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Health Alliance Plan of Michigan complies with National Coverage Determinations

(NCDs), Local Coverage Determinations (LCDs), Local Coverage Article (LCA), and other
coverage and benefit conditions included in Traditional Medicare law. When such
coverage criteria do not exist or are not fully established, Health Alliance Plan Medicare
may create coverage criteria based on CMS-approved compendium and current evidence
in widely used treatment guidelines or clinical literature.

Outpatient prescription drugs and biologicals eligible for coverage under Medicare Part B. Part
B drugs are usually limited to drugs or biologicals administered by infusion or injection
furnished incident to a physician or provider service and not usually self-administered by the
patient.

NCD, LCDs, and LCAs contain coverage criteria set by the Centers of Medicare & Medicaid Services
(CMS) or a Medicare Administrative Contractor (MAC) to determine if a drug is reasonable and
necessary for the treatment of a condition.

Prior authorization (PA) means that certain criteria must be met before HAP may approve
(cover) the drug. Prior authorization may also be required to determine if the drug is covered
under the medical (Medicare Part B) or pharmacy (Medicare Part D) benefit (known as Part B vs
Part D).

Step Therapy (ST) means that trying a preferred or more cost-effective drug is required before
taking a step up to adrugthatis non-preferred. The preferred step drugs must be tried and
failed with failure defined as an inadequate response or intolerance to treatment, which must
be indicated by your provider or medical records. Step therapy for Part B drugs applies to
members who are enrolled in a Medicare Advantage Prescription Drug (MAPD) plan and are
not currently receiving the Part B drug.



What is a medically accepted indication (MAI)?
Medically accepted indications (MAIs) are defined by the Centers for Medicare and Medicaid Services (CMS) and
depend on the benefit (Part D versus Part B) and whether the drug is used in an anti-cancer regimen.

For Part D: Refer to the Medicare Prescription Drug Benefit Manual Chapter 6,
§10.6 — Medically Accepted Indication.

For Part B: If no NCD, LCD, LCA or other coverage policies exist, Part B drugs will be reviewed for a medically
accepted indication. An unlabeled use of a drug may be covered if a HAP Clinical Reviewer or Medical Director
determines the use to be medically accepted, taking into consideration the major drug compendia, authoritative
medical literature and/or accepted standards of medical practice.

How does Health Alliance Plan determine criteria for a Part B drug? HAP complies with NCDs, LCDs,
LCAs, and general coverage and benefit conditions included in Traditional Medicare law. This includes criteria for
determining whether an item or service is a benefit available under Traditional Medicare. When such coverage and
benefit criteria do not exist or are not fully established, HAP may create coverage criteria based on CMS-approved
compendium and current evidence in widely used treatment guidelines or clinical literature made publicly available to
CMS, enrollees, and providers. The coverage criteria are reviewed and approved by HAP’s Pharmacy and Therapeutics
(P&T) Committed prior to implementation (Medicare IOM Pub. No. 100-16, Ch. 4, §90.5).

How do | know what criteria to use for a Part B drug?
First, check for applicable Medicare NCDs, LCDs, LCAs, and other Medicare guidance using the Medicare Coverage
Database at: https://www.cms.gov/medicare-coverage-database/new-search/search.aspx.

Providers are responsible for reviewing NCDs, LCDs and/or LCAs or other Medicare coverage guidance. HAP attempts
to provide as much information as possible; however, if there is a conflict between this document and any Medicare
coverage guidance, the Medicare coverage guidance will supersede.

What if my request does not meet criteria and/or is not approved by the FDA? You can request an
exception to the coverage criteria including required indications and FDA-approved dose, frequency and/or route of
administration.

Approval for exceptions requires supporting evidence (i.e.,medical records; medical literature) that demonstrates
the exception is medically necessary.

Approval forindications, dosing, or route of administration not approved by the FDA or recognized in Medicare-
accepted compendia (e.g., DrugDex, AHFS, Clinical Pharmacology) requires supporting evidence for coverage
including published peer-reviewed literature supporting the appropriateness of the drug, the dose, and/or route of
administration for the requested indication.

A 90-day transition period for any active course(s) of treatment for members new to the plan after starting a
course of treatment, even if the service is furnished by an out-of-network provider. This includes enrollees new to
a plan and enrollees new to Medicare. HAP will not disrupt or require reauthorization for an active course of
treatment for new members for a period of at least 90 days.

What if | cannot find my drug on this Prior Authorization/Step Therapy document?
Most drugs in this document are listed in alphabetical order according to their trade name unless the drug is
available generically in which the drug will be listed by its generic name.

For new-to-market drugs not yet reviewed by the HAPs Pharmacy and Therapeutics (P&T) Committee, the
following criteria are required:
1. Use of the drug for a Medically Accepted Indication —and —
2. Use of all appropriate alternative covered Part D drugs (for plans with prescription drug coverage) and
Part B drugs with evidence-based support for the requested indication

Your doctor can submit a prior authorization for a drug on this list using the HAP Provider Portal on www.hap.org.


https://www.cms.gov/medicare/coverage/prescription-drug-coverage-contracting/prescription-drug-benefit-manual
https://www.cms.gov/medicare/coverage/prescription-drug-coverage-contracting/prescription-drug-benefit-manual
https://www.cms.gov/medicare-coverage-database/new-search/search.aspx
https://www.hap.org

Exclusion

Must not be used in combination with other biologic drugs or Otezla.

Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber
L NA

Actemra Restrictions

13262 Coverage U 1

(tocilizumab) Duration ptolyear.
Other For all medically-accepted indications (except cytokine release syndrome, giant
Criteria cell arteritis, and treatment of COVID-19): Must first try Tyenne.
Indications All Medically-Accepted Indications
Exclusion

N/A

Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.
Information
Age N/A
Restrictions

Ahzantive Prescriber N/A

(Aflibercept-mrbb) Restrictions

Effective 10/1/2025 Coverage

2 &% ) & Up to 1 year. Dose will be approved according to the FDA-approved labeling or

Duration within accepted standards of medical practice.
Other
Criteria Must try Avastin (bevacizumab).

Indications

All Medically-Accepted Indications




Exclusion

Must not be used in combination with other drugs indicated for prophylaxis for

Criteria hemophilia A or B
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment. Member must

Information

have a documentation of either hemophilia A (congenital factor VIII
deficiency) without factor VIII inhibitors, or hemophilia B (congenital factor IX
deficiency) without factor IX inhibitors.

Alhemo Age
J7173 Restrictions N/A
ncizum Prescriber

(Concizumab) o Prescription must be written by a hematologist.
Restrictions
Coverage . .

i 1. Upto 1year. Dose will be approved according to the FDA approved
Duration labeling or within accepted standards of medical practice.
Other For hemophilia A, must have a trial of two drugs for prophylaxis with one being
Criteria Hemlibra.
For hemophilia B, must has have a trial of two drugs for prophylaxis such as Alprolix,
BeneFIX or Idelvion
Indications All Medically-Accepted Indications
Exclusion
N/A

Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.
Information
Age N/A
Restrictions
Prescriber N/A

Alymsys Restrictions

(bevacizumab-maly) injection

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
within accepted standards of medical practice.
Other
Criteria Must first try Mvasi AND Zirabev.

Indications

All Medically-Accepted Indications




Amvuttra
J0225

(vutrisiran) injection

Exclusion

Must not be used in combination with TTR stabilizers (e.g., tafamidis) or TTR-lowering

Criteria agents (e.g., Onpattro) — AND — Patient must not have had a liver transplant.
Required For Transthyretin-related familial amyloid polyneuropathy
Medical 1) Medical records supporting the request must be provided — AND —

Information

2)  Must have documentation of a transthyretin (TTR) mutation (e.g.,
V30M) — AND —

3)  Must have documentation of a baseline polyneuropathy disability
(PND) score less than or equal to Illb and/or baseline FAP Stage 1 or
2-AND -

4)  Must have documentation of clinical signs and symptoms of the
condition (e.g., motor disability, peripheral/autonomic neuropathy,
etc.)

For Transthyretin amyloid cardiomyopathy, Wild-type or hereditary

Effective 1/1/2026 1)  Confirmation of diagnosis with appropriate testing.
Age Must be at least 18 years of age.
Restrictions
Prescriber
. N/A
Restrictions
Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration within accepted standards of medical practice.
Other For Transthyretin amyloid cardiomyopathy, Wild-type or hereditary
Criteria 1)  Must first try and fail Attruby.
For Transthyretin-related familial amyloid polyneuropathy
1)  Must first try diflunisal and Wainua
Indications All Medically-Accepted Indications
Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.
Information
Age N/A
Restrictions
Prescriber
N/A
Armlupeg Restrictions

(pedfilgrastim-unne)

Effective 4/1/2026

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
within accepted standards of medical practice.
Other
Criteria Must first try Neulasta, Udenyca, AND Nyvepria.

Indications

All Medically-Accepted Indications




Avastin
J9035

(bevacizumab)

Chemotherapy (J9035) only

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber

L. N/A
Restrictions
Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration

within accepted standards of medical practice.

Other
Criteria Must first try Mvasi AND Zirabev.

Indications

All Medically-Accepted Indications

Avsola

(infliximab-axxq)

Exclusion
N/A
Criteria
Required
Medical Medical records supporting the request must be provided, including

Information

documentation of prior therapies and responses to treatment.

Age
Restrictions

N/A

Prescriber
Restrictions

Prescriber is a specialist or has consulted with a specialist for the condition
being treated.

Coverage . . .
i Up to 1 year. Dose will be approved according to the FDA-approved labeling or
Duration within accepted standards of medical practice.
Other Must first try Inflectra AND Renflexis.
Criteria

Indications

All Medically-Accepted Indications




Avtozma

(tocilizumab-anoh)

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber

N/A

Restrictions

Coverage . . .

A Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration within accepted standards of medical practice.
Other For all medically-accepted indications (except cytokine release syndrome, giant
Criteria cell arteritis, and treatment of COVID-19): Must first try Tyenne.

Indications

All Medically-Accepted Indications

Axtle
J9304

(Pemetrexed injection)

Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber

N/A

Restrictions

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
within accepted standards of medical practice.
Other
Criteria Must first try two of the following covered Pemetrexed drugs identified

by jcodes (19294, 19296, 19297, 19305, 19321, 19322, J9323)

Indications

All Medically-Accepted Indications




Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber N/A
Beizray Restrictions
19172 Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
(docetaxel) injection Duration . - -
Effective 4/1/2026 within accepted standards of medical practice.
Other
Criteria Must first try the following covered docetaxel drug identified by jcode:
J9171
Indications All Medically-Accepted Indications
Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.
Information
Age N/A
Restrictions
Prescriber N/A
Beovu Restrictions
o179 Coverage Up to 1 year. Dose will b d according to the FDA d labeli
. p to 1 year. Dose will be approved according to the -approved labeling or
Brolucizumab, i
( 2 ) Duration within accepted standards of medical practice.
Other
Criteria Must try Avastin (bevacizumab).

Indications

All Medically-Accepted Indications




Bkemv
(eculizumab-aeeb)

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age
Restrictions

N/A

Prescriber
Restrictions

Prescriber is a specialist or has consulted with a specialist for the condition
being treated.

Coverage . . .
i Up to 1 year. Dose will be approved according to the FDA-approved labeling or
Duration within accepted standards of medical practice.
Other
Criteria Must try Epysqli (eculizumab-aagh). Criteria applies

Indications

All Medically-Accepted Indications

Bortezomib injection
(19046, 19048, J9054)

Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber

N/A

Restrictions

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Durati
uration within accepted standards of medical practice.
Other
Criteria Must first try two of the following covered Bortezomib drugs identified

by jcodes (J9041, 19049, J9051)

Indications

All Medically-Accepted Indications




Camcevi ETM
J9003

(leuprolide) injection

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.
Information
Age N/A
Restrictions
Prescriber
N/A

Restrictions

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
within accepted standards of medical practice.
Other
Criteria Must first try two of the following covered leuprolide drugs identified

by jcodes: J1950, J1951, J1952, J1954, J9217, J9321, J9218, J9219.

Indications

All Medically-Accepted Indications

Cosentyx
13247

(Secukinumab)

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age
Restrictions

N/A

Prescriber
Restrictions

Coverage . i .
) Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration within accepted standards of medical practice.
Other Must first try Inflectra OR Renflexis and Hadlima.
Criteria

Indications

All Medically-Accepted Indications




Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber
. N/A
Docivyx Restrictions
19174 Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
(docetaxel) injection Duration " 4 dards of medical
within accepted standards of medical practice.
Effective 4/1/2026 B B
Other
Criteria Must first try the following covered docetaxel drug identified by jcode:
Jo171
Indications All Medically-Accepted Indications
Exclusion
N/A
Criteria
Required
Medical Medical records supporting the request must be provided, including
. documentation or prior therapies and response to treatment.
Information
Age N/A
Restrictions
Prescriber
N/A
Durysta Restrictions
17351 Coverage
(bimatoprost) intraocular implant Duration
Dose will be approved according to the FDA approved labeling or within accepted
standards of medical practice.
Other Must try two of the following: latanoprost, bimatoprost, travoprost.
Criteria

Indications

All Medically-Accepted Indications




Exclusion

Criteria

Must not be used in combination with other biological drugs or Otezla.

Required
Medical
Information

Medical records supporting the request must be provided, including
documentation of prior therapies and responses to treatment.

Age
Restrictions

N/A

Prescriber

Prescriber is a specialist or has consulted with a specialist for the condition

Entyvio icti
yv Restrictions being treated.
J3590
Coverage . . .
(Vedolizumab) i Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration within accepted standards of medical practice.
Other
Criteria Must first try Inflectra OR Renflexis and Hadlima. For reauthorization: Must
have a positive clinical response to Entyvio (e.g., decrease in bowel
movements per day, no blood in stool, decrease in oral steroid use, decrease in
inflammatory markers such as fecal calprotectin, C-reactive protein, etc.).
Indications All FDA-Approved Indications
Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.
Information
Age N/A
Restrictions
Enzeevu Prescriber
o N/A.
(Aflibercept-abzv) Restrictions
Effective 10/1/2025 Coverage
i /i/ i & Up to 1 year. Dose will be approved according to the FDA-approved labeling or
Duration within accepted standards of medical practice.
Other
Criteria Must try Avastin (bevacizumab).

Indications

All Medically-Accepted Indications




Epysqli
(eculizumab-aagh)

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.
Information
Age N/A
Restrictions
Prescriber

Restrictions

For NMSOD and myasthenia gravis: Must be prescribed by or in
consultation with a neurologist.

Coverage i .
) Up to 1 year. In accordance with the FDA-approved labeling or accepted
Duration standards of medical practice.
Other
Criteria For neuromyelitis optica spectrum disorder (NMOSD):

1.  Patient has anti-aquaporin-4 (AQP4) antibody positive disease -

AND -

2.  Patientis exhibiting one of the following core clinical

characteristics: optic neuritis, acute myelitis, area postrema
syndrome, acute brainstem syndrome, symptomatic narcolepsy

or acute diencephalic clinical syndrome with NMOSD-typical

diencephalic MRI lesions, or symptomatic cerebral syndrome with

NMOSD-typical brain lesions - AND -

Patient has tried and failed (defined as an inadequate response or
intolerance) Uplizna.

AND -

4.  Patient hastried and failed (defined above) Enspryng - AND -
Must have an Expanded Disability Status Scale (EDSS) score of <7

- AND -

6.  Epysqliwill not be used in combination with Ultomiris,

Uplizna, Enspryng, or other medications to treat

neuromyelitis optica spectrum disorder (NMOSD) - AND

7.  For reauthorization requests: (1) Epysqli will not be used in

combination with Ultomiris, Uplizna, Enspryng, or other
medications for neuromyelitis optica spectrum disorder
(NMOSD); AND (2) documentation of a decrease in relapse rate
must be provided

For myasthenia gravis:

1

Baseline Myasthenia Gravis Activities of Daily Living (MG-ADL) score of

6 or more - AND

Confirmed diagnosis of generalized myasthenia gravis that is
anti-acetylcholine receptor antibody (AChR-Ab) positive -

AND -

Trial of one non-steroid, genericimmunosuppressant (e.g.,
azathioprine, cyclosporine, methotrexate, mycophenolate,
tacrolimus) for at least 6 months (onset of action is slow and make
take several months) with an inadequate response or intolerance -
AND -

Trial of Vyvgart with an intolerance or inadequate response - AND -
Must not be used in combination with similar therapies for

myasthenia gravis including immune globulins, Vyvgart, Ultomiris,




Rystiggo, or Zilbrysq. (Epysqli has not been studied and there is no
data to support use in combination with other medications used to
treat MG) - AND -

6. For reauthorization requests: (1) Must not be used in combination
with similar therapies for myasthenia gravis including immune
globulins, Vyvgart, Ultomiris, Rystiggo, or Zilbrysq; AND (2) Must
have documentation of improvement in the MG-ADL total score from
baseline.

For atypical hemolytic uremic syndrome (aHUS):

1.  Shiga toxin-related HUS and Thrombotic Thrombocytopenia
Purpura (TTP) must beruled out - AND -

2.  For reauthorization, documentation of decreased signs of
thrombotic microangiopathy (e.g., normalization of platelet counts
and LDH levels; reduction in serum creatinine).

For paroxysmal nocturnal hemoglobinuria (PNH):

1.  Must have diagnosis confirmed by flow cytometry — AND —
2. Must have hemolysis-associated symptoms (thrombosis, organ
dysfunction, pain) —AND

3. Must not be used in combination with other complement drug
therapy including Fabhalta, Ultomiris, Empaveli. (Epysgli has not
been studied and there is no data to support use in combination
with other medications used for PHN) - AND —

4.  Forreauthorization requests: (1) Must not be used in combination
with other complement drug therapy including Fabhalta,
Ultomiris, Empaveli; AND (2) Must have documentation of
improvement in PNH-related symptoms (e.g., fatigue, dyspnea)
compared to baseline - AND - a sustained increase in hemoglobin
levels, improvement in hemolysis, or reduced transfusions
compared to baseline.

Indications

All Medically-Accepted Indications

Evenity
J3111

(Romosozumab-aqqg)

Exclusion i i .
Cumulative use of Evenity of more than 12 months is not covered.
Criteria
Required
Medical Medical records supporting the request must be provided, including

Information

documentation of prior therapies and responses to treatment - AND -
documentation confirming your diagnosis (such as the results from your
bone scan)

Age
Restrictions

N/A

Prescriber
Restrictions

Must be prescribed by endocrinologist.

Coverage o
i 12 months per lifetime.
Duration
Other
Criteria Must try and fail Prolia. Failure is defined as intolerance, decrease in BMD in

comparison to previous DEXA scan, new fracture while on therapy OR a
contraindication to therapy.

Indications

All Medically-Accepted Indications




Evkeeza
J1305

(evinacumab-dgnb)
Effective 1/1/2026

Exclusion

Must not be used in combination with a PCSK9 inhibitor (e.g., Repatha),

Criteria Nexletol, or Nexlizet.
Required Must submit most recent LDL-C level. Medical records supporting the request
Medical must be provided.

Information

Age
Restrictions

N/A

Prescriber
Restrictions

Must be prescribed by, or in consultation with, a cardiologist, endocrinologist,
or board- certified lipidologist.

Coverage . . . e

i 1 year. Dose will be approved according to the FDA approved labeling or within
Duration accepted standards of medical practice.
Other Must first try Repatha (trial with Repatha is not required for children 1 through 9
Criteria years of age).

Indications

All Medically-Accepted Indications

Exdensur

J2361

(depemokimab-ulaa) injection
Effective 7/1/2026

Exclusion

o Member is not receiving Exdensur in combination with another biologic medication
Criteria indicated for asthma treatment.
Required 1.  Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

2. Must have an elevated eosinophil level greater than or equal to 150
cells/mcL at therapy initiation OR greater than or equal to 300 cells/mcL
in the previous 12 months.

3. Two or more asthma exacerbations requiring systemic corticosteroid
treatment or one asthma exacerbation resulting in hospitalization in the
past 12 months

Age
Restrictions

N/A

Prescriber
Restrictions

N Prescribed by or in consultation with an allergist, immunologist, or pulmonologist.

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
within accepted standards of medical practice.
Other
Criteria 1. Member must have a 3-month trial and inadequate response,

intolerance, or contraindication to combination therapy with
an inhaled corticosteroid and at least two of the following:
long-acting beta[1]agonist (LABA), long acting muscarinic
antagonist (LAMA), leukotriene receptor antagonist or an
interleukin drug (montelukast, zafirlukast).

Indications

All Medically-Accepted Indications




Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber N/A
Eydenzelt Restrictions
13590 Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
(aflibercept-boav) injection Duration thi ted standards of medical ,
within accepted standards of medical practice.
Effective 7/1/2026 £ £
Other
Criteria Must try Avastin (bevacizumab).
Indications All Medically-Accepted Indications
Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.
Information
Age N/A
Restrictions
Eylea Prescriber
Y N/A
JOo178 Restrictions
'Aflib t Coverage
(Aflibercept) i & Up to 1 year. Dose will be approved according to the FDA-approved labeling or
Duration within accepted standards of medical practice.
Other
Criteria Must try Avastin (bevacizumab).

Indications

All Medically-Accepted Indications




Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber N/A
Eylea HD Restrictions
ot Coverage Uptol D ill b d ding to the FDA: d labeli
. ] p to 1 year. Dose will be approved according to the -approved labeling or
(Aflibercept) Duration within accepted standards of medical practice.
Bolus approved for every 4 weeks for 3 doses or up to 5 doses for Macular Edema
Following Retinal Vein Occlusion. Maintenance dose must be tried every 8 weeks for
3 doses before deemed a failure of therapy and resuming every 4-week dosing.
Other
Criteria Must try and fail Eylea (Aflibercept). Failure is defined as no improvement,
worsening of the condition, or an intolerance after trying the required therapy at
the maximum dosages (every 4 weeks) for at least 12 weeks. Scheduling
conflicts/barriers is not a contraindication for use and does not demonstrate
medical necessity for step therapy exception.
Indications
All Medically-Accepted Indications
Exclusion
N/A
Criteria
Required Medical records supporting the request, including documentation of prior
Medical therapies and responses to treatment, must be provided.
Information
Age N/A
Restrictions
Fulphila Prescriber N/A
(Pegfilgrastim-jmdb) Restrictions
Coverage . . X e
A 1 year. Dose will be approved according to the FDA approved labeling or within
Duration accepted standards of medical practice.
Other Must first try Neulasta, Udenyca, AND Nyvepria.
Criteria

Indications

All Medically-Accepted Indications




Fylnetra
(Pegfilgrastim-pbbk)

Exclusion

N/A
Criteria
Required Medical records supporting the request, including documentation of prior
Medical therapies and responses to treatment, must be provided.

Information

Age N/A

Restrictions

Prescriber
L N/A

Restrictions

Coverage . . . o
) 1 year. Dose will be approved according to the FDA approved labeling or within

Duration accepted standards of medical practice.

Other Must first try Neulasta, Udenyca, AND Nyvepria.

Criteria

Indications

All Medically-Accepted Indications

Herceptin
J9355

(trastuzumab)

Exclusion
N/A
Criteria
Required
Medical Medical records supporting the request must be provided, including

Information

documentation of prior therapies and responses to treatment.

Age

Restrictions N/A

Prescriber
- N/A

Restrictions

Coverage . ) . -
) 1 year. Dose will be approved according to the FDA-approved labeling or within

Duration accepted standards of medical practice.

Other

Criteria Must first try Trazimera AND Kanjinti.

Indications

All Medically-Accepted Indications




Herceptin Hylecta
J9356

(trastuzumab/ hyaluronidase-
oysk)

Exclusion

N/A
Criteria
Required
Medical Medical records supporting the request must be provided, including

Information

documentation of prior therapies and responses to treatment.

Age
Restrictions N/A
Prescriber

N/A

Restrictions

Coverage . ] . -
) 1 year. Dose will be approved according to the FDA-approved labeling or within

Duration accepted standards of medical practice.

Other

Criteria Must first try Trazimera AND Kanjinti.

Indications

All Medically-Accepted Indications

Hercessi

(trastuzumab-strf)

Exclusion
N/A
Criteria
Required
Medical Medical records supporting the request must be provided, including

Information

documentation of prior therapies and responses to treatment.

Age
Restrictions N/A
Prescriber

N/A

Restrictions

Coverage . ) . -
) 1 year. Dose will be approved according to the FDA-approved labeling or within

Duration accepted standards of medical practice.

Other

Criteria Must first try Trazimera AND Kanjinti.

Indications

All Medically-Accepted Indications




Herzuma
(trastuzumab-pkrb)

Exclusion

N/A
Criteria
Required
Medical Medical records supporting the request must be provided, including

Information

documentation of prior therapies and responses to treatment.

Age
Restrictions N/A
Prescriber

N/A

Restrictions

Coverage . ] . -
) 1 year. Dose will be approved according to the FDA-approved labeling or within

Duration accepted standards of medical practice.

Other

Criteria Must first try Trazimera AND Kanjinti.

Indications

All Medically-Accepted Indications

Hympavzi
17172

(marstacimab hncq inj)

Exclusion ) o . o .

o Must not be used in combination with other drugs indicated for prophylaxis for
Criteria hemophilia A or B
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment. Member must

Information

have a documentation of either hemophilia A (congenital factor VIII
deficiency) without factor VIl inhibitors, or hemophilia B (congenital factor IX
deficiency) without factor IX inhibitors.

Age
Restrictions

N/A

Prescriber
Restrictions

Prescription must be written by a hematologist.

Coverage . .
) 1. Upto1year. Dose will be approved according to the FDA approved
Duration labeling or within accepted standards of medical practice.

2. Initial dosing will be Loading dose: 300 mg (two 150 mg injections) by
subcutaneous injection followed by: Maintenance dose: One week after
the loading dose, initiate maintenance dosing of 150 mg every week.

3.  Dose adjustments to 300 mg weekly will require medical records
documenting medical necessity, such as increase in spontaneous bleeding.

Other For hemophilia A, must have a trial of two drugs for prophylaxis with one being
Criteria Hemlibra.

For hemophilia B, must has have a trial of two drugs for prophylaxis such as Alprolix,
BeneFIX or Idelvion

Indications

All Medically-Accepted Indications




iDose TR
J7355

(travoprost) intracameral implant

Exclusion

The requested eye for treatment must not have received prior treatment with

Criteria IDOSE TR.
Required
Medical 1. Medical records supporting the request must be provided; AND

Information

2. Patient has open angle glaucoma or ocular hypertension; AND
3. Patient meets one of the following (a or b):

a.  Patient has tried and failed one generic
prostaglandin eye drop such as latanoprost,
bimatoprost, or travoprost - and - Durysta; OR

b.  Patientis not able to use Durysta and has tried and
failed two generic topical prostaglandin eye drops

Failed is defined as a trial with an inadequate response or intolerance, or a trial
with demonstrated compliance issues with glaucoma eye drops.

llumya
J3245
(Tildrakizumab)

Age N/A
Restrictions
Prescriber
oo N/A
Restrictions
Coverage . . i Lo . o
i One-time administration as indicated per the FDA-approved labeling or within
Duration accepted standards of medical practice.
Other N/A
Criteria
Indications All FDA-Approved Indications
Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber
- N//A
Restrictions
Coverage . . .
i Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration within accepted standards of medical practice.
Other Must first try Inflectra OR Renflexis and Hadlima.
Criteria

Indications

All Medically-Accepted Indications




lluvien
17313
(fluocinolone acetonide

intravitreal implant)

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age
Restrictions

N/A

Prescriber
Restrictions

Prescriber is a specialist or has consulted with a specialist for the condition
being treated.

Coverage . . )
i Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration within accepted standards of medical practice.
Other Must first try Ozurdex.
Criteria

Indications

All Medically-Accepted Indications

Imaavy
19256

(nipocalimab-aahu)

Information

Exclusion . o L . .
o Must not be used in combination with similar therapies for myasthenia
Criteria gravis including immune globulins, Soliris, Ultomiris, Rystiggo, or Zilbrysq.

(Vyvgart has not been studied and there is no data to support use in
combination with other medications used to treat MG)
For initial coverage, must have:
(1) Baseline Myasthenia Gravis Activities of Daily Living (MG-ADL) of at
Required least 5 - AND -
Medical [2) Confirmed diagnosis of generalized myasthenia gravis that is

anti-acetylcholine receptor antibody (AChR-Ab) positive - AND -

(3] Trial of one non-steroid, generic immunosuppressant (e.g.,
azathioprine, cyclosporine, methotrexate, mycophenolate, tacrolimus) for
at least 6 months (onset of action is slow and make take several
months) with an inadequate response or intolerance - AND -

(4] Medical records supporting the request must be provided.

Age
Restrictions

N/A

Prescriber
Restrictions

Must be prescribed by, or in consultation with, a neurologist.

Coverage . . .

) lyear. Dose will be approved according to the FDA- approved labeling or
Duration within accepted standards of medical practice.
Other For reauthorization: Must have a documented response to therapy
Criteria evidenced by a stable

orimproved MG-ADL total score from baseline.

Indications

All FDA-Approved Indications




Inlexzo
J9183

(gemcitabine intravesical)

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber

N/A

Restrictions

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
within accepted standards of medical practice.
Other
Criteria Must first try two of the following covered gemcitabine drugs

identified by jcodes: 19201, 19196, J9198, J9184.

Indications

All Medically-Accepted Indications

Ixifi

(Infliximab-qgbtx)

Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A

Restrictions

Prescriber

o N/A

Restrictions

Coverage

Duration . . . L
1 year. Dose will be approved according to the FDA-approved labeling or within
accepted standards of medical practice.

Other Must first try Inflectra AND Renflexis.

Criteria

Indications

All Medically-Accepted Indications




Exclusion

Criteria
GA (geographic atrophy) secondary to a condition other than AMD (age-related
macular degeneration) is not covered. Izervay must not be used in
combination with Syfovre or any other medication for GA (Izervay has not been
studied and there is no data to support use in combination with other
medications used to treat GA).
Required
Medical Medical records supporting the request must be provided. For initial requests,
Izervay Information must also have documentation confirming the diagnosis.
12782
(Avacincaptad pegol) Age L N/A
Restrictions
Prescriber . . . i .
o Must be prescribed by or in consultation with an ophthalmologist.
Restrictions
Coverage
Duration . . . o
1 year. Dose will be approved according to the FDA- approved labeling or within
accepted standards of medical practice.
Other
Criteria Must try Syfovre. For reauthorization: Documentation showing the patient
had a measurable improvement or stabilization in the condition compared to
pre-treatment baseline (such as GA lesion size reduction, improved visual
acuity, or improved/stable disease as seen on fundus autofluorescence or
OCT) must be provided.
Indications All FDA-Approved Indications
Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.
Information
Age N/A
Restrictions
Prescriber N/A
Jobevne Restrictions

(bevacizumab-nwgd) injection
Effective 1/1/2026

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
within accepted standards of medical practice.
Other
Criteria Must first try Mvasi AND Zirabev.

Indications

All Medically-Accepted Indications




Kisunla
JO175

(donanemab-azbt)

Exclusion

1.  Bleeding disorder that is not under adequate control (including a platelet count

Criteria less than 50,000 or international normalized ratio [INR] greater than 1.5);
2. Combination therapy with any other amyloid beta-directed antibodies (e.g.,
aducanumab).
Required 1. Member has a signed consent form and is enrolled in a CMS-approved
Medical registry.

Information

2. Diagnosis of mild cognitive impairment (MCI) or early dementia caused by
Alzheimer’s disease
3. Members must have one of the following scores at baseline on any of the
following assessment tools:
Clinical Dementia Rating-Global Score (CDR-GS) of 0.5 or 1; or
Mini-Mental Status Examination (MMSE) score of 20 — 30; or
Montreal Cognitive Assessment (MoCA) score of greater than or equal to
16
4.  Confirmed presence of amyloid beta pathology prior to initiating treatment.

Age
Restrictions

N/A

Prescriber
Restrictions

Prescribed by a board-certified neurologist, geriatric psychiatrist, or geriatrician
participating in a registry.

Coverage
Duration

1.  Upto1year. Dose will be approved according to the FDA approved
labeling or within accepted standards of medical practice.

2. Initial dosing will be Infusion 1, 350 mg; infusion 2, 700 mg; infusion 3,
1050 mg; infusion 4 and beyond, 1400 mg; administered as an IV infusion
over 30 minutes every 4 weeks.

3. For continuation: Member has a positive clinical response as evidenced by
stabilization in score in any of the following measures (repeat of
functional and cognitive assessment):

. Clinical Dementia Rating-Global Score (CDR-GS) of 0.5 or 1; or

. Mini-Mental Status Examination (MMSE) score of 20 — 30; or

. Montreal Cognitive Assessment (MoCA) score of greater than or equal to
16

Other
Criteria

1.  Member meets one of the following regarding apolipoprotein E €4 (ApoE
€4) status:

. Genotype testing for ApoE €4 status has been performed prior
to initiation of treatment to inform member of the risk of
developing ARIA. Member is ApoE €4 heterozygote or non-
carrier; OR

. Genotype testing has not been performed and the prescriber
has informed the member that it cannot be determined if they
are ApoE €4 homozygous and may be at higher risk for ARIA
[applies to Medicare members only].

Indications

All Medically-Accepted Indications




Kyxata

19278

(carboplatin) injection
Effective 1/1/2026

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber

N/A

Restrictions

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
uratl within accepted standards of medical practice.
Other
Criteria Must first the following covered carboplatin drug identified by jcode:

19045

Indications

All Medically-Accepted Indications

Legembi
Jo174
(lecanemab-irmb)

Exclusion
. 1.  Bleeding disorder that is not under adequate control (including a platelet count
Criteria less than 50,000 or international normalized ratio [INR] greater than 1.5);
2. Combination therapy with any other amyloid beta-directed antibodies (e.g.,
aducanumab).
Required 1. Member has a signed consent form and is enrolled in a CMS-approved
Medical registry.
) 2. Diagnosis of mild cognitive impairment (MCI) or early dementia caused by
Information Alzheimer’s disease
3. Members must have one of the following scores at baseline on any of the
following assessment tools:
. Clinical Dementia Rating-Global Score (CDR-GS) of 0.5 or 1; or
. Mini-Mental Status Examination (MMSE) score of 20 — 30; or
. Montreal Cognitive Assessment (MoCA) score of greater than or equal to
16
4.  Confirmed presence of amyloid beta pathology prior to initiating treatment.
Age
Restrictions N/A

Prescriber
Restrictions

Prescribed by a board-certified neurologist, geriatric psychiatrist, or geriatrician
participating in a registry.

