infections caused by candidemia or invasive candidiasis
Authorization (e.g., fever, hypothermia, hypotension, tachycardia, or

tachypnea) AND mycological evidence from a blood sample
or a normally sterile site showing a Candida species causing
candidemia or invasive candidiasis. Must NOT have severe
hepatic impairment with a history of chronic cirrhosis (Child-
Pugh score > 9) or endocarditis, osteomyelitis, meningitis,
septic arthritis, chorioretinitis, chronic disseminated
candidiasis, or urinary tract infection due to a Candida

species.
Required N/A
Medical
Information —
Reauthorization
Age Restrictions 18 years and older
Prescriber By or in consultation with an infectious disease specialist
Restrictions
Coverage 30 days
Duration
Other Criteria Documentation required of clinical status demonstrating

limited or no alternative options for the treatment of
candidemia and invasive candidiasis. Trial with inadequate
results of ONE echinocandin (unless susceptibility panel
documents resistance): caspofungin with a loading dose 70
mg, then 50 mg daily; micafungin given 100 mg daily;
anidulafungin with a loading dose of 200 mg, then 100 mg
daily for the appropriate length of therapy, or until
progressing growth of Candida species observed OR
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Fluconazole, intravenous or oral, 800 mg (12 mg/kg) loading
dose, then 400 mg (6 mg/kg) daily for the appropriate length
of therapy, or until progressing growth of Candida species

observed.
Indications All FDA-approved indications
Off-Label Uses N/A
References Rezzayo. Package Insert. Melinta Therapeutics, LLC. 2023.
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RIBOFLAVIN 5’ - PHOSPHATE OPTHALMIC

SOLUTION

Products Affected
e EPIOXA
PA Criteria Criteria Details
Exclusion None
Criteria
Required Diagnosis. Member must have a diagnosis of progressive
Medical keratoconus confirmed by ALL of the following

Information — Initial
Authorization

(documentation required): Maximum corneal curvature as
measured by Kmax of =2 47.00 D, presence of central or
inferior steepening on the Pentacam topography map,
presence of at least one of the following findings associated
with keratoconus: Fleischer ring, Vogt striae, corneal
thinning, corneal scarring, scissoring of the retinoscopic
reflex.

Required Member must be responding positively to therapy as
Medical evidenced by reduction in dipters in the treated eye(s)
Information — (documentation required). At least six months have passed

Reauthorization

since member’s last collagen cross linking procedure
(documentation required).

Age Restrictions

13 years and older

Prescriber Ophthalmologist

Restrictions

Coverage 180 days

Duration

Other Criteria Dose must not exceed one kit per eye
Indications All FDA-approved indications
Off-Label Uses N/A

References Epioxa. Package Insert. Avedro. 2025.
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RILONACEPT

Products Affected
e ARCALYST
PA Criteria Criteria Details
Exclusion Evidence of infection
Criteria
Required Diagnosis. Must currently not be using an oral targeted anti-
Medical inflammatory agent or biologic agent in combination with

Information — Initial
Authorization

rilonacept. Negative tuberculosis skin test, baseline lipid
panel assessment. Must have a clinical work-up to rule out
other diagnoses and clinical rationale for the diagnosis and
exclusion of other diagnoses. For Muckle-Wells Syndrome
(MWS), Familial Cold Autoinflammatory Syndrome (FCAS),
Recurrent Pericarditis: see Other Criteria: For Deficiency of
Interleukin-1 Receptor Antagonist (DIRA): must be using for
maintenance of remission, must be ongoing with treatment
with anakinra (Kineret) with a positive response (e.g.,
decreased inflammation, skin healing, pain relief) resulting in
disease remission and have documentation of response and
confirmation of disease remission while on anakinra
(Kineret), must provide documentation of clinical rationale for
changing treatment with anakinra (Kineret) to treatment with
rilonacept given remission of disease occurred with anakinra
(Kineret) such as significant side effect/toxicity to anakinra
(Kineret) or rationale for why anakinra (Kineret) would not
produce the same clinical results as would be expected with
rilonacept. For recurrent pericarditis: must have recurrent
disease with presence of 2 or more clinical symptoms of
pericarditis (pericarditic chest pain, pericardial rubs,
pericardial effusion, ST-segment elevation or PR depression
on ECG) AND documentation of either evidence of
pericardial inflammation by an imaging technique (e.g., CT or
cardiac magnetic resonance [CMR]) or elevated markers of
inflammation (i.e. C-reactive protein, erythrocyte
sedimentation rate, or white blood cell count) based on
reference range provided by lab, must have a trial of a
NSAID (such as ibuprofen) in combination with colchicine
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PA Criteria Criteria Details
with an inadequate response or significant side effect/toxicity
unless contraindicated.
Required Documentation from prescriber indicating improvement in
Medical condition and assessment of lipid panel within 3 months of
Information — initiation of therapy (first reauthorization) and regularly

Reauthorization

thereafter.

Age Restrictions

18 years and older

Prescriber
Restrictions

All indications must be prescribed by or in consultation with
the following: MWS, FCAS, DIRA: Rheumatologist,
dermatologist, immunologist, or genetic specialist. Recurrent
Pericarditis: Cardiologist.

Coverage 365 days
Duration
Other Criteria For MWS: Must have chart documentation of diagnosis

confirmed by genetic test (must have documentation of lab
result confirming mutation in NLRP3 gene) or a clinical
diagnosis (must have 3 of following: autosomal dominant
pattern of disease inheritance, presence of severe fatigue,
presence of musculoskeletal symptoms, presence of ocular
symptoms, presence of erythematous rash, duration of most
febrile episodes lasting greater than 24 hours, presence of
amyloidosis, presence of hearing loss). For FCAS: must
have chart doc of diagnosis confirmed by genetic test (must
have documentation of lab result confirming mutation in
NLRP3 gene) or a clinical diagnosis (must have 4 of
following: recurrent intermittent episodes of fever and rash
that primarily follow natural/experimental/both types of
generalized cold exposures, autosomal dominant pattern of
disease inheritance, age of onset less than 6 months of age,
duration of most attacks less than 24 hours, presence of
conjunctivitis associated with attacks, absence of
deafness/periorbital edema/lymphadenopathy/serositis). For
Recurrent Pericarditis: must have chart documentation of
diagnosis confirmed by clinical diagnosis (must have at least
2 of the following: pericarditic chest pain, pericardial rubs,
pericardial effusion, or either ST-segment elevation or PR
depression on ECG) and by either imaging or laboratory
testing (must have one of the following: evidence of
pericardial inflammation by an imaging technique such as CT
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or cardiac magnetic resonance or elevated markers of
inflammation such as C- reactive protein, erythrocyte
sedimentation rate, or white blood cell count based on
reference range provided by lab), must have a trial of an
NSAID (such as ibuprofen) in combination with colchicine
with inadequate response or significant side effect/toxicity or
have a contraindication to these therapies.

Indications All FDA-approved indications
Off-Label Uses N/A
References Arcalyst. Package Insert. Teva Pharmaceuticals. 2020.
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RISANKIZUMAB INTRAVENOUS

Products Affected

o SKYRIZI INTRAVENOUS

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must currently not be using an oral targeted anti-
Medical inflammatory agent or biologic agent in combination with

Information — Initial
Authorization

risankizumab. For all prerequisite drug trials: see Other
Criteria section. Must have moderately to severely active
Crohn’s Disease (CD) or ulcerative colitis (UC).

Required
Medical

Information —
Reauthorization

Additional authorizations are reviewed on a case-by-case
basis to determine the Medical Necessity for continuation of
therapy. Authorization may be extended based upon clinical
rationale from the prescriber indicating need for additional
course of induction dosing.

Age Restrictions

18 years and older

Prescriber Gastroenterologist

Restrictions

Coverage 90 days

Duration

Other Criteria For all prerequisite drug trials: must have inadequate
response or significant side effect/toxicity unless
contraindicated, or unless the therapy is not FDA-approved
or compendia supported for use in the member's age.
Members must have prior therapy with a corticosteroid or an
immunomodulator.

Indications All FDA-approved indications

Off-Label Uses N/A

References Skyrizi. Package Insert. AbbVie Pharmaceuticals. 2022.
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Products Affected
e RIABNI e RUXIENCE
e RITUXAN e TRUXIMA
PA Criteria Criteria Details
Exclusion Oncological indications. All oncological indications are
Criteria reviewed by OncoHealth:
OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
Required Plan follows the Local Coverage Determination.
Medical

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

Other Criteria

Indications

All FDA-approved indications

Off-Label Uses

N/A

References

Centers for Medicare and Medicaid Services (CMS). Local
Coverage Determination (LCD) — L35026 Rituximab.
Effective Date: 01.05.2023. LCD — Rituximab
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RITUXIMAB/HYALURONIDASE HUMAN

Products Affected
e RITUXAN HYCELA

PA Criteria Criteria Details

Criteria Oncological indications. All oncological indications are
reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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ROMIPLOSTIM

Products Affected
e NPLATE

PA Criteria Criteria Details

Criteria Oncological indications. All oncological indications are
reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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ROMOSOZUMAB

Products Affected
e EVENITY
PA Criteria Criteria Details
Exclusion Members who have had a myocardial infarction or stroke
Criteria within the preceding year or members with hypocalcemia.
Required Diagnosis. Must have one of the following: (1) bone mineral
Medical density T-score of less than or equal to -2.5 at conventional
Information — Initial | Skeletal sites including the total hip, femoral neck, lumbar
Authorization spine (post-anterior, not lateral) or radius OR (2) history of

fraqility fracture as an adult OR (3) bone mineral density T-
score of -1.0 to -2.5 at the femoral neck or lumbar spine and
either a 10-year probability of a hip fracture greater than or
equal to 3% or a 10-year probability of a major osteoporosis-
related fracture of at least 20% based on the U.S.-adapted
World Health Organization (WHO) algorithm. Must have a
trial of one generic bisphosphonate (oral or intravenous) with
an inadequate response or significant side effect/toxicity
unless contraindicated (Note: an exception to the trial of

one generic bisphosphonate is made if the member has a
history of fragility fracture or has very high risk of fracture
defined by ONE of the following: very low T-score [e.g., less
than -3.0], high risk for falls or history of injurious falls, very
high fracture probability by FRAX [e.g., major osteoporosis
fracture greater than 30%, hip fracture greater than 4.5%] or
other validated fracture risk algorithm [e.g., Garvan]). For
members with established cardiovascular disease: must
have an attestation from the prescriber assessing the risks
and benefits of therapy and desire to use romosozumab

(Evenity)
Required N/A.
Medical
Information —
Reauthorization
Age Restrictions 18 years and older
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Prescriber No Prescriber Restrictions

Restrictions

Coverage 365 days

Duration

Other Criteria Cumulative use of romosozumab for more than 12 monthly
doses during a lifetime is not recommended.