Coverage
Duration

1.

2.

Up to 1 year. Dose will be approved according to the FDA approved
labeling or within accepted standards of medical practice.

For continuation: Member has a positive clinical response as evidenced by




stabilization in score in any of the following measures (repeat of
functional and cognitive assessment):
. Clinical Dementia Rating-Global Score (CDR-GS) of 0.5 or 1; or
. Mini-Mental Status Examination (MMSE) score of 20 — 30; or
. Montreal Cognitive Assessment (MoCA) score of greater than or equal to
16

Other
Criteria

1.  Member meets one of the following regarding apolipoprotein E €4 (ApoE
€4) status:

. Genotype testing for ApoE €4 status has been performed prior
to initiation of treatment to inform member of the risk of
developing ARIA. Member is ApoE €4 heterozygote or non-
carrier; OR

. Genotype testing has not been performed and the prescriber
has informed the member that it cannot be determined if they
are ApoE €4 homozygous and may be at higher risk for ARIA
[applies to Medicare members only].

Indications

All Medically-Accepted Indications

Leqvio
J1306

(Inclisiran)

Exclusion

o Must not be used in combination with a PCSK9 inhibitor (e.g., Repatha),
Criteria Nexletol, or Nexlizet.
Required Must submit most recent LDL-C level. Medical records supporting the request
Medical must be provided.

Information

Age
Restrictions

N/A

Prescriber
Restrictions

Must be prescribed by, or in consultation with, a cardiologist, endocrinologist,
or board- certified lipidologist.

Coverage . . . o
i 1 year. Dose will be approved according to the FDA approved labeling or within
Duration accepted standards of medical practice.
gther Patient has tried Repatha and LDL-C remains greater than or equal to 70mg/dL.
riteria

For reauthorization, documentation confirming patient has improved and
maintained an improved LDL compared to baseline must be provided.

Indications

All Medically-Accepted Indications




Margenza
J9353

(margetuximab-cmkb)

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber
L N/A
Restrictions
Coverage . . .
) Up to 1 year. Dose will be approved according to the FDA-approved labeling or
Duration within accepted standards of medical practice.
Other
Criteria Must first try Trazimera AND Kanjinti.

Indications

All Medically-Accepted Indications

Ogivri

(trastuzumab-dkst)

Exclusion
N/A
Criteria
Required
Medical Medical records supporting the request must be provided, including

Information

documentation of prior therapies and responses to treatment.

Age

Restrictions N/A

Prescriber
. N/A

Restrictions

Coverage . . . e
A 1 year. Dose will be approved according to the FDA-approved labeling or within

Duration accepted standards of medical practice.

Other

Criteria Must first try Trazimera AND Kanjinti.

Indications

All Medically-Accepted Indications




Ohtuvayre

17699

(ensifentrine)
inhalation suspension

Exclusion

Criteria

Must not be used in combination with roflumilast.

Required
Medical
Information

Diagnosis and administration information will be reviewed to
determine if coverage is available as a Medicare Part B or Part D
benefit.

For initial requests, medical records supporting the request must
be provided and include the following:

1. Diagnosis of moderate-to-severe COPD defined as an
FEV1 between 30-70% - AND -

2. Within the past year, the patient has had two or more
COPD exacerbations that required the use of oral
steroids - OR - 1 COPD exacerbation that required
hospitalization or an emergency room visit — AND —

3. Trial and failure of dual or tfriple therapy in the
past 6 months that included a LABA/LAMA
therapy (e.g.. Trelegy Ellipta, Anoro Ellipta,

Stiolto Respimat).

Failure is defined as no improvement, worsening of the condition, or
an intolerance after trying the required therapy at the maximum
dosages for at least 4 weeks consistently.

Age
Restrictions

Patientis at least 18 years of age.

Prescriber
Restrictions

Prescriber is or has consulted a pulmonologist.

Coverage
D ti . .
uration 1 year. Dose will be approved according to the FDA- approved
labeling or within accepted standards of medical pracfice.
Other For reauthorization, documentation supporting a decrease in
Criteria symptoms, improvement in lung function, and/or reduced COPD

exacerbations with Ohtuvayre compared to baseline must be
provided.

Indications

All FDA-Approved Indications




Omvoh
13590

(Mirikizumab-mrkz)

Exclusion

Criteria
N/A
Required
Medical Medical records supporting the request must be provided, including

Information

documentation of prior therapies and responses to treatment.

Age N/A
Restrictions
Prescriber

N/A

Restrictions

Coverage . . ;
) Up to 1 year. Three induction doses (week 0, week 4 and week 8) will be covered.
Duration Doses are approved according to the FDA-approved labeling or within accepted
standards of medical practice.
Other Must first try Inflectra OR Renflexis and Hadlima.
Criteria

Indications

All FDA-Approved Indications

Ontruzant
(trastuzumab-dttb)

Exclusion
N/A
Criteria
Required
Medical Medical records supporting the request must be provided, including

Information

documentation of prior therapies and responses to treatment.

Age

Restrictions N/A

Prescriber
oo N/A

Restrictions

Coverage . . . o
i 1 year. Dose will be approved according to the FDA-approved labeling or within

Duration accepted standards of medical practice.

Other

Criteria Must first try Trazimera AND Kanjinti.

Indications

All Medically-Accepted Indications




Opdivo Qvantig
J9289

(nivolumab hyaluronidase nvhy)

Exclusion

N/A
Criteria
Required
Medical Medical records supporting the request must be provided, including

Information

documentation of prior therapies and responses to treatment.

Age

Restrictions N/A

Prescriber
. N/A

Restrictions

Coverage . . . s
i 1 year. Dose will be approved according to the FDA-approved labeling or within

Duration accepted standards of medical practice.

Other

Criteria Must first try Opdivo IV infusion.

Indications

All Medically-Accepted Indications

Papzimeos

J3404

(zopapogene imadenovec-drba)
Effective 1/1/2026

Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including a diagnosis
Medical of recurrent respiratory papillomatosis (RRP).

Information

Age
Restrictions

Beneficiary is of appropriate age for use per FDA prescribing information

Prescriber
Restrictions

Prescriber is a specialist or has consulted with a specialist for the condition
being treated.

Coverage . .
i 12 weeks for 4 doses given on Day 1, Week 2, Week 6, and Week 12. Dose will
Duration be approved according to the FDA-approved labeling or within accepted
standards of medical practice.
Other
Criteria N/A

Indications

All Medically-Accepted Indications




Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Pavbl Prescriber
vblu rib N/A
(Aflibercept-ayyh) Restrictions
Effective 10/1/2025 Coverage
20 /1. i & Up to 1 year. Dose will be approved according to the FDA-approved labeling or
Duration within accepted standards of medical practice.
Other
Criteria Must try Avastin (bevacizumab).
Indications
All Medically-Accepted Indications
Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.
Information
Age N/A
Restrictions
Prescriber
N/A
Pemfexy Restrictions
19304 Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
(Pemetrexed injection) Duration " 4 dards of medical
within accepted standards of medical practice.
Effective 1/1/2026 B B
Other
Criteria Must first try two of the following covered Pemetrexed drugs identified

by jcodes (J9294, 19296, 19297, 19305, 19321, 19322, 19323)

Indications

All Medically-Accepted Indications




Pemrydi Rtu

(Pemetrexed injection)

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber

N/A

Restrictions

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
within accepted standards of medical practice.
Other
Criteria Must first try two of the following covered Pemetrexed drugs identified

by jcodes (19294, 19296, 19297, 19305, J9321, 19322, J9323)

Indications

All Medically-Accepted Indications

Phesgo

Jo9316

(Pertuzumab/
Trastuzumab/hyaluronidase-

zzxf)

Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A

Restrictions

Prescriber
o N/A

Restrictions

Coverage . . . o
i 1 year. Dose will be approved according to the FDA-approved labeling or within

Duration accepted standards of medical practice.

Other fi i o o ith .

Criteria Must first try Trazimera OR Kanjinti in combination with Perjeta.

Indications

All Medically-Accepted Indications




Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber N/A
Posfrea Restrictions
12468 Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
(palonosetron) injection Duration ithi ted standards of medical "
. within accepted standards of medical practice.
Effective 7/1/2026
Other
Criteria Must first try palonosetron J2469.
Indications All Medically-Accepted Indications
Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.
Information
Age N/A
Restrictions
Prescriber N/A
Qamzova Restrictions

(meloxicam) injection
Effective 1/1/2026

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
within accepted standards of medical practice.
Other
Criteria Must first try two of the following covered meloxicam drugs identified

by jcodes: J1737 and J1738

Indications

All Medically-Accepted Indications




Exclusion

Must not be used in combination with other drugs indicated for prophylaxis for

Criteria hemophilia A or B
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment. Member must

Information

have a documentation of either hemophilia A (congenital factor VIII
deficiency) without factor VIII inhibitors, or hemophilia B (congenital factor IX
deficiency) without factor IX inhibitors.

Qfitlia Age
17174 Restrictions N/A
itusi Prescriber
(fitusiran) . Prescription must be written by a hematologist.
Restrictions
Coverage . .
i 1. Upto 1year. Dose will be approved according to the FDA approved
Duration labeling or within accepted standards of medical practice.
2. Initial dosing: 50 mg once every 2 months.
Other For hemophilia A, must have a trial of two drugs for prophylaxis with one being
Criteria Hemlibra.
For hemophilia B, must has have a trial of two drugs for prophylaxis such as Alprolix,
BeneFIX or Idelvion
Indications All Medically-Accepted Indications
Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.
Information
Age N/A
Restrictions
Prescriber
. o N/A
Remicade Restrictions
J1745 Coverage
s Duration
(Infliximab) 1 year. Dose will be approved according to the FDA-approved labeling or within
accepted standards of medical practice.
Other Must first try Inflectra AND Renflexis.
Criteria

Indications

All Medically-Accepted Indications




Retisert
J7311
(fluocinolone acetonide

intravitreal implant)

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber
L. N/A
Restrictions
Coverage . . .
i Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration within accepted standards of medical practice.
Other Must first try Ozurdex.
Criteria

Indications

All Medically-Accepted Indications

Riabni

(Rituximab-arrx)

Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A

Restrictions

Prescriber
L N/A

Restrictions

Coverage . . . s
) 1year. Dose will be approved according to the FDA-approved labeling or within

Duration accepted standards of medical practice.

Other Must first try Truxima AND Ruxience.

Criteria

Indications

All Medically-Accepted Indications




Rituxan
J9312

(Rituximab)

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A

Restrictions

Prescriber
o N/A

Restrictions

Coverage X . . s
) 1year. Dose will be approved according to the FDA-approved labeling or within

Duration accepted standards of medical practice.

Other Must first try Truxima AND Ruxience.

Criteria

Indications

All Medically-Accepted Indications

Rituxan Hycela
J9311

(Rituximab hyaluronidase)

Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A

Restrictions

Prescriber
o N/A

Restrictions

Coverage X . . s
) 1year. Dose will be approved according to the FDA-approved labeling or within

Duration accepted standards of medical practice.

Other Must first try Truxima AND Ruxience.

Criteria

Indications

All Medically-Accepted Indications




Rolvedon
(Eflapegrastim-xnst)

Exclusion

N/A
Criteria
Required Medical records supporting the request, including documentation of prior
Medical therapies and responses to treatment, must be provided.

Information

Age N/A
Restrictions
Prescriber

N/A

Restrictions

Coverage . . X e
A 1 year. Dose will be approved according to the FDA approved labeling or within

Duration accepted standards of medical practice.

Other Must first try Neulasta, Udenyca, AND Nyvepria.

Criteria

Indications

All Medically-Accepted Indications

Rystiggo
19333

(Rozanolixizumab-noli)

Information

Exclusion . o L . .
o Must not be used in combination with similar therapies for myasthenia
Criteria gravis including immune globulins, Soliris, Ultomiris, Rystiggo, or Zilbrysq.

(Vyvgart has not been studied and there is no data to support use in
combination with other medications used to treat MG)
For initial coverage, must have:
(1) Baseline Myasthenia Gravis Activities of Daily Living (MG-ADL) of at
Required least 5 - AND -
Medical [2) Confirmed diagnosis of generalized myasthenia gravis that is

anti-acetylcholine receptor antibody (AChR-Ab) positive - AND -

(3] Trial of one non-steroid, generic immunosuppressant (e.g.,
azathioprine, cyclosporine, methotrexate, mycophenolate, tacrolimus) for
at least 6 months (onset of action is slow and make take several
months) with an inadequate response or intolerance - AND -

(4] Medical records supporting the request must be provided.

Age
Restrictions

N/A

Prescriber
Restrictions

Must be prescribed by, or in consultation with, a neurologist.

Coverage . . .

) lyear. Dose will be approved according to the FDA- approved labeling or
Duration within accepted standards of medical practice.
Other For reauthorization: Must have a documented response to therapy
Criteria evidenced by a stable

orimproved MG-ADL total score from baseline.

Indications

All FDA-Approved Indications




Ryzneuta

19361

(efbemalenograstim alfa-vuxw)
Effective 7/1/2026

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber

N/A

Restrictions

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
within accepted standards of medical practice.
Other
Criteria Must first try Neulasta, Udenyca, AND Nyvepria.

Indications

All Medically-Accepted Indications

Simponi Aria
J1602

(Golimumab)

Exclusion
Criteria
Must not be used in combination with other biologic drugs or Otezla.
Required
Medical Medical records supporting the request must be provided, including

Information

documentation of prior therapies and responses to treatment.

Age
Restrictions

N/A

Prescriber
Restrictions

Prescriber is a specialist or has consulted with a specialist for the condition
being treated

Coverage X . . s
) 1year. Dose will be approved according to the FDA-approved labeling or within

Duration accepted standards of medical practice.

Other Must first try Inflectra OR Renflexis and Hadlima. For reauthorization: Must

Criteria have a positive clinical response to Simponi Aria (e.g., decrease in bowel

movements per day, no blood in stool, decrease in oral steroid use, decrease in
inflammatory markers such as fecal calprotectin, C-reactive protein, etc.).

Indications

All FDA-Approved Indications




Exclusion

N/A
Criteria
Required
Medical Medical records supporting the request must be provided, including

Information

documentation of prior therapies and responses to treatment.

Age N/A
Restrictions
Prescriber N/A
Skyrizi Restrictions
J2327 Coverage . . . ;
(Risankizumab) ) Three IV induction doses will be approved. Subsequent maintenance doses must
Duration be approved under the pharmacy benefit.
Other
Criteria Must first try Inflectra OR Renflexis and Hadlima.
Indications All Medically-Accepted Indications
Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.
Information
Age N/A
Restrictions
Soliris Prescriber ) . . ) . "
o Prescriber is a specialist or has consulted with a specialist for the condition
J1299 Restrictions being treated.
(eculizumab) Coverage ) . .
i Up to 1 year. Dose will be approved according to the FDA-approved labeling or
Duration within accepted standards of medical practice.
Other
Criteria Must try Epysqli (eculizumab-aagh) and Bkemv (eculizumab-aeeb). Criteria

applies

Indications

All Medically-Accepted Indications




Somatuline (lanreotide)
(J1930)
Effective 10/1/2025

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber

N/A

Restrictions

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
within accepted standards of medical practice.
Other
Criteria Must first try preferred lanreotide drug identified by jcode J1932

Indications

All Medically-Accepted Indications

Spevigo
11747

(spesolimab-sbzo) 450 MG/7.5 ML
VIAL

Exclusion . o . . .
. Must not be used in combination with other biological drugs or Otezla. No
Criteria more than 2 infusions are covered.
For GPP requests:
(1) Medical records supporting the request must be provided; AND
[2) Patient has a diagnosis of generalized pustular psoriasis (GPP)
confirmed by a skin biopsy, presence of systemic symptoms such as
Required fever and fatigue, AND relapsing episodes (history of GPP flares); AND
Medical

Information

(3) Patient is experiencing a GPP flare of moderate-to-severe intensity
defined by all the following (a, b, ¢, and d):

(a) a Generalized Pustular Psoriasis Physician Global Assessment

(GPPPGA) total score of 3 or more;

(b) New or worsening pustules;

(c) a GPPPGA pustulation sub-score of 2 or more; and

(d) 5% of more of body surface area (BSA) with erythema and pustules; AND
(4 Must first try and fail (defined as an inability to improve flares) one
traditional non- biologic immunomodulator drug or a generic retinoid (ex:
cyclosporine, acitretin, isotretinoin); AND

must try and fail (defined above) a biologic DMARD with evidence for use in GPP
(ex: infliximab).

Age
Restrictions

Must be age 12 or older

Prescriber
Restrictions

Prescriber is a specialist or has consulted with a specialist for the condition
being treated.

Coverage . . Lo .
) Up to 2 infusions total as indicated per the FDA approved labeling and accepted
Duration standards of medical practice. Reauth: N/A.
Other
Criteria N/A

Indications

FDA-Approved Indications




Spravato

(esketamine)

Exclusion

N/A

Criteria
For initial requests for the treatment of Major Depressive Disorder with acute
suicidal ideation: (1) Medical records supporting the request must be provided;
AND (2) Spravato must be used in combination with an oral antidepressant.

Required

Medical For initial requests for the diagnosis of Treatment-Resistant Depression, adjunct:

Information (1) Medical records supporting the request must be provided; AND (2) Spravato
must be used in combination with an oral antidepressant; AND (3) Must try and
fail 2 different generic antidepressants of an adequate dose, each from a different
class, for at least 6 weeks; AND (4) Must try and fail one augmentation therapy of
an adequate dose for at least 6 weeks (augmentation therapy includes but is not
limited to lithium, antipsychotics, or anticonvulsants).
For initial requests for treatment resistant depression monotherapy: (1) Medical
records supporting the request must be provided; AND (2) Must try and fail 2
different generic antidepressants of an adequate dose, each from a different
class, for at least 6 weeks.

Age Must be at least 18 years of age.

Restrictions

Prescriber . . . . -

o Must be prescribed by or in consultation with a psychiatrist.
Restrictions
Coverage e _— i ) .
i Acute suicidal ideation: 6 month authorization period with a limit of 4 weeks of

Duration treatment (safety and efficacy of use beyond the initial 4 weeks has not been
established).
TRD adjunct: 6 months initial and 1 year reauthorization. Dose will be approved
according to the FDA approved labeling or within accepted standards of medical
practice
TRD: 6 months initial and 1 year reauthorization. Dose will be approved according
to the FDA approved labeling or within accepted standards of medical practice

Other For reauthorization for Treatment-Resistant Depression: Must have

Criteria documentation supporting an improvement in depression symptoms compared
to baseline.

Indications All Medically-Accepted Indications




Exclusion

N/A
Criteria
Required Medical records supporting the request, including documentation of prior
Medical therapies and responses to treatment, must be provided.

Information

Age N/A
Restrictions
Prescriber
Restricti N/A
Stimufend estrictions
" . Coverage . . . o
(Pegfilgrastim-fpgk) . 1 year. Dose will be approved according to the FDA approved labeling or within
Duration accepted standards of medical practice.
Other Must first try Neulasta, Udenyca, AND Nyvepria.
Criteria
Indications All Medically-Accepted Indications
Exclusion
N/A
Criteria
Required
Medical Baseline Best-Corrected Visual Acuity (BCVA) score must be provided — AND —
Information Medical records supporting the request must be provided.
Age N/A
Restrictions
Prescriber
o N/A
Susvimo Restrictions
J3590 Coverage . X .
o ) 1 year. Dose will be approved according to the FDA approved labeling or
(Ranibizumab) Duration
within accepted standards of medical practice.
Other . . . . X . .
Criteri Must try and fail Avastin (defined as an intolerance or inability to improve
riteria

baseline visual acuity and/or reduce fluid) for at least 3 months — AND — must
try and be unable to continue Lucentis
Note: A trial with Avastin is not required if the patient has serous pigment

epithelial detachment (PED), hemorrhagic PED, subretinal hemorrhage, or
posterior uveal bleeding syndrome.

Indications

All Medically-Accepted Indications




Tepezza
J3241
(teprotumumab-trbw)

Exclusion

N/A
Criteria
Required Medical records supporting the request, including documentation of prior
Medical therapies and responses to treatment, must be provided.

Information

Age N/A
Restrictions
Prescriber

N/A

Restrictions

Coverage . .
A 1 year for a total of 8 doses. Dose will be approved according to the FDA approved
Duration labeling or within accepted standards of medical practice.
Other Must first try a systemic corticosteroid for at least 4 weeks.
Criteria

Indications

All Medically-Accepted Indications

Tofidence

(tocilizumab-bavi)

Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber
o N/A
Restrictions
Coverage . . .
) Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration within accepted standards of medical practice.
Other For all medically-accepted indications (except cytokine release syndrome, giant
Criteria cell arteritis, and treatment of COVID-19): Must first try Inflectra OR Renflexis

and Hadlima.

Indications

All Medically-Accepted Indications




Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber
. N/A
Tremfya Restrictions
J1628 Coverage . . .
(Guselkumab) i Up to 1 year. Three induction doses (week 0, week 4 and week 8) will be covered.
Duration Doses are approved according to the FDA-approved labeling or within accepted
standards of medical practice.
Other Must first try Inflectra OR Renflexis and Hadlima.
Criteria
Indications All Medically-Accepted Indications
Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.
Information
Age N/A
Restrictions
Prescriber N/A
Tyenne Restrictions
(tocilizumab-aazg) Coverage
i Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration within accepted standards of medical practice.
Other For all medically-accepted indications (except cytokine release syndrome, giant
Criteria cell arteritis, and treatment of COVID-19): Must first try Inflectra OR Renflexis

and Hadlima.

Indications

All Medically-Accepted Indications




Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.
Information
Age N/A

Restrictions

Prescriber . . ) } :
o For NMSOD: Must be prescribed by or in consultation with a neurologist.
Restrictions

Ultomiris
11303 Coverage 1 initial); 2 horizati D ill b d di h
(Ravulizumab) Duration year (initial); years (reaut. o.rlzatlon). ose will be approved according to the
FDA approved labeling or within accepted standards of medical practice.
Other For myasthenia gravis:
Criteria 1.  Must have a baseline Myasthenia Gravis Activities of Daily Living

(MG-ADL) of 6 or more; AND
2. Confirmed diagnosis of generalized myasthenia gravis that
is anti-acetylcholine receptor antibody (AChR-Ab) positive;
AND
3.  Trial of one non-steroid, generic immunosuppressant (e.g.,
azathioprine, cyclosporine, methotrexate, mycophenolate,
tacrolimus) for at least 6 months (onset of action is slow and make
take several months) with an inadequate response or
intolerance; AND
4.  Trial of Vyvgart with an intolerance or inadequate response; AND
5. Must not be used in combination with similar therapies for
myasthenia gravis including immune globulins, Vyvgart,
Soloris, Rystiggo, or Zilbrysq. (Ultomiris has not been studied
and there is no data to support use in combination with other
medications used to treat MG); AND
6.  Medical records supporting the request must be provided; AND
For reauthorization, must have documentation of improvement in
the MG-ADL total score from baseline - AND - must not be used
in combination with similar therapies for myasthenia gravis
including immune globulins, Vyvgart, Soloris, Rystiggo, or
Zilbrysq.
For atypical hemolytic uremic syndrome (aHUS):
1. Shiga toxin-related HUS and Thrombotic Thrombocytopenia Purpura
(TTP) must be ruled out; AND
2.  Medical records supporting the request must be provided; AND
3. For reauthorization, must have documentation of decreased signs of
thrombotic microangiopathy (e.g., normalization of platelet counts
and LDH levels; reduction in serum creatinine).
For paroxysmal nocturnal hemoglobinuria (PNH):

1.  Must have diagnosis confirmed by flow cytometry; AND
2.  Must have hemolysis-associated symptoms (thrombosis, organ
dysfunction, pain); AND

3.  Must not be used in combination with other complement drug therapy
including Fabhalta, Soliris, Empaveli. (Ultomiris has not been studied
and there is no data to support use in combination with other

medications used for PHN); AND
4, Medical records supporting the request must be provided; AND




For reauthorization: Must have documentation of improvement in
PNH-related symptoms (e.g., fatigue, dyspnea) compared to
baseline - AND - a sustained increase in hemoglobin levels,
improvement in hemolysis, or reduced transfusions compared to
baseline - AND - must not be used in combination with other

complement drug therapy including Fabhalta, Soliris, Empaveli.

For neuromyelitis optica spectrum disorder (NMOSD):

1.
2.

Patient has anti-aquaporin-4 (AQP4) antibody positive disease; AND
Patient is exhibiting one of the following core clinical characteristics:
optic neuritis, acute myelitis, area postrema syndrome, acute
brainstem syndrome, symptomatic narcolepsy or acute diencephalic
clinical syndrome with NMOSD-typical diencephalic MRI lesions, or
symptomatic cerebral syndrome with NMOSD-typical brain lesions;
AND

Patient has tried and failed (defined as an inadequate response or
intolerance) Uplizna; AND

Patient has tried and failed (defined above) Enspryng; AND

Ultomiris will not be used in combination with Soliris, Uplizna,
Enspryng, or other medications for NMOSD; AND

Must have an Expanded Disability Status Scale (EDSS) score of <7; AND
Medical records supporting the request must be provided; AND

For reauthorization: Ultomiris must not be used in combination
with Soliris, Uplizna, Enspryng, or other medications for
neuromyelitis optica spectrum disorder (NMOSD); AND
Documentation of a decrease in relapse rate must be provided.

Indications

All Medically-Accepted Indications

Vabrinity
(Leuprolide acetate)
Effective 1/1/2026

Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber

N/A

Restrictions

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
within accepted standards of medical practice.
Other
Criteria Must first try two of the following covered leuprolide drugs identified

by jcodes (J1950, J1951, J1952, 11954, J9217, J9321, 19218, J9219)

Indications

All Medically-Accepted Indications




Vabysmo
12777

(Faricimab-svoa)

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber
o N/A
Restrictions
Coverage . . .
) Up to 1 year. Dose will be approved according to the FDA-approved labeling or
Duration within accepted standards of medical practice.
Initial Dosing: Exudative age-related macular degeneration Or Macular edema
due to DM: 6 mg every 4 weeks for 4 doses followed by 6 mg every 8 weeks.
Macular retinal Edema: 6 mg every 4 weeks for 6 months.
Other
Criteria Must try Eylea (Aflibercept).

Indications

All Medically-Accepted Indications

Vegzelma
(Bevacizumab-adcd)

Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber

N/A

Restrictions

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
uratl within accepted standards of medical practice.
Other
Criteria Must first try Mvasi AND Zirabev.

Indications

All Medically-Accepted Indications




Vyalev
17799
(foscarbidopa and foslevodopa)

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age
Restrictions

N/A

Prescriber
Restrictions

Must be prescribed by, or in consultation with, a neurologist.

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
within accepted standards of medical practice.
Other
Criteria Must first try carbidopa/levodopa extended-release tablet (Sinemet

CR) or carbidopa/ levodopa tablets (Sinemet) with members taking
>400 mg/day of LD equivalents, and one other agent from a different
class (entacapone, ropinirole, amantadine, ect)

Indications

All Medically-Accepted Indications

Vyepti
J3032
(Eptinezumab-jjmr)

Exclusion
Criteria

Must not be used in combination with other CGRP antagonist therapy.
Required For initial requests: (1) Medical records supporting the request must be
Medical provided; AND (2) Patient must be evaluated for and determined not to have

Information

medication overuse headache (MOH); (3) must first try 2 of the following for at
least 3 months each and be unable to adequately reduce migraine headaches:
Aimovig, Emgality, and/or Nurtec.

Age N/A

Restrictions

Prescriber

. N/A

Restrictions

Coverage

Duration Initial: 1 year for 100 mg. Note: for 300 mg requests, members must be
evaluated for efficacy after a minimum of 6 months of treatment of 100 mg. Dose
will be approved according to the FDA approved labeling or within accepted
standards of medical practice.

Other

Criteria For reauthorization: Must provide evidence of clinical improvement including a

reduction in monthly migraine days compared to baseline.

Indications

All FDA-Approved Indications




Vykoura
(leucovorin calcium) injection

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber

N/A

Restrictions

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
uratl within accepted standards of medical practice.
Other
Criteria Must first try leucovorin calcium identified by jcode: J0640.

Indications

All Medically-Accepted Indications

Vyvgart
19332
(Efgartigimod-fcab)

Exclusion

Criteria
Must not be used in combination with similar therapies for myasthenia gravis
including immune globulins, Soliris, Ultomiris, Rystiggo, or Zilbrysq. (Vyvgart
has not been studied and there is no data to support use in combination with
other medications used to treat MG)

Required For initial coverage, must have:

Medical (1) Baseline Myasthenia Gravis Activities of Daily Living (MG-ADL) of at least 5

Information

- AND -
[2) Confirmed diagnosis of generalized myasthenia gravis - AND -
(3) Trial of one non-steroid, generic immunosuppressant (e.g., azathioprine,
cyclosporine, methotrexate, mycophenolate, tacrolimus) for at least 6 months
(onset of action is slow and make take several months) with an inadequate
response or intolerance - AND -

[4) Medical records supporting the request must be provided.

Age
Restrictions

N/A

Prescriber
Restrictions

Must be prescribed by, or in consultation with, a neurologist.

Coverage 1lyear. Dose will be approved according to the FDA- approved labeling or within
Duration accepted standards of medical practice.

Other

Criteria For reauthorization: Must have a documented response to therapy

evidenced by a stable orimproved MG-ADL total score from baseline.




Indications

All FDA-Approved Indications

Vyvgart hytrulo

19334

(Efgartigimod alfa and hyaluronidase-
qvfe)

Effective 1/1/2026

Exclusion

Criteria
Must not be used in combination with similar therapies for myasthenia gravis
including immune globulins, Soliris, Ultomiris, Rystiggo, or Zilbrysq. (Vyvgart
Hytrulo has not been studied and there is no data to support use in
combination with other medications used to treat MG).

Required For initial coverage, must have:

Medical (1) Baseline Myasthenia Gravis Activities of Daily Living (MG-ADL) of at least 5 -

Information

AND -

[2) Confirmed diagnosis of generalized myasthenia gravis - AND -

(3) Trial of one non-steroid, generic immunosuppressant (e.g., azathioprine,
cyclosporine, methotrexate, mycophenolate, tacrolimus) for at least 6
months (onset of action is slow and make take several months) with an
inadequate response or intolerance - AND — Vyvgart intravenous.

[4) Medical records supporting the request must be provided.

Age
Restrictions

N/A

Prescriber
Restrictions

Must be prescribed by, or in consultation with, a neurologist.

Coverage 1year. Dose will be approved according to the FDA- approved labeling or within
Duration accepted standards of medical practice.

Other

Criteria For reauthorization: Must have a documented response to therapy evidenced

by a stable or improved MG-ADL total score from baseline.

Indications

All FDA-Approved Indications




Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Yesafili Prescriber
e N/A
(Aflibercept-jbvf) Restrictions
Coverage . . .
) Up to 1 year. Dose will be approved according to the FDA-approved labeling or
Duration within accepted standards of medical practice.
Other
Criteria Must try Avastin (bevacizumab).
Indications
All Medically-Accepted Indications
Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.
Information
Age N/A
Restrictions
Prescriber
. N/A
Yutiq Restrictions
7314 Coverage Up to 1 year. Dose will b d according to the FDA d labeli
. . p to 1 year. Dose will be approved according to the approved labeling or
luocinolone acetonide i
(7 Duration within accepted standards of medical practice.
intravitreal implant)
Other Must first try Ozurdex.
Criteria

Indications

All Medically-Accepted Indications




Ziextenzo

(Pegfilgrastim-bmez)

Exclusion

N/A
Criteria
Required Medical records supporting the request, including documentation of prior
Medical therapies and responses to treatment, must be provided.

Information

Age N/A
Restrictions
Prescriber

N/A

Restrictions

Coverage . . X e
A 1 year. Dose will be approved according to the FDA approved labeling or within

Duration accepted standards of medical practice.

Other Must first try Neulasta, Udenyca, AND Nyvepria.

Criteria

Indications

All Medically-Accepted Indications

Zusduri

19282

(mitomycin) injection
Effective 1/1/2026

Exclusion
N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A
Restrictions
Prescriber

N/A

Restrictions

Coverage Up to 1 year. Dose will be approved according to the FDA approved labeling or
Duration
within accepted standards of medical practice.
Other
Criteria Must first try two of the following covered mitomycin drugs identified

by jcodes: J9280 and J9281

Indications

All Medically-Accepted Indications




Zymfentra
J1748

(Infliximab-dyyb)

Exclusion

N/A
Criteria
Required Medical records supporting the request must be provided, including
Medical documentation of prior therapies and responses to treatment.

Information

Age N/A

Restrictions

Prescriber

. N/A

Restrictions

Coverage

Duration . . . .
1 year. Dose will be approved according to the FDA-approved labeling or within
accepted standards of medical practice.

Other Must first try Inflectra AND Renflexis.

Criteria

Indications

All Medically-Accepted Indications




Health Alliance Plan Medicare Part B

Summary of Evidence & References

Overview

Health Alliance Plan Medicare follows Medicare coverage requirements, including National
Coverage Determinations (NCDs), Local Coverage Determinations (LCDs), Local Coverage
Articles (LCAs), and other applicable Medicare statutes and regulations for Part B drugs.

When Medicare criteria are absent or incomplete, Health Alliance Plan develops internal
coverage criteria grounded in CMS-approved compendia, current evidence-based clinical
guidelines, and peer-reviewed literature.

When internal criteria are adopted, Health Alliance Plan provides a public summary of the
evidence considered, the sources used, and the rationale supporting the criteria.

Michigan is served by A/B MAC Jurisdiction 8 and DME MAC Jurisdiction B. For additional
details, refer to the Medicare Benefit Policy Manual (Chapter 15), CMS.gov, and the
Medicare Coverage Database.

Drug Evidence Summaries

Actemra (tocilizumab)
Indications

e multiple inflammatory conditions including rheumatoid arthritis (RA)
e giant cell arteritis
e and juvenile idiopathic arthritis (JIA)

Guideline & Evidence Highlights

e Actemra (tocilizumab) is an interleukin-6 inhibitor (IL-6i) indicated for for multiple
inflammatory conditions including rheumatoid arthritis (RA), giant cell arteritis, and
juvenile idiopathic arthritis (JIA).

e [tisavailable in both an intravenous (IV) and subcutaneous (SC) formulation, and
indications may vary based on formulation.

e Currently, only the SC formulation is approved for the systemic sclerosis-associated
interstitial lung disease (SSc-ILD) indication.