Indications All FDA-approved indications

Off-Label Uses N/A

References Evenity. Package Insert. Amgen Incorporated. 2024.
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ROPEGINTERFERON ALFA-2B

Products Affected
e BESREMI
PA Criteria Criteria Details
Criteria Oncological indications. All oncological indications are

reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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ROZANOLIXIZUMAB

Products Affected
e RYSTIGGO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have chart documentation of a diagnosis of
Medical Myasthenia Gravis Foundation of America (MGFA) Clinical

Information — Initial
Authorization

Classification of Class Il to IV disease and have a positive
serologic test for anti-acetylcholine receptor (AChR)
antibodies or anti-muscle specific tyrosine kinase (MuSK)
antibodies. Documentation of objective signs of neurological
weakness and fatigability on a baseline neurological
examination (e.g., including but not limited to the Quantitative
Myasthenia Gravis (QMG) score) must be submitted.
Member must have a baseline MG-Activities of Daily Living
(MG-ADL) result total score of 3 or better must be submitted.
Must not have an active infection, including clinically
important localized infections. Medication will not be used in
combination with other immunomodulatory biologic therapies
(e.g., rituximab, eculizumab, ravulizumab, rozanolixizumab,
Zilucoplan, efgartigimod alfa-fcab, efgartigimod alfa and
hyaluronidase-qvfc). Member has a baseline immunoglobulin
G (IgG) level of at least 25.5 g/L (documentation required).
Must provide current weight and have a requested dose that
falls within the recommended dosing guidelines from the
manufacturer)

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition (i.e. improvement of at least 2 points in the MG-
ADL total score from baseline sustained for at least 4 weeks,
an improvement of at least 3 points from baseline in the
Quantitative Myasthenia Gravis (QMG) total score sustained
for at least 4 weeks). Member must require continuous
treatment, after initial beneficial response, due to new or
worsening disease activity. Must provide current weight and
have a requested dose that falls within the recommended
dosing guidelines from the manufacturer.
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Age Restrictions 18 years and older

Prescriber Neurologist

Restrictions

Coverage 365 days

Duration

Other Criteria Member must have at least one acute or chronic treatment

with plasmapheresis or plasma exchange (PE) or
intravenous immunoglobulin (IVIG) in addition to
immunosuppressant therapy. Additionally, members with
AChR+ disease: Must have trial of pyridostigmine with
inadequate response or significant side effects or
contraindication AND one trial of 3 months of
immunosuppressive therapy (e.g., corticosteroids,
azathioprine, or mycophenolate). Additionally, members with
MuSK+ disease: Must have one trial of 3 months each of
immunosuppressive therapy (e.g., corticosteroids,
azathioprine, or mycophenolate) AND rituximab.

Indications All FDA-approved indications
Off-Label Uses N/A
References Rystiggo. Package Insert. UCB. 2025.
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RAVULIZUMAB

Products Affected
e ULTOMIRIS
PA Criteria Criteria Details
Exclusion Unresolved Neisseria meningitidis infection
Criteria
Required Diagnosis. Must have documentation that a meningococcal
Medical vaccine was given at least two weeks prior to administration

Information — Initial
Authorization

of 1st dose of ravulizumab. For PNH: must have laboratory
confirmed diagnosis as evidenced by detectable GPI-
deficient hematopoietic clones via Flow Cytometry (must
provide chart documentation of Flow Cytometry pathology
report), must have clinical symptoms of PNH (e.g., fatigue,
hemoglobinuria, abdominal pain, shortness of breath,
anemia, dysphagia, history of red blood cell transfusion due
to PNH, history of a major vascular event [e.g., thrombosis]),
and must not be using in combination with eculizumab
(Soliris), pegcetocoplan (Empaveli), crovalimab-akkz
(Piasky), or iptacopan (Fabhalta). For aHUS: must have
diagnosis confirmed by generic test OR chart documentation
of a clinical work up to rule out all other causes of hemolytic
uremic syndrome (e.g., thrombotic thrombocytopenic purpura
[TTP] [to rule out TTP ADAMTS 13 activity must be greater
than 10% with no inhibitors], shiga toxin E. coli related
hemolytic uremic syndrome [STEC-HUS], systemic lupus
erythematosus, malignant hypertension, pneumococcal-
associated hemolytic uremic syndrome, bone marrow
transplant, adverse effects of other know drugs such as
calcineurin inhibitors), must have microangiopathic hemolysis
or thrombotic microangiopathy confirmed by dysmorphic red
blood cells on peripheral blood smear, must have chart
documentation of other laboratory tests to support the
diagnosis including renal function tests demonstrating
decrease in renal function (e.g., high BUN levels, elevated
serum creatinine, proteinuria) or need for hemodialysis,
thrombocytopenia, hemolytic anemia (decreased RBC count
and Hgb), and must not be using in combination with
eculizumab (Soliris). For AchR positive generalized
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Criteria Details

myasthenia gravis (QMG): must have chart documentation of
positive serological test of anti-acetylcholine receptor
antibodies, must provide chart documentation of symptoms
(e.g., difficulty chewing, swallowing, or breathing), must have
a trial of at least 3 months of an immunosuppressant (i.e.,
azathioprine, mycophenolate

mofetil, cyclosporine, tacrolimus) with inadequate

response or significant side effects/toxicity unless
contraindicated, must be on concomitant therapy with
conventional therapy (i.e., pyridostigmine,
immunosuppressant), must not be using in combination
with eculizumab (Soliris), zilucoplan (Zilbrysq), egartigimod
alfa-fcab (Vyvgart), efgartigimod alfa and hyaluronidase
(Vyvgart Hytrulo), or rozanolixizumab-noli (Rystiggo). For
AQP4 NMOSD: must have chart documentation of positive
serological test of AQP4 antibodies, must have MRI
screening to confirm diagnosis and rule out other neurologic
disease, must have current symptoms or a history of
symptomatic disease (e.g., myelitis, optic neuritis, postrema
syndrome, diencephalic syndrome, brainstem syndromes,
CNS mass lesions), must not be using in combination with
eculizumab (Soliris), inebilizumab-cdon (Uplizna), or
satralizumab (Enspryng).

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition. Additionally for PNH: if member required blood
transfusions as baseline must have decreased requirement
or no longer require blood transfusions

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

For PNH, aHUS: by or in consultation with a hematologist, an
oncologist, an immunologist, or a genetic specialist. For MG:
neurologist. NMOSD: neurologist or ophthalmologist..

Coverage 365 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Ultomiris. Package Insert. Alexion Pharmaceuticals. 2024.
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SECUKINUMAB

Products Affected

e COSENTYX IV SOLUTION

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must currently not be using an oral targeted anti-
Medical inflammatory agent or biologic agent in combination with

Information — Initial
Authorization

secukinumab (Cosentyx). For all prerequisite drug trials: see
Other Criteria section. For psoriatic arthritis (PsA), ankylosing
spondylitis (AS): must have active disease. For non-
radiographic axial spondyloarthritis: must have chart
documentation of a magnetic resonance imaging (MRI) scan
with evidence of inflammation (e.g., sacroiliitis) OR C-
reactive protein (CRP) above the upper limit of normal
(documentation of laboratory result including

reference range is required).

Required
Medical

Information —
Reauthorization

Must have documentation from the prescriber indicating the
member’s condition has improved while on therapy.

Age Restrictions

18 years and older

Prescriber
Restrictions

Psoriatic arthritis: dermatologist, rheumatologist. Ankylosing
spondylitis, nonradiographic axial spondyloarthritis:
rheumatologist

Coverage 365 days
Duration
Other Criteria Must have a requested dose that falls within the

recommended dosing guidelines from the manufacturer. For
all prerequisite drug trials: must have inadequate response or
significant side effect/toxicity unless contraindicated, or
unless the therapy is not FDA-approved or compendia
supported for use in the member's age. For AS: must have
trial of one NSAID at target anti-inflammatory dose or
maximally tolerated dose. For axial PsA, PsA w/ enthesitis:
must have trial of one NSAID at target anti-inflammatory
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PA Criteria Criteria Details

dose or maximally tolerated dose. For PsA with skin or nail
involvement: must have trial of one conventional systemic
therapy (e.g., methotrexate, cyclosporine). For non-
radiographic axial spondyloarthritis: must have trial of at least
4 weeks each with two NSAIDs at anti-inflammatory doses

Indications All FDA-approved indications
Off-Label Uses N/A
References Cosentyx. Package Insert. Novartis Pharmaceutical

Corporation. 2023.
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SELEXIPAG INTRAVENOUS

Products Affected

e UPTRAVIINTRAVENOUS

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis of pulmonary arterial hypertension (PAH, WHO
Medical Group 1) confirmed by right heart catheterization. Must have

Information — Initial
Authorization

chart documentation of right heart catheterization that
includes the following hemodynamic values: mean
pulmonary arterial pressure greater than 20 mmHg,
pulmonary capillary wedge pressure OR left atrial pressure
OR left ventricular end diastolic pressure less than or equal
to 15 mmHg, pulmonary vascular resistance greater than or
equal to 3 Wood units. Must temporarily be unable to take
oral therapy.

Required
Medical

Information —
Reauthorization

Must have documentation from the prescriber indicating the
member’s condition has improved while on therapy.

Age Restrictions

No Age Restrictions

Prescriber Pulmonary Arterial Hypertension Specialist

Restrictions

Coverage 365 days

Duration

Other Criteria

Indications All FDA-approved indications

Off-Label Uses N/A

References Uptravi. Package Insert. Actelion Pharmaceuticals. 2022.
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SILTUXIMAB

Products Affected
e SYLVANT

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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SIPULEUCEL-T

Products Affected
e PROVENGE

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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SIROLIMUS PROTEIN-BOUND

Products Affected
e FYARRO
PA Criteria Criteria Details
Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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SODIUM THIOSULFATE

Products Affected
e PEDMARK

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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SOTATERCEPT-CRSK

Products Affected
e WINREVAIR
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis of PAH (WHO Group ) confirmed by right heart
Medical catheterization. Must have chart documentation of right heart

catheterization that indicates the following hemodynamic
values: mean pulmonary arterial pressure greater than 20
mmHg, pulmonary capillary wedge pressure OR left atrial
pressure OR left ventricular end-diastolic pressure less than
or equal to 15 mmHg, pulmonary vascular resistance greater
than or equal to 3 Wood units. Must have baseline platelet
count of greater than or equal to 50,000/mm3. Must use in
combination with at least two conventional PAH therapies
from different pharmacologic categories (e.g.,
phosphodiesterase-5 inhibitor, endothelin receptor
antagonist, prostacyclin agonist). If the member has a
significant side effect/toxicity or contraindication to
combination therapy with two conventional PAH therapies,
must currently be using at least one PAH conventional
therapy for greater than or equal to 2 months (chart
documentation of previous combination drug trials and
response must be provided).