Updated 7/1/2026



For RA and JIA, guidelines favor the use of biologic DMARDs (bDMARD) in those with
moderate or high disease activity despite previous conventional synthetic (csDMARD)
trials.

Guidelines do not currently favor one bDMARD class over another, however tumor
necrosis factor inhibitors (TNFs) have the most documented safety and efficacy profiles.
Infliximab agents are TNFs that work to block the activity of TNF, a cytokine that causes
inflammation.

It is this inflammation that is the primary target in the treatment of conditions like RA
and JIA.

Actemra has not been studied in combination with other bDMARDs (e.g., TNFs,
interleukin receptor antagonists, etc) OR targeted synthetic DMARDs (Janus Kinase or
JAK inhibitors) due to an increased risk of infection and increased immunosuppression.
As such, use of Actemra in combination with other biologic agents or targeted synthetic
DMARDs is not recommended.

Actemra has not been studied with Otezla and has no studies to support co-
administration.

The Food and Drug Administration (FDA) has determined the biosimilars to be highly
similar to their reference product and supports the use of approved biosimilars.

Combination / Concomitant Use

Actemra has not been studied in combination with other bbDMARDs (e.g., TNFs,
interleukin receptor antagonists, etc) OR targeted synthetic DMARDs (Janus Kinase or
JAK inhibitors) due to an increased risk of infection and increased immunosuppression.
As such, use of Actemra in combination with other biologic agents or targeted synthetic
DMARD:s is not recommended.

Actemra has not been studied with Otezla and has no studies to support co-
administration.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support

high-quality, cost-effective care.

References

1. Actemra [Package Insert]. South San Francisco, CA: Genentech USA, Inc,;

2. Fraenkel L, etal. 2021 American College of Rheumatology Guideline for the Treatment
of Rheumatoid Arthritis. Arthritis Care & Research. 2021 Jul; 73 (7):924-939.

3. Ringold et al. 2019 American College of Rheumatology/Arthritis Foundation Guideline

for the Treatment of JIA. Arthritis Care and Research. Vol 71 No 6 Jun 2019
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Ahzantive (aflibercept-mrbb)
Indications

o the following eye conditions: neovascular (Wet) age-related macular degeneration
(AMD)

e macular edema following retinal vein occlusion (RVO)

e diabetic macular edema (DME)

e and diabetic retinopathy (DR)

Guideline & Evidence Highlights

e Ahzantive (aflibercept-mrbb) is a biosimilar to Eylea that may be used to treat the
following eye conditions: neovascular (Wet) age-related macular degeneration (AMD),
macular edema following retinal vein occlusion (RVO0), diabetic macular edema (DME),
and diabetic retinopathy (DR).

e Age-related macular degeneration (AMD) is a disorder of the macula characterized by
one or more of the following: presence of at least intermediate-size drusen (263 pm in
diameter), retinal pigment epithelium (RPE) abnormalities such as hypopigmentation
or hyperpigmentation, and presence of any of the following features: geographic
atrophy of the RPE, choroidal neovascularization ([CNV] exudative, wet), polypoidal
choroidal vasculopathy (PCV), reticular pseudodrusen, or retinal angiomatous
proliferation.

e Age-related macular degeneration is a leading cause of severe, irreversible vision
impairment in developed countries.

e The main risk factors for the development of advanced AMD are increasing age,
ethnicity (i.e., Caucasian) and family history.

o The Age-Related Macular Degeneration Preferred Practice Pattern Guideline supports
the use 169 | Medicare Part B PA/ST Summary of Evidence - January 2026 of
antioxidant vitamins and minerals for slowing the progression to later stages of AMD,
intravitreal injection of anti-VEGF agents, photodynamic therapy (PDT), and laser
photocoagulation surgery to treat neovascular AMD.

e The VEGF inhibitors have demonstrated improved visual and anatomic outcomes
compared with other therapies.

e Anti-VEGF therapies have become first-line therapy for treating and stabilizing most
cases of neovascular AMD and a Cochrane systematic review demonstrates the
effectiveness of these agents to maintain visual acuity.

e Guidelines recommend EyleaTM, Avastin®, VabysmoTM, or Lucentis for treatment.

e The guidelines have not been updated with Beovu®, Byooviz, and Susvimo.

e The FDA approval for FYB203/AHZANTIVE® is based on a thorough evaluation of our
comprehensive data package including analytical, pre-clinical, clinical and
manufacturing data.
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e FYB203/AHZANTIVE® demonstrated comparable efficacy, safety, pharmacokinetics
and immunogenicity to the reference drug Eylea® in patients with Age-Related
Neovascular (wet) Macular Degeneration (nAMD).

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Alhemo (Concizumab)
Indications

e the routine prophylaxis to prevent or reduce frequency of bleeding episodes in adults

e pediatric patients 2 12 years of age with hemophilia A (congenital Factor VIII
deficiency) with or without Factor VIII inhibitors or hemophilia B (congenital Factor IX
deficiency) with or without Factor IX inhibitors

Guideline & Evidence Highlights

e Alhemo is an anti-tissue factor pathway inhibitor (anti-TFPI) product indicated for the
routine prophylaxis to prevent or reduce frequency of bleeding episodes in adults and
pediatric patients 2 12 years of age with hemophilia A (congenital Factor VIII
deficiency) with or without Factor VIII inhibitors or hemophilia B (congenital Factor IX
deficiency) with or without Factor IX inhibitors.

e Hemophilia A is a genetic bleeding disorder caused by insufficient levels of factor VIIL.

o Hemophilia B is a genetic bleeding disorder caused by insufficient levels of factor IX.

e Symptoms for both vary from mild to severe based on the level of factor activity with
severe disease noted to have factor levels less than 1% and often have bleeding for no
known reason, particularly in joints and muscles.

e Other treatment options for hemophilia A include factor VIII replacement products,
Hemlibra (a bi-specific Factor [Xa- and Factor X-directed antibody), and gene therapy
with Roctavian.

e Other treatment options for hemophilia B include factor IX replacement products and
gene therapy with Beqvez and Hemgenix.

e For treatment of hemophilia A or hemophilia B with inhibitors, bypassing agents, such
as FEIBA or NovoSeven may be used for treatment of acute bleeding episodes or
prophylaxis.
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e Immune tolerance induction (ITI) is also a treatment strategy utilizing factor VIII or
factor IX to eradicate inhibitor antibodies.

e For treatment of hemophilia A with inhibitors, Hemlibra may also be used for treatment.

e Alhemo is not yet addressed in current guidelines.

e The National Bleeding Disorders Foundation Medical and Scientific Advisory Council
(MASAC) recommends factor VIII and factor IX products as treatment of choice for
patients with hemophilia A and B in whom such agents are necessary.

e MASAC also provides recommendations for the use of Hemlibra for patients with
hemophilia A with and without inhibitors.

e The International Society on Thrombosis and Hemostasis practice guidelines state that
in patients with severe hemophilia A with inhibitors, prophylaxis with Hemlibra is
recommended over bypassing agents (conditional recommendation based on very low-
certainty evidence).

e The World Federation of Hemophilia (WFH) 2020 guideline recommends ITI be
considered for patients with hemophilia A that develop persistent low-responding
inhibitors and recommends Hemlibra prophylaxis over bypassing agent prophylaxis in
those that fail or never underwent ITIL.

e Alhemo was approved based on results from phase III Explorer7 and Explore8 trials.

e The Explore?7 trial included patients ages 12 and up with hemophilia A or B with factor
VIII or IX inhibitors.

e This trial demonstrated superiority to on-demand based treatment with bypassing
agents for a reduction in annualized bleeding rates.

e The Explore8 trial included patients ages 12 and up with hemophilia A or B without
factor VIII or IX inhibitors.

e This trial demonstrated superiority to on-demand based treatment with bypassing
agents for a reduction in annualized bleeding rates Step therapy is applied to certain
Part B drugs, biologics, or biosimilars in a way that lowers costs and improves the
quality of care for Medicare beneficiaries per the Centers for Medicare & Medicaid
Services (CMS) guidance.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Alymsys (Bevacizumab-maly)

Indications

the treatment of multiple cancers including a) metastatic colorectal cancer
in combination with intravenous fluorouracil-based chemotherapy for first- or second-
line treatment

Guideline & Evidence Highlights

Alymsys (bevacizumab-maly) is biosimilar to Avastin® (bevacizumab).

Bevacizumab is a vascular endothelial growth factor inhibitor indicated for the
treatment of multiple cancers including a) metastatic colorectal cancer, in combination
with intravenous fluorouracil-based chemotherapy for first- or second-line treatment;
b) metastatic colorectal cancer, in combination with fluoropyrimidine-irinotecan- or
fluoropyrimidine oxaliplatin-based chemotherapy for second-line treatment in patients
who have progressed on a first-line bevacizumab product-containing regimen; c)
unresectable, locally advanced, recurrent or metastatic non-squamous non-small cell
lung cancer, in combination with carboplatin and paclitaxel for first-line treatment; d)
recurrent glioblastoma in adult; ) metastatic renal cell carcinoma in combination with
interferon alfa, and more.
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Myvasi (bevacizumab-awwb) is biosimilar to Avastin® (bevacizumab).

Zirabev (bevacizumab-bvzr) is biosimilar to Avastin® (bevacizumab).

Per NCCN guidelines, an FDA-approved biosimilar is an appropriate substitute for
bevacizumab.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Amvuttra (vutrisiran)

Indications

the treatment of the polyneuropathy of hereditary transthyretin-mediated amyloidosis
(hATTR amyloidosis) in adults

Guideline & Evidence Highlights

Amvuttra (vutrisiran) injection is a transthyretin-directed small interfering RNA
indicated for the treatment of the polyneuropathy of hereditary transthyretin-mediated
amyloidosis (hATTR amyloidosis) in adults. It is also indicated for the treatment of the
cardiomyopathy of wild-type or hereditary transthyretin-mediated amyloidosis (ATTR-
CM) in adults to reduce cardiovascular mortality, cardiovascular hospitalizations, and
urgent heart failure visits.

It is also indicated for the treatment of the cardiomyopathy of wild-type or hereditary
transthyretin-mediated amyloidosis (ATTR-CM) in adults to reduce cardiovascular
mortality, cardiovascular hospitalizations, and urgent heart failure visits.

Transthyretin (TTR) amyloidosis is caused by the extracellular deposition of amyloid
fibrils composed of TTR.

TTR is predominantly produced by the liver and is a plasma transport protein for
thyroxine and vitamin A.
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TTR amyloidosis is caused by mutations that destabilize the TTR protein.

The disease can present as an infiltrative cardiomyopathy (familial amyloid
cardiomyopathy) or as a progressive, axonal sensory autonomic and motor neuropathy
(familial amyloidotic polyneuropathy; TTR-FAP, also referred to as FAP or ATTR-PN).
The disease induces peripheral neuropathy, initially affecting the lower limbs generally
including toes, extending above the ankle, and moving toward the proximal lower limbs
with motor deficits.

Cardiomyopathy is caused by the buildup of misfolded transthyretin proteins, which
form amyloid fibrils.

These fibrils accumulate in the heart muscle, leading to stiffening of the heart walls,
which impairs the ability of the heart to pump effectively.

This can lead to symptoms such as shortness of breath, heart failure, and irregular heart
rhythms.

Myocardial infiltration by transthyretin amyloid leads to concentric bi-ventricular
hypertrophy with increased myocardial echogenicity.

Echocardiographic features often include a small left ventricular (LV) cavity, biatrial
enlargement, thickened valves and interatrial septum, and diastolic dysfunction with a
restrictive filling pattern.

Cardiac MRI (CMR) with late gadolinium enhancement (LGE) is useful for detecting
extracellular amyloid deposits, showing diffuse subendocardial or transmural
enhancement with 85-90% sensitivity and specificity.

Nuclear imaging with technetium-99m pyrophosphate (Tc-PYP) is the only non-biopsy
method that can definitively diagnose ATTR-CM.

A grade 2 or 3 uptake on Tc-PYP scan confirms diagnosis with 100% specificity in the
absence of monoclonal protein.

Genetic testing is recommended to distinguish between hereditary and wild-type ATTR-
CM.

There is no data to support the efficacy and safety in use of disease-modifying therapies
in liver transplant recipients or for use of pharmacotherapy in patients with stage 0
disease or with later-stage disease or cardiomyopathy.

As such the ‘Guideline of transthyretin-related hereditary amyloidosis for clinicians’
recommends these populations should be treated only within the confines of a clinical
trial.

Attruby (acoramidis) tablets for the treatment of the cardiomyopathy of wild-type or
variant transthyretin-mediated amyloidosis (ATTR-CM) in adults to reduce
cardiovascular (CV) death and CV-related hospitalization (CVH).

The approval of Attruby was supported by data from 611 patients with ATTR-CM who
received either Attruby or placebo twice daily for 30 months.

Attruby met the trial’s primary endpoint by achieving statistically significant
improvements over placebo in all-cause mortality (ACM) and CVH over 30 months.
ACM was reported in 19% and 26% of participants in the Attruby and placebo groups,
respectively.
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CVH was reported in 27% and 43% of participants in the Attruby and placebo groups,
respectively.

In 2020, the American Heart Association (AHA) concluded that data were insufficient to
support the use of combination therapy in ATTR-CM.

Amvuttra was studied in patients with polyneuropathy caused by hereditary
transthyretinmediated amyloidosis that were in Stage 1 or Stage 2 of the disease and
had Val30Met mutation in the transthyretin gene or one of 21 other mutations.
Amvuttra significantly 11 | Medicare Part B PA/ST Summary of Evidence - January 2026
improved clinical manifestations of neuropathy over 9 months compared with placebo.
Currently, there is no literature supporting the use of one product over another, or the
use the use of any product in combination with other therapies for ATTR (e.g.,
tafamidis).

Amvuttra has not been studied in patients with prior liver transplant.

The approval of Wainua was based on results from the 35-week interim analysis of data
from the Phase 3 NEURO-TTRansform trial, which showed treatment with Wainua
significantly lowered serum transthyretin (TTR) concentration, lessened neuropathic
impairment, and improved quality of life compared with placebo.

Diflunisal has been used in the treatment of polyneuropathy in patients with hereditary
transthyretin-mediated amyloidosis.

Hereditary transthyretin-mediated amyloidosis is a rare autosomal dominant
progressive and life-threatening disease caused by mutations in the transthyretin gene;
these mutations result in a major conformational change (destabilization, misfolding,
and aggregation) to the normal tetrameric structure of the transthyretin protein,
leading to formation and deposition of amyloid fibrils into various organs and tissues
(e.g., peripheral nerves, heart, kidney, GI tract).101 Preclinical and clinical studies have
demonstrated that diflunisal can bind to and stabilize transthyretin tetramers, thus
inhibiting the amyloidogenic process To date, there is insufficient evidence to support
the use of Amvuttra with other therapies for hATTR amyloidosis, including TTR
stabilizers or TTR-lowering agents.

As such, use of Amvuttra in combination with other TTR stabilizers or TTR-lowering
agents is not recommended.

In 2020, the American Heart Association (AHA) concluded that data were insufficient to
support the use of combination therapy in ATTR-CM.

Currently, there is no literature supporting the use of one product over another, or the
use the use of any product in combination with other therapies for ATTR (e.g.,
tafamidis).

Amvuttra has not been studied in patients with prior liver transplant.

As such, use of Amvuttra in combination with other TTR stabilizers or TTR-lowering
agents is not recommended.

Step Therapy
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Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Armlupeg (Pegfilgrastim-unne)

Guideline & Evidence Highlights

Hematopoietic growth factors are defined by their ability to promote proliferation and
differentiation of hematopoietic progenitors into mature blood cells.
Colony-stimulating factors (CSFs) are hematopoietic growth factors that regulate the
growth and differentiation of cells towards the myeloid and erythroid lineages.

Myeloid growth factors (MGFs), such as granulocyte colony-stimulating factors (G-CSF),
are primarily used to reduce the incidence of febrile neutropenia (FN) in patients with
non-myeloid malignancies receiving myelosuppressive chemotherapy.

Per NCCN guidelines on Hemopoietic growth Factors, an FDA-approved biosimilar is an
appropriate substitute for filgrastim and pegfilgrastim.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Avastin (Bevacizumab)

Indications

the treatment of multiple cancers including a) metastatic colorectal cancer
in combination with intravenous fluorouracil-based chemotherapy for first- or second-
line treatment

Guideline & Evidence Highlights
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Avastin (bevacizumab) is a vascular endothelial growth factor inhibitor indicated for the
treatment of multiple cancers including a) metastatic colorectal cancer, in combination
with intravenous fluorouracil-based chemotherapy for first- or second-line treatment;
b) metastatic colorectal cancer, in combination with fluoropyrimidine-irinotecan- or
fluoropyrimidine oxaliplatin-based chemotherapy for second-line treatment in patients
who have progressed on a first-line bevacizumab product-containing regimen; c)
unresectable, locally advanced, recurrent or metastatic non-squamous non-small cell
lung cancer, in combination with carboplatin and paclitaxel for first-line treatment; d)
recurrent glioblastoma in adult; €) metastatic renal cell carcinoma in combination with
interferon alfa, and more.

Myvasi (bevacizumab-awwb) is biosimilar to Avastin® (bevacizumab).

Zirabev (bevacizumab-bvzr) is biosimilar to Avastin® (bevacizumab).

Per NCCN guidelines, an FDA-approved biosimilar is an appropriate substitute for
bevacizumab.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Avsola (Infliximab-axxq)

Indications

several conditions including Crohn's Disease (CD)
Ulcerative Colitis (UC)

fistulizing CD

Rheumatoid Arthritis (RA)

active ankylosing spondylitis (AS)

psoriatic arthritis (PsA)

and plaque psoriasis (PsO) The Food
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e Drug Administration (FDA) has determined the biosimilars to be highly similar to the
reference product
e supports the use of approved biosimilars

Guideline & Evidence Highlights

e Avsolais an infliximab biosimilar.

e Other infliximab biosimilars include, but are not limited to Inflectra (infliximab-dyyb)
and Renflexis (infliximab-abda).

¢ Infliximab is a tumor necrosis factor inhibitor (TNFi) indicated for,,,,,,and and .

e Ankylosing spondylitis ‘AS’ and non-radiographic axial spondyloarthritis ‘NRAS’ are
related conditions.

e The 2019 American College of Rheumatology recommendations for AS and NRAS are
similar.

e Recommended first-line agents include nonsteroidal anti-inflammatory drugs (NSAIDs)
due to their well-known safety and efficacy profiles.

e For patients who have active disease despite treatment with NSAIDs, treatment with a
TNFi is recommended.

e Guidelines do not favor one TNFi over another.

e Hidradenitis suppurativa (HS) is a chronic, painful skin condition that varies in
presentation.

o There are no established treatment guidelines for this condition, but the foundation for
HS has put forth evidence-based recommendations.

o [nitial treatment includes topical and systemic antibiotics with progression to biologics
if refractory or unresponsive to initial treatment.

e Antibiotics have been used to treat HS for decades; there is robust evidence to show
symptom improvement and patient tolerability.

e Biologic agents (e.g., TNFj, interleukin inhibitors) have shown some benefit in small
studies but lack the robust support to make strong recommendations for dosing,
appropriate goals of therapy, and duration of treatment.

e The 2018 American College of Gastroenterology (ACG) guidelines recommend
mercaptopurine, azathioprine, and methotrexate in symptomatic CD despite prior
corticosteroid use.

o TNFi agents are effective in those with inadequate response to these initial therapies.

e Per the 2020 American Gastroenterology Association guidelines, multiple agents
effectively induce and maintain remission of UC, including corticosteroids, 5-
aminosalicylates ‘5-ASA’, and biologics.

e Treatment of mild-to-moderate UC is typically started with 5-ASA therapy.

e Inthose who do not respond to 5-ASA therapy, induction can be achieved through
short-term corticosteroids.

e Once induction is achieved, maintenance can be managed with thiopurines.

e Methotrexate is not recommended for induction or maintenance of remission in UC,
whereas biologic agents do have support for use in these treatment areas.
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e (Guidelines do not favor one biologic over another, nor do they favor biologics over
thiopurine monotherapy for those in remission.

e For, guidelines favor the use of biologic DMARDs (bDMARD) for moderate or high
disease activity despite prior conventional synthetic DMARDs (csDMARD).

e Guidelines do not favor one bDMARD over another, however TNFi agents have the most
documented safety and efficacy profiles.

o Perthe 2020 Joint AAD-NPF guidelines (non-biologic), recommended treatments
include methotrexate, cyclosporine, and acitretin.

e Methotrexate and cyclosporine are category A recommendations, whereas acitretin is a
category B recommendation.

e The 2019 Joint AAD-NPF guidelines (biologics) recommend (category A) the use of
biologics in treating psoriasis but do not suggest one agent over another.

e TNFis, interleukin-12/23, IL-23, and IL-17 inhibitors have all shown efficacy in this
condition.

e Per the 2018 American College of Rheumatology (ACR)/National Psoriasis Foundation
(NPF) guidelines, methotrexate, sulfasalazine, cyclosporine, and leflunomide may be
used in patients with non-severe Psoriatic Arthritis (PsA) and have robust safety and
efficacy evidence to support their use.

o I[finitial treatment is not sufficient, switching to a biologic is suggested.

e There is limited data on the concurrent use of infliximab products with other biologic
agents, targeted synthetic DMARDs (JAK inhibitors), and PDE4 inhibitors (Otezla).

e (Given the absence of strong clinical evidence and the potential for increased infection
risk, it is not recommended to use infliximab products in combination with these agents.

Combination / Concomitant Use

e Methotrexate is not recommended for induction or maintenance of remission in UC,
whereas biologic agents do have support for use in these treatment areas.

e There is limited data on the concurrent use of infliximab products with other biologic
agents, targeted synthetic DMARDs (JAK inhibitors), and PDE4 inhibitors (Otezla).

e Given the absence of strong clinical evidence and the potential for increased infection
risk, it is not recommended to use infliximab products in combination with these agents.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Avtozma (Tocilizumab--anoh)

Indications

multiple inflammatory conditions including rheumatoid arthritis (RA)
giant cell arteritis
and juvenile idiopathic arthritis (JIA)

Guideline & Evidence Highlights

Avtozma (tocilizumab-anoh) is an interleukin-6 inhibitor (IL-6i) indicated for multiple
inflammatory conditions including rheumatoid arthritis (RA), giant cell arteritis, and
juvenile idiopathic arthritis (JIA).

It is available in both an intravenous (IV) and subcutaneous (SC) formulation, and
indications may vary based on formulation.

Currently, only the SC formulation is approved for the systemic sclerosis-associated
interstitial lung disease (SSc-ILD) indication.
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o For RA and JIA, guidelines favor the use of biologic DMARDs (bDMARD) in those with
moderate or high disease activity despite previous conventional synthetic (csDMARD)
trials.

e Guidelines do not currently favor one bDMARD class over another, however tumor
necrosis factor inhibitors (TNFs) have the most documented safety and efficacy profiles.

o Infliximab agents are TNFs that work to block the activity of TNF, a cytokine that causes
inflammation.

e [tis this inflammation that is the primary target in the treatment of conditions like RA
and JIA.

e Actemra has not been studied in combination with other bDMARDs (e.g., TNFs,
interleukin receptor antagonists, etc) OR targeted synthetic DMARDs (Janus Kinase or
JAK inhibitors) due to an increased risk of infection and increased immunosuppression.

e Assuch, use of Actemra in combination with other biologic agents or targeted synthetic
DMARDs is not recommended.

e Tocilizumab has not been studied with Otezla and has no studies to support co-
administration.

e The Food and Drug Administration (FDA) has determined the biosimilars to be highly
similar to their reference product and supports the use of approved biosimilars.

Combination / Concomitant Use

e Actemra has not been studied in combination with other bDMARDs (e.g., TNFs,
interleukin receptor antagonists, etc) OR targeted synthetic DMARDs (Janus Kinase or
JAK inhibitors) due to an increased risk of infection and increased immunosuppression.

e Assuch, use of Actemra in combination with other biologic agents or targeted synthetic
DMARD:s is not recommended.

e Tocilizumab has not been studied with Otezla and has no studies to support co-
administration.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Axtle (Pemetrexed injection)
Guideline & Evidence Highlights

e Axtleis a pemetrexed injection.

e Current treatment guidelines including the National Comprehensive Cancer Network
(NCCN) Guidelines support the use of pemetrexed and do not favor one product over
another.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Beizray (docetaxel injection)
Guideline & Evidence Highlights

e Beizray is a docetaxel injection.

e Current treatment guidelines including the National Comprehensive Cancer Network
(NCCN) Guidelines support the use of docetaxel and do not favor one product over
another.

Step Therapy
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Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Beovu (Brolucizumab)
Guideline & Evidence Highlights

e Brolucizumab sold under trade name Beovu among others, is a humanized single-chain
antibody fragment for the treatment of neovascular (wet) age-related macular
degeneration (AMD).

e Age-related macular degeneration (AMD) is a disorder of the macula characterized by
one or more of the following: presence of at least intermediate-size drusen (263 pm in
diameter), retinal pigment epithelium (RPE) abnormalities such as hypopigmentation
or hyperpigmentation, and presence of any of the following features: geographic
atrophy of the RPE, choroidal neovascularization ([CNV] exudative, wet), polypoidal
choroidal vasculopathy (PCV), reticular pseudodrusen, or retinal angiomatous
proliferation.

e Age-related macular degeneration is a leading cause of severe, irreversible vision
impairment in developed countries.

e The main risk factors for the development of advanced AMD are increasing age,
ethnicity (i.e., Caucasian) and family history.

e The Age-Related Macular Degeneration Preferred Practice Pattern Guideline supports
the use 169 | Medicare Part B PA/ST Summary of Evidence - January 2026 of
antioxidant vitamins and minerals for slowing the progression to later stages of AMD,
intravitreal injection of anti-VEGF agents, photodynamic therapy (PDT), and laser
photocoagulation surgery to treat neovascular AMD.

o The VEGF inhibitors have demonstrated improved visual and anatomic outcomes
compared with other therapies.

e Anti-VEGF therapies have become first-line therapy for treating and stabilizing most
cases of neovascular AMD and a Cochrane systematic review demonstrates the
effectiveness of these agents to maintain visual acuity.

e Guidelines recommend EyleaTM, Avastin®, VabysmoTM, or Lucentis for treatment.
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e The guidelines have not been updated with Beovu®, Byooviz, and Susvimo.
Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Bkemv (eculizumab-aeeb)
Guideline & Evidence Highlights

o Bkemv is a biosimilar to Soliris and was granted the FDA’s interchangeability
designation, which allows it to be used in place of the branded reference product
without needing to change the prescription.

e Eculizumab is a monoclonal antibody that binds to the complement C5 protein and
stops activation of the complement system, a part of the body’s immune system.

e This binding prevents the breakdown of red blood cells in the bloodstream (called
intravascular hemolysis).

o Like Soliris, Bkemv has a Boxed Warning regarding the increased risk of serious and
lifethreatening meningococcal infections caused by Neisseria meningitidis.

e Atypical hemolytic uremic syndrome (aHUS) consists of acute hemolytic anemia with
fragmented red blood cells (microangiopathic hemolytic anemia), thrombocytopenia,
and acute kidney injury.

e Mutations in complement genes, or antibodies to their protein products, result in
unregulated activity of the alternate complement pathway, endothelial injury, and TMA
(lesions in the kidneys and other organs).

e Signs of TMA include increases in serum LDH and serum creatinine levels and a
decrease in platelet count. aHUS is diagnosed with laboratory and clinical aspects along
with exclusion of other causes of HUS and thrombotic thrombocytopenic purpura.

e PNH is a hematopoietic stem cell disorder caused by a gene mutation that leads to
abnormal red blood cells.

e Flow cytometry is the method of choice for identifying cells deficient in GPI-linked
proteins and is the gold standard test to confirm the diagnosis of PNH.

e In PNH, thrombotic tendencies can occur in extremities and atypical locations, such as
hepatic portal (Budd-Chiari Syndrome), splenic, or mesenteric veins.

o Treatment options include supportive care (e.g. red blood cell transfusion), allogeneic
hematopoietic stem cell transplantation, and complement therapy.
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e The NMOSD diagnostic criteria for adults include at least 1 core clinical characteristic
(optic neuritis, acute myelitis, area postrema syndrome, acute brainstem syndrome,
symptomatic narcolepsy or acute diencephalic clinical syndrome with NMOSD-typical
diencephalic MRI lesions, or symptomatic cerebral syndrome with NMOSD-typical brain
lesions) and detection of AQP4-immunoglobulin G antibodies.

o Treatments for relapse prevention in NMOSD include immunosuppressants
(corticosteroids, azathioprine, mycophenolate, methotrexate, cyclosporine, and
tacrolimus), B cell depleting agents (rituximab and inebilizumab (Uplizna)), interleukin-
6 signaling blocking agents (satralizumab (Enspryng)), and complement blocking agents
(Soliris, Ultomiris).

o The European Federation of the Neurological Societies recommend azathioprine and
rituximab as first-line therapy and cyclophosphamide or mycophenolate as second-line
therapy for NMOSD.

e The NMOSD Delphi Consensus Statements recommend Enspryng, Uplizna, or Soliris
following failure of existing treatments.

e Soliris was studied in patients with at least 1 attack in the previous 12 months and with
an Expanded Disability Status Scale score of 7 or less.

e Attacks were significantly reduced with Soliris compared with placebo.

e The International Consensus Guidance for Management of MG recommends a
nonsteroidal immunosuppressive (IS) agent (azathioprine, cyclosporine, e.g.) be used
initially with or without corticosteroids in certain patients.

e Azathioprine can reverse symptoms in most patients, but the effect is delayed by 4 to 8
months.

e Maximum improvement with cyclosporine is achieved after 6 months.

e Most patients treated with cyclophosphamide become asymptomatic after 1 year.

e Once treatment goals are achieved and maintained for at least 6 months, the dose is
tapered slowly to the minimally effective dose.

e Eculizumab should be considered in the treatment of severe, refractory, AChR-Ab+
generalized MG after trials of other immunotherapies have been unsuccessful in
meeting treatment goals The Food and Drug Administration (FDA) considers
biosimilars to be highly similar with no clinically meaningful differences to the biologic
reference product.

e Biosimilars are considered safe and effective and provide an option to increase access to
lifesavings drugs at lower costs.

e The FDA and current treatment guidelines do not favor one product (biologic or
biosimilar) over another.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Bortezomib injection (J9046, 19048, J9054)

Guideline & Evidence Highlights

Current treatment guidelines including the National Comprehensive Cancer Network
(NCCN) Guidelines support the use of bortezomib and do not favor one product over
another.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Camcevi ETM (leuprolide)
Guideline & Evidence Highlights

e Current treatment guidelines including the National Comprehensive Cancer Network
(NCCN) Guidelines support the use of leuprolide and do not favor one product over
another.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Cosentyx (Secukinumab)
Indications

e conditions including Plaque Psoriasis (PsO)
e Psoriatic Arthritis (PsA)

e Rheumatoid Arthritis (RA)

e and Ankylosing Spondylitis (AS)

Guideline & Evidence Highlights
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Cosentyx is an interleukin-17 (IL-17) receptor A antagonist indicated for conditions
including Plaque Psoriasis (PsO), Psoriatic Arthritis (PsA), Rheumatoid Arthritis (RA),
and Ankylosing Spondylitis (AS).

Ankylosing spondylitis ‘AS’ and non-radiographic axial spondyloarthritis ‘NRAS’ are
related conditions.

The 2019 American College of Rheumatology recommendations for AS and NRAS are
similar.

Recommended first-line agents include nonsteroidal anti-inflammatory drugs (NSAIDs)
due to their well-known safety and efficacy profiles.

For patients who have active disease despite treatment with NSAIDs, treatment with a
TNFi (infliximab, adalimumab, Enbrel, Simponi Aria) is recommended.

Cosentyx has a role in those who do not respond to initial TNFi agent.

Guidelines do not favor one TNFi over another, nor do they address JAK inhibitors
(Rinvoq, Xeljanz), however these agents have since been FDA-approved for use in those
who had previously had inadequate response to a TNFi.

For, guidelines favor the use of biologic DMARDs (bDMARD) for moderate or high
disease activity despite prior conventional synthetic DMARDs (csDMARD).

Guidelines do not favor one bDMARD (e.g., Skyrizi, tocilizumab, Cosentyx, infliximab)
over another nor do they favor tsDMARD (Xeljanz, Rinvoq) over bDMARD.

Per the 2018 American College of Rheumatology (ACR)/National Psoriasis Foundation
(NPF) guidelines, methotrexate, sulfasalazine, cyclosporine, and leflunomide may be
used in patients with non-severe and have robust safety and efficacy evidence to
support their use.

If initial treatment is not sufficient, switching to a biologic (infliximab, adalimumab,
Enbrel, Simponi Aria, Skyrizi) or JAK inhibitor (Rinvoq, Xeljanz) is recommended.

Per the 2020 Joint AAD-NPF guidelines (non-biologic), recommended treatments
include methotrexate, cyclosporine, and acitretin.

Methotrexate and cyclosporine are category A recommendations, whereas acitretin is a
category B recommendation.

The 2019 Joint AAD-NPF guidelines (biologics) recommend (category A) the use of
biologics in treating psoriasis but do not suggest one agent over another.

TNFis, interleukin-12/23 inhibitors (IL-12/1L-23i), IL-23i, and IL-17i have all shown
efficacy in this condition.

These include infliximab, adalimumab, Enbrel, Skyrizi, and Cosentyx.

Otezla is also a recommended treatment option included in the guidelines.

There is limited data on the concurrent use of Cosentyx with other biologic agents,
targeted synthetic DMARDs (JAK inhibitors), and PDE4 inhibitors (Otezla).

Given the absence of strong clinical evidence and the potential for increased infection
risk, it is not recommended to use Cosentyx in combination with these agents.

Combination / Concomitant Use
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e There is limited data on the concurrent use of Cosentyx with other biologic agents,
targeted synthetic DMARDs (JAK inhibitors), and PDE4 inhibitors (Otezla).

e Given the absence of strong clinical evidence and the potential for increased infection
risk, it is not recommended to use Cosentyx in combination with these agents.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Docivyx (docetaxel injection)

Guideline & Evidence Highlights

e Docivyxis a docetaxel injection.

e Current treatment guidelines including the National Comprehensive Cancer Network
(NCCN) Guidelines support the use of docetaxel and do not favor one product over
another.

Step Therapy
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Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Durysta (Bimatoprost intracameral)
Indications

e open-angle glaucoma or ocular hypertension patients
e working to lower IOP
e slow disease progression

Guideline & Evidence Highlights

e Glaucoma is a leading cause of blindness and is impacted by elevated intraocular
pressure (IOP).

e Durysta (bimatoprost intracameral implant [biodegradable]) is indicated for, and .

o The goal of treatment is to maintain IOP in a target range to preserve visual function
and overall quality of life.

e Bimatoprost is one of several prostaglandin F receptor agonists, including topical
inagents (latanoprost, travoprost, tafluprost).

e The American Academy of Ophthalmology (AAO) recommends this class as first-line in
IOP reduction due to the high efficacy, high tolerability, and convenient once-daily
dosing.

e The AAO does not favor the use of one prostaglandin F receptor agonist over another.

e There are no studies comparing Durysta with another prostaglandin, but the majority of
the other prostaglandins and Durysta were individually studied against timolol
ophthalmic solution and found to be non-inferior in their abilities to lower 10P.

e Lowering IOP can be achieved with monotherapy or multiple agents.

e [fadrug fails to reduce IOP sufficiently, the AAO recommends switching to an
alternative (as monotherapy) or adding a second medication with a different
mechanism of action until the desired IOP level is attained.
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Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Entyvio (Vedolizumab)

Indications

e Ulcerative Colitis (UC)
e Crohn’s Disease (CD)

Guideline & Evidence Highlights

e Entyvio is an integrin receptor antagonist indicated for Ulcerative Colitis (UC) and
Crohn’s Disease (CD).

o Perthe 2020 American Gastroenterology Association guidelines, multiple agents
effectively induce and maintain remission of UC, including corticosteroids, 5-
aminosalicylates (5-ASA), and biologics.

o Treatment of mild-to-moderate UC is typically started with 5-ASA therapy.

e Inthose who do not respond to 5-ASA therapy, induction can be achieved through
short-term corticosteroids.

e Once induction is achieved, maintenance can be managed with thiopurines.

e Methotrexate is not recommended for induction or maintenance of remission in UC,
whereas biologic agents do have support for use in these treatment areas.

e Guidelines do not favor one biologic over another, nor do they favor biologics over
thiopurine monotherapy for those in remission.

e The guidelines do not address tsDMARDs (Rinvoq, Xeljanz), however these agents have
since been FDA-approved for use in this condition.

e The 2018 American College of Gastroenterology (ACG) guidelines recommend
mercaptopurine, azathioprine, and methotrexate in symptomatic CD despite prior
corticosteroid use.

e Tumor necrosis factor (TNF) inhibitors are effective in those with inadequate response
to these initial therapies.

e Other bDMARDs (Skyrizi, Entyvio) and tsDMARDs (Rinvoq) are not addressed by the
guidelines, however these agents have since been FDA-approved for use in this
condition.

Updated 7/1/2026



Entyvio has been evaluated alongside other biologics, Otezla, and JAK inhibitors for the
treatment of irritable bowel disease.

However, the current evidence on the efficacy and safety of these combination therapies
primarily comes from uncontrolled observational studies.

More well-controlled and adequately powered clinical trials are necessary to support
concurrent use in efficacy and safety as combining these drugs poses a risk of serious
infections.

Therefore, it is not recommended to use Entyvio in combination with other biologic
agents, Otezla, or JAK inhibitors.

Combination / Concomitant Use

Methotrexate is not recommended for induction or maintenance of remission in UC,
whereas biologic agents do have support for use in these treatment areas.

However, the current evidence on the efficacy and safety of these combination therapies
primarily comes from uncontrolled observational studies.

More well-controlled and adequately powered clinical trials are necessary to support
concurrent use in efficacy and safety as combining these drugs poses a risk of serious
infections.

Therefore, it is not recommended to use Entyvio in combination with other biologic
agents, Otezla, or JAK inhibitors.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Enzeevu (aflibercept-abzv)

Indications

o the following eye conditions: neovascular (Wet) age-related macular degeneration
(AMD)

e macular edema following retinal vein occlusion (RVO)

e diabetic macular edema (DME)

e and diabetic retinopathy (DR)

Guideline & Evidence Highlights

e Enzeevu (aflibercept-abzv) is a biosimilar to Eylea that may be used to treat the
following eye conditions: neovascular (Wet) age-related macular degeneration (AMD),
macular edema following retinal vein occlusion (RV0), diabetic macular edema (DME),
and diabetic retinopathy (DR).

e Age-related macular degeneration (AMD) is a disorder of the macula characterized by
one or more of the following: presence of at least intermediate-size drusen (263 pm in
diameter), retinal pigment epithelium (RPE) abnormalities such as hypopigmentation
or hyperpigmentation, and presence of any of the following features: geographic
atrophy of the RPE, choroidal neovascularization ([CNV] exudative, wet), polypoidal
choroidal vasculopathy (PCV), reticular pseudodrusen, or retinal angiomatous
proliferation.

e Age-related macular degeneration is a leading cause of severe, irreversible vision
impairment in developed countries.

e The main risk factors for the development of advanced AMD are increasing age,
ethnicity (i.e., Caucasian) and family history.

o The Age-Related Macular Degeneration Preferred Practice Pattern Guideline supports
the use 169 | Medicare Part B PA/ST Summary of Evidence - January 2026 of
antioxidant vitamins and minerals for slowing the progression to later stages of AMD,
intravitreal injection of anti-VEGF agents, photodynamic therapy (PDT), and laser
photocoagulation surgery to treat neovascular AMD.

e The VEGF inhibitors have demonstrated improved visual and anatomic outcomes
compared with other therapies.

e Anti-VEGF therapies have become first-line therapy for treating and stabilizing most
cases of neovascular AMD and a Cochrane systematic review demonstrates the
effectiveness of these agents to maintain visual acuity.

e Guidelines recommend EyleaTM, Avastin®, VabysmoTM, or Lucentis for treatment.

e The guidelines have not been updated with Beovu®, Byooviz, and Susvimo.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Epysqli (Eculizumab-aagh)
Guideline & Evidence Highlights

e Epysqliis a biosimilar to Soliris and was granted the FDA'’s interchangeability
designation, which allows it to be used in place of the branded reference product
without needing to change the prescription.

e Eculizumab is a monoclonal antibody that binds to the complement C5 protein and
stops activation of the complement system, a part of the body’s immune system.

e This binding prevents the breakdown of red blood cells in the bloodstream (called
intravascular hemolysis).

o Like Soliris, Bkemv has a Boxed Warning regarding the increased risk of serious and
lifethreatening meningococcal infections caused by Neisseria meningitidis.

e Atypical hemolytic uremic syndrome (aHUS) consists of acute hemolytic anemia with
fragmented red blood cells (microangiopathic hemolytic anemia), thrombocytopenia,
and acute kidney injury.

e Mutations in complement genes, or antibodies to their protein products, result in
unregulated activity of the alternate complement pathway, endothelial injury, and TMA
(lesions in the kidneys and other organs).

e Signs of TMA include increases in serum LDH and serum creatinine levels and a
decrease in platelet count. aHUS is diagnosed with laboratory and clinical aspects along
with exclusion of other causes of HUS and thrombotic thrombocytopenic purpura.

e PNH is a hematopoietic stem cell disorder caused by a gene mutation that leads to
abnormal red blood cells.

o Flow cytometry is the method of choice for identifying cells deficient in GPI-linked
proteins and is the gold standard test to confirm the diagnosis of PNH.

e In PNH, thrombotic tendencies can occur in extremities and atypical locations, such as
hepatic portal (Budd-Chiari Syndrome), splenic, or mesenteric veins.

o Treatment options include supportive care (e.g. red blood cell transfusion), allogeneic
hematopoietic stem cell transplantation, and complement therapy.

e The NMOSD diagnostic criteria for adults include at least 1 core clinical characteristic
(optic neuritis, acute myelitis, area postrema syndrome, acute brainstem syndrome,
symptomatic narcolepsy or acute diencephalic clinical syndrome with NMOSD-typical
diencephalic MRI lesions, or symptomatic cerebral syndrome with NMOSD-typical brain
lesions) and detection of AQP4-immunoglobulin G antibodies.

e Treatments for relapse prevention in NMOSD include immunosuppressants
(corticosteroids, azathioprine, mycophenolate, methotrexate, cyclosporine, and
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tacrolimus), B cell depleting agents (rituximab and inebilizumab (Uplizna)), interleukin-
6 signaling blocking agents (satralizumab (Enspryng)), and complement blocking agents
(Soliris, Ultomiris).

e The European Federation of the Neurological Societies recommend azathioprine and
rituximab as first-line therapy and cyclophosphamide or mycophenolate as second-line
therapy for NMOSD.

e The NMOSD Delphi Consensus Statements recommend Enspryng, Uplizna, or Soliris
following failure of existing treatments.

e Soliris was studied in patients with at least 1 attack in the previous 12 months and with
an Expanded Disability Status Scale score of 7 or less.

e Attacks were significantly reduced with Soliris compared with placebo.

e The International Consensus Guidance for Management of MG recommends a
nonsteroidal immunosuppressive (IS) agent (azathioprine, cyclosporine, e.g.) be used
initially with or without corticosteroids in certain patients.

e Azathioprine can reverse symptoms in most patients, but the effect is delayed by 4 to 8
months.

e Maximum improvement with cyclosporine is achieved after 6 months.

e Most patients treated with cyclophosphamide become asymptomatic after 1 year.

e Once treatment goals are achieved and maintained for at least 6 months, the IS dose is
tapered slowly to the minimal effective dose.

e Eculizumab should be considered in the treatment of severe, refractory, AChR-Ab+
generalized MG after trials of other immunotherapies have been unsuccessful in
meeting treatment goals The Food and Drug Administration (FDA) considers
biosimilars to be highly similar with no clinically meaningful differences to the biologic
reference product.

e Biosimilars are considered safe and effective and provide an option to increase access to
lifesavings drugs at lower costs.

o The FDA and current treatment guidelines do not favor one product (biologic or
biosimilar) over another.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Evenity (Romosozumab-aqqg)

Indications

the treatment of osteoporosis in postmenopausal women at high risk for fracture
defined as a history of osteoporotic fracture
or multiple risk factors for fracture

Guideline & Evidence Highlights

Evenity (romosozumab-aqqg) is a humanized IgG2 monoclonal antibody and sclerostin
inhibitor indicated for the treatment of osteoporosis in postmenopausal women 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.

The American Association of Clinical Endocrinologists (AACE) Clinical Practice
Guidelines for the Diagnosis and Treatment of Postmenopausal Osteoporosis 2020
Update strongly recommends pharmacologic therapy for the following patients with
listed T-scores in the spine, femoral neck, total hip, or 1/3 radius of: a) between -1.0
and -2.5 and a history of fragility fracture of the hip or spine, b) -2.5 or lower, or c)
between -1.0 and -2.5 if the FRAX® 10-year probability for major osteoporotic fracture
is 220% or the 10-year probability of hip fracture is 23% in the U.S. or above the
country-specific threshold in other countries or regions.

Four agents (alendronate, risedronate, zoledronate, and denosumab) have evidence for
“broad-spectrum” antifracture efficacy (spine, hip, and nonvertebral fracture risk
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reduction) and, in the absence of contraindications, are recommended as initial options
for most patients who are candidates for treatment.

e Asignificant decrease in Bone Mineral Density (BMD) or recurrent fractures in a patient
who is compliant to therapy may indicate a treatment failure.

e Contraindications to oral bisphosphonate administration include the inability to remain
upright for 30 to 60 minutes and the presence of anatomic or functional esophageal
abnormalities that might delay transit of the tablet (e.g., achalasia, stricture, or
dysmotility).

e Also, bisphosphonates should be used with caution in patients with reduced kidney
function.

e The guidelines suggest that anabolic and dual-action agents may be preferred as initial
therapy for patients at very high risk of fracture.

e Indicators of very high risk include a history of multiple fractures, a significantly low T-
score (e.g., below -3.0), or a history of injurious falls.

¢ To maintain bone density gains and fracture protection, treatment with an anabolic
agent should be followed by an antiresorptive therapy such as a bisphosphonate or
denosumab.

e After 12 monthly doses, the anabolic effect of Evenity wanes.

e Assuch, Evenity is limited to a 12 month duration of treatment.

e If osteoporosis therapy is still necessary, continued treatment with an antiresorptive
agent should be considered (bisphosphonates, e.g.).

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Evkeeza (evinacumab-dgnb)

Guideline & Evidence Highlights

e Evkeeza is an angiopoietin-like 3 (ANGPTL3) inhibitor indicated as an adjunct to other
low-density lipoprotein-cholesterol (LDL-C) lowering therapies for the treatment of
adult and pediatric patients, aged 1 year and older, with homozygous familial
hypercholesterolemia (HoFH).

e [tisarecombinant human monoclonal antibody that binds to and inhibits ANGPTL3, a
member of the angiopoietin-like protein family that is expressed primarily in the liver
and plays a role in the regulation of lipid metabolism.

e Evinacumab-dgnb reduces LDL-C independent of the presence of LDL receptor (LDLR)
by promoting very low-density lipoprotein (VLDL) processing and clearance upstream
of LDL formation.

e Patients with HoFH often have mutations in the LDLR gene, encoding for the LDL
receptor (LDLR).

e Given the mechanism of action of statins, which exert their lipidlowering effect partly by
increasing the hepatic expression of LDLR, it is expected that homozygous FH subjects
carrying null mutations on LDLR gene would not respond.

e However, these patients are responsive to statins, although to a lesser extent.

e The 2018 Guideline on the Management of Blood Cholesterol, by American College of
Cardiology/American Heart Association, recommends treatment with high intensity or
maximally tolerated statin therapy for adult patients with LDL-C levels > 190 mg/dL
due to the increased risk of atherosclerotic cardiovascular disease (ASCVD) and both
premature and recurrent coronary events.

e [f maximally tolerated statin therapy fails to reduce LDL-C by at least 50% and/or the
LDL-C level remains > 100 mg/dL, the guideline suggests that additional ASCVD risk
reduction can be derived from the addition of ezetimibe to statin therapy.

e Should LDL-C remain > 100 mg/dL despite treatment with a maximally tolerated statin
and ezetimibe, addition of a PCSK9 inhibitor ((i.e. evolocumab, alirocumab) may be
considered.

e In patients at very high risk whose LDL-C level remains 270 mg/dL (1.8 mmol/L) on
maximally tolerated statin and ezetimibe therapy, adding a PCSK9 inhibitor is
reasonable.

e Evolocumab (Repatha) and alirocumab (Praluent) both have approved indications as
adjuncts to other LDL-C lowering therapies for the treatment of HoFH.

e For children and adolescents 10 years of age and older with an LDL-C > 190 mg/dL or >
160 mg/dL with a clinical presentation consistent with familial hypercholesterolemia
who do not respond adequately to 3 to 6 months of lifestyle therapy, the 2018
guidelines suggest initiation of statin therapy.

e Use of non-statin therapies to further treat HoFH in children is not addressed in the
guidelines.
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o However, Repatha is approved by the FDA for use in pediatric patients 10 years of age
and older with HoFH in combination with diet and other LDL-C lowering therapies.

Combination / Concomitant Use

e However, Repatha is approved by the FDA for use in pediatric patients 10 years of age
and older with HoFH in combination with diet and other LDL-C lowering therapies.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.

References

1. Evkeeza [Package Insert]. Tarrytown, NY; Regeneron Pharmaceuticals, Inc.: 2025

2. Grundy SM, etal. 2018
AHA/ACC/AACVPR/AAPA/ABC/ACPM/ADA/AGS/APhA/ASPC/NLA/PCNA Guideline on
the Management of Blood Cholesterol: A Report of the American College of
Cardiology/American Heart Association Task Force on Clinical Practice Guidelines. JACC
Vol. 73, No.

3. 2019: e285-e350.

4. Raal FJ et al. Familial hypercholesterolemia treatments: Guidelines and new therapies.
Atherosclerosis 277 (2018)

5. 483-492

6. Centers for Medicare & Medicaid Services. Medicare Advantage Prior Authorization and
Step Therapy for Part B Drugs. August 7,

7. Retrieved from https://www.cms.gov/newsroom/fact-sheets/medicare-advantage-
prior-authorization-andstep-therapy-part-b-drugs.

8. Centers for Medicare & Medicaid Services. (2018, August 7). Prior Authorization and
Step Therapy for Part B Drugs in Medicare Advantage [Memorandum]. Retrieved from
https://www.cms.gov/Medicare/HealthPlans/HealthPlansGenInfo/Downloads/MA_Ste
p_Therap y_ HPMS_Memo_8_7_2018.pdf

Exdensur (depemokimab-ulaa)

Indications

e Exdensur, an interleukin (IL)-5 antagonist monoclonal antibody, is indicated for the
addon maintenance treatment of patients = 12 years of age with severe asthma who
have an eosinophilic phenotype.)

Guideline & Evidence Highlights
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e Asthma is a common heterogenous disease, usually characterized by chronic airway
inflammation. According to the Global Initiative for Asthma (GINA), “asthma is
defined by the history of respiratory symptoms such as wheeze, shortness of breath,
chest tightness, and cough that vary over time and in intensity, together with
variable expiratory airflow” (GINA, 2025). According to the Centers for Disease
Control and Prevention (CDC), the estimated U.S. prevalence of asthma is 8.2%, or
about 26.8 million people (CDC, 2024).

e Symptoms of asthma can range from mild to severe and may be frequent or
infrequent. Severe asthma is defined as uncontrolled asthma despite optimized
high-dose inhaled corticosteroid (ICS)/long-acting beta2-agonist (LABA) treatment
or that worsens when high-dose treatment is decreased.

o Type 2 (T2) inflammation is present in more than one-half of patients with asthma
and is a key driver of disease severity and exacerbation risk. It is typically
characterized by elevated blood eosinophils (known as eosinophilic asthma) or
elevated fractional exhaled nitric oxide (FeNO).

o The definition of eosinophilic asthma varies but is usually considered blood
eosinophil levels of 2150 cells/uL or sometimes 2300 cells/pL. Patients with T2-
high asthma have a higher likelihood of severe exacerbations and healthcare
utilization.

e While T2 inflammation generally responds to ICSs, a subset of patients with severe
asthma remain inadequately controlled despite high-dose ICS + LABA therapy. For
these patients, guidelines recommend add-on biologic therapies targeting T2
inflammatory pathways to reduce exacerbations and improve disease control.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Eydenzelt (aflibercept-boav)

Indications

o the following eye conditions: neovascular (Wet) age-related macular degeneration
(AMD)

e macular edema following retinal vein occlusion (RVO)

e diabetic macular edema (DME)

e and diabetic retinopathy (DR)

Guideline & Evidence Highlights

e Eydenzelt (aflibercept-boav) is a biosimilar to Eylea that may be used to treat the
following eye conditions: neovascular (Wet) age-related macular degeneration (AMD),
macular edema following retinal vein occlusion (RV0), diabetic macular edema (DME),
and diabetic retinopathy (DR).

e Age-related macular degeneration (AMD) is a disorder of the macula characterized by
one or more of the following: presence of at least intermediate-size drusen (263 pm in
diameter), retinal pigment epithelium (RPE) abnormalities such as hypopigmentation
or hyperpigmentation, and presence of any of the following features: geographic
atrophy of the RPE, choroidal neovascularization ([CNV] exudative, wet), polypoidal
choroidal vasculopathy (PCV), reticular pseudodrusen, or retinal angiomatous
proliferation.

e Age-related macular degeneration is a leading cause of severe, irreversible vision
impairment in developed countries.

e The main risk factors for the development of advanced AMD are increasing age,
ethnicity (i.e., Caucasian) and family history.

o The Age-Related Macular Degeneration Preferred Practice Pattern Guideline supports
the use 169 | Medicare Part B PA/ST Summary of Evidence - January 2026 of
antioxidant vitamins and minerals for slowing the progression to later stages of AMD,
intravitreal injection of anti-VEGF agents, photodynamic therapy (PDT), and laser
photocoagulation surgery to treat neovascular AMD.

e The VEGF inhibitors have demonstrated improved visual and anatomic outcomes
compared with other therapies.

e Anti-VEGF therapies have become first-line therapy for treating and stabilizing most
cases of neovascular AMD and a Cochrane systematic review demonstrates the
effectiveness of these agents to maintain visual acuity.

e Guidelines recommend EyleaTM, Avastin®, VabysmoTM, or Lucentis for treatment.

o The guidelines have not been updated with Beovu®, Byooviz, and Susvimo.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Eylea (Aflibercept)
Indications

o the following eye conditions: neovascular (Wet) age-related macular degeneration
(AMD)

e macular edema following retinal vein occlusion (RVO)

e diabetic macular edema (DME)

e and diabetic retinopathy (DR)

Guideline & Evidence Highlights

e Eylea HD is used to treat the following eye conditions: neovascular (Wet) age-related
macular degeneration (AMD), macular edema following retinal vein occlusion (RVO),
diabetic macular edema (DME), and diabetic retinopathy (DR).

o Age-related macular degeneration (AMD) is a disorder of the macula characterized by
one or more of the following: presence of at least intermediate-size drusen (263 pum in
diameter), retinal pigment epithelium (RPE) abnormalities such as hypopigmentation
or hyperpigmentation, and presence of any of the following features: geographic
atrophy of the RPE, choroidal neovascularization ([CNV] exudative, wet), polypoidal
choroidal vasculopathy (PCV), reticular pseudodrusen, or retinal angiomatous
proliferation.

e Age-related macular degeneration is a leading cause of severe, irreversible vision
impairment in developed countries.

e The main risk factors for the development of advanced AMD are increasing age,
ethnicity (i.e., Caucasian) and family history.

o The Age-Related Macular Degeneration Preferred Practice Pattern Guideline supports
the use 169 | Medicare Part B PA/ST Summary of Evidence - January 2026 of
antioxidant vitamins and minerals for slowing the progression to later stages of AMD,
intravitreal injection of anti-VEGF agents, photodynamic therapy (PDT), and laser
photocoagulation surgery to treat neovascular AMD.

o The VEGF inhibitors have demonstrated improved visual and anatomic outcomes
compared with other therapies.

e Anti-VEGF therapies have become first-line therapy for treating and stabilizing most
cases of neovascular AMD and a Cochrane systematic review demonstrates the
effectiveness of these agents to maintain visual acuity.

e Guidelines recommend EyleaTM, Avastin®, VabysmoTM, or Lucentis for treatment.
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e The guidelines have not been updated with Beovu®, Byooviz, and Susvimo.
Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Eylea HD (Aflibercept)
Indications

o the following eye conditions: neovascular (Wet) age-related macular degeneration
(AMD)

e macular edema following retinal vein occlusion (RVO)

e diabetic macular edema (DME)

e and diabetic retinopathy (DR)

Guideline & Evidence Highlights

e Eylea HD is used to treat the following eye conditions: neovascular (Wet) age-related
macular degeneration (AMD), macular edema following retinal vein occlusion (RVO),
diabetic macular edema (DME), and diabetic retinopathy (DR).

e Age-related macular degeneration (AMD) is a disorder of the macula characterized by
one or more of the following: presence of at least intermediate-size drusen (263 pum in
diameter), retinal pigment epithelium (RPE) abnormalities such as hypopigmentation
or hyperpigmentation, and presence of any of the following features: geographic
atrophy of the RPE, choroidal neovascularization ([CNV] exudative, wet), polypoidal
choroidal vasculopathy (PCV), reticular pseudodrusen, or retinal angiomatous
proliferation.

e Age-related macular degeneration is a leading cause of severe, irreversible vision
impairment in developed countries.

e The main risk factors for the development of advanced AMD are increasing age,
ethnicity (i.e., Caucasian) and family history.

o The Age-Related Macular Degeneration Preferred Practice Pattern Guideline supports
the use 169 | Medicare Part B PA/ST Summary of Evidence - January 2026 of
antioxidant vitamins and minerals for slowing the progression to later stages of AMD,
intravitreal injection of anti-VEGF agents, photodynamic therapy (PDT), and laser
photocoagulation surgery to treat neovascular AMD.
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e The VEGF inhibitors have demonstrated improved visual and anatomic outcomes
compared with other therapies.

e Anti-VEGF therapies have become first-line therapy for treating and stabilizing most
cases of neovascular AMD and a Cochrane systematic review demonstrates the
effectiveness of these agents to maintain visual acuity.

e Guidelines recommend EyleaTM, Avastin®, VabysmoTM, or Lucentis for treatment.

o The guidelines have not been updated with Beovu®, Byooviz, and Susvimo.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Fulphila (Pegfilgrastim-jmdb)
Guideline & Evidence Highlights

e Hematopoietic growth factors are defined by their ability to promote proliferation and
differentiation of hematopoietic progenitors into mature blood cells.

e Colony-stimulating factors (CSFs) are hematopoietic growth factors that regulate the
growth and differentiation of cells towards the myeloid and erythroid lineages.

e Myeloid growth factors (MGFs), such as granulocyte colony-stimulating factors (G-CSF),
are primarily used to reduce the incidence of febrile neutropenia (FN) in patients with
non-myeloid malignancies receiving myelosuppressive chemotherapy.

e Per NCCN guidelines on Hemopoietic growth Factors, an FDA-approved biosimilar is an
appropriate substitute for filgrastim and pegfilgrastim.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Fylnetra (Pegfilgrastim-pbbk)

Guideline & Evidence Highlights

Hematopoietic growth factors are defined by their ability to promote proliferation and
differentiation of hematopoietic progenitors into mature blood cells.
Colony-stimulating factors (CSFs) are hematopoietic growth factors that regulate the
growth and differentiation of cells towards the myeloid and erythroid lineages.

Myeloid growth factors (MGFs), such as granulocyte colony-stimulating factors (G-CSF),
are primarily used to reduce the incidence of febrile neutropenia (FN) in patients with
non-myeloid malignancies receiving myelosuppressive chemotherapy.

Per NCCN guidelines on Hemopoietic growth Factors, an FDA-approved biosimilar is an
appropriate substitute for filgrastim and pegfilgrastim.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Herceptin (trastuzumab)

is the reference product for multiple trastuzumab biosimilars. Trastuzumab biosimilars
include, but may not be limited to Ontruzant (trastuzumab-dttb), Ogivri (trastuzumab-
dkst), Herzuma (trastuzumab-pkrb), Kanjinti (trastuzumab-anns)

and Trazimera (trastuzumab-qyyp). The Food and Drug Administration (FDA)

and current treatment guidelines including the National Comprehensive Cancer
Network (NCCN)

Guidelines support the use of FDA-approved trastuzumab biosimilars and do not favor
one biosimilar or the reference product over another. Step therapy may be applied to
certain Part B drugs, biologics, and biosimilars in a way that lowers costs and improves
the quality of care for Medicare beneficiaries per the Centers for Medicare & Medicaid
Services (CMS)

guidance HAP also follows LCD L37205: Chemotherapy Drugs and their Adjuncts.
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Herceptin Hylecta (trastuzumab/ hyaluronidase-oysk)

Guideline & Evidence Highlights

Herceptin (trastuzumab) is the reference product for multiple trastuzumab biosimilars.
Trastuzumab biosimilars include, but may not be limited to Ontruzant (trastuzumab-
dttb), Ogivri (trastuzumab-dkst), Herzuma (trastuzumab-pkrb), Kanjinti (trastuzumab-
anns) and Trazimera (trastuzumab-qyyp).

The Food and Drug Administration (FDA) and current treatment guidelines including
the National Comprehensive Cancer Network (NCCN) Guidelines support the use of
FDA-approved trastuzumab biosimilars and do not favor one biosimilar or the reference
product over another.

Step Therapy
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Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support

high-quality, cost-effective care.
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Hercessi (trastuzumab-strf)

Guideline & Evidence Highlights

Herceptin (trastuzumab) is the reference product for multiple trastuzumab biosimilars.
Trastuzumab biosimilars include, but may not be limited to Ontruzant (trastuzumab-
dttb), Ogivri (trastuzumab-dkst), Herzuma (trastuzumab-pkrb), Kanjinti (trastuzumab-
anns) and Trazimera (trastuzumab-qyyp).

The Food and Drug Administration (FDA) and current treatment guidelines including
the National Comprehensive Cancer Network (NCCN) Guidelines support the use of
FDA-approved trastuzumab biosimilars and do not favor one biosimilar or the reference
product over another.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Herzuma (trastuzumab-pkrb)

Guideline & Evidence Highlights

Herceptin (trastuzumab) is the reference product for multiple trastuzumab biosimilars.
Trastuzumab biosimilars include, but may not be limited to Ontruzant (trastuzumab-
dttb), Ogivri (trastuzumab-dkst), Herzuma (trastuzumab-pkrb), Kanjinti (trastuzumab-
anns) and Trazimera (trastuzumab-qyyp).

The Food and Drug Administration (FDA) and current treatment guidelines including
the National Comprehensive Cancer Network (NCCN) Guidelines support the use of
FDA-approved trastuzumab biosimilars and do not favor one biosimilar or the reference
product over another.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Hympavzi (marstacimab-hncq)
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Indications

e the routine prophylaxis to prevent or reduce frequency of bleeding episodes in adults

e pediatric patients 2 12 years of age with hemophilia A (congenital Factor VIII
deficiency) without Factor VIII inhibitors or hemophilia B (congenital Factor IX
deficiency) without Factor IX inhibitors

Guideline & Evidence Highlights

o Hympavziis an anti-tissue factor pathway inhibitor (anti-TFPI) product indicated for
the routine prophylaxis to prevent or reduce frequency of bleeding episodes in adults
and pediatric patients 2 12 years of age with hemophilia A (congenital Factor VIII
deficiency) without Factor VIII inhibitors or hemophilia B (congenital Factor IX
deficiency) without Factor IX inhibitors.

e Hemophilia A is a genetic bleeding disorder caused by insufficient levels of factor VIIL

o Hemophilia B is a genetic bleeding disorder caused by insufficient levels of factor IX.

e Symptoms for both vary from mild to severe based on the level of factor activity with
severe disease noted to have factor levels less than 1% and often have bleeding for no
known reason, particularly in joints and muscles.

e Other treatment options for hemophilia A include factor VIII replacement products,
Hemlibra (a bi-specific Factor [Xa- and Factor X-directed antibody), and gene therapy
with Roctavian.

e Other treatment options for hemophilia B include factor IX replacement products and
gene therapy with Beqvez and Hemgenix.

e For patients with hemophilia A with and without an inhibitor, the WFH recommends the
use of Hemlibra for regular prophylaxis.

e The National Bleeding Disorders Foundation Medical and Scientific Advisory Council
(MASAC) recommends factor VIII and factor IX products as treatment of choice for
patients with hemophilia A and B in whom such agents are necessary.

e MASAC also provides recommendations for the use of Hemlibra for patients with
hemophilia A with and without inhibitors.

e Hympavziis not yet addressed in current guidelines.

e Hympavzi was approved based on results from phase III BASIS trial.

e This trial included patients ages 12 to under 75 years with severe hemophilia A or B
(factor VIII or IX levels less than 1%) without factor VIII or IX inhibitors.

o This trial demonstrated superiority to on-demand based factor VIII or factor IX therapy
and non-inferiority to routine prophylaxis with factor VIII or factor IX.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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iDose TR (Travoprost intracameral

Indications

open-angle glaucoma or ocular hypertension patients
working to lower IOP
slow disease progression

Guideline & Evidence Highlights

Glaucoma is a leading cause of blindness and is impacted by elevated intraocular
pressure (IOP). iDose TR (travoprost intracameral implant) is indicated for, and .
The goal of treatment is to maintain IOP in a target range to preserve visual function
and overall quality of life.

Travoprost is one of several prostaglandin F receptor agonists, including another
implant, Durysta (bimatoprost), and several topical agents (latanoprost, bimatoprost,
tafluprost).

The American Academy of Ophthalmology (AAO) recommends this class as first-line in
IOP reduction due to the high efficacy, high tolerability, and convenient once-daily
dosing.

The AAO does not favor the use of one prostaglandin F receptor agonist over another.
iDose TR is implanted through a corneal incision and is not intended to be repeated
following initial treatment.

The titanium reservoir provides controlled and sustained release of travoprost.
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e Two pivotal studies (GC-010 and GC-012) compared the results of iDose TR to another
[OP treatment, timolol 0.5% ophthalmic solution.

e Results showed no significant change in vision between treatment arms.

e There are no studies comparing iDose TR with another prostaglandin, but the other
prostaglandins were individually studied most often against timolol ophthalmic solution
and found to be non-inferior.

e Durysta was also found to be non-inferior to timolol.

e Currently, there are no compendia supported uses for this therapy outside the FDA
indication(s).

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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llumya (Tildrakizumab)
Indications

e Plaque Psoriasis (PsO)
Guideline & Evidence Highlights

e [lumyais an interleukin-23 (IL-23) antagonist indicated for Plaque Psoriasis (PsO).

e Perthe 2020 Joint AAD-NPF guidelines (non-biologic), recommended treatments
include methotrexate, cyclosporine, and acitretin.

e Methotrexate and cyclosporine are category A recommendations, whereas acitretin is a
category B recommendation.

e The 2019 Joint AADNPF guidelines (biologics) recommend (category A) the use of
biologics in treating psoriasis but do not suggest one agent over another.

e Tumor necrosis factor (TNF) inhibitors, interleukin12/23, IL-23, and IL-17 inhibitors
have all shown efficacy in this condition.

e These include infliximab, adalimumab, Enbrel, Skyrizi, Cosentyx and [lumya.

e Otezlais also a recommended treatment option included in the guidelines.

e [lumya has not been studied in combination with other biologic agents, Otezla, or JAK
inhibitors due to an increased risk of infection and increased immunosuppression.

e Assuch, use of [lumya in combination with these agents is not recommended.
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o The Food and Drug Administration (FDA) considers biosimilars to be highly similar with
no clinically meaningful differences to the biologic reference product.

e Biosimilars are considered safe and effective and provide an option to increase access to
lifesavings drugs at lower costs.

o The FDA and current treatment guidelines do not favor one product (biologic or
biosimilar) over another.

Combination / Concomitant Use

e [lumya has not been studied in combination with other biologic agents, Otezla, or JAK
inhibitors due to an increased risk of infection and increased immunosuppression.
e Assuch, use of [lumya in combination with these agents is not recommended.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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lluvien (fluocinolone acetonide intravitreal implant)
Indications

e the treatment of diabetic macular edema in patients who have been previously treated
with a course of corticosteroids
e did not have a clinically significant rise in intraocular pressure

Guideline & Evidence Highlights
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[lluvien (fluocinolone acetonide intravitreal implant) contains a corticosteroid and is
indicated for the treatment of diabetic macular edema in patients who have been
previously treated with a course of corticosteroids and did not have a clinically
significant rise in intraocular pressure.