Information — Initial
Authorization

Required Must have documentation from the prescriber indicating the
Medical member’s condition has improved while on therapy.
Information —

Reauthorization

Age Restrictions

18 years and older

Prescriber Pulmonary Arterial Hypertension Specialist
Restrictions

Coverage 365 days

Duration

Other Criteria
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Indications All FDA-approved indications

Off-Label Uses N/A

References Winrevair. Package Insert. Merck Sharp and Dohme, LLC.
2025.
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SPESOLIMAB INTRAVENOUS

Products Affected

e SPEVIGO INTRAVENOUS

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must have generalized pustular psoriasis (GPP)
Medical that is confirmed by chart documentation of the presence of

Information — Initial
Authorization

visible pustules on non-acral skin that are not confined within
psoriasis plaques AND one of the following: gene mutation of
IL36RN, CARD14, or AP1S3, skin biopsy confirming
presence of Kogoj's spongiform pustules, or systemic
symptoms or laboratory abnormalities commonly associated
with GPP flares (i.e. fever, asthenia, myalgia, elevated C-
reactive protein (CRP), leukocytosis, neutrophilia. Must
currently be experiencing a moderate-to-severe flare of GPP
that is demonstrated by chart documentation confirming both
of the following: (1) new or worsening pustules AND (2)
erythema and pustules affecting a minimum body surface
area of at least 5% or GPPPGA total score 23. Provider must
attest the member does not have an active infection,
including clinically important localized infections, synovitis-
acne-pustulosis-hyperostosis-osteoitis (SAPHO) syndrome,
Primary erythrodermic psoriasis vulgaris, primary plaque
psoriasis vulgaris without presence of pustules or with
pustules that are restricted to psoriatic plaques, or drug-
triggered Acute Generalized Exanthematous Pustulosis
(AGEP). Member is NOT on concurrent treatment with an IL-
inhibitor, TNF-inhibitor, biologic response modifier or other
non-biologic agent (e.g., apremilast, abrocitinib, tofacitinib,
baricitinib, upadacitinib, deucravacitinib). Member will NOT
use concomitantly with systemic immunosuppressants (e.g.,
retinoids, cyclosporine, methotrexate) or other topical agents
(e.g., corticosteroids, calcipotriene, tacrolimus).
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Required Additional authorizations for treatment are made on a case-
Medical by-case basis, are subject to the initial authorization criteria,
Information — and require chart documentation showing the following:
Reauthorization experiencing a subsequent moderate-to-severe flare of

generalized pustular psoriasis and had improvement (e.g.,
reduction in pustule number, size, and/or severity) after
taking spesolimab for a previous flare. Must follow dosing
recommended in the prescribing information (i.e., must not
exceed a single 900mg IV infusion, with one additional
900mg IV dose given one week later if flare symptoms

persist)

Age Restrictions 18 years and older

Prescriber Dermatologist, Rheumatologist, or other specialist in the

Restrictions treatment of psoriasis

Coverage 365 days

Duration

Other Criteria Member will not receive live vaccine during or 16 weeks after
treatment with the requested medication.

Indications All FDA-approved indications

Off-Label Uses N/A

References Spevigo. Package Insert. Boehringer Ingelheim

Pharmaceuticals, Inc. 2025.
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SPESOLIMAB SUBCUTANEOUS

Products Affected

e SPEVIGO SUBCUTANEOUS

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must have generalized pustular psoriasis (GPP)
Medical that is confirmed by chart documentation of the presence of

Information — Initial
Authorization

visible pustules on non-acral skin that are not confined within
psoriasis plaques AND one of the following: member has a
known documented history of GPP (relapsing [21 episode] or
persistent [23 months]), GPPPGA total score of 0 or 1, OR
member had at least TWO GPP flares of moderate-to-severe
intensity with fresh pustulation in the past (BSA = 5%
covered with erythema and the presence of pustules;
GPPPGA total 23). Member must meet one of the following:
has been treated for active flare in the past 4 weeks and
provider is beginning maintenance dosing OR provider is
submitting for treatment of GPP without an active flare.
Provider must attest the member does not have an active
infection, including clinically important localized infections,
synovitis-acne-pustulosis-hyperostosis-osteoitis (SAPHO)
syndrome, Primary erythrodermic psoriasis vulgaris, primary
plaque psoriasis vulgaris without presence of pustules or with
pustules that are restricted to psoriatic plaques, or drug-
triggered Acute Generalized Exanthematous Pustulosis
(AGEP). Member must have trial and failure or
contraindication to at least one treatment for GPP (i.e.
methotrexate, acitretin, cyclosporine, etc) with a history of
flaring while on treatment, with dose reduction, or
discontinuance of treatment. Member is NOT on concurrent
treatment with an IL-inhibitor, TNF-inhibitor, biologic
response modifier or other non-biologic agent (e.g.,
apremilast, abrocitinib, tofacitinib, baricitinib, upadacitinib,
deucravacitinib). Member will NOT use concomitantly with
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systemic immunosuppressants (e.g., retinoids, cyclosporine,
methotrexate) or other topical agents (e.g., corticosteroids,
calcipotriene, tacrolimus).
Required Must have documentation from the prescriber indicating the
Medical member’s condition has improved while on therapy (e.g.,
Information — reduction in flares, improvement in GPPPGA score. Must

Reauthorization

follow dosing recommended in the prescribing information.

Age Restrictions

18 years and older

Prescriber
Restrictions

Dermatologist, Rheumatologist, or other specialist in the
treatment of psoriasis

Coverage 365 days

Duration

Other Criteria Member will not receive live vaccine during or 16 weeks after
treatment with the requested medication. Member must have
been evaluated and screened for the presence of latent
tuberculosis (TB) infection prior to initiating treatment and will
receive ongoing monitoring for the presence of TB during
treatment.

Indications All FDA-approved indications

Off-Label Uses N/A

References Spevigo. Package Insert. Boehringer Ingelheim

Pharmaceuticals, Inc. 2025.
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Products Affected
e ENJAYMO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have a diagnosis of cold agglutinin disease
Medical (CAD) confirmed by chart documentation of ALL the

Information — Initial
Authorization

following: chronic hemolysis (e.g., high LDH, low
haptoglobin, high indirect bilirubin, high reticulocyte count),
direct antiglobulin test (DAT) positive for C3d and negative or
weakly positive for immunoglobulin G (IgG less than or equal
to 1+), cold agglutinin titer greater than or equal to 1:64 at 4
degrees Celsius, and must not have cold agglutinin
syndrome secondary to infection, rheumatologic disease, or
active hematologic malignancy. Must have hemoglobin level
less than or equal to 10g/dL. Must have chart documentation
of one or more symptoms associated with cold agglutinin
disease (e.g., symptomatic anemia, acrocyanosis, Raynaud’s
phenomenon, hemoglobinuria, disabling circulatory
symptoms, major adverse vascular event). Must

not be used in combination with rituximab or another
complement-inhibitor therapy (e.g., eculizumab, ravulizumab,
etc). Must provide current weight

Required
Medical

Information —
Reauthorization

Must have documentation from the prescriber indicating the
member’s condition has improved while on therapy. Must
follow dosing recommended in the prescribing information.

Age Restrictions

18 years and older

Prescriber Hematologist or oncologist

Restrictions

Coverage 180 days

Duration

Other Criteria Member must be vaccinated against encapsulated bacteria

at least two weeks prior to initiation of therapy in accordance
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with the most current Advisory Committee on Immunization
Practices (ACIP) and will continue to be revaccinated. (Note:
Members requiring urgent therapy but are unvaccinated
should be vaccinated as soon as possible and provided with
two weeks of antibacterial drug prophylaxis).

Indications All FDA-approved indications
Off-Label Uses N/A
References Enjaymo. Package Insert. Bioverativ Therapeutics, Inc. 2024.
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TAFASITAMAB

Products Affected
e MONJUVI

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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TAGRAXOFUSP-ERZS
Products Affected
e ELZONRIS
PA Criteria Criteria Details
Exclusion Managed and reviewed by OncoHealth:
Criteria

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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TALQUETAMAB

Products Affected
e TALVEY

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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TARLATAMAB

Products Affected
e IMDELLTRA

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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TEBENTAFUSP

Products Affected
e KIMMTRAK

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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TECLISTAMAB

Products Affected
e TECVAYLI

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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TEDIZOLID PHOSPHATE

Products Affected
e SIVEXTRO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Member has an Acute Bacterial Skin and Skin
Medical Structure Infection (ABSSSI). Culture and sensitivity report

Information — Initial
Authorization

from the previous 7 days shows resistance to all preferred
antibiotics (i.e., penicillin G, nafcillin, ampicillin, ampicillin-
sulbactam, cefazolin, ceftriaxone, vancomycin, daptomycin,
clindamycin, and linezolid) and sensitivity to requested
medication.

Required
Medical

Information —
Reauthorization

N/A

Age Restrictions

No Age Restrictions

Prescriber By or in consultation with an infectious disease specialist
Restrictions

Coverage Six doses only

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Sivextro. Package Insert. Merck Sharp & Dohme, LLC. 2025
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TELAVANCIN INTRAVENOUS

Products Affected
e VIBACTIV
PA Criteria Criteria Details
Exclusion Intravenous Unfractionated Heparin Sodium
Criteria
Required Diagnosis. Must submit lab cultures from a current hospital
Medical admission or office visit collected within the last 7 days

Information — Initial
Authorization

showing sensitivity to requested medication AND resistance
to ALL other formulary antibiotics (i.e., imipenem-cilastatin,
pipercillin-tazobactam, cefepime, cefazolin).

Required
Medical

Information —
Reauthorization

Not Applicable.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

By or in consultation with an infectious disease specialist.

Coverage 21 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Vibactiv. Package Insert. Cumberland Pharmaceuticals.