Diabetic macular edema (DME) is defined as the presence of intraretinal fluid (edema)
and thickening involving the macula, the part of the retina responsible for central vision.
It is a vision-threatening complication of diabetes and can occur at any stage or severity
of diabetic retinopathy.

Edema that is centrally located within the macula can be associated with more
substantial decreases in visual acuity.

The efficacy of [luvien was assessed in two three-year, randomized (2:1, active: sham),
multicenter, double-masked, parallel groups studies that enrolled patients with diabetic
macular edema that had previously been treated with laser photocoagulation.

The primary efficacy endpoint in both trials was the proportion of subjects in whom
vision had improved by 15 letters or more from baseline after 24 months of follow-up.
A 15-letter or more improvement in best corrected visual acuity score occurred in
significantly more patients who received fluocinolone acetonide implants compared
with sham injections or standard of care for the treatment of diabetic macular edema.

A post hoc analysis investigated the long-term effects of intravitreal 0.19 mg
fluocinolone acetonide implant on progression and regression of diabetic retinopathy.
The data set found that intravitreal fluocinolone 0.2 and 0.5 mcg/day implants
significantly delayed the development of proliferative diabetic retinopathy and the
progression of diabetic retinopathy compared with placebo.

The Diabetic Retinopathy Preferred Practice Pattern guideline advises that management
options for diabetic retinopathy includes following a healthy diet and lifestyle, medical
management, timely ophthalmic evaluation, and treatment under the care of an
ophthalmologist.

Cost-effective treatments with laser, anti-vascular endothelial growth factor (VEGF)
agents, or intravitreal corticosteroids may also be considered.

Regarding the use of steroids for diabetic macular edema (DME), the guideline

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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o

showed that pseudophakic eyes treated with the combination of the intravitreal
triamcinolone acetonide and focal laser had visual gains similar to eyes treated with
anti-VEGF agents. The sustained-release dexamethasone implant for treatment naive
centerinvolved diabetic macular edema (CI-DME)

improved visual acuity compared with sham treatment. The fluocinolone acetonide
implant for DME treatment study revealed improved visual acuity relative to sham at 3
years. At three years, 75% of patients were treated with only one implant. Rates of
cataract extraction of phakic eyes was

9% with an implant versus

1% for sham. Studies of intravitreal corticosteroids for DME have evaluated them as
first-line agents only. Because of their side-effect profile, including cataract progression
and elevated IOP, they are generally used as second-line agents for DME, especially for
phakic patients. References
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Imaavy (nipocalimab-aahu)

Indications

treatment of generalized myasthenia gravis in adult

pediatric patients ages 12

up who are antiacetylcholine receptor (AChR) or anti-muscle-specific tyrosine kinase
(MuSK) antibody positive (Ab+)

Guideline & Evidence Highlights

Imaavy is a neonatal fragment crystallizable receptor blocker indicated for treatment of
generalized myasthenia gravis in adult and pediatric patients ages 12 and up who are
antiacetylcholine receptor (AChR) or anti-muscle-specific tyrosine kinase (MuSK)
antibody positive (Ab+).

Myasthenia gravis is the most common primary disorder of neuromuscular
transmission and can be characterized by ocular, bulbar, limb and respiratory muscle
weakness.

Muscle weakness can vary person to person and generally improve with rest and
worsens with physical activity.

Most patients who develop myasthenia gravis have autoantibodies that attack
acetylcholine receptors (AChR) which reduce the number of these receptors over time
at the postsynaptic neuromuscular junction.
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e The International Consensus Guidance for Management of MG recommends a
nonsteroidal immunosuppressive (IS) agent (azathioprine, cyclosporine, e.g.) be used
initially with or without corticosteroids in certain patients.

e Azathioprine can reverse symptoms in most patients, but the effect is delayed by 4 to 8
months.

e Maximum improvement with cyclosporine is achieved after 6 months.

e Most patients treated with cyclophosphamide become asymptomatic after 1 year.

e Once treatment goals are achieved and maintained for at least 6 months, the dose is
tapered slowly to the minimally effective dose.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Inlexzo (gemcitabine intravesical)
Guideline & Evidence Highlights

e Current treatment guidelines including the National Comprehensive Cancer Network
(NCCN) Guidelines support the use of gemcitabine and do not favor one product over
another.
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Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Ixifi (Infliximab-qbtx)
Indications

e several conditions including Crohn's Disease (CD)

e Ulcerative Colitis (UC)

o fistulizing CD

e Rheumatoid Arthritis (RA)

e active ankylosing spondylitis (AS)

e psoriatic arthritis (PsA)

e and plaque psoriasis (PsO) The Food

e Drug Administration (FDA) has determined the biosimilars to be highly similar to the
reference product

e supports the use of approved biosimilars

Guideline & Evidence Highlights

e [xifix is an infliximab biosimilar.

e Other infliximab biosimilars include but are not limited to Inflectra (infliximab-dyyb)
and Renflexis (infliximab-abda).

o Infliximab is a tumor necrosis factor inhibitor (TNFi) indicated for several conditions
including Crohn's Disease (CD), Ulcerative Colitis (UC), fistulizing CD, Rheumatoid
Arthritis (RA), active ankylosing spondylitis (AS), psoriatic arthritis (PsA), and plaque
psoriasis (Ps0)

e Ankylosing spondylitis ‘AS’ and non-radiographic axial spondyloarthritis ‘NRAS’ are
related conditions.
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The 2019 American College of Rheumatology recommendations for AS and NRAS are
similar.

Recommended first-line agents include nonsteroidal anti-inflammatory drugs (NSAIDs)
due to their well-known safety and efficacy profiles.

For patients who have active disease despite treatment with NSAIDs, treatment with a
TNFi is recommended.

Guidelines do not favor one TNFi over another.

Hidradenitis suppurativa (HS) is a chronic, painful skin condition that varies in
presentation.

There are no established treatment guidelines for this condition, but the foundation for
HS has put forth evidence-based recommendations.

Initial treatment includes topical and systemic antibiotics with progression to biologics
if refractory or unresponsive to initial treatment.

Antibiotics have been used to treat HS for decades; there is robust evidence to show
symptom improvement and patient tolerability.

Biologic agents (e.g., TNFij, interleukin inhibitors) have shown some benefit in small
studies but lack the robust support to make strong recommendations for dosing,
appropriate goals of therapy, and duration of treatment.

The 2018 American College of Gastroenterology (ACG) guidelines recommend
mercaptopurine, azathioprine, and methotrexate in symptomatic CD despite prior
corticosteroid use.

TNFi agents are effective in those with inadequate response to these initial therapies.
Per the 2020 American Gastroenterology Association guidelines, multiple agents
effectively induce and maintain remission of UC, including corticosteroids, 5-
aminosalicylates ‘5-ASA’, and biologics.

Treatment of mild-to-moderate UC is typically started with 5-ASA therapy.

In those who do not respond to 5-ASA therapy, induction can be achieved through
short-term corticosteroids.

Once induction is achieved, maintenance can be managed with thiopurines.
Methotrexate is not recommended for induction or maintenance of remission in UC,
whereas biologic agents do have support for use in these treatment areas.

Guidelines do not favor one biologic over another, nor do they favor biologics over
thiopurine monotherapy for those in remission.

For, guidelines favor the use of biologic DMARDs (bDMARD) for moderate or high
disease activity despite prior conventional synthetic DMARDs (csDMARD).

Guidelines do not favor one bDMARD over another, however TNFi agents have the most
documented safety and efficacy profiles.

Per the 2020 Joint AAD-NPF guidelines (non-biologic), recommended treatments
include methotrexate, cyclosporine, and acitretin.

Methotrexate and cyclosporine are category A recommendations, whereas acitretin is a
category B recommendation.
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e The 2019 Joint AAD-NPF guidelines (biologics) recommend (category A) the use of
biologics in treating psoriasis but do not suggest one agent over another.

o TNFis, interleukin-12/23, IL-23, and IL-17 inhibitors have all shown efficacy in this
condition.

o Perthe 2018 American College of Rheumatology (ACR)/National Psoriasis Foundation
(NPF) guidelines, methotrexate, sulfasalazine, cyclosporine, and leflunomide may be
used in patients with non-severe Psoriatic Arthritis (PsA) and have robust safety and
efficacy evidence to support their use.

o I[finitial treatment is not sufficient, switching to a biologic is suggested.

o There is limited data on the concurrent use of infliximab products with other biologic
agents, targeted synthetic DMARDs (JAK inhibitors), and PDE4 inhibitors (Otezla).

e Given the absence of strong clinical evidence and the potential for increased infection
risk, it is not recommended to use infliximab products in combination with these agents.

Combination / Concomitant Use

e Methotrexate is not recommended for induction or maintenance of remission in UC,
whereas biologic agents do have support for use in these treatment areas.

e There is limited data on the concurrent use of infliximab products with other biologic
agents, targeted synthetic DMARDs (JAK inhibitors), and PDE4 inhibitors (Otezla).

e Given the absence of strong clinical evidence and the potential for increased infection
risk, it is not recommended to use infliximab products in combination with these agents.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.

References

1. Ixifix [Package Insert]. New York, NY; Pfizer: 2017

2. Alikhan A, Sayed C, Alavi A, et al. North American clinical management guidelines for
hidradenitis suppurativa: A publication from the United States and Canadian
Hidradenitis Suppurativa Foundations: Part I: Diagnosis, evaluation, and the use of
complementary and procedural management. ] Am Acad Dermatol. 2019;81(1):76-90.
doi:10.1016/j.jaad.2019.02.067

3. Feuerstein |D, Isaacs KL, Schneider Y, et al. AGA clinical practice guidelines on the
management of moderate to severe ulcerative colitis. Gastroenterology. 2020; 158:
1450 - 6 75 | Medicare Part B PA/ST Summary of Evidence - January 2026

4. Fraenkel L, etal. 2021 American College of Rheumatology Guideline for the Treatment
of Rheumatoid Arthritis. Arthritis Care & Research. 2021 Jul; 73 (7):924-939.

5. Lichtenstein GR, Loftus EV, Isaacs KL, et al. ACG clinical guideline: management of
Crohn's disease in adults. AJG. 2018 April; 113 (4): 481-517

Updated 7/1/2026



10.

Singh JA, et al. 2018 American College of Rheumatology/National Psoriasis Foundation
Guideline for the Treatment of Psoriatic Arthritis. Arthritis Rheumatol. 2019 Jan; 71 (1):
5-32.

Ward, MM, Deodhar, A, AKkl, EA, et al. 2019 Update of the American College of
Rheumatology/Spondylitis Association of America/Spondyloarthritis Research and
Treatment Network Recommendations for the Treatment of Ankylosing Spondylitis and
Nonradiographic Axial Spondyloarthritis. Arthritis Rheumatol. 2019 Oct;71(10):1599-
1613

Centers for Medicare & Medicaid Services. Medicare Advantage Prior Authorization and
Step Therapy for Part B Drugs. August 7,

Retrieved from https://www.cms.gov/newsroom/fact-sheets/medicare-advantage-
prior-authorization-and-step-therapy-part-b-drugs.

Centers for Medicare & Medicaid Services. (2018, August 7). Prior Authorization and
Step Therapy for Part B Drugs in Medicare Advantage [Memorandum]. Retrieved from
https://www.cms.gov/Medicare/Health-
Plans/HealthPlansGenInfo/Downloads/MA_Step_Therapy_HPMS_Memo_8_7_2018.pdf

Izervay (Avacincaptad pegol)

Indications

the treatment of geographic atrophy (GA) secondary to age-related macular
degeneration (AMD)

Guideline & Evidence Highlights

Izervay (avacincaptad pegol) is a complement inhibitor indicated for the treatment of
geographic atrophy (GA) secondary to age-related macular degeneration (AMD).
Currently, there are no compendia supported uses for this therapy outside the FDA-
indication(s).

Currently, there are no compendia supported uses for this therapy outside the FDA-
indication(s).

The American Academy of Ophthalmology (AAQ) state that an estimated 80% of
patients with AMD have non-neovascular or atrophic AMD.

The neovascular form is responsible for a large fraction of the severe central visual
acuity (VA) loss associated with AMD.

Diagnostic testing such as optical coherence tomography (OCT) is important in
diagnosing and managing AMD.

OCT defines the cross-sectional architecture of the retina, which is not possible with any
other imaging technology and can aid in determining the presence of subretinal and
intraretinal fluid and in documenting the degree of retinal thickening.

AAO also suggests that fundus autofluorescence is helpful to demonstrate areas of
geographic atrophy and monitor their progression.

Outcome goals are to reverse or minimize visual loss and improve visual function.
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e Atthis time, [zervay has not been studied and there is no data to support use in
combination with other medications used to treat GA such as Syfovre.

Combination / Concomitant Use

e At this time, [zervay has not been studied and there is no data to support use in
combination with other medications used to treat GA such as Syfovre.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Jobevne (bevacizumab-nwgd)
Indications

o the treatment of multiple cancers including a) metastatic colorectal cancer
e in combination with intravenous fluorouracil based chemotherapy for first- or second-
line treatment

Guideline & Evidence Highlights

e Jobevne (bevacizumab-nwgd) is biosimilar to Avastin® (bevacizumab).

e Bevacizumab is a vascular endothelial growth factor inhibitor indicated for, ; b)
metastatic colorectal cancer, in combination with fluoropyrimidine-irinotecan- or
fluoropyrimidine oxaliplatin-based chemotherapy for second-line treatment in patients
who have progressed on a first-line bevacizumab product-containing regimen; c)
unresectable, locally advanced, recurrent or metastatic non-squamous non-small cell
lung cancer, in combination with carboplatin and paclitaxel for first-line treatment; d)
recurrent glioblastoma in adult; e) metastatic renal cell carcinoma in combination with
interferon alfa, and more.

e The American Academy of Ophthalmology (AAO) state that an estimated 80% of
patients with AMD have nonneovascular or atrophic AMD.
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The neovascular form is responsible for a large fraction of the severe central visual
acuity (VA) loss associated with AMD.

Myvasi (bevacizumab-awwb) is biosimilar to Avastin® (bevacizumab).

Zirabev (bevacizumab-bvzr) is biosimilar to Avastin® (bevacizumab).

Per NCCN guidelines, an FDA approved biosimilar is an appropriate substitute for
bevacizumab.

The Food and Drug Administration (FDA) and current treatment guidelines including
the National Comprehensive Cancer Network (NCCN) Guidelines support the use of
FDA-approved biosimilars and do not favor one biosimilar over another.

HAP also follows LCD (L37205) for Chemotherapy Drugs and their Adjuncts

Combination / Concomitant Use

Bevacizumab is a vascular endothelial growth factor inhibitor indicated for, ; b)
metastatic colorectal cancer, in combination with fluoropyrimidine-irinotecan- or
fluoropyrimidine oxaliplatin-based chemotherapy for second-line treatment in patients
who have progressed on a first-line bevacizumab product-containing regimen; c)
unresectable, locally advanced, recurrent or metastatic non-squamous non-small cell
lung cancer, in combination with carboplatin and paclitaxel for first-line treatment; d)
recurrent glioblastoma in adult; €) metastatic renal cell carcinoma in combination with
interferon alfa, and more.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Kisunla (donanemab-azbt)

Indications

the treatment of Alzheimer’s disease

Updated 7/1/2026



Guideline & Evidence Highlights

Kisunla is indicated for indicated for the treatment of Alzheimer’s disease. It was
studied in patients with confirmed presence of amyloid pathology and mild cognitive
impairment (MCI) or mild dementia stage of disease, consistent with Stage 3 and Stage 4
Alzheimer’s disease.

It was studied in patients with confirmed presence of amyloid pathology and mild
cognitive impairment (MCI) or mild dementia stage of disease, consistent with Stage 3
and Stage 4 Alzheimer’s disease.

Kisunla demonstrated substantial benefit compared to placebo in slowing Alzheimer’s
disease progression.

The benefit was seen through several cognitive and function-based endpoints including
the integrated Alzheimer’s Disease Rating Scale (iADRS) and the Clinical Dementia
Rating Scale - Sum of Boxes (CDR-SB).

Dosing continued or stopped based on observed effects on amyloid imaging.

Reduction of brain amyloid plaque levels is considered a surrogate endpoint that is
reasonably likely to predict clinical benefit.

There was no data beyond the 76 weeks of Study 1 (NCT04437511) to determine
whether additional dosing with Kisunla may be needed for longer-term clinical benefit.
The Centers for Medicare & Medicaid Services (CMS) released a national policy for
coverage of monoclonal anti-amyloid antibodies approved by the Food and Drug
Administration (FDA) for.

Under this national policy, Medicare covers FDAapproved anti-amyloid antibodies
under Coverage with Evidence Development (CED) when they are furnished in
accordance with the prespecified coverage criteria for patients who have a clinical
diagnosis of MCI due to Alzheimer’s disease or mild Alzheimer’s disease dementia, both
with confirmed presence of amyloid beta pathology consistent with Alzheimer’s disease.
Monoclonal antibodies directed against amyloid that are approved based on evidence
from a surrogate endpoint considered reasonably likely to predict clinical benefit may
be covered in a randomized controlled trial conducted under an investigational new
drug (IND) application.

Monoclonal antibodies directed against amyloid that are approved based on evidence
from a direct measure of clinical benefit may be covered in CMS-approved prospective
comparative studies (study data may be collected in a registry).

Refer to CMS’s NCD: Monoclonal Antibodies Directed Against Amyloid for the Treatment
of Alzheimer’s Disease for a full description of criteria and evidence.
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Kyxata (carboplatin)
Guideline & Evidence Highlights

e Kyxata (carboplatin) is a platinum-based drug indicated in adults as part of a
combination regimen, for the initial treatment of advanced ovarian carcinoma, or as a
single-agent for the treatment of ovarian carcinoma recurrent after prior chemotherapy.

e Current treatment guidelines including the National Comprehensive Cancer Network
(NCCN) Guidelines support the use of carboplatin and do not favor one product over
another.

Combination / Concomitant Use

e Kyxata (carboplatin) is a platinum-based drug indicated in adults as part of a
combination regimen, for the initial treatment of advanced ovarian carcinoma, or as a
single-agent for the treatment of ovarian carcinoma recurrent after prior chemotherapy.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Legembi (lecanemab)
Indications

e the treatment of Alzheimer’s disease

Guideline & Evidence Highlights
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Legembi (lecanemab-irmb) is indicated for the treatment of Alzheimer’s disease.

It was studied in patients with confirmed presence of amyloid pathology and mild
cognitive impairment (MCI) or mild dementia, consistent with Stage 3 and Stage 4
Alzheimer’s disease.

Legembi significantly reduced decline in cognition and function compared to placebo
from baseline to 18 months, with statistically significant changes starting around six
months.

The Centers for Medicare & Medicaid Services (CMS) released a national policy for
coverage of monoclonal anti-amyloid antibodies approved by the Food and Drug
Administration (FDA) for.

Under this national policy, Medicare covers FDA approved anti-amyloid antibodies
under Coverage with Evidence Development (CED) when they are furnished in
accordance with the prespecified coverage criteria for patients who have a clinical
diagnosis of MCI due to Alzheimer’s disease or mild Alzheimer’s disease dementia, both
with confirmed presence of amyloid beta pathology consistent with Alzheimer’s disease.
Monoclonal antibodies directed against amyloid that are approved based on evidence
from a surrogate endpoint considered reasonably likely to predict clinical benefit may
be covered in a randomized controlled trial conducted under an investigational new
drug (IND) application.

Monoclonal antibodies directed against amyloid that are approved based on evidence
from a direct measure of clinical benefit may be covered in CMS-approved prospective
comparative studies (study data may be collected in a registry).

Refer to CMS’s NCD: Monoclonal Antibodies Directed Against Amyloid for the Treatment
of Alzheimer’s Disease for a full description of criteria and evidence

Step Therapy
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Leqvio (Inclisiran)

Indications

the treatment of Alzheimer’s disease
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Guideline & Evidence Highlights

e Legembi (lecanemab-irmb) is indicated for the treatment of Alzheimer’s disease.

e [twas studied in patients with confirmed presence of amyloid pathology and mild
cognitive impairment (MCI) or mild dementia, consistent with Stage 3 and Stage 4
Alzheimer’s disease.

e Legembi significantly reduced decline in cognition and function compared to placebo
from baseline to 18 months, with statistically significant changes starting around six
months.

e The Centers for Medicare & Medicaid Services (CMS) released a national policy for
coverage of monoclonal anti-amyloid antibodies approved by the Food and Drug
Administration (FDA) for.

¢ Under this national policy, Medicare covers FDA approved anti-amyloid antibodies
under Coverage with Evidence Development (CED) when they are furnished in
accordance with the prespecified coverage criteria for patients who have a clinical
diagnosis of MCI due to Alzheimer’s disease or mild Alzheimer’s disease dementia, both
with confirmed presence of amyloid beta pathology consistent with Alzheimer’s disease.

e Monoclonal antibodies directed against amyloid that are approved based on evidence
from a surrogate endpoint considered reasonably likely to predict clinical benefit may
be covered in a randomized controlled trial conducted under an investigational new
drug (IND) application.

e Monoclonal antibodies directed against amyloid that are approved based on evidence
from a direct measure of clinical benefit may be covered in CMS-approved prospective
comparative studies (study data may be collected in a registry).

e Refer to CMS’s NCD: Monoclonal Antibodies Directed Against Amyloid for the Treatment
of Alzheimer’s Disease for a full description of criteria and evidence
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Margenza (margetuximab-cmkb)

Indications

these conditions

Guideline & Evidence Highlights

Margenza (margetuximab-cmkb) is a receptor antagonist that targets HER2 receptors
on tumor cells that overexpress the protein, preventing further cell growth, ultimately
leading to programmed cell death.

Both breast and gastric cancers can be positive for the HER2 receptor, representing
nearly a third of all breast cancer cases.

The National Comprehensive Cancer Network (NCCN) Guidelines support the use of
trastuzumab (and biosimilars) in .

NCCN Guidelines do not favor one biosimilar 94 | Medicare Part B PA/ST Summary of
Evidence - January 2026 over another and recommends any Food and Drug
Administration (FDA)-approved biosimilar to be used to treat.

HAP follows LCD L37205: Chemotherapy Drugs and their Adjuncts.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Ogivri (trastuzumab-dkst)

Guideline & Evidence Highlights

Herceptin (trastuzumab) is the reference product for multiple trastuzumab biosimilars.
Trastuzumab biosimilars include, but may not be limited to Ontruzant (trastuzumab-
dttb), Ogivri (trastuzumab-dkst), Herzuma (trastuzumab-pkrb), Kanjinti (trastuzumab-
anns) and Trazimera (trastuzumab-qyyp).

The Food and Drug Administration (FDA) and current treatment guidelines including
the National Comprehensive Cancer Network (NCCN) Guidelines support the use of
FDA-approved trastuzumab biosimilars and do not favor one biosimilar or the reference
product over another.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Ohtuvayre (ensifentrine) inhalation suspension

Indications

the maintenance treatment of Chronic Obstructive Pulmonary Disease (COPD)

Guideline & Evidence Highlights
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Ohtuvayre is a nebulized phosphodiesterase inhibitor (PDE3/PDE4) indicated for the
maintenance treatment of Chronic Obstructive Pulmonary Disease (COPD). Roflumilast
is another phosphodiesterase inhibitor (PDE4). The safety and efficacy of using
Ohtuvayre and roflumilast together has not been established.

Roflumilast is another phosphodiesterase inhibitor (PDE4).

The safety and efficacy of using Ohtuvayre and roflumilast together has not been
established.

The 2024 Global Initiative for Chronic Obstructive Lung Disease (GOLD) Guidelines
recommend COPD treatment based on the assessment of airflow obstruction,
symptoms, and exacerbation history.

Airway obstruction severity is classified into GOLD grades 1 through 4 using predicted
forced expiratory volume or FEV1 (% predicted).

Moderate COPD (GOLD Group 2) is characterized by a FEV1 between 50 to 79% and
severe COPD (GOLD Group 3) by an FEV1 of 30-49% of what is expected.

Ohtuvayre was approved based on the ENHANCE-1 and ENHANCE-2 trials, which
included patients with moderate to severe COPD defined as a post-albuterol FEV1 >
30% and < 70%, corresponding to GOLD groups 2 and 3.

In addition to the FEV1 assessment and GOLD grades, guidelines utilize GOLD Groups to
assess morbidity (exacerbations) and symptoms (dyspnea) and provide initial
treatment recommendations.

Exacerbations are considered moderate if treated with oral steroids and/or antibiotics
without hospitalization, and severe if hospitalization or emergency room visits are
required.

Patients with 2 or more moderate or 1 or more severe exacerbations are GOLD Group E.
Patients with 0 or 1 moderate exacerbations (without hospitalization) per year are
either GOLD Group A or GOLD Group B based on symptoms.

Symptoms are assessed through validated tools, the modified Medical Research Council
(mMRC) and the COPD assessment test (CAT).

Those without symptoms (mMRC 0 to 1 or CAT < 10) represent Group A and those with
more disease burden are assigned to group B (mMRC 2+ or CAT 10+).

Initial treatment for Group A is a single bronchodilator, Group B is dual therapy with a
Long-Acting Beta Agonist (LABA) and Long-Acting Muscarinic Antagonist (LAMA), and
Group E is dual therapy with a LABA/LAMA or triple therapy (LABA/LAMA/ICS) for
elevated eosinophils (>300 cells/uL) or concomitant asthma.

Follow-up drug therapy is a step wise approach based on the initial therapy and the
predominant trait of either dyspnea or exacerbation.

If dyspnea is the predominant trait, follow-up therapy with a LAMA/LABA is
recommended.

If exacerbations are the predominant trait, follow-up therapy with a LABA/LAMA or
LABA/LAMA/ICS is recommended.

Addition of roflumilast (for those with FEV1< 50%) or azithromycin (preferred in
former smokers) is also recommended.

Current GOLD guidelines do not reference Ohtuvayre or its role in COPD management
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Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Omvoh (Mirikizumab-mrkz)

Indications

the treatment of moderately to severely active ulcerative colitis in adults

Guideline & Evidence Highlights

Omvoh (mirkizumab-mrkz) is an interleukin-23 antagonist indicated for the treatment
of moderately to severely active ulcerative colitis in adults.

The intravenous solution is only indicated for induction treatment.

Ulcerative colitis is a chronic condition for which therapy is required to induce and
maintain remission.

Per the 2019 American College of Gastroenterology (ACG) Clinical Guideline: Ulcerative
Colitis in Adults, therapeutic decisions should be categorized into those for induction
and maintenance, with a goal of obtaining and maintaining a steroid-free remission.
Selection of induction and maintenance therapies for UC should be based on disease
extent, severity, and prognosis.

Strategies for the management of the nonhospitalized patient with moderately to
severely active UC include: 5-aminosalicaylate (5-ASA) therapy as monotherapy for
induction of moderately but not severely active UC; non-systemic corticosteroids such
as budesonide before the use of systemic therapy in patients with moderately active UC;
and systemic corticosteroids rather than topical corticosteroids in patients with
severely active UC.

In patients with moderately to severely active UC, the guidelines recommend tumor
necrosis factor inhibitor (TNFi) therapy (adalimumab, golimumab, or infliximab),
vedolizumab, and tofacitinib for induction and maintenance of remission.
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The 2020 American Gastroenterological Association Institute Clinical Guideline on the
Management of Moderate to Severe Ulcerative Colitis strongly recommends the same
therapies as the ACG guidelines 109 | Medicare Part B PA/ST Summary of Evidence -
January 2026 including ustekinumab as an additional option.

The guidelines have not been updated with Omvoh.

Omvoh has not been studied in combination with other biologic disease-modifying
agents (tumor necrosis factor inhibitors, interleukin receptor antagonists, etc), targeted
synthetic DMARDs (JAK inhibitors), or PDE4 inhibitors (Otezla) due to an increased risk
of infection and increased immunosuppression.

As such, use of Omvoh in combination with these agents is not recommended.

The Food and Drug Administration (FDA) considers biosimilars to be highly similar with
no clinically meaningful differences to the biologic reference product.

Biosimilars are considered safe and effective and provide an option to increase access to
lifesavings drugs at lower costs.

The FDA and current treatment guidelines do not favor one product (biologic or
biosimilar) over another.

Combination / Concomitant Use

Omvoh has not been studied in combination with other biologic disease-modifying
agents (tumor necrosis factor inhibitors, interleukin receptor antagonists, etc), targeted
synthetic DMARDs (JAK inhibitors), or PDE4 inhibitors (Otezla) due to an increased risk
of infection and increased immunosuppression.

As such, use of Omvoh in combination with these agents is not recommended.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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6.

L37205: Chemotherapy Drugs and their Adjuncts.

Ontruzant (trastuzumab-dttb)

Guideline & Evidence Highlights

Herceptin (trastuzumab) is the reference product for multiple trastuzumab biosimilars.
Trastuzumab biosimilars include, but may not be limited to Ontruzant (trastuzumab-
dttb), Ogivri (trastuzumab-dkst), Herzuma (trastuzumab-pkrb), Kanjinti (trastuzumab-
anns) and Trazimera (trastuzumab-qyyp).

The Food and Drug Administration (FDA) and current treatment guidelines including
the National Comprehensive Cancer Network (NCCN) Guidelines support the use of
FDA-approved trastuzumab biosimilars and do not favor one biosimilar or the reference
product over another.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Opdivo Qvantig (nivolumab hyaluronidase nvhy)

Guideline & Evidence Highlights

Current treatment guidelines including the National Comprehensive Cancer Network
(NCCN) Guidelines support the use of Opdivo Qvantig over Opdivo and do not favor one
product over another.

Step Therapy
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Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Papzimeos (zopapogene imadenovec-drba)

Guideline & Evidence Highlights

Papzimeos is a gene-based therapeutic vaccine, non-replicating adenoviral vector-based
immunotherapy that is designed to express a fusion antigen of selected regions from
HPV proteins expressed in HPV 6 and 11.

This stimulates an immune response to the proteins of HPV 6 and 11.

Papzimeos is administered as adjuvant treatment following surgical debulking in
patients with recurrent respiratory papillomatosis (RRT).

Recurrent respiratory papillomatosis (RRP) is a rare disorder in which benign tumors
(papillomas) form in the respiratory tract, most frequently in the larynx and vocal
cords.

The disorder is primarily caused by two types of human papillomavirus (HPV), HPV 6
and HPV 11, which account for over 90% of cases.

Once RRP develops there is no cure.

The disease can affect both adults and children and is spread through sexual contact or
through vaginal childbirth.

Pediatric-onset RRP is often diagnosed before 5 years of age, whereas adult-onset
disease is diagnosed most often at 30-40 years of age.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Pavblu (aflibercept-ayyh)
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Indications

o the following eye conditions: neovascular (Wet) age-related macular degeneration
(AMD)

e macular edema following retinal vein occlusion (RVO)

e diabetic macular edema (DME)

e and diabetic retinopathy (DR)

Guideline & Evidence Highlights

e Pavblu (aflibercept-ayyh) is a biosimilar to Eylea that may be used to treat the following
eye conditions: neovascular (Wet) age-related macular degeneration (AMD), macular
edema following retinal vein occlusion (RVO), diabetic macular edema (DME), and
diabetic retinopathy (DR).

e Age-related macular degeneration (AMD) is a disorder of the macula characterized by
one or more of the following: presence of at least intermediate-size drusen (263 pm in
diameter), retinal pigment epithelium (RPE) abnormalities such as hypopigmentation
or hyperpigmentation, and presence of any of the following features: geographic
atrophy of the RPE, choroidal neovascularization ([CNV] exudative, wet), polypoidal
choroidal vasculopathy (PCV), reticular pseudodrusen, or retinal angiomatous
proliferation.

o Age-related macular degeneration is a leading cause of severe, irreversible vision
impairment in developed countries.

e The main risk factors for the development of advanced AMD are increasing age,
ethnicity (i.e., Caucasian) and family history.

e The Age-Related Macular Degeneration Preferred Practice Pattern Guideline supports
the use 169 | Medicare Part B PA/ST Summary of Evidence - January 2026 of
antioxidant vitamins and minerals for slowing the progression to later stages of AMD,
intravitreal injection of anti-VEGF agents, photodynamic therapy (PDT), and laser
photocoagulation surgery to treat neovascular AMD.

o The VEGF inhibitors have demonstrated improved visual and anatomic outcomes
compared with other therapies.

e Anti-VEGF therapies have become first-line therapy for treating and stabilizing most
cases of neovascular AMD and a Cochrane systematic review demonstrates the
effectiveness of these agents to maintain visual acuity.

e Guidelines recommend EyleaTM, Avastin®, VabysmoTM, or Lucentis for treatment.

o The guidelines have not been updated with Beovu®, Byooviz, and Susvimo.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Pemfexy (Pemetrexed) J9304

Guideline & Evidence Highlights
o Pemfexy is a pemetrexed injection.
Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Pemrydi Rtu (Pemetrexed injection) J9304
Guideline & Evidence Highlights

e Pemrydi RTU is a pemetrexed product.

e Current treatment guidelines including the National Comprehensive Cancer Network
(NCCN) Guidelines support the use of pemetrexed and do not favor one product over
another.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Phesgo (Pertuzumab/trastuzumab-hyaluronidase-zzxf)

Guideline & Evidence Highlights

Phesgo is a prescription medicine that combines pertuzumab and trastuzumab into a
single injection under the skin.

Trastuzumab biosimilars include, but may not be limited to Ontruzant (trastuzumab-
dttb), Ogivri (trastuzumab-dkst), Herzuma (trastuzumab-pkrb), Kanjinti (trastuzumab-
anns) and Trazimera (trastuzumab-qyyp).

Note: Perjeta (pertuzumab) is also available as a separate therapy to be used in
combination with trastuzumab.

The Food and Drug Administration (FDA) and current treatment guidelines including
the National Comprehensive Cancer Network (NCCN) Guidelines support the use of
FDA-approved trastuzumab biosimilars and do not favor one biosimilar or the reference
product over another.

Combination / Concomitant Use

Note: Perjeta (pertuzumab) is also available as a separate therapy to be used in
combination with trastuzumab.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Posfrea (palonosetron)

Guideline & Evidence Highlights

Posfrea is a serotonin-3 (5-HT3) receptor antagonist used to prevent acute and delayed
nausea and vomiting caused by chemotherapy or surgery

The active ingredient in Posfrea is palonosetron hydrochloride (palonosetron HCI),
which works by blocking the signals in the body that trigger nausea and vomiting

The Food and Drug Administration (FDA) and current treatment guidelines including
the National Comprehensive Cancer Network (NCCN) Guidelines support the use of
palonosetron and do not favor one version over another.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Qamzova (meloxicam)
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Indications

use in adults for the management of moderate-to-severe pain
alone or in combination with non-NSAID analgesics

Guideline & Evidence Highlights

Qamzova (meloxicam) is an NSAID and is indicated for use in adults for the
management of moderate-to-severe pain, alone or in combination with non-NSAID
analgesics.