2023.
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Products Affected
e temozolomide capsules e TEMODAR CAPSULE
PA Criteria Criteria Details
Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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TENIPOSIDE
Products Affected

e teniposide injection

PA Criteria Criteria Details

Exclusion Managed and reviewed by OncoHealth:

Criteria
OncoHealth OneUM Provider Portal location:

https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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TEPLIZUMAB

Products Affected
e TZIELD

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must have chart documentation of a diagnosis of
Medical Stage 2 Type 1 Diabetes (T1DM) confirmed by at least TWO
Information — Initial | ©f the following T1DM-related autoantibodies on TWO
Authorization separate occasions: 1) glutamic acid decarboxylase 65

(GAD) antibody, 2) insulinoma-associated antigen 2
autoantibody (lA-2), 3) islet-cell autoantibody (ICA), 4) insulin
autoantibody (IAA), 5) anti-zinc transporter 8 (anti-ZnT8)
(positivity for the same two antibodies on both occasions is
not required). Must have chart documentation of oral glucose
tolerance test within preceding 2 months indicating
dysglycemia by meeting at least ONE of the following on
TWO separate occasions: 1) fasting plasma glucose level
greater than or equal to 110mg/dL to less than 126mg/dL, 2)
2-hour postprandial plasma glucose level greater than
140mg/dL to less than 200mg/dL, 3) A1C 5.7-6.4% (39-
47mmol/mol) or at least 10% increase in A1C (positivity on
same two lab tests on both occasions not required). Must
provide baseline body surface area OR height and weight.
Must not have ANY of the following conditions at baseline
prior to administration: clinical diagnosis of Stage 1 or Stage
3 T1DM, Type 2 Diabetes, active serious infection or

chronic active infection other than localized skin infections,
laboratory or clinical evidence of acute infection with Epstein-
Barr Virus or cytomegalovirus, evidence of hepatic
compromise (defined as alanine aminotransferase [ALT]
greater than 2x upper limit of normal [ULN], aspartate
aminotransferase [AST] greater than 2 times the ULN, or
bilirubin greater than 1.5 times the ULN), evidence of
hematologic compromise (defined as lymphocyte count less
than 1,000 lymphocytes/mcL, hemoglobin less than 10g/dL,
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PA Criteria Criteria Details

platelet count less than 150,000 platelets/mcL, or absolute
neutrophil count less than 1,500 neutrophils/mcL)

Required N/A

Medical

Information —

Reauthorization

Age Restrictions No Age Restrictions

Prescriber Prescribed by or in consultation with an endocrinologist
Restrictions

Coverage 14 days

Duration

Other Criteria Members should not receive inactivated or mRNA

vaccinations within 2 weeks prior to treatment, during
treatment, or 6 weeks after treatment. Live attenuated
vaccinations are not recommended within the 8 weeks prior
to treatment, during treatment, or up to 52 weeks after

treatment.
Indications All FDA-approved indications
Off-Label Uses N/A
References Tzield. Package Insert. Provention Bio, Inc. 2024.
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TEPROTUMUMAB

Products Affected
o TEPEZZA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have chart documentation of at least one of
Medical the following to confirm diagnosis of moderate to severe

Information — Initial
Authorization

thyroid eye disease related to Graves’ Orbitopathy: Proptosis
= 3mm above normal values for race and sex, moderate or
severe soft tissue involvement, or diplopia. Symptoms must
have began within 12 months of the date of submission.
Provider must have submitted documentation to confirm the
member has stable, chronic (inactive) disease and has one
of the following: 1) Greater than or equal to 3mm in proptosis
from before diagnosis of TED OR 2) Proptosis > 3mm above
normal values for race and sex (i.e., 19 and 21mm for white
female and male patients, respectively; and 23 and 24mm for
black female and male patients, respectively). Member must
have euthyroid and compliantly taking treatment to correct
and maintain euthyroid condition OR has lab levels taken in
the previous 30 days to show the following ranges (lab
results required): 1) Free triiodothyronine (FT3): 3.5-6.5
pmol/L OR 230-619 pg/dL, 2) Free Thyroxine (FT4): 11.5-
22.7 pmol/L OR 0.7-1.9 ng/dL, or 3) Thyrotropin (TSH): 0.55-
4.78 mIU/L OR 0.5-6 plU/mL. Diabetic members must have
adequately controlled disease (HbA1c<9%) and provider
must attest to monitoring glycemic levels prior to starting
therapy. Member must have a trial and failure of intravenous
methylprednisolone at standard dosing for 6 weeks (i.e.
500mg IV methylprednisolone once weekly).

Required
Medical

Information —
Reauthorization

Additional authorizations for treatment are made on a case-
by-case basis, are subject to the initial authorization criteria,
and require chart documentation describing the previous
response and clinical rationale for re-treatment.
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PA Criteria Criteria Details

Age Restrictions No Age Restrictions

Prescriber Ophthalmologist, endocrinologist, oculoplastic surgeon, or
Restrictions neuro-ophthalmologist

Coverage 180 days

Duration

Other Criteria Medication will only be dosed in accordance with the Food

and Drug Administration guidelines for a maximum of 8
doses per lifetime.

Indications All FDA-approved indications
Off-Label Uses N/A
References Tepezza. Package Insert. Amgen, Inc. 2025.
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TESTOSTERONE REPLACEMENT THERAPY

Products Affected

e AVEED
e TESTOPEL

e lestosterone enanthate
e lestosterone undeconate

e testosterone cypionate

PA Criteria Criteria Details

Exclusion Plan follows the Local Coverage Determination.
Criteria

Required

Medical

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

Other Criteria

Indications

All FDA-approved indications

Off-Label Uses

N/A

References

Centers for Medicare and Medicaid Services (CMS). Local
Coverage Determination (LCD) — L39086. Treatment of
Males with Low Testosterone. Effective 07.25.24. LCD -
Treatment of Males with Low Testosterone (L39086)
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TEZEPELUMAB-EKKO

Products Affected
e TEZSPIRE

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must have severe asthma. Must be used in
Medical combination with an inhaled corticosteroid (ICS). Must have
Information — Initial | @ trial of combination therapy with an ICS AND one additional
Authorization asthma controller (e.g., LABA or LAMA) with inadequate

responses or significant side effects/toxicities unless
contraindicated. Provider must attest that the member
continues to have uncontrolled asthma symptoms
(uncontrolled defined as hospitalization for asthma within
past year or requirement for oral or parenteral corticosteroids
to control exacerbations of asthma on 2 occurrences in the
past year). Must not be receiving combination therapy with
another biologic agent (e.g., Xolair, Dupixent, Cingair,
Nucala, Fasenra) for the same diagnosis. For CRSwWNP:
chart documentation of disease including the presence of
nasal polyps evidenced by either nasal endoscopy or sinus
computed tomography (CT) scan, chart documentation of 2
or more symptoms (nasal obstruction/congestion,
mucopurulent discharge [rhinorrhea, post-nasal drip], facial
pain or pressure, reduction or loss of smell) present for at
least 3 months, baseline SNOT-22 score, a trial of intranasal
corticosteroids (i.e. fluticasone, budesonide) at therapeutic
doses and a trial of budesonide (irrigation or nebulized) (if
prior history of surgery, must have trials of fluticasone and
budesonide post-surgery), a history of either

treatment with an oral systemic corticosteroid within the past
2 years or prior surgery for nasal polyps, be using in
combination with an intranasal steroid.
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Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition (such as reduction in exacerbations,
hospitalizations, emergency department visits, or
requirement for oral corticosteroid therapy) and use of
combination therapy with an inhaled corticosteroid (ICS). For
CRSwNP: Documentation from prescriber indicating
improvement in condition AND documentation of reduction in
SNOT-22 score AND use of combination therapy with an
intranasal steroid.

Age Restrictions

No Age Restrictions

Prescriber By or in consultation with an allergist, an immunologist, or a

Restrictions pulmonologist

Coverage 365 days

Duration

Other Criteria Medication will only be dosed in accordance with the Food
and Drug Administration guidelines for a maximum of 8
doses per lifetime.

Indications All FDA-approved indications

Off-Label Uses N/A

References Tezspire. Package Insert. AstraZeneca. 2025.
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TIGECYCLINE INTRAVENOUS

Products Affected
e TYGACIL
PA Criteria Criteria Details
Exclusion Diabetic foot infections. Hospital-Acquired Pneumonia or
Criteria Ventilator-Associated Pneumonia.
Required Diagnosis. Must submit lab cultures from a current hospital
Medical admission or office visit collected within the last 7 days

Information — Initial
Authorization

showing sensitivity to requested medication AND resistance
to ALL other formulary antibiotics (i.e., imipenem-cilastatin,
pipercillin-tazobactam, cefepime, cefazolin).

Required
Medical

Information —
Reauthorization

Not Applicable.

Age Restrictions

18 years and older

Prescriber By or in consultation with an infectious disease specialist.
Restrictions

Coverage 14 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Tygacil. Package Insert. Pfizer. 2025.
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TILDRAKIZUMAB

Products Affected
e ILUMYA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must currently not be using an oral targeted anti-
Medical inflammatory agent or biologic agent in combination with

Information — Initial
Authorization

tildrakizumab. For all prerequisite drug trials: see Other
Criteria section. Must have moderate to severe plaque
psoriasis.

Required Documentation from prescriber indicating improvement in
Medical condition.
Information —

Reauthorization

Age Restrictions

18 years and older

Prescriber By or in consultation with a rheumatologist or dermatologist

Restrictions

Coverage 365 days

Duration

Other Criteria For all prerequisite drug trials: must have inadequate
response or significant side effect/toxicity unless
contraindicated, or unless the therapy is not FDA-approved
or compendia supported for use in the member's age. Must
have a trial of both of the following: (1) topical treatment,
phototherapy, photochemotherapy, or excimer laser therapy
AND (2) conventional systemic therapy (e.g., methotrexate,
cyclosporine).

Indications All FDA-approved indications

Off-Label Uses N/A

References llumya. Package Insert. Sun Pharmaceuticals. 2023.
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TIVIDENOFUSP ALFA-EKNM

Products Affected
e AVLAYAH
PA Criteria Criteria Details
Exclusion Combination therapy with other enzyme replacement therapy
Criteria for treatment of MPS I
Required Diagnosis. Member has diagnosis of Hunter Disease (i.e.,
Medical Mucopolysaccharidosis II; MPS Il) confirmed by ONE of the

Information — Initial
Authorization

following (documentation required): deficient iduronate 2-
sulfatase (12S) enzyme activity in white cells, fibroblasts, or
plasma in the presence of normal activity of at lease one
other sulfatase or detection of pathogenic mutations in the
IDS gene by molecular genetic testing. Member must meet
ONE of the following (documentation required): neurologic
manifestations associated with MPS Il (e.g., hearing loss,
cardiovascular conditions, delayed growth/development, joint
stiffness) or no symptomology or neurological manifestations
are present, but the member is at high risk for neurologic
manifestations (i.e., known genotype with inversions or
recombinations associated with neuronopathic MPS Il such
as c. 1004A>G, c. 262C>T, c.257C>G, ¢.700_703dup,
c709del) Note: If not provided as part of the criterion above
for the confirmation of MPS I, a genetic panel documenting
a high-risk genotype must be submitted. Member weight
must be submitted as well as the following: documentation of
pretreatment baseline value for urinary glycosaminoglycan
(UGAG), cerebrospinal fluid (CSF) of heparan sulfate, and
pretreatment cognigitve, behavioral, or developmental status
using a validated patient-reported outcomes scale (e.g.,
Vineland Adaptive Behavioral Scale, etc)

Required
Medical

Information —
Reauthorization

Provider must have conducted a measurement and
submitted documentation demonstrating the member has
experienced a reduction or stabilization in urinary
glycoaminoglycan (UGAG) since starting the requested
medication. Provider has conducted a measurement and
submitted documentation demonstrating the member has
experienced a reduction or stabilization in cerebrospinal fluid
(CSF) of heparan sulfate since starting the requested
medication. Member has demonstrated beneficial response
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PA Criteria Criteria Details

to therapy evidenced by disease stability, or mild
progression, documented using a validated patient-reported
outcomes scale that can identify cognitive, behavioral, or
developmental improvement (e.g., Vineland Adaptive
Behavioral Scale, etc).

Age Restrictions < 18 years of age

Prescriber Genetics or Metabolic Disorders Specialist
Restrictions

Coverage 180 Days

Duration

Other Criteria Member must be a natal male. Must not have any of the

following (documentation required): 1) Allogeneic
hematopoietic stem cell transplantation within the last 6
months prior to the administration for requested medication
showing evidence of residual donor cells, 2) Human
Leukocyte Antigen (HLA)-matched donor OR individual is not
willing/able to donate, 3) History of cytogenetic alterations
characteristic of myelodysplastic syndrome and acute
myeloid leukemia, or other serious hematological disorders,
4) Currently displaying symptomatic herpes zoster that is not
responsive to treatment, 5) Evidence of acute tuberculosis.

Indications All FDA-approved indications
Off-Label Uses N/A
References Avlayah. Package Insert. Denali Therapeutics. 2026.
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TOCILIZUMAB INTRAVENOUS

Products Affected

e ACTEMRA INTRAVENOUS e TOFIDENCE INTRAVENOUS
e AVOTZMA INTRAVENOUS e TYENNE INTRAVENOUS

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must currently not be using an oral targeted anti-

Medical inflammatory agent or biologic agent in combination with

Information — Initial
Authorization

tocilizumab. For all prerequisite drug trials: see Other Criteria
section. For rheumatoid arthritis (RA): must have moderately
to severely active disease. For polyarticular juvenile
idiopathic arthritis (PJIA): must have active disease. For giant
cell arteritis (GCA): must provide chart documentation of
diagnostic testing (e.g., temporal artery biopsy, temporal
artery ultrasound, PET scan, ESR 50mm/hr or greater, CRP
10mg/L or greater) confirming diagnosis. For systemic
juvenile idiopathic arthritis (SJIA): must have active disease,
chart documentation of clinical work-up to rule out other
diagnoses and rationale for diagnosis and exclusion of other
diagnosis (including all of following: history of fever for at
least 2 weeks AND history of at least one of following:
arthritis in 1 or more joints, erythematous rash, generalized
lymph node enlargement, hepatomegaly or splenomegaly, or
pericarditis, pleuritis, or peritonitis). For Chimeric Antigen
Receptor (CAR) T cell-induced cytokine release syndrome
(CRS): must be undergoing CAR T-cell therapy.

Required
Medical

Information —
Reauthorization

Additional authorizations for treatment of CRS are made on a
case-by-case basis, are subject to initial authorization criteria
and require chart documentation describing previous
treatment response and clinical rationale for retreatment. All
Other Indications: Documentation from prescriber indicating
improvement in condition.

Age Restrictions

No Age Restrictions
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Prescriber By or in consultation with a rheumatologist

Restrictions

Coverage CRS: 90 days; All other indications: 365 days

Duration

Other Criteria Part B Step Therapy applies. Requests for tocilizumab-bavi
(Tofidence) and tocilizumab-anoh (Avtozma) requires a trial
and failure of both tocilizumab (Actemra) AND tocilizumab-
aazg (Tyenne) prior to approval. For all prerequisite drug
trials: must have inadequate response or significant side
effect/toxicity unless contraindicated, or unless the therapy is
not FDA-approved or compendia supported for use in the
member's age. For RA: must have a trial of one or more
DMARDs. For GCA: must have a trial of one corticosteroid
(e.g., prednisone). For PJIA: must have a trial based on
active joint count of methotrexate or leflunomide OR intra-
articular corticosteroid. For SJIA: must have a trial of a
corticosteroid based on physician global assessment and
active joint count.

Indications All FDA-approved indications

Off-Label Uses N/A

References Actemra. Package Insert. Genetech. 2022.

Avtozma. Package Insert. Celltrion. 2025.
Tofidence. Package Insert. Biogen MA Inc. 2024
Tyenne. Package Insert. Fresenius Kabi. 2024
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TOCILIZUMAB SUBCUTANEOUS

Products Affected

e ACTEMRAACTPEN e ACTEMRA SUBCUTANEOUS
e TYENNE SUBCUTANEOUS

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must currently not be using an oral targeted anti-
Medical inflammatory agent or biologic agent in combination with
Information — Initial | tocilizumab. For all prerequisite drug trials: see Other Criteria
Authorization section. For rheumatoid arthritis (RA): must have moderately

to severely active disease. For polyarticular juvenile
idiopathic arthritis (PJIA): must have active disease. For giant
cell arteritis (GCA): must provide chart documentation of
diagnostic testing (e.g., temporal artery biopsy, temporal
artery ultrasound, PET scan, ESR 50mm/hr or greater, CRP
10mg/L or greater) confirming diagnosis. For systemic
juvenile idiopathic arthritis (SJIA): must have active disease,
chart documentation of clinical work-up to rule out other
diagnoses and rationale for diagnosis and exclusion of other
diagnosis (including all of following: history of fever for at
least 2 weeks AND history of at least one of following:
arthritis in 1 or more joints, erythematous rash, generalized
lymph node enlargement, hepatomegaly or splenomegaly, or
pericarditis, pleuritis, or peritonitis). For Systemic Sclerosis-
Associated Interstitial Lung Disease (SSc-ILD): must have
confirmed diagnosis of SSc as evidenced by meeting 2013
ACR/EULAR criteria for definite SSc with a total score of 9 or
greater, interstitial lung disease confirmed by computed

tomography (CT)
Required Documentation from prescriber indicating improvement in
Medical condition.
Information —
Reauthorization
Age Restrictions No Age Restrictions
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PA Criteria

Criteria Details

Prescriber
Restrictions

RA, PJIA, GCA, SJIA: By or in consultation with a
rheumatologist. SSc-ILD: By or in consultation with a
pulmonologist or rheumatologist.

Coverage
Duration

365 days

Other Criteria

For all prerequisite drug trials: must have inadequate
response or significant side effect/toxicity unless
contraindicated, or unless the therapy is not FDA-approved
or compendia supported for use in the member's age. For
RA: must have a trial of one or more DMARDs. For GCA:
must have a trial of one corticosteroid (e.g., prednisone). For
PJIA: must have a trial based on active joint count of
methotrexate or leflunomide OR intra-articular corticosteroid.
For SJIA: must have a trial of a corticosteroid based on
physician global assessment and active joint count. For SSc-
ILD: must have a trial of an immunosuppressant (e.g.,
mycophenolate, cyclophosphamide)

Indications

All FDA-approved indications

Off-Label Uses

N/A

References

Actemra. Package Insert. Genetech. 2022.
Tyenne. Package Insert. Fresenius Kabi. 2024
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TOFERSEN

Products Affected
e QALSODY
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have chart documentation of genetic test
Medical result indicating mutation in superoxide dismutase 1 (SOD1)

Information — Initial
Authorization

gene. Must have slow vital capacity (SVC) or forced vital
capacity (FVC) greater than or equal to 60%. Must have
symptom onset (disease duration) of less than 2 years. Must
not have tracheostomy or artificial respirator with intubation.

Required Documentation from prescriber indicating member remains a
Medical candidate for treatment
Information -

Reauthorization

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

By or in consultation with a neurologist, neuromuscular
specialist, or physician specializing in the treatment of
Amyotrophic Lateral Sclerosis (ALS)

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Qalsody. Package Insert. Biogen MA. 2023
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Products Affected
e HYCAMPTIN CAPSULE e TOPOTECAN INTRAVENOUS
PA Criteria Criteria Details
Exclusion Managed and reviewed by OncoHealth:
Criteria
OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us
OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
Required Plan follows the Local Coverage Determination for oral
Medical formulations of topotecan.

Information — Initial
Authorization

Required
Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

Other Criteria

Indications

All FDA-approved indications

Off-Label Uses

N/A

References

Centers for Medicare and Medicaid Services (CMS). Local
Coverage Determination (LCD) — L33826 Oral Anticancer
Drugs. Effective Date: 10.15.2015. LCD — Oral Anticancer

Drugs
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Products Affected
e HERCEPTIN e ONTRUZANT
e HERCEPTIN HYLECTA e trastuzumab
e KANJINTI
PA Criteria Criteria Details
Exclusion Managed and reviewed by OncoHealth:
Criteria

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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TRAVOPROST

Products Affected
e iDOSETR
PA Criteria Criteria Details
Exclusion Ocular or periocular infection, corneal endothelial dystrophy,
Criteria prior corneal transplantation, hypersensitivity to travoprost or
to any other components of the product.
Required Diagnosis. Must require reduction in intraocular pressure
Medical associated with open-angle glaucoma (OAG) or ocular

Information — Initial
Authorization

hypertension (OHT). Must have a trial of an FDA-approved
topical ophthalmic eye drop within TWO of the following drug
classes: beta-blocker (e.g., timolol), alpha-agonist (e.g.,
brimonidine), carbonic anhydrase inhibitor (e.g., brinzolamide
[Azopt]). Must have documentation showing an adequate
response to an FDA approved topical ophthalmic eye drop
within the prostaglandin drug class (e.g., latanoprost,
bimatoprost). Must have a trial of bimatoprost implant
(Durysta) and experienced a significant side effect/toxicity or
have a contraindication to this therapy. Must have
documentation to demonstrate the inability to manage eye
drop therapy with clinical rationale as to why the ophthalmic
drop formulation cannot be continued (e.g., dexterity issues,
adherence issues, significant side effects). Must indicate for
which eye(s) travoprost implant (iDose TR) is intended to
treat, and that the member has not previously received
treatment with travoprost implant (iDose TR) in requested

eye(s)

Required
Medical

Information —
Reauthorization

Not Applicable.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

By or in consultation with an ophthalmologist.
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Coverage 30 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References iDose TR. Package Insert. Glaukos. 2023
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TREPROSTINIL INHALATION

Products Affected
e TYVASO INHALATION
SOLUTION

PA Criteria Criteria Details

Exclusion No Exclusion Criteria.

Criteria

Required Diagnosis confirmed by right heart catheterization. Must have
Medical chart documentation of right heart catheterization (RHC) that
Information — Initial | includes the following hemodynamic values: mean
Authorization pulmonary arterial pressure greater than 20 mmHg,

pulmonary capillary wedge pressure OR left atrial pressure
OR left ventricular end diastolic pressure less than or equal
to 15 mmHg, pulmonary vascular resistance greater than or
equal to 3 Wood units. For PAH: must have WHO functional
class Il symptoms.

Required Documentation from prescriber indicating improvement in

Medical condition.

Information —

Reauthorization

Age Restrictions No Age Restrictions

Prescriber Pulmonary Hypertension Specialist.

Restrictions

Coverage 365 days

Duration

Other Criteria B vs. D determination will be made prior to clinical criteria
being applied.