Meloxicam has analgesic, anti-inflammatory, and antipyretic properties.

The mechanism of action (MOA) of meloxicam, like that of other NSAIDs, is not
completely understood but involves inhibition of cyclooxygenase-1 and -2 (COX-1 and
COX-2).

Meloxicam is a potent inhibitor of prostaglandin synthesis in vitro, and meloxicam
concentrations reached during therapy have produced in vivo effects.

Prostaglandins sensitize afferent nerves and potentiate the action of bradykinin in
inducing pain in animal models.

Prostaglandins are mediators of inflammation.

Because meloxicam is an inhibitor of prostaglandin synthesis, its MOA may be due to a
decrease of prostaglandins in peripheral tissues.

Guidelines on pain management postoperatively do not favor one meloxicam product
over another.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Qfitlia (fitusiran)

Guideline & Evidence Highlights

Qfitlia is the first antithrombin (AT)-directed small interfering ribonucleic acid (siRNA)
approved for hemophilia.

Unlike other hemophilia treatments, Qfitlia can be administered subcutaneously (SC) as
infrequently as once every 2 months (Q2M).

Dose/frequency is adjusted by AT activity, measured using Siemens’ FDA-cleared
Innovance AT companion diagnostic test.

Qfitlia has the broadest indication (hemophilia A and B with and without inhibitors) and
enters a crowded market of SC prophylactics.

In hemophilia 4, it will directly compete with Roche’s Hemlibra (emicizumab-kxwh),
Pfizer's Hympavzi (marstacimab-hncq), and Novo Nordisk’s Alhemo (concizumab-mtci).
In hemophilia B, it will directly compete with Hympavzi and Alhemo.

Qfitlia is not yet addressed in current guidelines.

The National Bleeding Disorders Foundation Medical and Scientific Advisory Council
(MASAC) recommends factor VIII and factor IX 127 | Medicare Part B PA/ST Summary
of Evidence - January 2026 products as treatment of choice for patients with
hemophilia A and B in whom such agents are necessary.

MASAC also provides recommendations for the use of Hemlibra for patients with
hemophilia A with and without inhibitors.

The International Society on Thrombosis and Hemostasis practice guidelines state that
in patients with severe hemophilia A with inhibitors, prophylaxis with Hemlibra is
recommended over bypassing agents (conditional recommendation based on very low-
certainty evidence).

The World Federation of Hemophilia (WFH) 2020 guideline recommends ITI be
considered for patients with hemophilia A that develop persistent low-responding
inhibitors and recommends Hemlibra prophylaxis over bypassing agent prophylaxis in
those that fail or never underwent ITL

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Remicade (Infliximab)

Indications

several conditions including Crohn's Disease (CD)
Ulcerative Colitis (UC)

fistulizing CD

Rheumatoid Arthritis (RA)

active ankylosing spondylitis (AS)

psoriatic arthritis (PsA)

and plaque psoriasis (PsO)

Guideline & Evidence Highlights

Remicade (infliximab) is a tumor necrosis factor inhibitor (TNFi) indicated for several
conditions including Crohn's Disease (CD), Ulcerative Colitis (UC), fistulizing CD,
Rheumatoid Arthritis (RA), active ankylosing spondylitis (AS), psoriatic arthritis (PsA),
and plaque psoriasis (Ps0O).

Ankylosing spondylitis ‘AS’ and non-radiographic axial spondyloarthritis ‘NRAS’ are
related conditions.

The 2019 American College of Rheumatology recommendations for AS and NRAS are
similar.

Recommended first-line agents include nonsteroidal anti-inflammatory drugs (NSAIDs)
due to their well-known safety and efficacy profiles.

For patients who have active disease despite treatment with NSAIDs, treatment with a
TNFi is recommended.

Guidelines do not favor one TNFi over another.

Hidradenitis suppurativa (HS) is a chronic, painful skin condition that varies in
presentation.

There are no established treatment guidelines for this condition, but the foundation for
HS has put forth evidence-based recommendations.

Initial treatment includes topical and systemic antibiotics with progression to biologics
if refractory or unresponsive to initial treatment.

Antibiotics have been used to treat HS for decades; there is robust evidence to show
symptom improvement and patient tolerability.
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Biologic agents (e.g., TNFi, interleukin inhibitors) have shown some benefit in small
studies but lack the robust support to make strong recommendations for dosing,
appropriate goals of therapy, and duration of treatment.

The 2018 American College of Gastroenterology (ACG) guidelines recommend
mercaptopurine, azathioprine, and methotrexate in symptomatic CD despite prior
corticosteroid use.

TNFi agents are effective in those with inadequate response to these initial therapies.
Per the 2020 American Gastroenterology Association guidelines, multiple agents
effectively induce and maintain remission of UC, including corticosteroids, 5-
aminosalicylates ‘5-ASA’, and biologics.

Treatment of mild-to-moderate UC is typically started with 5-ASA therapy.

In those who do not respond to 5-ASA therapy, induction can be achieved through
short-term corticosteroids.

Once induction is achieved, maintenance can be managed with thiopurines.
Methotrexate is not recommended for induction or maintenance of remission in UC,
whereas biologic agents do have support for use in these treatment areas.

Guidelines do not favor one biologic over another, nor do they favor biologics over
thiopurine monotherapy for those in remission.

For, guidelines favor the use of biologic DMARDs (bDMARD) for moderate or high
disease activity despite prior conventional synthetic DMARDs (csDMARD).

Guidelines do not favor one bDMARD over another, however TNFi agents have the most
documented safety and efficacy profiles.

Per the 2020 Joint AAD-NPF guidelines (non-biologic), recommended treatments
include methotrexate, cyclosporine, and acitretin.

Methotrexate and cyclosporine are category A recommendations, whereas acitretin is a
category B recommendation.

The 2019 Joint AAD-NPF guidelines (biologics) recommend (category A) the use of
biologics in treating psoriasis but do not suggest one agent over another.

TNFis, interleukin-12/23, IL-23, and IL-17 inhibitors have all shown efficacy in this
condition.

Per the 2018 American College of Rheumatology (ACR)/National Psoriasis Foundation
(NPF) guidelines, methotrexate, sulfasalazine, cyclosporine, and leflunomide may be
used in patients with non-severe Psoriatic Arthritis (PsA) and have robust safety and
efficacy evidence to support their use.

If initial treatment is not sufficient, switching to a biologic is suggested.

There is limited data on the concurrent use of infliximab products with other biologic
agents, targeted synthetic DMARDs (JAK inhibitors), and PDE4 inhibitors (Otezla).
Given the absence of strong clinical evidence and the potential for increased infection
risk, it is not recommended to use infliximab products in combination with these agents.
The Food and Drug Administration (FDA) supports the use of FDA-approved biosimilars
and do not favor one biosimilar over another.

Combination / Concomitant Use
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Methotrexate is not recommended for induction or maintenance of remission in UC,
whereas biologic agents do have support for use in these treatment areas.

There is limited data on the concurrent use of infliximab products with other biologic
agents, targeted synthetic DMARDs (JAK inhibitors), and PDE4 inhibitors (Otezla).

Given the absence of strong clinical evidence and the potential for increased infection
risk, it is not recommended to use infliximab products in combination with these agents.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.

References

1.
2.
3.

10.

11.

Remicade (infliximab)

[Package Insert]. Horsham, PA; Janssen Biotech, Inc.:

Alikhan A, Sayed C, Alavi A, et al. North American clinical management guidelines for
hidradenitis suppurativa: A publication from the United States and Canadian
Hidradenitis Suppurativa Foundations: Part I: Diagnosis, evaluation, and the use of
complementary and procedural management. ] Am Acad Dermatol. 2019;81(1):76-90.
doi:10.1016/j.jaad.2019.02.067

Feuerstein |D, Isaacs KL, Schneider Y, et al. AGA clinical practice guidelines on the
management of moderate to severe ulcerative colitis. Gastroenterology. 2020; 158:
1450 - 6 75 | Medicare Part B PA/ST Summary of Evidence - January 2026

Fraenkel L, et al. 2021 American College of Rheumatology Guideline for the Treatment
of Rheumatoid Arthritis. Arthritis Care & Research. 2021 Jul; 73 (7):924-939.
Lichtenstein GR, Loftus EV, Isaacs KL, et al. ACG clinical guideline: management of
Crohn's disease in adults. AJG. 2018 April; 113 (4): 481-517

Singh JA, et al. 2018 American College of Rheumatology/National Psoriasis Foundation
Guideline for the Treatment of Psoriatic Arthritis. Arthritis Rheumatol. 2019 Jan; 71 (1):
5-32.

Ward, MM, Deodhar, A, AKkl, EA, et al. 2019 Update of the American College of
Rheumatology/Spondylitis Association of America/Spondyloarthritis Research and
Treatment Network Recommendations for the Treatment of Ankylosing Spondylitis and
Nonradiographic Axial Spondyloarthritis. Arthritis Rheumatol. 2019 Oct;71(10):1599-
1613

Centers for Medicare & Medicaid Services. Medicare Advantage Prior Authorization and
Step Therapy for Part B Drugs. August 7,

Retrieved from https://www.cms.gov/newsroom/fact-sheets/medicare-advantage-
prior-authorization-and-step-therapy-part-b-drugs.

Centers for Medicare & Medicaid Services. (2018, August 7). Prior Authorization and
Step Therapy for Part B Drugs in Medicare Advantage [Memorandum]. Retrieved from
https://www.cms.gov/Medicare/Health-
Plans/HealthPlansGenInfo/Downloads/MA_Step_Therapy_HPMS_Memo_8_7_2018.pdf

Updated 7/1/2026



Retisert (fluocinolone acetonide intravitreal implant)

Indications

o the treatment of chronic non-infectious uveitis affecting the posterior segment of the
eye

Guideline & Evidence Highlights

o Retisert (fluocinolone acetonide intravitreal implant) is indicated for the treatment of
chronic non-infectious uveitis affecting the posterior segment of the eye.

e Retisert has also been studied for use in macular edema due to diabetes mellitus.

e Uveitis is a group of eye diseases caused by inflammation (redness, swelling, pain, etc.)
inside the eye, which can lead to vision loss.

e Uveitis can result from infections, or non-infectious causes.

¢ Non-infectious uveitis can result from a disease somewhere else in the body.

e The uvea (middle layer of the eye) has many blood vessels.

e Ifthe immune system is fighting a problem in one area, the cells and chemicals it makes
can travel through the bloodstream and enter the eye, leading to inflammation.

e Acute uveitis lasts less than three months; chronic uveitis lasts longer than three
months.

e Chronic non-infectious uveitis is generally treated with steroids, applied near or inside
the eye, or other medicines, taken either by mouth or injection, to control the
inflammation.

¢ Fluocinolone acetonide intravitreal implant effectively controlled ocular inflammation
and significantly reduced uveitis recurrence rates over 3 years in patients with
noninfectious posterior uveitis in a randomized trial.

o The preimplantation uveitis recurrence rate of 62% for the 0.59-mg implant group
significantly dropped to 4%, 10%, and 20% in years 1, 2, and 3, respectively, following
implantation.

e Recurrence rates for non-implanted eyes increased significantly from 44% in to 59% in
3 years.

e The need for adjunctive therapy decreased significantly 1 year (80% reduction in
systemic medications and 95% reduction in periocular injections) after implantation for
implanted eyes which continued for years 2 and 3.

e Topical corticosteroid use decreased by approximately 50% 1 year following
implantation.

e Visual acuity for implanted eyes did not change significantly over the 3-year post-
implantation period; however, visual acuity for non-implanted eyes declined
significantly.

e Diabetic macular edema (DME) is defined as the presence of intraretinal fluid (edema)
and thickening involving the macula, the part of the retina responsible for central vision.
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It is a vision-threatening complication of diabetes and can occur at any stage or severity
of diabetic retinopathy.

Edema that is centrally located within the macula can be associated with more
substantial decreases in visual acuity.

The 3-year efficacy and safety results of a 4-year study evaluating fluocinolone
acetonide (FA) intravitreal implants in eyes with persistent or recurrent diabetic
macular edema (DME) was studied prospectively.

Patients were randomized 2:1 to receive 0.59-mg FA implant (n = 127) or standard of
care (SOC additional laser or observation; n = 69).

The primary efficacy outcome was =15-letter improvement in visual acuity (VA) at 6
months.

Overall, VA improved =3 lines in 16.8% of implanted eyes at 6 months.

Secondary outcomes included resolution of macular retinal thickening and Diabetic
Retinopathy Severity Score (DRSS).

The number of implanted eyes with no evidence of retinal thickening at the center of the
macula was higher than SOC eyes at 6 months.

A higher rate of improvement and lower rate of decline in DRSS occurred in the
implanted group versus the SOC group at 6 months.

The study concluded that The 0.59- mg FA intravitreal implant may be an effective
treatment for eyes with persistent or recurrent DME

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Riabni (Rituximab-arrx)

Guideline & Evidence Highlights

Riabni is an rituximab biosimilar.
Other infliximab biosimilars include but are not limited to Ruxience (rituximab-pvvr)
and Truxima (rituximab-abbs).
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Rituximab is a monoclonal antibody that induces apoptosis in DHL 4 human B cell
lymphoma cells and inhibits rheumatoid factor production, antigen presentation, T-cell
activation and proinflammatory cytokine production in rheumatoid arthritis.

Rituxan was the original rituximab product launched, but many biosimilars have since
come to market including Riabni, Ruxience, and Truxima.

NCCN and Rheumatoid Arthritis Guidelines do not favor one rituximab product over
another.

HAP also follows LCD L37205: Chemotherapy Drugs and their Adjuncts

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Riabni (Rituximab-arrx)

Guideline & Evidence Highlights

Rituxan (rituximab) is a monoclonal antibody that induces apoptosis in DHL 4 human B
cell lymphoma cells and inhibits rheumatoid factor production, antigen presentation, T-
cell activation and proinflammatory cytokine production in rheumatoid arthritis.
Rituxan was the original rituximab product launched, but many biosimilars have since
come to market including Riabni, Ruxience, and Truxima.

NCCN and Rheumatoid Arthritis Guidelines do not favor one rituximab product over
another.

HAP also follows LCD L37205: Chemotherapy Drugs and their Adjuncts.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Rituxan Hycela (Rituximab hyaluronidase)
Guideline & Evidence Highlights

e Rituxan Hycela (rituximab/hyaluronidase) is a monoclonal antibody that induces
apoptosis in DHL 4 human B cell lymphoma cells and inhibits rheumatoid factor
production, antigen presentation, T-cell activation and proinflammatory cytokine
production in rheumatoid arthritis.

e Hyaluronidase is an enzyme that serves to promote rituximab delivery under the skin so
that rituximab can be given subcutaneously (versus intravenously).

e Rituxan was the original rituximab product launched, but many biosimilars have since
come to market including Riabni, Ruxience, and Truxima.

e NCCN and Rheumatoid Arthritis Guidelines do not favor one rituximab product over
another.

o HAP also follows LCD L37205: Chemotherapy Drugs and their Adjuncts.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Rolvedon (Eflapegrastim-xnst)
Guideline & Evidence Highlights

e Hematopoietic growth factors are defined by their ability to promote proliferation and
differentiation of hematopoietic progenitors into mature blood cells.

e Colony-stimulating factors (CSFs) are hematopoietic growth factors that regulate the
growth and differentiation of cells towards the myeloid and erythroid lineages.
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Myeloid growth factors (MGFs), such as granulocyte colony-stimulating factors (G-CSF),
are primarily used to reduce the incidence of febrile neutropenia (FN) in patients with
nonmyeloid malignancies receiving myelosuppressive chemotherapy.

Current recommendations for the management of patients exposed to lethal doses of
total body radiotherapy, but not doses high enough to lead to certain death due to injury
to other organs, includes the prompt administration of CSF or pegylated G-CSF.
Hematopoietic growth factors can increase survival, proliferation, amplification, and
differentiation of granulocyte progenitors to produce neutrophils.

Per NCCN guidelines on Hemopoietic growth Factors, an FDA-approved biosimilar is an
appropriate substitute for filgrastim and pegfilgrastim.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Rystiggo (rozanolixizumab-noli)
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Indications

o the treatment of generalized myasthenia gravis (gMG) in adult patients who are anti-
acetylcholine receptor (AChR-Ab+) or anti-muscle-specific tyrosine kinase (MuSK)
antibody positive

Guideline & Evidence Highlights

e Rystiggo (rozanolixizumab-noli) is a neonatal Fc receptor blocker indicated for the
treatment of generalized myasthenia gravis (gMG) in adult patients who are anti-
acetylcholine receptor (AChR-Ab+) or anti-muscle-specific tyrosine kinase (MuSK)
antibody positive.

e Currently, there are no compendia supported uses for this therapy outside the FDA-
indication(s).

e Rystiggo has not been studied and there is no data to support use in combination with
other medications used to treat MG.

e The International Consensus Guidance for Management of Myasthenia Gravis
recommends a nonsteroidal immunosuppressive (IS) agent be used initially in
conjunction with corticosteroids, be used alone, or be added to corticosteroids in
certain patients.

e Nonsteroidal IS agents for MG include azathioprine, cyclosporine, mycophenolate
mofetil, methotrexate, and tacrolimus.

o The effect of azathioprine may be delayed for 4 to 12 months but can reverse symptoms
in most patients.

e Maximum improvement with cyclosporine is achieved 6 months or longer after starting
treatment.

e More than half of patients treated with cyclophosphamide become asymptomatic after
one year.

e Once treatment goals have been achieved and maintained for 6 months to 2 years, the IS
dose should be tapered slowly to the minimal effective amount.

e Rystiggo was studied in patients with an MG-Activities of Daily Living (MG-ADL) total
score of at least 3 (with at least 3 points from non-ocular symptoms) and found to have
significantly lower MG-ADL score at day 43 compared with placebo

Combination / Concomitant Use

e Rystiggo has not been studied and there is no data to support use in combination with
other medications used to treat MG.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Ryzneuta (efbemalenograstim alfa-vuxw)

Guideline & Evidence Highlights

Hematopoietic growth factors are defined by their ability to promote proliferation and
differentiation of hematopoietic progenitors into mature blood cells.
Colony-stimulating factors (CSFs) are hematopoietic growth factors that regulate the
growth and differentiation of cells towards the myeloid and erythroid lineages.

Myeloid growth factors (MGFs), such as granulocyte colony-stimulating factors (G-CSF),
are primarily used to reduce the incidence of febrile neutropenia (FN) in patients with
non-myeloid malignancies receiving myelosuppressive chemotherapy.

Per NCCN guidelines on Hemopoietic growth Factors, an FDA-approved biosimilar is an
appropriate substitute for filgrastim and pegfilgrastim.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Simponi Aria (golimumab) IV
Indications

e several inflammatory conditions including Ulcerative Colitis (UC)
e Rheumatoid Arthritis (RA)

o ankylosing spondylitis (AS)

e and psoriatic arthritis (PsA)

Guideline & Evidence Highlights

e Simponi Aria is a tumor necrosis factor inhibitor (TNFi) indicated for several
inflammatory conditions including Ulcerative Colitis (UC), Rheumatoid Arthritis (RA),
ankylosing spondylitis (AS), and psoriatic arthritis (PsA).

e Ankylosing spondylitis ‘AS’ and non-radiographic axial spondyloarthritis ‘NRAS’ are
related conditions.

e The 2019 American College of Rheumatology recommendations for AS and NRAS are
similar.

e Recommended first-line agents include nonsteroidal anti-inflammatory drugs (NSAIDs)
due to their well-known safety and efficacy profiles.

e For patients who have active disease despite treatment with NSAIDs, treatment with a
TNFi (adalimumab, Enbrel, Simponi Aria, infliximab) is recommended.

e Cosentyx has arole in those who do not respond to initial TNFi agent.

e Guidelines do not favor one TNFi over another, nor do they address JAK inhibitors
(Rinvogq, Xeljanz), however these agents have since been FDA-approved for use in those
who had previously had inadequate response to a TNFi.

e For, guidelines favor the use of biologic DMARDs (bDMARD) for moderate or high
disease activity despite prior conventional synthetic DMARDs (csDMARD).

e Guidelines do not favor one bDMARD (e.g., infliximab, Skyrizi, tocilizumab, Cosentyx)
over another nor do they favor tsDMARD (Xeljanz, Rinvoq) over bDMARD.

e Perthe 2018 American College of Rheumatology (ACR)/National Psoriasis Foundation
(NPF) guidelines, methotrexate, sulfasalazine, cyclosporine, and leflunomide may be
used in patients with non-severe Psoriatic Arthritis (PsA) and have robust safety and
efficacy evidence to support their use.

o I[finitial treatment is not sufficient, switching to a biologic (infliximab, adalimumab,
Enbrel, Simponi Aria, Skyrizi) or JAK inhibitor (Rinvoq, Xeljanz) is recommended.

e Perthe 2020 American Gastroenterology Association guidelines, multiple agents
effectively induce and maintain remission of UC, including corticosteroids, 5-
aminosalicylates ‘5-ASA’, and biologics.

e Treatment of mild-to-moderate UC is typically started with 5-ASA therapy.
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e Inthose who do not respond to 5-ASA therapy, induction can be achieved through
short-term corticosteroids.

e Once induction is achieved, maintenance can be managed with thiopurines.

e Methotrexate is not recommended for induction or maintenance of remission in UC,
whereas biologic agents do have support for use in these treatment areas.

e Guidelines do not favor one biologic (e.g., adalimumab, infliximab) over another, nor do
they favor biologics over thiopurine monotherapy for those in remission.

e The guidelines do not address tsDMARDs (Rinvoq, Xeljanz), however these agents have
since been FDA-approved for use in this condition.

e There is limited data on the concurrent use of Simponi Aria with other biologic agents,
targeted synthetic DMARDs (JAK inhibitors), and PDE4 inhibitors (Otezla).

e Given the absence of strong clinical evidence and the potential for increased infection
risk, it is not recommended to use Simponi Aria in combination with these agents.

Combination / Concomitant Use

e Methotrexate is not recommended for induction or maintenance of remission in UC,
whereas biologic agents do have support for use in these treatment areas.

e There is limited data on the concurrent use of Simponi Aria with other biologic agents,
targeted synthetic DMARDs (JAK inhibitors), and PDE4 inhibitors (Otezla).

e Given the absence of strong clinical evidence and the potential for increased infection
risk, it is not recommended to use Simponi Aria in combination with these agents.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Skyrizi (Risankizumab)
Indications

e multiple inflammatory conditions including moderate to severe active Crohn’s disease
(CD)
e moderate to severely active ulcerative colitis (UC)

Guideline & Evidence Highlights

e Skyrizi (risankizumab-rzaa) is an IL-23 antagonist indicated for multiple inflammatory
conditions including moderate to severe active Crohn’s disease (CD) and moderate to
severely active ulcerative colitis (UC).

o Inhibition of IL-23 blocks the release of pro-inflammatory cytokines, disrupting the
inflammation cascade.

e Itis available as both an intravenous (IV) and subcutaneous (SC) formulation.

e The IV formulation is only approved for Crohn’s disease and ulcerative colitis induction
dosing and is not indicated for maintenance treatment or for other inflammatory
conditions.

e Following induction-dosing, all patients being treat for active CD or UC should be
transitioned to the SC formulation.

e The 2018 American College of Gastroenterology guidelines recommend multiple agents
in the treatment of active CD and induction of CD remission.

e (Corticosteroids are primarily used to treat active flares but have been shown to
induce/maintain remission in those with moderateto-severe CD.

e These steroids are recommended for short-term use only.

e They should be discontinued through tapering and switched to steroid-sparing options
within weeks of starting, should symptoms persist despite initial steroid treatment.

e The guidelines recommend mercaptopurine, azathioprine, and methotrexate as steroid-
sparing options (other agents like cyclosporine, tacrolimus, and mycophenolate are not
indicated for CD and should not be used).

e Biologics, such as tumor necrosis factor (TNF) inhibitors (e.g., infliximab, adalimumab,
and certolizumab pegol) and Skyrizi are recommended to treat CD that does not
respond adequately to treatment with corticosteroids, or the steroid-sparing treatments
mentioned.
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e The 2020 American Gastroenterological Association (AGA) Clinical Practice Guidelines
recommend multiple agents in the treatment of moderate to severe ulcerative colitis.

e Systemic 155 | Medicare Part B PA/ST Summary of Evidence - January 2026 oral
glucocorticoids are used for inducing remission while thiopurine monotherapy can be
considered for maintenance of remission.

e In hospitalized adult patients with acute severe ulcerative colitis refractory to
intravenous corticosteroids, the AGA suggests using infliximab or cyclosporine.

e The AGA also recommends using infliximab, adalimumab, golimumab, vedolizumab,
tofacitinib, or ustekinumab for induction and maintenance of remission.

e Skyrizi is not mentioned in the 2020 AGA guidelines for management of moderate to
severe ulcerative colitis.

e In the INSPIRE induction study, clinical remission was significantly greater in adults
who received risankizumab-rzaa compared to placebo.

e Inthe COMMAND maintenance study, patients who achieved a clinical response in the
induction study were randomized to receive maintenance treatment with
risankizumab-rzaa.

e C(linical remission was significantly greater for patients receiving risankizumab-rzaa
compared to placebo.

Combination / Concomitant Use

e Skyrizi has not been studied in combination with other biologic disease-modifying
agents (e.g., TNF inhibitors, interleukin receptor antagonists), targeted synthetic disease
modifying antirheumatic drugs or DMARDs (JAK inhibitors), or phosphodiesterase-4
(PDE4) inhibitors (Otezla) due to an increased risk of infection and increased
immunosuppression.

e As such, use of Skyrizi in combination with other biologic agents, targeted synthetic
DMARDs, or Otezla is not recommended.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Soliris (Eculizumab)

Indications

the treatment of multiple indications involving the complement system including
neuromyelitis optica spectrum disorder (NMOSD)

generalized myasthenia gravis (gMG) in patients who are anti-acetylcholine receptor
antibody positive (AChR-Ab+)

atypical hemolytic uremic syndrome (aHUS)

and paroxysmal nocturnal hemoglobinuria (PNH)

Guideline & Evidence Highlights

Soliris (eculizumab) is a complement inhibitor indicated for the treatment of multiple
indications involving the complement system including neuromyelitis optica spectrum
disorder (NMOSD), generalized myasthenia gravis (gMG) in patients who are anti-
acetylcholine receptor antibody positive (AChR-Ab+), atypical hemolytic uremic
syndrome (aHUS), and paroxysmal nocturnal hemoglobinuria (PNH).

Soliris has not been studied and there is no data to support use in combination with
certain other medications used for NMOSD, MG, aHUS, or PHN (except danicopan).
The NMOSD diagnostic criteria for adults include at least 1 core clinical characteristic
(optic neuritis, acute myelitis, area postrema syndrome, acute brainstem syndrome,
symptomatic narcolepsy or acute diencephalic clinical syndrome with NMOSD-typical
diencephalic MRI lesions, or symptomatic cerebral syndrome with NMOSD-typical brain
lesions) and detection of AQP4-immunoglobulin G antibodies.

Treatments for relapse prevention in NMOSD include immunosuppressants
(corticosteroids, azathioprine, mycophenolate, methotrexate, cyclosporine, and
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tacrolimus), B cell depleting agents (rituximab and inebilizumab (Uplizna)), interleukin-
6 signaling blocking agents (satralizumab (Enspryng)), and complement blocking agents
(Soliris, Ultomiris).

The European Federation of the Neurological Societies recommend azathioprine and
rituximab as first-line therapy and cyclophosphamide or mycophenolate as second-line
therapy for NMOSD.

The NMOSD Delphi Consensus Statements recommend Enspryng, Uplizna, or Soliris
following failure of existing treatments.

Soliris was studied in patients with at least 1 attack in the previous 12 months and with
an Expanded Disability Status Scale score of 7 or less.

Attacks were significantly reduced with Soliris compared with placebo.

The International Consensus Guidance for Management of MG recommends a
nonsteroidal immunosuppressive (IS) agent (azathioprine, cyclosporine, e.g.) be used
initially with or without corticosteroids in certain patients.

Azathioprine can reverse symptoms in most patients, but the effect is delayed by 4 to 8
months.

Maximum improvement with cyclosporine is achieved after 6 months.

Most patients treated with cyclophosphamide become asymptomatic after 1 year.

Once treatment goals are achieved and maintained for at least 6 months, the IS dose is
tapered slowly to the minimal effective dose.

Vyvgart (efgartigimod) is a neonatal Fc receptor blocker also approved for the
treatment of gMG in patients with AChR-Ab+ disease.

Soliris was studied in patients with an MG-Activities of Daily Living (MG-ADL) total
score of 6 or more and found to have significantly improved the MG-ADL score
compared with placebo.

The 2020 Update to the guidance recommends Soliris be considered in the treatment of
severe, refractory, AChR-Ab+ gMG.

AHUS consists of acute hemolytic anemia with fragmented red blood cells
(microangiopathic hemolytic anemia), thrombocytopenia, and acute kidney injury.
Mutations in complement genes, or antibodies to their protein products, result in
unregulated activity of the alternate complement pathway, endothelial injury, and TMA
(lesions in the kidneys and other organs).

Signs of TMA include increases in serum LDH and serum creatinine levels and a
decrease in platelet count. aHUS is diagnosed with laboratory and clinical aspects along
with exclusion of other causes of HUS and thrombotic thrombocytopenic purpura.

PNH is a hematopoietic stem cell disorder caused by a gene mutation that leads to
abnormal red blood cells.

Flow cytometry is the method of choice for identifying cells deficient in GPIlinked
proteins and is the gold standard test to confirm the diagnosis of PNH.

In PNH, thrombotic tendencies can occur in the extremities and atypical locations, such
as hepatic portal (Budd-Chiari Syndrome), splenic, or mesenteric veins.

Treatment options include supportive care (e.g. red blood cell transfusion), allogeneic
hematopoietic stem cell transplantation, and complement therapy.
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Consider discontinuation of complement inhibitor treatment in the absence of clinical
benefit.

Since its original approval, several biosimilars have been approved referencing Soliris.
The Food and Drug Administration (FDA) considers biosimilars to be highly similar with
no clinically meaningful differences to the biologic reference product.

Biosimilars are considered safe and effective and provide an option to increase access to
lifesavings drugs at lower costs.

The FDA and current treatment guidelines do not favor one product (biologic or
biosimilar) over another.

Combination / Concomitant Use

Soliris has not been studied and there is no data to support use in combination with
certain other medications used for NMOSD, MG, aHUS, or PHN (except danicopan).

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Somatuline (lanreotide) J1930
Guideline & Evidence Highlights

e Current treatment guidelines including the National Comprehensive Cancer Network
(NCCN) Guidelines support the use of lanreotide and do not favor one product over
another.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Spevigo (Spesolimab-sbzo)

Guideline & Evidence Highlights
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There are various types of psoriasis including plaque, pustular, guttate, inverse and
erythrodermic.

Generalized pustular psoriasis (GPP) is a rare and potentially life-threatening subtype of
pustular psoriasis characterized by flares of widespread, painful, neutrophilcontaining
pustules.

Patients can appear ill with systemic symptoms such as fever, fatigue, nausea, and
headache.

The European Rare and Severe Psoriasis Expert Network (ERASPEN) consensus criteria
are used to help define and diagnose GPP.

ERASPEN defines GPP as primary, sterile, macroscopically visible pustules occurring on
non-acral skin and not within psoriasis plaques.

GPP can occur with or without systemic inflammation and with or without psoriasis
vulgaris.

ERASPEN states that GPP should only be diagnosed if it has relapsed at least once or
when it persists for more than 3 months.

Goals of treatment of GPP are to improve pustules, alleviate systemic symptoms, and
minimize risk of life-threatening complications.

There are no standard guidelines for treatment of GPP.

Oral retinoids (e.g., acitretin), cyclosporine, methotrexate, and various biologics
including tumor necrosis factor (TNF) inhibitors such as infliximab are recommended
first-line for GPP in the Japanese guidelines for the treatment of GPP (2018), a 2012
consensus statement from the NPF Medical Board, and joint guidelines on psoriasis
from the American Academy of Dermatology and NPF (2019, 2020).

More severe, acute GPP flares require faster-acting therapies including cyclosporine,
infliximab, interleukin (IL-17) and (IL-23) biologics.

Cyclosporine and infliximab have a long-standing history for the treatment of GPP and
are supported by the above guidelines.

Spevigo for GPP flares was evaluated in the Effisayil-1 trial.

Patients had a diagnosis of GPP per the ERASPEN diagnostic criteria and presented with
a GPP flare of moderate to severe intensity defined by the following: a GPPPGA total
score of 3 or more, new or worsening pustules, GPPPGA pustulation sub-score of 2
more, and 5% more of body-surface area with erythema and the presence of pustules.
Participants received a single 900 mg intravenous (IV) dose of Spevigo.

Participants could then receive an additional open-label, [V dose of Spevigo on day 8, an
open-label, IV dose of Spevigo as a rescue medication after day 8, or both, and were
followed to week 12.

Subsequent flares were treated with standard of care therapy per the physician’s
discretion.

Per its prescribing information, the recommended dose of Spevigo is a single 900 mg
dose administered by IV infusion to treat a GPP flare.

If flare symptoms persist, an additional [V 900 mg dose may be given one week after the
initial dose.
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There is no literature supporting the continued use of the Spevigo intravenous (IV)
formulation as maintenance treatment for prevention or control of GPP flares

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.

References

1. Spevigo [Package Insert]. Ridgefield, CT; Boehringer Ingelheim Pharmaceuticals, Inc.:

2. Fujita H, Terui T, et al. Japanese guidelines for the management and treatment of
generalized pustular psoriasis: The new pathogenesis and treatment of GPP. Journal of
Dermatology 2018; 45: 1235-1270.

3. Krueger ], Puig L, Thaci D. Treatment Options and goals for Patients with Generalized
Pustular Psoriasis. Am ] Clin Dermatol 23 (Suppl 1), 51-64 (2022).
https://doi.org/10.1007 /s40257- 021-00658-9.