Indications All FDA-approved indications

Off-Label Uses N/A

References Tyvaso. Package Insert. United Therapeutics Corp. 2022
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TREPROSTINIL INJECTION

Products Affected
e REMODULIN e treprostinil sodium
PA Criteria Criteria Details
Exclusion No Exclusion Criteria.
Criteria
Required Diagnosis of pulmonary arterial hypertension (PAH, WHO
Medical Group 1) confirmed by right heart catheterization (RHC). Must

Information — Initial
Authorization

have chart documentation of RHC that includes the following
hemodynamic values: mean pulmonary arterial pressure
greater than 20 mmHg, pulmonary capillary wedge pressure
OR left atrial pressure OR left ventricular end diastolic
pressure less than or equal to 15 mmHg, pulmonary vascular
resistance greater than or equal to 3 Wood units. Must have
WHO functional class II-IV symptoms.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition.

Age Restrictions

No Age Restrictions

Prescriber Pulmonary Hypertension Specialist.

Restrictions

Coverage 365 days

Duration

Other Criteria B vs. D determination will be made prior to clinical criteria
being applied.

Indications All FDA-approved indications

Off-Label Uses N/A

References Remodulin. Package Insert. United Therapeutics Corp. 2023

Treprostinil. Package Insert. Sandoz. 2018
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TRIAMCINOLONE SUPRACHOROIDAL
Products Affected

e XIPERE INJECTABLE

SUSPENSION
PA Criteria Criteria Details
Exclusion Concomitant therapy with other intravitreal medications for
Criteria the same diagnosis. Peri/ocular viral infection, peri/ocular
mycobacterial infections, or peri/ocular fungal infection.
Required Diagnosis. Provider must note which eye(s) will be treated.
Medical Must have diagnosis of uveitis-associated macular edema.

Information — Initial
Authorization

Member does not have untreated intraocular pressure or
uncontrolled glaucoma. Chart documentation with best
corrected visual acuity (BCVA) of treated eye(s) required.

Required Member has a continual need for treatment and experienced
Medical a response to treatment as indicated by an improvement in
Information — BCVA. At least 120 days have passed since the last

Reauthorization

treatment of the requested medication.

Age Restrictions

18 years of age or older

Prescriber By or in consultation with an Ophthalmologist or Retinal
Restrictions Specialist

Coverage 12 months

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Xipere. Package Insert. Bausch and Lomb. 2022
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TRILACICLIB

Products Affected
e COSELA

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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UBLITUXIMAB

Products Affected
e BRIUMVU
PA Criteria Criteria Details
Exclusion Active hepatitis B virus infection
Criteria
Required Diagnosis. Member has chart documentation confirming one
Medical of the types of Multiple Sclerosis (MS): Relapsing Remitting

MS (RRMS), Active Secondary-Progressive MS (SPMS), or
Clinically Isolated Syndrome (CIS). Must not be on
concomitant therapy with other disease-modifying treatments
for multiple sclerosis. Member must have a trial and failure of
one Disease Modifying Therapy (DMT) for MS. Provider
attests to testing for quantitative serum immunoglobulins
prior to initiation of therapy and member avoidance of live
vaccines. Member has had at least one medically
documented clinical relapse with the previous 12 months.

Information — Initial
Authorization

Required Documentation from prescriber indicating improvement in
Medical condition.
Information —

Reauthorization
Age Restrictions

18 years of age or older

Prescriber Neurologist

Restrictions

Coverage 365 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Briumvi. Package Insert. TG Therapeutics Inc. 2022
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USTEKINUMAB INTRAVENOUS

Products Affected
o IMULDOSA INTRAVENOUS o USTEKINUMAB INTRAVENOUS
e OTULFI INTRAVENOUS o USTEKINUMAB-TTWE
e PYZCHIVA INTRAVENOUS INTRAVENOUS
o SELARSDI INTRAVENOUS e WEZLANA INTRAVENOUS
e STELARA INTRAVENOUS e YESINTEK INTRAVENOUS

o STEQEYMA INTRAVENOUS

PA Criteria Criteria Details

Exclusion No Exclusion Criteria.

Criteria

Required Diagnosis. Ulcerative Colitis (UC) and Crohn’s Disease (CD):
Medical must have moderately to severely active disease. |V

Information — Initial
Authorization

formulations of Ustekinumab are approved for adult initial
dosing for UC and CD only. Subsequent maintenance doses
and dosing for other disease states are subcutaneous
versions of ustekinumab.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition.

Age Restrictions

18 years and older

Prescriber Gastroenterologist

Restrictions

Coverage 60 days

Duration

Other Criteria Part B Step Therapy applies. Requests for all formulations of

ustekinumab, including branded and unbranded products,
require a trial and failure of both ustekinumab-aekn (Selarsdi)
and ustekinumab-kfce (Yesintek) prior to approval. For all
prerequisite drug trials: must have inadequate response or
significant side effect/toxicity unless contraindicated, or
unless the therapy is not FDA-approved or compendia
supported for use in the member's age. For UC and CD:
Member must have a trial and failure with a corticosteroid or
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PA Criteria Criteria Details

an immunomodulator. Must follow recommended dosing
guidelines based upon weight.

Indications All FDA-approved indications
Off-Label Uses N/A
References Stelara. Package Insert. Janssen Biotech, Inc. 2023.

Stegeyma Package Insert. Celltrion USA, Inc. 2024.
Wezlana Package Insert. Amgen, Inc. 2025.

Yesintek Package Insert. Biocon Biologics, Inc. 2024.
Otulfi Package Insert. Fresenius Kabi USA, LLC. 2024.
Selarsdi Package Insert. Alvotech USA Inc. 2025.
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VEDOLIZUMAB

Products Affected
e ENTYVIO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must currently not be using an oral targeted anti-
Medical inflammatory agent or biologic agent in combination with

Information — Initial
Authorization

vedolizumab. For all prerequisite drug trials: see Other
Criteria section. Must have moderate to severely active
disease.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition.

Age Restrictions

18 years and older

Prescriber
Restrictions

By or in consultation with a gastroenterologist

Coverage 365 days

Duration

Other Criteria For all prerequisite drug trials: must have inadequate
response or significant side effect/toxicity unless
contraindicated, or unless the therapy is not FDA-approved
or compendia supported for use in the member's age. Must
have trial of the following: a corticosteroid (e.g., prednisone
or methylprednisolone) OR budesdonide 9 mg AND an
immunomodulator (e.g., azathioprine, 6-mercaptopurine) OR
a TNF-blocking agent.

Indications All FDA-approved indications

Off-Label Uses N/A

References Entyvio. Package Insert. Takeda. 2023

Proprietary and Confidential Information of Sentara Health Plans

© 2026 Sentara All Rights Reserved




P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

PAGE NUMBER: 341 of 362

VELMANASE ALPHA

Products Affected
e LAMZEDE
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have chart documentation of alpha
Medical mannosidosis confirmed by one of the following: enzyme

Information — Initial
Authorization

assay demonstrating deficiency in alpha-mannosidase
activity (defined less than 10 percent of normal activity in
blood leukocytes) with laboratory reference range included
OR genetic testing demonstrating mutations in the MAN2B1
gene. Must have non-central nervous system manifestations
(e.g., progressive motor function disturbances, physical
disability, hearing and speech impairment, skeletal
abnormalities, and immune deficiency). Chart documentation
of baseline age-appropriate values for at least one of the
following: 6-minute walk test (6-MWT), 3-minute stair climb
test (3-MSCT), Pulmonary function tests (e.g. forced vital
capacity), or Motor function test (e.g., Bruininks-Oseretsky
Test of Motor Proficiency (BOT-2)

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition (e.g., improvement in 3-minute stair climbing test
(BMSCT) from baseline, improvement in 6-minute walking
test (6-MWT) from baseline, improvement in FVC %
predicted from baseline, reduction in serum or urine
oligosaccharide concentration from baseline).

Age Restrictions

18 years and older

Prescriber By or in consultation with a geneticist or metabolic specialist
Restrictions

Coverage 365 days

Duration

Other Criteria N/A

Indications All FDA-approved indications
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PA Criteria

Criteria Details

Off-Label Uses

N/A

References

Lamzede. Package Insert. Chiesi Farmaceutici. 2023
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VERTEPORFIN

Products Affected
e VISUDYNE
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must include which eye(s) will be treated. Must
Medical use product that is FDA approved for diagnosis: Chart

Information — Initial
Authorization

documentation of subfoveal choroidal neovascularization
secondary to age-related macular degeneration, pathologic
myopia, or ocular histoplasmosis required. Provider must
include chart documentation with member’s baseline best
corrected visual acuity (BVCA) score for eye(s) to be treated.
Trial with inadequate results or significant toxicity/side effect
or contraindication of bevacizumab (Avastin) required prior to
approval.

Required
Medical

Information —
Reauthorization

Documentation from prescriber indicating improvement in
condition. Must include chart documentation that includes
new BCVA measured within 30 days of request.

Age Restrictions

No Age Restrictions

Prescriber
Restrictions

By or in consultation with ophthalmologist

Coverage 12 months

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Visudyne. Package Insert. Bausch & Lomb Americas, Inc.

2023.
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VESTRONIDASE ALFA

Products Affected
e MEPSEVII
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have chart documentation of genetic testing
Medical demonstrating mutations in the GUSB gene or fibroblast

Information — Initial
Authorization

glucuronidase enzyme assay using laboratory testing that
confirms diagnosis. Current height and weight must be
submitted. Current normalized urine glycosaminoglycan
levels must be submitted. Must have documentation of
clinical signs and symptoms of the disease (e.g., enlarged
liver and spleen, joint limitations, airway obstruction or
pulmonary problems, limitation of mobility while still
ambulatory, etc.). Must provide current weight and have a
requested dose that falls within the recommended dosing
guidelines from the manufacturer.

Required Documentation from prescriber indicating improvement or
Medical stabilization in condition.
Information —

Reauthorization

Age Restrictions

18 years and older

Prescriber By or in consultation with a geneticist or endocrinologist
Restrictions

Coverage 365 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Mepsevii. Package Insert. Ultragenyx Pharmaceutical. 2020

Proprietary and Confidential Information of Sentara Health Plans

© 2026 Sentara All Rights Reserved




P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

PAGE NUMBER: 345 of 362

VILTOLARSEN

Products Affected
e VILTEPSO
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. Must have a diagnosis of Duchenne muscular
Medical dystrophy (DMD) with confirmatory genetic testing

Information — Initial
Authorization

demonstrating an out-of-frame mutation [e.g. frameshift
(deletion or duplication) mutation or a premature stop codon
mutation] of the DMD gene that is amenable to exon 53
skipping (a copy of the genetic testing must be provided).
Must have chart documentation of baseline motor function
and/or strength (e.g., Brooke upper extremity functional
score, Modified Medical Research Council score for manual
muscle testing, North Star Ambulatory Assessment/Timed
Functional Test). If non-ambulatory, must have a documented
Brooke upper extremity score of 5 or less OR a documented
FVC of at least 30%. Must not have received prior gene
therapy for the treatment of DMD [e.g., delandistrogene
moxeparvovec (Elevidys)]. Member must be stabilized on
and will continue to be used in combination with
corticosteroid therapy (e.g., prednisone or deflazacort
[Emflaza]) unless contraindicated or intolerant.