4. Robinson A, Van Voorhees, AS, et al. Treatment of pustular psoriasis: From the Medical
Board of the National Psoriasis Foundation. ] Am Acad Dermatol 2012;67:279-88.

5. Navarini AA, Burden AD, et al. European consensus statement on phenotypes of
pustular psoriasis. ] Eur Acad Dermatol Venereol. 2017 Nov;32(11):1792-1799. doi:

6. 1111/jdv.14386

Spravato (esketamine)

Guideline & Evidence Highlights

Spravato is a non-competitive N-methyl D-aspartate (NMDA) receptor antagonist
approved for its role in certain depression indications, including treatment-resistant
depression and major depressive disorder with acute suicidal ideation.

Although there is not an official consensus for the definition of treatment-resistant
depression (TRD), many treatment models consider TRD as the inadequate response to
at least 2 adequate trials of antidepressant pharmacotherapy.

Initial treatment options include but are not limited to selective-serotonin reuptake
inhibitors (SSRIs) [ex. sertraline, fluoxetine, paroxetine], serotonin-norepinephrine
reuptake inhibitors (SNRIs) [ex. venlafaxine, desvenlafaxine, duloxetine],
norepinephrine-dopamine reuptake inhibitors (NDRIs) [bupropion], and tricyclic
antidepressants (TCAs) [ex. amitriptyline, nortriptyline].

Antidepressants and psychotherapy are recommended first-line options to treat
depression by The American Psychiatry Association guidelines for the treatment of
depression (2010) and The American Psychological Association clinical practice
guideline for the treatment of depression (2019).
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e In general, guidelines confirm that adequate treatment with an antidepressant for at
least 4 to 6 weeks is necessary before conclusion of inadequate or no response to the
medication.

e A change in treatment should be considered for patients who have not fully responded
to an adequate acute phase treatment over enough time, which is generally 4 to 8
weeks.

e C(Changes in treatment can include optimizing the dose of the initial medication, 162 |
Medicare Part B PA/ST Summary of Evidence - January 2026 changing to a different
medication or combining medications.

¢ Following any change in treatment, if at least a moderate improvement in symptoms is
not observed after an additional 4 to 8 weeks of treatment, the diagnosis should be
reappraised, side effects assessed, complicating comorbid conditions and psychosocial
factors reviewed, and the treatment plan adjusted.

e For some patients with a partial response to treatment, extending the trial for 4 to 8
weeks could allow some patients to response more fully.

e For those with treatment-resistant depression, combined treatment is also
recommended.

e Recommended augmentation strategies include addition of one of the following agents
to a first-line antidepressant: antipsychotics [ex. aripiprazole, olanzapine, quetiapine,
risperidone], lithium, or thyroid hormone (T3) [ex. liothyronine].

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Stimufend (Pegfilgrastim-fpgk)

Guideline & Evidence Highlights
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Hematopoietic growth factors are defined by their ability to promote proliferation and
differentiation of hematopoietic progenitors into mature blood cells.
Colony-stimulating factors (CSFs) are hematopoietic growth factors that regulate the
growth and differentiation of cells towards the myeloid and erythroid lineages.

Myeloid growth factors (MGFs), such as granulocyte colony-stimulating factors (G-CSF),
are primarily used to reduce the incidence of febrile neutropenia (FN) in patients with
non-myeloid malignancies receiving myelosuppressive chemotherapy.

Per NCCN guidelines on Hemopoietic growth Factors, an FDA-approved biosimilar is an
appropriate substitute for filgrastim and pegfilgrastim.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Susvimo (ranibizumab)

Guideline & Evidence Highlights

e ocular implant, a vascular endothelial growth factor (VEGF)

e inhibitor, is indicated for the treatment of patients with neovascular (wet)

e age-related macular degeneration (AMD)

e who have previously responded to at least two intravitreal injections of a VEGF
inhibitor. Age-related macular degeneration (AMD)

e isadisorder of the macula characterized by one or more of the following:
presence of at least intermediate-size drusen (=263 pm in diameter), retinal
pigment epithelium (RPE)
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e abnormalities such as hypopigmentation or hyperpigmentation, and presence of
any of the following features: geographic atrophy of the RPE, choroidal
neovascularization ([CNV] exudative, wet), polypoidal choroidal vasculopathy
(PCV), reticular pseudodrusen, or retinal angiomatous proliferation. Age-related
macular degeneration is a leading cause of severe, irreversible vision
impairment in developed countries. The main risk factors for the development
of advanced AMD are increasing age, ethnicity (i.e., Caucasian)

e and family history. The Age-Related Macular Degeneration Preferred Practice
Pattern Guideline supports the use of antioxidant vitamins and minerals for
slowing the progression to later stages of AMD, intravitreal injection of anti-
VEGF agents, photodynamic therapy (PDT), and laser photocoagulation surgery
to treat neovascular AMD. The VEGF inhibitors have demonstrated improved
visual and anatomic outcomes compared with other therapies. Anti-VEGF
therapies have become first-line therapy for treating and stabilizing most cases
of neovascular AMD and a Cochrane systematic review demonstrates the
effectiveness of these agents to maintain visual acuity. Guidelines recommend
EyleaTM, Avastin®, VabysmoTM, or Lucentis for treatment. The guidelines have
not been updated with Beovu®, Byooviz, and Susvimo. Ranibizumab intravitreal
injection implant (n=248)

e was equivalent to ranibizumab intravitreal injection (n=167)

o for the change from baseline in distance Best Corrected Visual Acuity (BCVA)

e score averaged over weeks 36 and 40 measured using the Early Treatment
Diabetic Retinopathy Study (ETDRS)

e visual acuity chart at a starting distance of 4 meters (0.2 vs

e 5; treatment difference, -0.3 [95% CI, -1.7 to

e inthe randomized ARCHWAY trial in patients with neovascular age-related
macular degeneration. The study included patients who had received a median
of 4 doses of anti-VEGF intravitreal agents in the study eye with demonstrated
response prior to study treatment.

Step Therapy

e Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to
support high-quality, cost-effective care.
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Tepezza (teprotumumab-trbw)

Indications

the treatment of Thyroid Eye Disease (TED)

Guideline & Evidence Highlights

Tepezza (teprotumumab-trbw) for injection is an insulin-like growth factor-1 receptor
inhibitor indicated for the treatment of Thyroid Eye Disease (TED).

Thyroid eye disease is also known as thyroid-associated orbitopathy or Graves’
orbitopathy (GO).

The 2021 European Group on Graves’ orbitopathy (EUGOGO) clinical practice guidelines
171 | Medicare Part B PA/ST Summary of Evidence - January 2026 for the medical
management of Graves’ orbitopathy recommend a combination of i.v.
methylprednisolone and mycophenolate sodium (or mofetil) as first-line treatment for
moderate-to-severe and active GO with the optimal regimen being a cumulative dose of
4.5 g of i.v. methylprednisolone given in 12 weekly infusions (six infusions of 0.5 g,
followed by six infusions of 0.25 g).

Alternatively, in most severe cases and constant/inconstant diplopia, monotherapy with
higher cumulative doses not exceeding 8 g can be used.

Second-line treatment options include a second course of i.v. methylprednisolone
monotherapy, oral prednisone/prednisolone combined with either cyclosporine or
azathioprine, orbital radiotherapy combined with oral or i.v. glucocorticoids,
teprotumumab, rituximab, and tocilizumab.

If treated with oral glucocorticoids, treatment is recommended to start with either with
a fixed dose of 100 mg prednisone/prednisolone or 1 mg/kg bodyweight and tapered
down by 5 to 10 mg each week until withdrawal (over 4 to 6 months)

Combination / Concomitant Use

The 2021 European Group on Graves’ orbitopathy (EUGOGO) clinical practice guidelines
171 | Medicare Part B PA/ST Summary of Evidence - January 2026 for the medical
management of Graves’ orbitopathy recommend a combination of i.v.
methylprednisolone and mycophenolate sodium (or mofetil) as first-line treatment for
moderate-to-severe and active GO with the optimal regimen being a cumulative dose of
4.5 g of i.v. methylprednisolone given in 12 weekly infusions (six infusions of 0.5 g,
followed by six infusions of 0.25 g).
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Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Tofidence (tocilizumab-bavi)
Indications

e multiple inflammatory conditions including rheumatoid arthritis (RA)
e giant cell arteritis
e and juvenile idiopathic arthritis (JIA)

Guideline & Evidence Highlights

e Tofidence (tocilizumab-anoh) is an interleukin-6 inhibitor (IL-6i) indicated for multiple
inflammatory conditions including rheumatoid arthritis (RA), giant cell arteritis, and
juvenile idiopathic arthritis (JIA).

e [tis available in both an intravenous (IV) and subcutaneous (SC) formulation, and
indications may vary based on formulation.

e Currently, only the SC formulation is approved for the systemic sclerosis-associated
interstitial lung disease (SSc-ILD) indication.

o For RA and JIA, guidelines favor the use of biologic DMARDs (bDMARD) in those with
moderate or high disease activity despite previous conventional synthetic (csDMARD)
trials.

e Guidelines do not currently favor one bDMARD class over another, however tumor
necrosis factor inhibitors (TNFs) have the most documented safety and efficacy profiles.

o Infliximab agents are TNFs that work to block the activity of TNF, a cytokine that causes
inflammation.

e [tisthis inflammation that is the primary target in the treatment of conditions like RA
and JIA.

e Actemra has not been studied in combination with other bDMARDs (e.g., TNFs,
interleukin receptor antagonists, etc) OR targeted synthetic DMARDs (Janus Kinase or
JAK inhibitors) due to an increased risk of infection and increased immunosuppression.
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As such, use of Actemra in combination with other biologic agents or targeted synthetic
DMARD:s is not recommended.

Tocilizumab has not been studied with Otezla and has no studies to support co-
administration.

The Food and Drug Administration (FDA) has determined the biosimilars to be highly
similar to their reference product and supports the use of approved biosimilars.

Combination / Concomitant Use

Actemra has not been studied in combination with other bbDMARDs (e.g., TNFs,
interleukin receptor antagonists, etc) OR targeted synthetic DMARDs (Janus Kinase or
JAK inhibitors) due to an increased risk of infection and increased immunosuppression.
As such, use of Actemra in combination with other biologic agents or targeted synthetic
DMARDs is not recommended.

Tocilizumab has not been studied with Otezla and has no studies to support co-
administration.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Tremfya (Guselkumab)

Guideline & Evidence Highlights

Tremfya is an interleukin-23 (IL-23) inhibitor and is available in both a subcutaneous
(SC) injection and an intravenous (IV) infusion.
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e The IV formulation is currently indicated for the induction phase of ulcerative colitis
treatment in adults.

e The SC formulation is indicated in the maintenance phase of treatment in ulcerative
colitis, as well as other inflammatory conditions such as psoriatic arthritis and plaque
psoriasis.

e The 2019 American College of Gastroenterology (ACG) guidelines for ulcerative colitis
(UC) recommend that management of UC be guided by the specific diagnosis, disease
activity, and disease prognosis.

e Both the 2019 ACG guidelines and the 2020 American Gastroenterological Association
(AGA) guidelines have recommendations for the induction of remission in moderate to
severely active UC that include tumor necrosis factor (TNF) inhibitors, oral 5-
aminisalicylates, oral budesonide, and oral systemic corticosteroids.

e Recommendation for maintenance of remission for moderate to severe disease also
include several drug classes including interleukin 12 /23 therapies (ustekinumab),
vedolizumab, TNF inhibitors, Janus kinase (JAK) inhibitors, and immunomodulators
(thiopurines, methotrexate).

o Perthe 2020 AGA guidelines for managing moderate to severe ulcerative colitis (UC), if
a drug (excluding corticosteroids and cyclosporine) is effective in inducing remission or
response, it should be continued for maintaining remission.

e For patients who have achieved remission, typically induced with corticosteroids, the
panel suggests using thiopurine monotherapy rather than no treatment for
maintenance.

e Forinduction of remission, the panel recommends biologic monotherapy over
thiopurine.

o However, the panel does not make a specific recommendation for or against using
biologic monotherapy over thiopurine monotherapy for maintaining remission.

e There is limited data on the concurrent use of Tremfya with other biologic agents,
targeted synthetic DMARDs (e.g., JAK inhibitors), and phosphodiesterase-4 (PDE4)
inhibitors (Otezla) Given the absence of strong clinical evidence and the potential for
increased infection risk, it is not recommended to use Tremfya in combination with
these agents.

o The Food and Drug Administration (FDA) considers biosimilars to be highly similar with
no clinically meaningful differences to the biologic reference product.

e Biosimilars are considered safe and effective and provide an option to increase access to
lifesavings drugs at lower costs.

o The FDA and current treatment guidelines do not favor one product (biologic or
biosimilar) over another.

Combination / Concomitant Use

e There is limited data on the concurrent use of Tremfya with other biologic agents,
targeted synthetic DMARDs (e.g., JAK inhibitors), and phosphodiesterase-4 (PDE4)
inhibitors (Otezla) Given the absence of strong clinical evidence and the potential for
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increased infection risk, it is not recommended to use Tremfya in combination with
these agents.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Tyenne (tocilizumab-aazg)

Indications

multiple inflammatory conditions including rheumatoid arthritis (RA)
giant cell arteritis
and juvenile idiopathic arthritis (JIA)

Guideline & Evidence Highlights

Tyenne (tocilizumab-anoh) is an interleukin-6 inhibitor (IL-6i) indicated for multiple
inflammatory conditions including rheumatoid arthritis (RA), giant cell arteritis, and
juvenile idiopathic arthritis (JIA). It is available in both an intravenous (IV) and
subcutaneous (SC) formulation, and indications may vary based on formulation.
Currently, only the SC formulation is approved for the systemic sclerosis-associated
interstitial lung disease (SSc-ILD) indication.

For RA and JIA, guidelines favor the use of biologic DMARDs (bDMARD) in those with
moderate or high disease activity despite previous conventional synthetic (csDMARD)
trials.
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e Guidelines do not currently favor one bDMARD class over another, however tumor
necrosis factor inhibitors (TNFs) have the most documented safety and efficacy profiles.

o Infliximab agents are TNFs that work to block the activity of TNF, a cytokine that causes
inflammation.

e Itis this inflammation that is the primary target in the treatment of conditions like RA
and JIA.

e Actemra has not been studied in combination with other bDMARDs (e.g., TNFs,
interleukin receptor antagonists, etc) OR targeted synthetic DMARDs (Janus Kinase or
JAK inhibitors) due to an increased risk of infection and increased immunosuppression.

e Assuch, use of Actemra in combination with other biologic agents or targeted synthetic
DMARDs is not recommended.

e Tocilizumab has not been studied with Otezla and has no studies to support co-
administration.

o The Food and Drug Administration (FDA) has determined the biosimilars to be highly
similar to their reference product and supports the use of approved biosimilars.

Combination / Concomitant Use

e Actemra has not been studied in combination with other bDMARDs (e.g., TNFs,
interleukin receptor antagonists, etc) OR targeted synthetic DMARDs (Janus Kinase or
JAK inhibitors) due to an increased risk of infection and increased immunosuppression.

e Assuch, use of Actemra in combination with other biologic agents or targeted synthetic
DMARDs is not recommended.

e Tocilizumab has not been studied with Otezla and has no studies to support co-
administration.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Ultomiris (Ravulizumab)
Indications

e the treatment of multiple indications involving the complement system including
neuromyelitis optica spectrum disorder (NMOSD) in patients who are anti-aquaporin-4
(AQP4) antibody positive

o generalized myasthenia gravis (gMG) in patients who are anti-acetylcholine receptor
antibody-positive (AChR-Ab+)

e atypical hemolytic uremic syndrome (aHUS)

e paroxysmal nocturnal hemoglobinuria (PNH)

Guideline & Evidence Highlights

e Ultomiris (ravulizumab) is a complement inhibitor indicated for the treatment of
multiple indications involving the complement system including neuromyelitis optica
spectrum disorder (NMOSD) in patients who are anti-aquaporin-4 (AQP4) antibody
positive, generalized myasthenia gravis (gMG) in patients who are anti-acetylcholine
receptor antibody-positive (AChR-Ab+), atypical hemolytic uremic syndrome (aHUS)
and paroxysmal nocturnal hemoglobinuria (PNH).

e Ultomiris has not been studied and there is no data to support use in combination with
Soliris, Uplizna, Enspryng, Vyvgart, Rystiggo, Zilbrysq and similar therapies for these
conditions.

e The NMOSD diagnostic criteria for adults include at least 1 core clinical characteristic
(optic neuritis, acute myelitis, area postrema syndrome, acute brainstem syndrome,
symptomatic narcolepsy or acute diencephalic clinical syndrome with NMOSD-typical
diencephalic MRI lesions, or symptomatic cerebral syndrome with NMOSD-typical brain
lesions) and detection of AQP4-immunoglobulin G antibodies.

e Treatments for relapse prevention in NMOSD include immunosuppressants
(corticosteroids, azathioprine, mycophenolate, methotrexate, cyclosporine, and
tacrolimus), B cell depleting agents (rituximab and inebilizumab (Uplizna)), interleukin-
6 signaling blocking agents (satralizumab (Enspryng)), and complement blocking agents
(Soliris, Ultomiris).

o The European Federation of the Neurological Societies recommend azathioprine and
rituximab as first-line therapy and cyclophosphamide or mycophenolate as second-line
therapy for NMOSD.

e The NMOSD Delphi Consensus Statements recommend Enspryng, Uplizna, or Soliris
following failure of existing treatments.

e Ultomiris did not have the NMOSD indication at the time of this publication.

e Ultomiris was studied in patients with at least 1 relapse in the previous 12 months and
an Expanded Disability Status Scale score < 7.
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The time to first adjudicated relapse was significantly improved with Ultomiris
compared with placebo.

The International Consensus Guidance for Management of MG recommends a
nonsteroidal immunosuppressive (IS) agent (azathioprine, cyclosporine,
mycophenolate, methotrexate, or tacrolimus) be used initially with or without
corticosteroids in certain patients.

Azathioprine can reverse symptoms in most patients but the effect is delayed by 4 to 8
months.

Maximum improvement with cyclosporine is achieved after 6 months.

Once treatment goals are achieved and maintained for at least 6 months, taper the IS
dose slowly to the minimal effective dose.

Vyvgart is a neonatal Fc receptor blocker also approved for the treatment of AChR-Ab+
gMG.

Ultomiris was studied in patients with an MG-Activities of Daily Living (MG-ADL) total
score 26 and found to have significantly improved MG-ADL score compared with
placebo.

The 2020 Update to the guidance recommends complement inhibitor (Soliris) be
considered in the treatment of severe, refractory, AChR-Ab+ gMG.

AHUS consists of acute hemolytic anemia with fragmented red blood cells,
thrombocytopenia, and acute kidney injury.

Mutations or antibodies to their protein products result in unregulated activity of the
alternate complement pathway, endothelial injury, and TMA (lesions in the kidneys and
other organs).

Signs of TMA include increases in serum LDH and serum creatinine levels and decrease
in platelet count. aHUS is diagnosed with laboratory and clinical aspects along with
exclusion of other causes of aHUS and thrombotic thrombocytopenic purpura.

PNH is caused by a gene mutation that leads to a red blood cell deficiency.

Flow cytometry is the gold standard diagnostic test for PNH.

PNH causes thrombotic tendencies in the extremities and atypical locations.
Treatment options may include supportive care (e.g. red blood cell transfusion) and
complement therapy.

Consider discontinuation of complement inhibitor treatment with no clinical benefit.

Combination / Concomitant Use

Ultomiris has not been studied and there is no data to support use in combination with
Soliris, Uplizna, Enspryng, Vyvgart, Rystiggo, Zilbrysq and similar therapies for these
conditions.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.

Updated 7/1/2026



References

10.

11.

Ultomiris [Package Insert]. Boston, MA; Alexion Pharmaceuticals, Inc.: 2018

Kaplan BS, Ruebner RL, Spinale JM, et al. Current treatment of atypical hemolytic uremic
syndrome. Intractable Rare Dis Res. 2014 May; 3 (2): 34 - 45

Narayanaswami P, Sanders DB, Wolfe G, et al. International consensus guidance for
management of myasthenia gravis: executive summary. Neurology. 2021 Jan 19; 96 (3):
114 -

Sellner |, Boggild M, Clanet M, et al. EFNS guidelines on diagnosis and management of
neuromyelitis optica. EJN. 2010; 17: 1019 -

1111/j.1468-1331.2010.03066.x

Borowitz M], Craig FE, DiGiuseppe JA, et al. Guidelines for the diagnosis and monitoring
of paroxysmal nocturnal hemoglobinuria and related disorders by flow cytometry.
Cytometry Part B (Clinical Cytometry). 2010; 78B: 211 - 30

Howard JF Jr. Clinical Overview of MG. Myasthenia Gravis Foundation of America
(MGFA). Published June
https://myasthenia.org/Professionals/Clinical-Overview-ofMG.

Wingerchuk DM, Banwell B, Bennett JL, et al. International consensus diagnostic criteria
for neuromyelitis optica spectrum disorders. Neurology. 2015 Jul 14; 85(2):177-189.
DOI:

1212/WNL.0000000000001729

Friedemann P, Marignier R, Palace ], et al. International Delphi Consensus on the
Management of AQP4-IgG+ NMOSD. Neurol Neuroimmunol Neuroinflamm
2023;10:e200124. d0i:10.1212/NX1.0000000000200124

Sellner |, Boggild M, Clanet M, et al. EFNS guidelines on diagnosis and management of
neuromyelitis optica. EJN. 2010; 17: 1019 -

Vabrinity (Leuprolide acetate)

Guideline & Evidence Highlights

Current treatment guidelines including the National Comprehensive Cancer Network
(NCCN) Guidelines support the use of leuprolide and do not favor one product over
another.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Vabsymo (Faricimab-svoa)

Indications

o the following eye conditions: neovascular (Wet) age-related macular degeneration
(AMD)

e macular edema following retinal vein occlusion (RVO)

e diabetic macular edema (DME)

¢ and diabetic retinopathy (DR)

Guideline & Evidence Highlights

e Vabsymo is used to treat the following eye conditions: neovascular (Wet) age-related
macular degeneration (AMD), macular edema following retinal vein occlusion (RVO),
diabetic macular edema (DME), and diabetic retinopathy (DR).

o Age-related macular degeneration (AMD) is a disorder of the macula characterized by
one or more of the following: presence of at least intermediate-size drusen (263 pm in
diameter), retinal pigment epithelium (RPE) abnormalities such as hypopigmentation
or hyperpigmentation, and presence of any of the following features: geographic
atrophy of the RPE, choroidal neovascularization ([CNV] exudative, wet), polypoidal
choroidal vasculopathy (PCV), reticular pseudodrusen, or retinal angiomatous
proliferation.

e Age-related macular degeneration is a leading cause of severe, irreversible vision
impairment in developed countries.

e The main risk factors for the development of advanced AMD are increasing age,
ethnicity (i.e., Caucasian) and family history.

e The Age-Related Macular Degeneration Preferred Practice Pattern Guideline supports
the use 169 | Medicare Part B PA/ST Summary of Evidence - January 2026 of
antioxidant vitamins and minerals for slowing the progression to later stages of AMD,
intravitreal injection of anti-VEGF agents, photodynamic therapy (PDT), and laser
photocoagulation surgery to treat neovascular AMD.

e The VEGF inhibitors have demonstrated improved visual and anatomic outcomes
compared with other therapies.

e Anti-VEGF therapies have become first-line therapy for treating and stabilizing most
cases of neovascular AMD and a Cochrane systematic review demonstrates the
effectiveness of these agents to maintain visual acuity.

e Guidelines recommend EyleaTM, Avastin®, VabysmoTM, or Lucentis for treatment.

Updated 7/1/2026



e The guidelines have not been updated with Beovu®, Byooviz, and Susvimo.
Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Vegzelma (Bevacizumab-adcd)
Indications

e the treatment of multiple cancers including a) metastatic colorectal cancer
e in combination with intravenous fluorouracil-based chemotherapy for first- or second-
line treatment

Guideline & Evidence Highlights

e Vegzelma (bevacizumab-adcd) is biosimilar to Avastin® (bevacizumab).

e Bevacizumab is a vascular endothelial growth factor inhibitor indicated for the
treatment of multiple cancers including a) metastatic colorectal cancer, in combination
with intravenous fluorouracil-based chemotherapy for first- or second-line treatment;
b) metastatic colorectal cancer, in combination with fluoropyrimidine-irinotecan- or
luoropyrimidine oxaliplatin-based chemotherapy for second-line treatment in patients
who have progressed on a first-line bevacizumab product-containing regimen; c)
Unresectable, locally advanced, recurrent or metastatic non-squamous non-small cell
lung cancer, in combination with carboplatin and paclitaxel for first-line treatment; d)
recurrent glioblastoma in adult; e) metastatic renal cell carcinoma in combination with
interferon alfa, and more.

e Mpyvasi (bevacizumab-awwb) is biosimilar to Avastin® (bevacizumab).

e Zirabev (bevacizumabbvzr) is biosimilar to Avastin® (bevacizumab).

e Per NCCN guidelines, an FDA-approved biosimilar is an appropriate substitute for
bevacizumab.

Combination / Concomitant Use

e Bevacizumab is a vascular endothelial growth factor inhibitor indicated for, ; b)
metastatic colorectal cancer, in combination with fluoropyrimidine-irinotecan- or
luoropyrimidine oxaliplatin-based chemotherapy for second-line treatment in patients
who have progressed on a first-line bevacizumab product-containing regimen; c)
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Unresectable, locally advanced, recurrent or metastatic non-squamous non-small cell
lung cancer, in combination with carboplatin and paclitaxel for first-line treatment; d)
recurrent glioblastoma in adult; ) metastatic renal cell carcinoma in combination with
interferon alfa, and more.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Vyalev (foscarbidopa and foslevodopa)

Indications

the treatment of motor fluctuations in adults with advanced Parkinson’s disease (PD)

Guideline & Evidence Highlights

Vyalev (foscarbidopa and foslevodopa) injection is a combination of prodrugs
foscarbidopa and foslevodopa and is indicated for the treatment of motor fluctuations in
adults with advanced Parkinson’s disease (PD).

The International Parkinson and Movement Disorder Society recommends non-ergot
dopamine agonists (e.g. pramipexole, ropinirole), oral levodopa preparations, selegiline,
and rasagiline for early PD.

Non-ergot dopamine agonists, rasagiline, and zonisamide may also be considered for
adjunct therapy in early/stable PD.

There are many options for treating motor fluctuations, and there is a hierarchical
approach to these treatments in clinical practice.

Firstline options include oral and transdermal therapies (levodopa, dopamine agonists,
etc.,) followed by parenteral and surgical techniques as the disease advances.

All non-ergot oral and transdermal dopamine agonists, COMT and/or MAO-B inhibitors
are clinically useful and remain effective options for treating motor fluctuations.

In the pivotal study with Vyalev, participants in the study were required to have a
diagnosis of idiopathic PD that is levodopa-responsive, have recognizable/identifiable
"Off" and "On" states (motor fluctuations), be taking a minimum of 400 milligrams per
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day of levodopa equivalents, and have motor symptoms inadequately controlled by
current therapy (as judged by the investigator).

Vyalev showed a significantly greater increase from baseline to week 12 in “on” time
without troublesome dyskinesia and also a greater reduction in “off” time as compared
with the oral carbidopa/levodopa treatment arm.

Vyalev also follows LCD L33794 for External Infusion Pumps

Combination / Concomitant Use

Vyalev (foscarbidopa and foslevodopa) injection is a combination of prodrugs
foscarbidopa and foslevodopa and is indicated for .

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Vyepti (Eptinezumab-jjmr)

Indications

the preventive treatment of migraine in adults

Guideline & Evidence Highlights

Vyepti (eptinezumab-jjmr) is indicated for the preventive treatment of migraine in
adults.

Updated 7/1/2026



e [tisahumanized monoclonal antibody (mAb) that binds to calcitonin gene-related
peptide (CGRP) ligand and blocks its binding to the receptor.

e Currently, there are no compendia supported uses for this therapy outside the FDA-
indication(s).

o The American Headache Society (AHS) recently published a consensus position
statement with guidance supporting the use of calcitonin gene-related peptide (CGRP)-
targeting therapies.

o The new guidance encourages clinicians to consider CGRP-targeting therapies as a first-
line approach for migraine prevention along with previous first-line treatments, without
arequirement for prior failure of other classes of migraine preventive treatment.

e Multiple commercial CGRP antagonist products are currently available: erenumab
(Aimovig), fremanezumab (Ajovy), galcanezumab (Emgality), and eptinezumab
(Vyepti).

e Ajovy, Emgality, and Vyepti target the CGRP ligand, and Aimovig targets the CGRP
receptor.

e Asignificant proportion of patients who do not achieve a 50% reduction in migraine
headaches in the first 4 weeks following the initial subcutaneous (SC) dose of a CGRP
mAb may achieve a response in the 4 weeks following the second dose.

e A smaller proportion of patients may also respond in the 4 to 8 weeks following the
third consecutive SC dose.

o The European Headache Federation guidelines suggest most individuals with migraine
considered to be responders can be identified after 3 to 6 months.

e Treatment can be stopped if it does not demonstrate even partial efficacy.

e In patients with a partial response, cumulative benefits may occur over 6 to 12 months
of continued use

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Vykoura (leucovorin calcium)

Guideline & Evidence Highlights

Current treatment guidelines including the National Comprehensive Cancer Network
(NCCN) Guidelines support the use of leucovorin and do not favor one product over
another.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Vyvgart (Efgartigimod-fcab)

Indications

the treatment of generalized myasthenia gravis (gMG) in adult patients who are anti-
acetylcholine receptor antibody positive (AChR-Ab+)

Guideline & Evidence Highlights

Vyvgart (efgartigimod) is a neonatal Fc receptor blocker indicated for the treatment of
generalized myasthenia gravis (gMG) in adult patients who are anti-acetylcholine
receptor antibody positive (AChR-Ab+).

Vyvgart has not been studied and there is no data to support use in combination with
other medications used to treat MG.

The International Consensus Guidance for Management of Myasthenia Gravis
recommends a nonsteroidal immunosuppressive (IS) agent be used initially in
conjunction with corticosteroids, be used alone, or be added to corticosteroids in
certain patients.

Nonsteroidal IS agents for MG include azathioprine, cyclosporine, mycophenolate
mofetil, methotrexate, and tacrolimus.
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The effect of azathioprine is delayed by 4 to 8 months but can reverse symptoms in
most patients.

Maximum improvement with cyclosporine is achieved 6 months or longer after starting
treatment.

More than half of patients treated with cyclophosphamide become asymptomatic after
one year.

Once treatment goals have been achieved and maintained for 6 months to 2 years, the IS
dose should be tapered slowly to the minimal effective amount.

Vyvgart was studied in patients with an MG-Activities of Daily Living (MG-ADL) total
score of 5 or more and found greater improvement in MG-ADL score compared with
placebo.

Combination / Concomitant Use

Vyvgart has not been studied and there is no data to support use in combination with
other medications used to treat MG.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Vyvgart hyrtulo (Efgartigimod alfa and hyaluronidase-qvfc)

Indications
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o the treatment of generalized myasthenia gravis (gMG) in adult patients who are anti-
acetylcholine receptor antibody positive (AChR-Ab+)

o for the treatment of chronic inflammatory demyelinating polyradiculoneuropathy
(CIDP)

Guideline & Evidence Highlights

e Vyvgart Hytrulo has not been studied and there is no data to support use in combination
with other medications used to treat MG or CIDP..

e The International Consensus Guidance for Management of Myasthenia Gravis
recommends a nonsteroidal immunosuppressive (IS) agent be used initially in
conjunction with corticosteroids, be used alone, or be added to corticosteroids in
certain patients.

e Nonsteroidal IS agents for MG include azathioprine, cyclosporine, mycophenolate
mofetil, methotrexate, and tacrolimus.

o The effect of azathioprine is delayed by 4 to 8 months but can reverse symptoms in
most patients.

e Maximum improvement with cyclosporine is achieved 6 months or longer after starting
treatment.

e More than half of patients treated with cyclophosphamide become asymptomatic after
one year.

e Once treatment goals have been achieved and maintained for 6 months to 2 years, the IS
dose should be tapered slowly to the minimal effective amount.

e Vyvgart was studied in patients with an MG-Activities of Daily Living (MG-ADL) total
score of 5 or more and found greater improvement in MG-ADL score compared with
placebo.

o The European Academy of Neurology/Peripheral Nerve Society guideline for diagnosing
and treating CIDP highlights that diagnosis relies on a combination of clinical,
electrodiagnostic, and laboratory features, while excluding other disorders that may
mimic CIDP.

e The criteria for CIDP are most closely linked to electrodiagnostic detection of peripheral
nerve demyelination.

e The guideline strongly recommends first-line treatment with either corticosteroids or
immunoglobulin, with no preference for either treatment based on the level of evidence.

e For patients with contraindications to long-term high-dose corticosteroids, intravenous
immunoglobulin (IVIg) or subcutaneous immunoglobulin (SCIg) may be preferred.

e Additionally, for patients with motor CIDP, who may deteriorate with corticosteroids,
[VIg should be considered as the first-line treatment.

e Plasma exchange may be also an acceptable option for chronic treatment.

o I[fthe objective response is inadequate or the maintenance doses of the initial treatment
(IVIg, corticosteroids, or plasma exchange) result in significant sideeffects, the other
first-line treatment alternatives should be tried before considering combination
treatments.
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Adding an immunosuppressant or immunomodulatory drug may be considered, but
there is no sufficient evidence to recommend any particular drug.

If the firstline treatment is effective, continuation should be considered until the
maximum benefit has been achieved.

The guidelines do not mention Vyvgart Hytrulo.

Combination / Concomitant Use

Vyvgart Hytrulo (efgartigimod alfa and hyaluronidase-qvfc) is a combination of
efgartigimod alfa, a neonatal Fc receptor blocker, and hyaluronidase, an
endoglycosidase, indicated for and .

Vyvgart Hytrulo has not been studied and there is no data to support use in combination
with other medications used to treat MG or CIDP..

The European Academy of Neurology/Peripheral Nerve Society guideline for diagnosing
and treating CIDP highlights that diagnosis relies on a combination of clinical,
electrodiagnostic, and laboratory features, while excluding other disorders that may
mimic CIDP.