Required
Medical

Information —
Reauthorization

Must have chart documentation from the provider that the
member remains a candidate for treatment based upon the
prescriber’s assessment while on therapy and that the
member continues to benefit from viltolarsen (Viltepso). If
non-ambulatory, must have a documented Brooke upper
extremity score of 5 or less OR a documented FVC of at
least 30%. Must not have received prior gene therapy for the
treatment of DMD [e.g., delandistrogene moxeparvovec
(Elevidys)].

Age Restrictions

18 years and older

Prescriber
Restrictions

Neuromuscular specialist specializing in the treatment of
muscular dystrophy
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PA Criteria Criteria Details

Coverage 365 days

Duration

Other Criteria N/A

Indications All FDA-approved indications

Off-Label Uses N/A

References Viltepso. Package Insert. NS Pharma. 2021
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VORETIGENE NEPARVOREC
Products Affected
e LUXTURNA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Plan follows the Local Coverage Determination.
Medical

Information — Initial
Authorization
Required

Medical

Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions

Coverage
Duration

Other Criteria
Indications
Off-Label Uses

References Centers for Medicare and Medicaid Services (CMS). Local
Coverage Determination (LCD) — L37863. Voretigene
Neparvovec-rzyl (Luxturna). Effective date: 04.20.23.
Voretigene Neparvovec-rzyl (Luxturna).
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Products Affected
e AMVUTTRA
PA Criteria Criteria Details
Exclusion No Exclusion Criteria
Criteria
Required Diagnosis. For polyneuropathy of hereditary transthyretin-
Medical mediated amyloidosis (hATTR-PN): must be confirmed by

Information — Initial
Authorization

BOTH of the following: a pathogenic TTR mutation (a copy of
the genetic test must be provided) AND chart documentation
of symptomatic polyneuropathy associated with hereditary
transthyretin-mediated amyloidosis including ONE of the
following: peripheral sensorimotor polyneuropathy (e.g.,
tingling, pain, numbness, weakness in the extremities, carpal
tunnel syndrome, loss of ability to sense temperature,
difficulty with fine motor skills, difficulty walking, seizures,
headaches) OR autonomic neuropathy symptoms (e.g.,
orthostasis, abnormal sweating, sexual dysfunction, recurrent
urinary tract infection, dysautonomia [constipation and/or
diarrhea, nausea, vomiting, anorexia, early satiety]), must
have documentation of a baseline staging score that meets
ONE of the following: Polyneuropathy Disability (PND) score
I-IV OR Familial Amyloidotic Polyneuropathy (FAP) stage 1-
3, must not be used in combination with another TTR-
lowering agent (patisiran [Onpattro], eplontersen [Wainual]) or
a TTR-stabilizing agent (tafamidis [Vyndagel, Vyndamax]).
For transthyretin-mediated amyloid cardiomyopathy (ATTR-
CM): see Other Criteria section..

Required
Medical

Information —
Reauthorization

Must have documentation from the prescriber indicating
improvement or stabilization in condition and that the
member continues to benefit from therapy. Must not be used
in combination with another TTR-lowering agent (patisiran
[Onpattro], eplontersen [Wainua)) or a TTR-stabilizing agent
(tafamidis [Vyndaqgel, Vyndamax], acoramidis [Attruby]).

Age Restrictions

18 years and older

Proprietary and Confidential Information of Sentara Health Plans

© 2026 Sentara All Rights Reserved



P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

PAGE NUMBER: 349 of 362

PA Criteria

Criteria Details

Prescriber
Restrictions

By or in consultation with a neurologist or cardiologist who
specializes in the treatment of amyloidosis

Coverage
Duration

365 days

Other Criteria

For ATTR-CM: must have chart documentation of NYHA
Functional Class | or Il or lll heart failure, must have chart
documentation of evidence of TTR amyloid in the
myocardium obtained by ONE of the following: biopsy and
amyloid typing (immunohistochemistry or mass
spectrometry) OR radionuclide imaging demonstrating
cardiac uptake of a diagnostic radiopharmaceutical agent
(technetium-99m pyrophosphate [Tc 99m PYP] OR
technetium-99m hydroxymethylene diphosphonate [HMDP]
also called technetium-99m oxidronate, copy of
radionucleotide test is required), must have confirmation of
the absence of immunoglobulin light-chain amyloidosis by
serum studies (immunofixation without free light chains) or a
hematology/oncology consultation, must have a trial of
tafamidis (Vyndagel, Vyndamax) AND acoramidis (Attruby)
with an inadequate response or significant side effect/toxicity
unless contraindicated or unless member has chart
documentation of symptomatic polyneuropathy including
ONE of the following: peripheral sensorimotor
polyneuropathy (e.g., tingling, pain, numbness, weakness in
the extremities, carpal tunnel syndrome, loss of ability to
sense temperature, difficulty with fine motor skills, difficulty
walking, seizures, headaches) OR autonomic neuropathy
symptoms (e.g., orthostasis, abnormal sweating, sexual
dysfunction, recurrent urinary tract infection, dysautonomia
[constipation and/or diarrhea, nausea, vomiting, anorexia,
early satiety]), must not be used in combination with another
TTR-lowering agent (patisiran [Onpattro], eplontersen
[Wainua]) or a TTR-stabilizing agent (tafamidis [Vyndagqel,
Vyndamax], acoramidis [Attruby]).

Indications

All FDA-approved indications

Off-Label Uses

N/A

References

Amvuttra. Package Insert. AiInylam Pharmaceuticals. 2023
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ZENOCUTUZUMAB-ZBCO

Products Affected
e BIZENGRI

PA Criteria Criteria Details

Criteria Managed and reviewed by OncoHealth:

OncoHealth OneUM Provider Portal location:
https://oneum.oncohealth.us

OncoHealth Phone: 888-916-2616
OncoHealth Fax: 800-750-9692
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ZICONOTIDE

Products Affected
e PRIALT
PA Criteria Criteria Details
Exclusion Pre-existing history of psychosis. Contraindications to the
Criteria use of intrathecal analgesics (e.g., infection at the

microinfusion injection site, uncontrolled bleeding diathesis,
and spinal canal obstruction that impairs circulation of
cerebrospinal fluid).

Required Plan follows the Local Coverage Determination.
Medical
Information — Initial
Authorization
Required

Medical
Information —
Reauthorization

Age Restrictions

Prescriber
Restrictions
Coverage
Duration

Other Criteria
Indications
Off-Label Uses

References Centers for Medicare and Medicaid Services (CMS). Local
Coverage Determination (LCD) — L33461. Implantable
Infusion Pump Effective date: 10.01.15. Implantable Infusion

Pump.
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ZOPAPOGENE IMADENOVEC-DRBA

Products Affected
e PAPZIMEOUS

PA Criteria Criteria Details

Exclusion No Exclusion Criteria

Criteria

Required Diagnosis. Must have biopsy showing chronic human
Medical papilloma virus (HPV) infection 6 and 11 (a copy of the HPV
Information — Initial | histology must be provided). Must have documentation of
Authorization ALL the following: laryngotracheal papillomas, symptoms

affecting respiratory function (e.g., dysphonia, dyspnea,
chronic coughing, stridor or screech breathing), and at least
3 clinically indicated interventions within 12 months (i.e.,
surgical resection of disease or laser ablation aimed at
reducing voice and airway symptoms). Must have debulking
surgery to remove current tumors prior to starting treatment.
Must use a dose and duration of therapy consistent with the
FDA-approved package labeling. Must not have prior
treatment with gene therapy.

Required Not Applicable

Medical

Information —

Reauthorization

Age Restrictions 18 years and older

Prescriber By or in consultation with a specialist in otolaryngology,

Restrictions oncology, and/or knowledgeable in disease management of
respiratory papillomas

Coverage 365 days

Duration

Other Criteria Not Applicable

Indications All FDA-approved indications

Off-Label Uses N/A

References Papzimeos. Package Insert. Precigen, Inc. 2025
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Step Therapy will be required for the medications listed in the table below, provided the following are met for the requested drug:

e Meets the definition of a Medicare Part B medication.

e New for the patient, as defined by no use in the last 365 days.

e Proposed use of the requested/and or alternative drug has been determined to be a medically accepted indication under

Medicare rules.

e Dose, frequency, and duration of use may not exceed the safety and efficacy data supporting the medically accepted indication.

Exceptions

e Members (enrollees) may request an exception from the plan’s step therapy requirement to access a Part B covered drug, which
is reviewed through our organization’s determination process.

*PA required for all products, including preferred alternatives
*Trial and failure of 2 or more preferred alternative(s) required where more than 1 alternative is given unless otherwise noted in criteria for indication

Product Class Requested Product J Code Preferred Alternative(s) J Code
Beovu J0179
Byooviz Q5124
Cimerli Q5128
Eylea J0178
Macular Degeneration Drugs | Lucentis J2778 Avastin J9035
Opuviz Q5153
Pavblu J3590
Susvimo J2779
Vabysmo J2777
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Product Class Requested Product J Code Preferred Alternative(s) J Code
Durolane J7318
Gel-One J7326
Gel-Syn J7328
Genvisc 850 J7320/Q9980
Hyalgan J7321
Hymovis J7322/C9471 _ -
: . . uflexxa
AEITHEN G AEE: 3::3:22 j;g;; Synvisc*/Synvisc-One J7325
Supartz/FX J7321
SynoJoynt J7331
Triluron J7332
Trivisc J7329
Visco-3 J7321
Tocilizumab Intravenous Tolfidence IV Q5133 Actemra J3262
Avtozma Q5156 Tyenne Q5135
Pemfexy J9304 Pemetrexed (Sandoz) J9297
Alimta J9305 Pemetrexed (Hospira) J9294
Pemetrexed Pemrydi RTU 19324 e “oa0s
Axtle - Avyxa J9292 Pemetrexed ditromethamine (Hospira)* J9323
Pemetrexed (Teva) J9314 Pemetrexed (Bluepoint)* J9322
Paclitaxel (P:é;rlgigﬁlel):’rotem Bound 19264 Paclitaxel injection J9267
Bortezomib Inj.* Jo041
Bortezomib Inj. (Dr. Reddy)* Jo046
Bortezomib Boruzu RTU J9054 Bortezomib Inj. (Fresenius)* Joo48
Bortezomib Inj. (Hospira)* Jo049
Bortezomib Inj. (Maia)* J9051
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Product Class Requested Product J Code Preferred Alternative(s) J Code
Eligard Depot J9217
Luteinizing Hormone-Releasing Vabrinty Leuprolide Depot J1954
Hormone Lupron Depot J1950
Lupron Depot J9217
Prolia J0897
Conexxence Q5158
. Bildyos J3590 Jubbonti Q5136
DEmesuniE (O Eeeress, Bosaya J3590 Stoboclo Q5157
Enoby J3590
Ospomyv Q5159
Xgeva J0897
Bomyntra Q5158
Aukelso J3590 Wyost Q5136
BenosumabiCancer) Bilprevda J3590 Osenvelt Q5157
Xbryk Q5159
Xtrenbo J3590
-~ Bkemv Q5152 Epysqli Q5151
Complement Inhibitors Soliris J1299 Ultomiris J1303
Bivigam J1556
Flebogamma DIF J1572
ﬁ'gc?éﬁiv j]ggi Gammagard Liquid/ERC 1569
VIG Hvavi J1575 Gammagard S/D J1566
yqvia Gammaked J1561
Panzyga J1576
Yimmugo J1599 Gammaplex J1557
Gamunex-C J1561
Privigen J1459
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Product Class Requested Product J Code Preferred Alternative(s) J Code
Imdulosa Q5098
Otulfi Q9999
Pyzchiva Q9997
Usekinumab Stelara J3358 Selqrsdi Q9998
Steqeyma Q5099 Yesintek
Ustekinumab J3358
Ustekinumab-ttwe Q9997
Wezlana Q5138
Dupixent (Pharmacy Benéefit)
: o Fasenra SQ J0517
Eosinophilic Asthma Exdensur SQ J3590 Nucala SQ 12182
Xolair J2357
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APPENDIX B.
MEDICAL ONCOLOGY DRUGS

OncoHealth Managed Drugs

The below medications are managed by OncoHealth when used for an oncology indication

e OncoHealth OneUM Provider Portal is located at https://oneum.oncohealth.us
¢ OncoHealth Phone: 888-916-2616
e OncoHealth Fax: 800-750-9692

Non-OncoHealth Managed Drugs

Oncology medications that are processed by the pharmacy may be requested via the Coverage
Determination Form found on Sentara Health Plans website.
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Brand Name*

Abecma
Abraxane
Adcetris
Adstiladrin
Alimta
Alkeran
Alymsys
Amtagvi
Anktiva
Armlupeg
Arranon
Arzerra
Asparlas
Aucatzyl
Avastin
Avzivi
Azedra
Bavencio
Beleodaq
Besponsa
Besremi
Bizengri
Blincyto
Boruzu
Breyanzi
cabazitaxel
Caelyx
Camcevi
Camcevi ETM
Carvykti
Columvi
Cosela
Cyramza
Danyelza
Darzalex
Darzalex Faspro
Doxil

P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

Generic Name*

idecabtagene vicleucel
paclitaxel, albumin bound
brentuximab vedotin
nadofaragene firadenovec
pemetrexed

melphalan

bevacizumab

Lifileucel

Nogapendekin alfa inbakicept
pedfilgrastim-unne
nelarabine

ofatumumab
calaspargase pegol
obecabtagene autoleucel
bevacizumab
bevacizumab
3-iodobenzylguanidine
avelumab

belinostat

inotuzumab ozogamicin
ropeginterferon alfa-2b
zenocutuzumab
blinatumomab
bortezomib
lisocabtagene maraleucel
cabazitaxel

doxorubicin hydrochloride liposome
leuprolide

leuprolide

ciltacabtagene autoleucel
glofitamab

trilaciclib

ramucirumab

naxitamab

daratumumab

daratumumab and hyaluronidase-fihj

doxorubicin hydrochloride liposome
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HCPCS Code*

Q2055
J9264
Jo042
J9029
J9305
J8600
Q5126
J9999
J9028
J3590
J9261
J9302
J9118
Q2058
J9035
J9999
A9590
J9023
J9032
J9229
J9999
J9999
J9039
Jo054
Q2054
J9064
J9999
J1952
J9003
Q2056
J9286
J1448
J9308
J9348
J9145
J9144
Q2050
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Brand Name*

Elahere
Eligard
Elitek
Elrexfio
Elzonris
Empliciti
Emrelis
Enhertu
Epkinly
Erbitux
Erwinaze
Firmagon
Folotyn
Fusilev
Fyarro
Gamifant (Oncology
Indications)
Gazyva
generic
Halaven
Herceptin
Herceptin Hylecta
Hercessi
Herzuma
Hycamtin
Imdelltra
Imfinzi
Imjudo
Imlygic
Infugem
Istodax
Ixempra
Jelmyto
Jemperli
Jevtana
Jylamvo
Kadcyla
Kanijinti
Keytruda

P & T COMMITTEE APPROVAL DATE: 05/26

REVISION

Generic Name*

mirvetuximab soravtansine
leuprolide

rasburicase

elranatamab

tagraxofusp

elotuzumab

telisotuzumab vedotin-tllv
fam-trastuzumab deruxtecan
epcoritamab

cetuximab

asparaginase

degarelix

pralatrexate
levoleucovorin

Sirolimus

emapalumab

obinutuzumab
teniposide
eribulin
trastuzumab
trastuzumab and hyaluronidase
trastuzumab
trastuzumab
topotecan
Tarlatamab
durvalumab
tremelimumab
herpesvirus 1; human
gemcitabine
romidepsin
ixabepilone
mitomycin
dostarlimab
cabazitaxel
methotrexate
ado-trastuzumab
trastuzumab
pembrolizumab

DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25
PAGE NUMBER: 359 of 362

HCPCS Code*

J9063
J9217
J2783
J1323
J9269
J9176
J9326
J9358
J9321
J9055
Jo019
J9155
J9307
J0641
J9331
J9210

J9301
Q2017
Jo179
J9355
J9356
Q5146
Q5113
J8705
J9026
Jo173
J9347
J9325
J9198
J9319
J9207
J9281
Jo272
J9043
J8611
J9354
Q5117
J9271
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Brand Name*

Keytruda Qlex
Khapzory
Kimmtrak
Kymriah
Kyprolis
lanreotide
leuprolide
Libtayo
LipoDox
Logtorzi
Lumoxiti
Lunsumio
Lupron
Lupron
Lutathera
Lymphir
Lynozyfic
Margenza
Monjuvi
Mvasi
Mylotarg
Nplate
Nplate
Ogivri
Oncaspar
Onivyde
Ontruzant
Opdivo
Opdivo Qvantig
Opdualag
Padcev
Pedmark
pemetrexed
Pemfexy
Pemrydi RTU
Perjeta
Phesgo

Photofrin

P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
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Generic Name* HCPCS Code*
pembrolizumab/berahyaluronidase alfa-pmph  CPT Code Pending
levoleucovorin J0642
tebentafusp J9274
tisagenlecleucel Q2042
carfilzomib Jo9047
lanreotide J1932
leuprolide J1954
cemiplimab J9119
doxorubicin hydrochloride liposome Q2049
Toripalimab J3263
moxetumomab pasudotox J9313
mosunetuzumab J9O350
leuprolide J1950
leuprolide J9217
dotate A9513
denileukin diftitox J9161
linvoseltamab-gcpt J9999
margetuximab JO353
tafasitamab J9349
bevacizumab Q5107
gemtuzumab ozogamicin J9203
INACTIVE - romiplostim J2796
romiplostim J2802
trastuzumab Q5114
pegaspargase J9266
irinotecan hydrochloride liposome J9205
trastuzumab Q5112
nivolumab J9299
nivolumab and hyaluronidase J9999
nivolumab / relatlimab J9298
enfortumab Jo177
thiosulfate J0208
pemetrexed J9314
pemetrexed J9304
pemetrexed J9324
pertuzumab J9306
pertuzumab and trastuzumab and J9316
hyaluronidase-zzxf
dihematoporphyrin ether J9600
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Brand Name*

Pluvicto
Polivy
Portrazza
Poteligeo
Proleukin
Provenge
Reblozyl
Riabni
Rituxan
Rituxan Hycela
romidepsin
Ruxience
Rybrevant
Rybrevant Faspro
Rylaze
Rytelo
Sandostatin
Sandostatin
Sarclisa
Somatuline
Sylvant
Synribo
Talvey
Tecartus
Tecelra
Tecentriq
Tecentriq Hybreza
Tecvayli
Temodar
Tevimbra
Tivdak
Trazimera
Trelstar
Trodelvy
Truxima
Unituxin
Unloxcyt
Valstar

P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

Generic Name*

vipivotide tetraxetan
polatuzumab vedotin
necitumumab
mogamulizumab
aldesleukin

sipuleucel-T

luspatercept

rituximab

rituximab

rituximab and hyaluronidase
romidepsin

rituximab

amivantamab

amivantamab and hyaluronidase-Ipuj
asparaginase

imetelstat

octreotide

octreotide

isatuximab

lanreotide

siltuximab

omacetaxine mepesuccinate
talquetamab
brexucabtagene autoleucel
afamitresgene autoleucel
atezolizumab

Atezolizumab and hyaluronidase-tqjs

teclistamab
temozolomide
Tislelizumab
tisotumab
trastuzumab
triptorelin
sacituzumab
rituximab
dinutuximab
cosibelimab
valrubicin
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HCPCS Code*

A9607
J9309
J9295
J9204
J9015
Q2043
J0896
Q5123
J9312
Jo311
J9318
Q5119
J9061
CPT Code Pending
J9021
J0870
J2354
J2353
J9227
J1930
J2860
J9262
J3055
Q2053
Q2057
J9022
J9024
J9380
J9328
J9329
Jo273
Q5116
J3315
J9317
Q5115
J9999
J9999
J9357
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Brand Name*

Vectibix
Vegzelma
Vykoura
Vyloy
Vyxeos

Xatmep
Xofigo
Yervoy
Yescarta
Yondelis
Zaltrap
Zepzelca
Zevalin
Ziihera
Zirabev
Zoladex
Zusduri
Zynlonta
Zynyz

P & T COMMITTEE APPROVAL DATE: 05/26
REVISION DATE: 05/26 for Benefit Year 2026
ANNUAL APPROVAL DATE: 11/25

Generic Name*

panitumumab
bevacizumab
leucovorin calcium
zolbetuximab

Cytarabine liposome / DAUNOTrubicin

Liposomal
methotrexate

radium

ipilimumab

axicabtagene ciloleucel
trabectedin

aflibercept

lurbinectedin

ibritumomab tiuxetan (Y-90)
zanidatamab

bevacizumab

goserelin

mitomycin, intravesical instillation
loncastuximab tesirine
retifanlimab
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HCPCS Code*

J9303
Q5129
J3490
J9999
J9153

J8612
A9606
J9228
Q2041
J9352
J9400
J9223
A9543
J9999
Q5118
J9202
J9282
J9359
J9345
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