[f the objective response is inadequate or the maintenance doses of the initial treatment
(IVIg, corticosteroids, or plasma exchange) result in significant sideeffects, the other
first-line treatment alternatives should be tried before considering combination
treatments.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Yesafili (aflibercept-jbvf)
Indications

o the following eye conditions: neovascular (Wet) age-related macular degeneration
(AMD)

e macular edema following retinal vein occlusion (RVO)

e diabetic macular edema (DME)

e and diabetic retinopathy (DR)

Guideline & Evidence Highlights

e Ahzantive (aflibercept-mrbb) is a biosimilar to Eylea.

e Age-related macular degeneration (AMD) is a disorder of the macula characterized by
one or more of the following: presence of at least intermediate-size drusen (263 pm in
diameter), retinal pigment epithelium (RPE) abnormalities such as hypopigmentation
or hyperpigmentation, and presence of any of the following features: geographic
atrophy of the RPE, choroidal neovascularization ([CNV] exudative, wet), polypoidal
choroidal vasculopathy (PCV), reticular pseudodrusen, or retinal angiomatous
proliferation.

e Age-related macular degeneration is a leading cause of severe, irreversible vision
impairment in developed countries.

e The main risk factors for the development of advanced AMD are increasing age,
ethnicity (i.e., Caucasian) and family history.

o The Age-Related Macular Degeneration Preferred Practice Pattern Guideline supports
the use 169 | Medicare Part B PA/ST Summary of Evidence - January 2026 of
antioxidant vitamins and minerals for slowing the progression to later stages of AMD,
intravitreal injection of anti-VEGF agents, photodynamic therapy (PDT), and laser
photocoagulation surgery to treat neovascular AMD.

e The VEGF inhibitors have demonstrated improved visual and anatomic outcomes
compared with other therapies.

e Anti-VEGF therapies have become first-line therapy for treating and stabilizing most
cases of neovascular AMD and a Cochrane systematic review demonstrates the
effectiveness of these agents to maintain visual acuity.

e Guidelines recommend EyleaTM, Avastin®, VabysmoTM, or Lucentis for treatment.

e The guidelines have not been updated with Beovu®, Byooviz, and Susvimo.

e The FDA approval for FYB203/AHZANTIVE® is based on a thorough evaluation of our
comprehensive data package including analytical, pre-clinical, clinical and
manufacturing data.

e FYB203/AHZANTIVE® demonstrated comparable efficacy, safety, pharmacokinetics
and immunogenicity to the reference drug Eylea® in patients with Age-Related
Neovascular (wet) Macular Degeneration (nAMD).
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Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Yutiq (fluocinolone acetonide
Guideline & Evidence Highlights

e Yutiq (fluocinolone acetonide intravitreal implant) is approved for the treatment of
chronic non-infectious uveitis affecting the posterior segment of the eye.

o Uveitis is a group of eye diseases caused by inflammation (redness, swelling, pain, etc.)
inside the eye, which can lead to vision loss.

e Uveitis can result from infections, or non-infectious causes.

e Non-infectious uveitis can result from a disease somewhere else in the body.

e The uvea (middle layer of the eye) has many blood vessels.

e Ifthe immune system is fighting a problem in one area, the cells and chemicals it makes
can travel through the bloodstream and enter the eye, leading to inflammation.

e Acute uveitis lasts less than three months; chronic uveitis lasts longer than three
months.

e Chronic non-infectious uveitis is generally treated with steroids, applied near or inside
the eye, or other medicines, taken either by mouth or injection, to control the
inflammation.

e In 2 randomized studies, the proportion of patients who experienced a recurrence of
uveitis in the treated eye within 6 months was significantly lower with fluocinolone
acetonide intravitreal implant versus sham injection (recurrence rate, 18% vs 79% in
study 1 and 22% vs 54% in study 2).

e Within 12 months, the recurrence rate was 28% versus 86% in study 1 and 33% versus
60% in study 2 for active treatment compared with sham injection, respectively.

e Recurrence was defined as either deterioration in visual acuity, vitreous haze
attributable to non-infectious uveitis or need for rescue medications.

e A Cochrane Review of Corticosteroid implants for chronic non-infectious uveitis
included randomized controlled trials comparing either fluocinolone acetonide (FA) or
dexamethasone (DEX) intravitreal implants with standard-of-care therapy or sham
procedures, with at least six months of follow-up after treatment.

e Two trials compared corticosteroid implants with sham injection.

e One trial evaluated a short-acting implant (0.7 mg dexamethasone) that released
corticosteroid for approximately three months, while the other evaluated a long-acting
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implant (0.18 mg fluocinolone acetonide [FA]) that released corticosteroid for
approximately 36 months.

e Low-certainty evidence suggested that these corticosteroid implants were likely to
reduce the risk of uveitis recurrence and to improve best-corrected distance visual
acuity (BCVA) at the six-month primary time point compared with sham injection

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Ziextenzo (Pegfilgrastim-bmez)
Guideline & Evidence Highlights

o Hematopoietic growth factors are defined by their ability to promote proliferation and
differentiation of hematopoietic progenitors into mature blood cells.

e Colony-stimulating factors (CSFs) are hematopoietic growth factors that regulate the
growth and differentiation of cells towards the myeloid and erythroid lineages.

e Mpyeloid growth factors (MGFs), such as granulocyte colony-stimulating factors (G-CSF),
are primarily used to reduce the incidence of febrile neutropenia (FN) in patients with
non-myeloid malignancies receiving myelosuppressive chemotherapy.

e Per NCCN guidelines on Hemopoietic growth Factors, an FDA-approved biosimilar is an
appropriate substitute for filgrastim and pegfilgrastim.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Zusduri (mitomycin)
Guideline & Evidence Highlights

e Current treatment guidelines including the National Comprehensive Cancer Network
(NCCN) Guidelines support the use of mitomycin and do not favor one product over
another.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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Zymfentra (infliximab-dyyb)
Indications

e maintenance treatment of moderately to severe Crohn's disease (CD)
e Ulcerative Colitis (UC) in those who have completed induction therapy with an
intravenous infliximab product

Guideline & Evidence Highlights
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e Zymfentra is a tumor necrosis factor inhibitor (TNFi) currently indicated for
maintenance treatment of moderately to severe Crohn's disease (CD) and Ulcerative
Colitis (UC) in those who have completed induction therapy with an intravenous
infliximab product.

e Zymfentra is only available as a subcutaneous (SC) formulation.

e The 2018 American College of Gastroenterology (ACG) guidelines recommend biologics
including TNFi agents (infliximab, adalimumab, Enbrel) and interleukin (IL)-23
inhibitors (e.g., Skyrizi) in patients with an inadequate response to corticosteroids,
thiopurines, and methotrexate.

e (Guidelines do not favor one biologic over another for treatment of CD.

e Januskinase (JAK) inhibitors (e.g., Xeljanz, Rinvoq), otherwise known as targeted
synthetic diseasemodifying antirheumatic drugs (tsDMARDs), are small molecules that
can be taken orally.

o These agents disrupt cytokine signaling that leads to the inflammation cascade.

e Rinvoq was approved after the guidelines were published but was found safe and
effective in the management of CD during two clinical trials (U-EXCEL and U-EXCEED).

e Perthe 2020 American Gastroenterology Association guidelines, multiple agents
effectively maintain remission of UC, including thiopurines (azathioprine,
mercaptopurine) and biologics.

e Methotrexate is not recommended for induction or maintenance of remission in UC,
whereas biologics (including TNFis) do have support for use in these treatment areas.

e Guidelines do not favor one biologic over another for treatment of UC.

e Xeljanz is recommended as one of the many first-line options in the induction and
maintenance of UC remission.

e Rinvoq was also found to be safe and effective in the management of UC during two
clinical trials (U-ACHIEVE and U-ACCOMPLISH).

e Zymfentra has not been studied in combination with other biologic disease-modifying
agents, tsDMARDs, or PDE4 inhibitors (e.g., Otezla) due to an increased risk of infection
and increased immunosuppression.

e Assuch, use of Zymfentra in combination with other biologic agents, targeted synthetic
DMARDs, or Otezla is not recommended.

o The Food and Drug Administration (FDA) considers biosimilars to be highly similar with
no clinically meaningful differences to the biologic reference product.

e Biosimilars are considered safe and effective and provide an option to increase access to
lifesavings drugs at lower costs.

o The FDA and current treatment guidelines do not favor one product (biologic or
biosimilar) over another.

Combination / Concomitant Use

e Methotrexate is not recommended for induction or maintenance of remission in UC,
whereas biologics (including TNFis) do have support for use in these treatment areas.
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Zymfentra has not been studied in combination with other biologic disease-modifying
agents, tsDMARDs, or PDE4 inhibitors (e.g., Otezla) due to an increased risk of infection
and increased immunosuppression.

As such, use of Zymfentra in combination with other biologic agents, targeted synthetic
DMARDs, or Otezla is not recommended.

Step Therapy

Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support
high-quality, cost-effective care.
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	Structure Bookmarks
	1. Use of the drug for a Medically Accepted Indication – and – 
	1. Up to 1 year. Dose will be approved according to the FDA approved labeling or within accepted standards of medical practice.   
	1) Medical records supporting the request must be provided – AND –  
	1) Confirmation of diagnosis with appropriate testing.  
	1) Must first try and fail Attruby. 
	1) Must first try diflunisal and Wainua 
	1. Patient has anti-aquaporin-4 (AQP4) antibody positive disease - AND - 
	4. Patient has tried and failed (defined above) Enspryng - AND - 
	1. Baseline Myasthenia Gravis Activities of Daily Living (MG-ADL) score of 6 or more - AND 
	Rystiggo, or Zilbrysq. (Epysqli has not been studied and there is no data to support use in combination with other medications used to treat MG) - AND - 
	1. Shiga toxin-related HUS and Thrombotic Thrombocytopenia Purpura (TTP) must be ruled out - AND - 
	1. Must have diagnosis confirmed by flow cytometry – AND – 
	1. Medical records supporting the request must be provided, including documentation of prior therapies and responses to treatment. 
	1. Member must have a 3-month trial and inadequate response, intolerance, or contraindication to combination therapy with an inhaled corticosteroid and at least two of the following: long-acting beta[1]agonist (LABA), long acting muscarinic antagonist (LAMA), leukotriene receptor antagonist or an interleukin drug (montelukast, zafirlukast). 
	1. Up to 1 year. Dose will be approved according to the FDA approved labeling or within accepted standards of medical practice.   
	1. Medical records supporting the request must be provided; AND 
	a. Patient has tried and failed one generic prostaglandin eye drop such as latanoprost, bimatoprost, or travoprost - and - Durysta; OR 

	(1) Baseline Myasthenia Gravis Activities of Daily Living (MG-ADL) of at least 5 - AND - 
	1. Bleeding disorder that is not under adequate control (including a platelet count less than 50,000 or international normalized ratio [INR] greater than 1.5); 
	1. Member has a signed consent form and is enrolled in a CMS-approved registry. 
	1. Up to 1 year. Dose will be approved according to the FDA approved labeling or within accepted standards of medical practice.   
	1. Member meets one of the following regarding apolipoprotein E ε4 (ApoE ε4) status: 
	1. Bleeding disorder that is not under adequate control (including a platelet count less than 50,000 or international normalized ratio [INR] greater than 1.5); 
	1. Member has a signed consent form and is enrolled in a CMS-approved registry. 
	1. Up to 1 year. Dose will be approved according to the FDA approved labeling or within accepted standards of medical practice.   
	stabilization in score in any of the following measures (repeat of functional and cognitive assessment): 
	1. Member meets one of the following regarding apolipoprotein E ε4 (ApoE ε4) status: 
	1. Diagnosis of moderate-to-severe COPD defined as an FEV1 between 30-70% - AND - 
	1. Up to 1 year. Dose will be approved according to the FDA approved labeling or within accepted standards of medical practice.   
	(1) Baseline Myasthenia Gravis Activities of Daily Living (MG-ADL) of at least 5 - AND - 
	(1) Medical records supporting the request must be provided; AND 
	(a) a Generalized Pustular Psoriasis Physician Global Assessment (GPPPGA) total score of 3 or more; 

	1. Must have a baseline Myasthenia Gravis Activities of Daily Living (MG-ADL) of 6 or more; AND 
	1. Shiga toxin-related HUS and Thrombotic Thrombocytopenia Purpura (TTP) must be ruled out; AND 
	1. Must have diagnosis confirmed by flow cytometry; AND 
	5. For reauthorization: Must have documentation of improvement in PNH-related symptoms (e.g., fatigue, dyspnea) compared to baseline - AND - a sustained increase in hemoglobin levels, improvement in hemolysis, or reduced transfusions compared to baseline - AND - must not be used in combination with other complement drug therapy including Fabhalta, Soliris, Empaveli. 
	1. Patient has anti-aquaporin-4 (AQP4) antibody positive disease; AND 
	(1) Baseline Myasthenia Gravis Activities of Daily Living (MG-ADL) of at least 5 - AND - 
	(1) Baseline Myasthenia Gravis Activities of Daily Living (MG-ADL) of at least 5 - AND - 
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	Structure Bookmarks
	• multiple inflammatory conditions including rheumatoid arthritis (RA) 
	• Actemra (tocilizumab) is an interleukin-6 inhibitor (IL-6i) indicated for for multiple inflammatory conditions including rheumatoid arthritis (RA), giant cell arteritis, and juvenile idiopathic arthritis (JIA). 
	• Actemra has not been studied in combination with other bDMARDs (e.g., TNFs, interleukin receptor antagonists, etc) OR targeted synthetic DMARDs (Janus Kinase or JAK inhibitors) due to an increased risk of infection and increased immunosuppression. 
	1. Actemra [Package Insert]. South San Francisco, CA: Genentech USA, Inc.; 
	• the following eye conditions: neovascular (Wet) age-related macular degeneration (AMD) 
	• Ahzantive (aflibercept-mrbb) is a biosimilar to Eylea that may be used to treat the following eye conditions: neovascular (Wet) age-related macular degeneration (AMD), macular edema following retinal vein occlusion (RVO), diabetic macular edema (DME), and diabetic retinopathy (DR). 
	1. Ahzantive [Package Insert]. Ingelheim am Rhein, Germany: Midas Pharma GmbH. 
	• the routine prophylaxis to prevent or reduce frequency of bleeding episodes in adults 
	• Alhemo is an anti-tissue factor pathway inhibitor (anti-TFPI) product indicated for the routine prophylaxis to prevent or reduce frequency of bleeding episodes in adults and pediatric patients ≥ 12 years of age with hemophilia A (congenital Factor VIII deficiency) with or without Factor VIII inhibitors or hemophilia B (congenital Factor IX deficiency) with or without Factor IX inhibitors. 
	1. Alhemo® subcutaneous injection [prescribing information]. Plainsboro, NJ: Novo Nordisk;December 
	5. Available at:https://clinicaltrials.gov/study/NCT04082429 
	• the treatment of multiple cancers including a) metastatic colorectal cancer 
	• Alymsys (bevacizumab-maly) is biosimilar to Avastin® (bevacizumab). 
	1. Alymsys [Package Insert]. Bridgewater, NJ; Amneal Pharmaceuticals LLC.: 2022 
	• the treatment of the polyneuropathy of hereditary transthyretin-mediated amyloidosis (hATTR amyloidosis) in adults 
	• Amvuttra (vutrisiran) injection is a transthyretin-directed small interfering RNA indicated for the treatment of the polyneuropathy of hereditary transthyretin-mediated amyloidosis (hATTR amyloidosis) in adults. It is also indicated for the treatment of the cardiomyopathy of wild-type or hereditary transthyretin-mediated amyloidosis (ATTR-CM) in adults to reduce cardiovascular mortality, cardiovascular hospitalizations, and urgent heart failure visits. 
	1. Amvuttra (prescribing information). Cambridge, MA: Alnylam Pharmaceuticals, Inc.; 
	• Hematopoietic growth factors are defined by their ability to promote proliferation and differentiation of hematopoietic progenitors into mature blood cells. 
	1. Armlupeg [Package Insert]. Lake Zurich, IL; Fresenius Kabi, 
	• the treatment of multiple cancers including a) metastatic colorectal cancer 
	• Avastin (bevacizumab) is a vascular endothelial growth factor inhibitor indicated for the treatment of multiple cancers including a) metastatic colorectal cancer, in combination with intravenous fluorouracil-based chemotherapy for first- or second-line treatment; b) metastatic colorectal cancer, in combination with fluoropyrimidine-irinotecan- or fluoropyrimidine oxaliplatin-based chemotherapy for second-line treatment in patients who have progressed on a first-line bevacizumab product-containing regimen;
	1. Centers for Medicare & Medicaid Services Medicare Coverage Database. Local Coverage Determination (LCD) 
	• several conditions including Crohn's Disease (CD) 
	• Avsola is an infliximab biosimilar. 
	• Methotrexate is not recommended for induction or maintenance of remission in UC, whereas biologic agents do have support for use in these treatment areas. 
	1. Avsola[Package Insert]. Lake Forest, IL; Hospira.: 2016 
	• multiple inflammatory conditions including rheumatoid arthritis (RA) 
	• Avtozma (tocilizumab-anoh) is an interleukin-6 inhibitor (IL-6i) indicated for multiple inflammatory conditions including rheumatoid arthritis (RA), giant cell arteritis, and juvenile idiopathic arthritis (JIA).  
	• Actemra has not been studied in combination with other bDMARDs (e.g., TNFs, interleukin receptor antagonists, etc) OR targeted synthetic DMARDs (Janus Kinase or JAK inhibitors) due to an increased risk of infection and increased immunosuppression. 
	1. Avtozma [Package Insert]. Jersey City, NJ: Celltrion.; 
	5. Retrieved from https://www.cms.gov/newsroom/factsheets/medicare-advantage-prior-authorization-and-step-therapy-part-b-drugs. 
	• Axtle is a pemetrexed injection. 
	1. Axtle [Package Insert]. Avyxa Pharma.: 2025 
	• Beizray is a docetaxel injection. 
	1. Beizray [Package Insert]. Pennington, NJ; Zydus.: 1996 
	• Brolucizumab sold under trade name Beovu among others, is a humanized single-chain antibody fragment for the treatment of neovascular (wet) age-related macular degeneration (AMD). 
	1. Beovu [Package Insert]. East Hanover NJ; Novastis.: 2024 
	• Bkemv is a biosimilar to Soliris and was granted the FDA’s interchangeability designation, which allows it to be used in place of the branded reference product without needing to change the prescription. 
	1. Soliris [prescribing information]. Boston, MA: Alexion Pharmaceuticals, Inc.; March 
	• Current treatment guidelines including the National Comprehensive Cancer Network (NCCN) Guidelines support the use of bortezomib and do not favor one product over another. 
	1. Centers for Medicare & Medicaid Services. Medicare Advantage Prior Authorization and Step Therapy for Part B Drugs. August 7, 
	3. Centers for Medicare & Medicaid Services. (2018, August 7). Prior Authorization and Step Therapy for Part B Drugs in Medicare Advantage [Memorandum]. Retrieved from https://www.cms.gov/Medicare/Health-Plans/HealthPlansGenInfo/Downloads/MA_Step_Therapy_HPMS_Memo_8_7_2018.pdf 
	• Current treatment guidelines including the National Comprehensive Cancer Network (NCCN) Guidelines support the use of leuprolide and do not favor one product over another. 
	1. Centers for Medicare & Medicaid Services. Medicare Advantage Prior Authorization and Step Therapy for Part B Drugs. August 7, 
	• conditions including Plaque Psoriasis (PsO) 
	• Cosentyx is an interleukin-17 (IL-17) receptor A antagonist indicated for conditions including Plaque Psoriasis (PsO), Psoriatic Arthritis (PsA), Rheumatoid Arthritis (RA), and Ankylosing Spondylitis (AS). 
	• There is limited data on the concurrent use of Cosentyx with other biologic agents, targeted synthetic DMARDs (JAK inhibitors), and PDE4 inhibitors (Otezla). 
	1. COSENTYX [prescribing information]. East Hanover, New Jersey: Novartis 
	• Docivyx is a docetaxel injection. 
	1. Docivyx [Package Insert]. Orlando, FL; Ingenus.: 1996 
	• open-angle glaucoma or ocular hypertension patients 
	• Glaucoma is a leading cause of blindness and is impacted by elevated intraocular pressure (IOP). 
	1. Durysta [Package Insert]. Madison, NJ; Allergan USA, INC.: 2020 
	• Ulcerative Colitis (UC) 
	• Entyvio is an integrin receptor antagonist indicated for Ulcerative Colitis (UC) and Crohn’s Disease (CD).  
	• Methotrexate is not recommended for induction or maintenance of remission in UC, whereas biologic agents do have support for use in these treatment areas. 
	1. Entyvio [Package Insert]. Lexington, MA; Takeda Pharmaceuticals U.S.A. Inc: 2022 
	• the following eye conditions: neovascular (Wet) age-related macular degeneration (AMD) 
	• Enzeevu (aflibercept-abzv) is a biosimilar to Eylea that may be used to treat the following eye conditions: neovascular (Wet) age-related macular degeneration (AMD), macular edema following retinal vein occlusion (RVO), diabetic macular edema (DME), and diabetic retinopathy (DR). 
	1. Enzeevu [Package Insert]. Princeton, NJ: Sandoz. 2024 
	• Epysqli is a biosimilar to Soliris and was granted the FDA’s interchangeability designation, which allows it to be used in place of the branded reference product without needing to change the prescription. 
	1. Soliris [prescribing information]. Boston, MA: Alexion Pharmaceuticals, Inc.; March 
	5. Kaplan BS, Ruebner RL, Spinale JM, et al. Current treatment of atypical hemolytic uremic syndrome. Intractable Rare Dis Res. 2014 May; 3 (2): 34 – 45 
	• the treatment of osteoporosis in postmenopausal women at high risk for fracture 
	• Evenity (romosozumab-aqqg) is a humanized IgG2 monoclonal antibody and sclerostin inhibitor indicated for the treatment of osteoporosis in postmenopausal women 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.  
	1. Camacho PM, Petak SM, Binkley N, et al. American Association of Clinical Endocrinologists/American College of Endocrinology Clinical Practice Guidelines for the Diagnosis and Treatment of Postmenopausal Osteoporosis-2020 Update. Endocrine practice: official journal of the American College of Endocrinology and the American Association of Clinical Endocrinologists. 2020;26:1-46. DOI: 
	• Evkeeza is an angiopoietin-like 3 (ANGPTL3) inhibitor indicated as an adjunct to other low-density lipoprotein-cholesterol (LDL-C) lowering therapies for the treatment of adult and pediatric patients, aged 1 year and older, with homozygous familial hypercholesterolemia (HoFH). 
	• However, Repatha is approved by the FDA for use in pediatric patients 10 years of age and older with HoFH in combination with diet and other LDL-C lowering therapies. 
	1. Evkeeza [Package Insert]. Tarrytown, NY; Regeneron Pharmaceuticals, Inc.: 2025 
	• Exdensur, an interleukin (IL)-5 antagonist monoclonal antibody, is indicated for the addon maintenance treatment of patients ≥ 12 years of age with severe asthma who have an eosinophilic phenotype.) 
	• Asthma is a common heterogenous disease, usually characterized by chronic airway inflammation. According to the Global Initiative for Asthma (GINA), “asthma is defined by the history of respiratory symptoms such as wheeze, shortness of breath, chest tightness, and cough that vary over time and in intensity, together with variable expiratory airflow” (GINA, 2025). According to the Centers for Disease Control and Prevention (CDC), the estimated U.S. prevalence of asthma is 8.2%, or about 26.8 million people
	• the following eye conditions: neovascular (Wet) age-related macular degeneration (AMD) 
	• Eydenzelt (aflibercept-boav) is a biosimilar to Eylea that may be used to treat the following eye conditions: neovascular (Wet) age-related macular degeneration (AMD), macular edema following retinal vein occlusion (RVO), diabetic macular edema (DME), and diabetic retinopathy (DR). 
	1. Eydenzelt [Package Insert]. Jersey City, NJ. Celltrion. 2025. 
	• the following eye conditions: neovascular (Wet) age-related macular degeneration (AMD) 
	• Eylea HD is used to treat the following eye conditions: neovascular (Wet) age-related macular degeneration (AMD), macular edema following retinal vein occlusion (RVO), diabetic macular edema (DME), and diabetic retinopathy (DR). 
	1. Eylea [Package Insert]. Tarrytown, NJ; Regeneron, 2025 
	• the following eye conditions: neovascular (Wet) age-related macular degeneration (AMD) 
	• Eylea HD is used to treat the following eye conditions: neovascular (Wet) age-related macular degeneration (AMD), macular edema following retinal vein occlusion (RVO), diabetic macular edema (DME), and diabetic retinopathy (DR). 
	1. Eylea HD [Package Insert]. Tarrytown, NJ; Regeneron, 2025 
	• Hematopoietic growth factors are defined by their ability to promote proliferation and differentiation of hematopoietic progenitors into mature blood cells. 
	1. Fulphila [Package Insert]. Morgantown, WV; Mylan, 2025 
	4. Available at: https://www.nccn.org/professionals/physician_gls/pdf/growthfactors.pdf. Accessed on May 20, 2024 
	• Hematopoietic growth factors are defined by their ability to promote proliferation and differentiation of hematopoietic progenitors into mature blood cells. 
	1. Fylnetra [Package Insert]. Piscataway, NJ; Kashiv Biosciences, LLC: 2022 
	• Herceptin (trastuzumab) is the reference product for multiple trastuzumab biosimilars. 
	1. Herceptin Hyclecta[Package Insert]. South San Francisco, CA; Genentech, Inc.: 2010 
	• Herceptin (trastuzumab) is the reference product for multiple trastuzumab biosimilars. 
	1. Hercessi[Package Insert]. Raleigh, NC; Accord BioPharma.: 2024 
	5. Retrieved from https://www.cms.gov/newsroom/factsheets/medicare-advantage-prior-authorization-and-step-therapy-part-b-drugs. 
	• Herceptin (trastuzumab) is the reference product for multiple trastuzumab biosimilars. 
	1. Herzuma [Package Insert]. Yeonsu-gu, Incheon; Celltrion, Inc.: 2019 
	• the routine prophylaxis to prevent or reduce frequency of bleeding episodes in adults 
	• Hympavzi is an anti-tissue factor pathway inhibitor (anti-TFPI) product indicated for the routine prophylaxis to prevent or reduce frequency of bleeding episodes in adults and pediatric patients ≥ 12 years of age with hemophilia A (congenital Factor VIII deficiency) without Factor VIII inhibitors or hemophilia B (congenital Factor IX deficiency) without Factor IX inhibitors. 
	1. Hympavzi™ subcutaneous injection [prescribing information]. New York, NY: Pfizer; October 
	• open-angle glaucoma or ocular hypertension patients 
	• Glaucoma is a leading cause of blindness and is impacted by elevated intraocular pressure (IOP). iDose TR (travoprost intracameral implant) is indicated for , and . 
	1. IDOSE TR (travoprost implant) 
	• Plaque Psoriasis (PsO) 
	• Ilumya is an interleukin-23 (IL-23) antagonist indicated for Plaque Psoriasis (PsO).  
	• Ilumya has not been studied in combination with other biologic agents, Otezla, or JAK inhibitors due to an increased risk of infection and increased immunosuppression. 
	1. Ilumya [Package Insert]. Whitehouse Station, NJ; Merck & CO., Inc.: 2018 
	• the treatment of diabetic macular edema in patients who have been previously treated with a course of corticosteroids 
	• Illuvien (fluocinolone acetonide intravitreal implant) contains a corticosteroid and is indicated for the treatment of diabetic macular edema in patients who have been previously treated with a course of corticosteroids and did not have a clinically significant rise in intraocular pressure.  
	1. several studies that have evaluated the use of intravitreal administration of short- and long-acting corticosteroids for the treatment of DME. Topical corticosteroids and periocular steroid injection demonstrated no significant benefit. The role of intravitreal triamcinolone acetonide was compared with focal laser photocoagulation surgery. Retinal thickness at 4 months, yet by 24 months, in patients randomized to focal/grid laser photocoagulation surgery had better mean visual acuity. A subsequent study 
	• treatment of generalized myasthenia gravis in adult 
	• Imaavy is a neonatal fragment crystallizable receptor blocker indicated for treatment of generalized myasthenia gravis in adult and pediatric patients ages 12 and up who are antiacetylcholine receptor (AChR) or anti-muscle-specific tyrosine kinase (MuSK) antibody positive (Ab+).  
	1. Imaavy (nipocalimab-aahu) 
	• Current treatment guidelines including the National Comprehensive Cancer Network (NCCN) Guidelines support the use of gemcitabine and do not favor one product over another. 
	1. Centers for Medicare & Medicaid Services. Medicare Advantage Prior Authorization and Step Therapy for Part B Drugs. August 7, 
	• several conditions including Crohn's Disease (CD) 
	• Ixifix is an infliximab biosimilar. 
	• Methotrexate is not recommended for induction or maintenance of remission in UC, whereas biologic agents do have support for use in these treatment areas. 
	1. Ixifix [Package Insert]. New York, NY; Pfizer: 2017 
	6. Singh JA, et al. 2018 American College of Rheumatology/National Psoriasis Foundation Guideline for the Treatment of Psoriatic Arthritis. Arthritis Rheumatol. 2019 Jan; 71 (1): 5-32. 
	• the treatment of geographic atrophy (GA) secondary to age-related macular degeneration (AMD) 
	• Izervay (avacincaptad pegol) is a complement inhibitor indicated for the treatment of geographic atrophy (GA) secondary to age-related macular degeneration (AMD). Currently, there are no compendia supported uses for this therapy outside the FDA-indication(s).  
	• At this time, Izervay has not been studied and there is no data to support use in combination with other medications used to treat GA such as Syfovre. 
	1. Izervay [Package Insert]. Parsippany, NJ: IVERIC bio, Inc.; August 2023 
	• the treatment of multiple cancers including a) metastatic colorectal cancer 
	• Jobevne (bevacizumab-nwgd) is biosimilar to Avastin® (bevacizumab). 
	• Bevacizumab is a vascular endothelial growth factor inhibitor indicated for , ; b) metastatic colorectal cancer, in combination with fluoropyrimidine-irinotecan- or fluoropyrimidine oxaliplatin-based chemotherapy for second-line treatment in patients who have progressed on a first-line bevacizumab product-containing regimen; c) unresectable, locally advanced, recurrent or metastatic non-squamous non-small cell lung cancer, in combination with carboplatin and paclitaxel for first-line treatment; d) recurre
	1. Jobevne [Package Insert]. Cambridge, MA; Biocon Biologics Inc: 2025 
	• the treatment of Alzheimer’s disease 
	• Kisunla is indicated for indicated for the treatment of Alzheimer’s disease. It was studied in patients with confirmed presence of amyloid pathology and mild cognitive impairment (MCI) or mild dementia stage of disease, consistent with Stage 3 and Stage 4 Alzheimer’s disease. 
	1. Centers for Medicare & Medicaid Services Medicare Coverage Database. National Coverage Determination (NCD) 
	3. Kisunla [Package Insert]. Indianapolis, IN; Eli Lilly and Company: 2024 
	• Kyxata (carboplatin) is a platinum-based drug indicated in adults as part of a combination regimen, for the initial treatment of advanced ovarian carcinoma, or as a single-agent for the treatment of ovarian carcinoma recurrent after prior chemotherapy. 
	• Kyxata (carboplatin) is a platinum-based drug indicated in adults as part of a combination regimen, for the initial treatment of advanced ovarian carcinoma, or as a single-agent for the treatment of ovarian carcinoma recurrent after prior chemotherapy. 
	1. Kyxata [Package Insert]. New Jersey, NJ; Avyxa 2003 
	• the treatment of Alzheimer’s disease 
	• Leqembi (lecanemab-irmb) is indicated for the treatment of Alzheimer’s disease.  
	1. Centers for Medicare & Medicaid Services Medicare Coverage Database. National Coverage Determination (NCD) 
	• the treatment of Alzheimer’s disease 
	• Leqembi (lecanemab-irmb) is indicated for the treatment of Alzheimer’s disease.  
	1. Leqvio [Package Insert]. East Hanover, NJ; Novartis Pharmaceuticals Corporation: 2023 
	8. Retrieved from https://www.cms.gov/newsroom/fact-sheets/medicare-advantage-prior-authorization-and-step-therapy-part-b-drug 
	• these conditions 
	• Margenza (margetuximab-cmkb) is a receptor antagonist that targets HER2 receptors on tumor cells that overexpress the protein, preventing further cell growth, ultimately leading to programmed cell death. 
	1. Margenza [Package Insert]. Rockville, MD; MacroGenics, Inc.: 2020 
	7. Centers for Medicare & Medicaid Services. Local Coverage Determination (LCD) 
	• Herceptin (trastuzumab) is the reference product for multiple trastuzumab biosimilars. 
	1. Ogivri [Package Insert]. Zurich, Switzerland, Mylan: 2017 
	• the maintenance treatment of Chronic Obstructive Pulmonary Disease (COPD) 
	• Ohtuvayre is a nebulized phosphodiesterase inhibitor (PDE3/PDE4) indicated for the maintenance treatment of Chronic Obstructive Pulmonary Disease (COPD). Roflumilast is another phosphodiesterase inhibitor (PDE4). The safety and efficacy of using Ohtuvayre and roflumilast together has not been established.  
	1. Ohtuvayre [Package Insert]. Raleigh, NC; Verona Pharma, Inc: 2024 
	• the treatment of moderately to severely active ulcerative colitis in adults 
	• Omvoh (mirkizumab-mrkz) is an interleukin-23 antagonist indicated for the treatment of moderately to severely active ulcerative colitis in adults. 
	• Omvoh has not been studied in combination with other biologic disease-modifying agents (tumor necrosis factor inhibitors, interleukin receptor antagonists, etc), targeted synthetic DMARDs (JAK inhibitors), or PDE4 inhibitors (Otezla) due to an increased risk of infection and increased immunosuppression. 
	1. Omvoh™ intravenous infusion and subcutaneous injection [prescribing information]. Indianapolis, IN: EliLilly; October 2023 
	6. L37205: Chemotherapy Drugs and their Adjuncts. 
	• Herceptin (trastuzumab) is the reference product for multiple trastuzumab biosimilars. 
	1. Ontruzant [Package Insert]. Whitehouse Station, NJ. Merck: 2019 
	• Current treatment guidelines including the National Comprehensive Cancer Network (NCCN) Guidelines support the use of Opdivo Qvantig over Opdivo and do not favor one product over another. 
	1. Centers for Medicare & Medicaid Services. Medicare Advantage Prior Authorization and Step Therapy for Part B Drugs. August 7, 
	• Papzimeos is a gene-based therapeutic vaccine, non-replicating adenoviral vector-based immunotherapy that is designed to express a fusion antigen of selected regions from HPV proteins expressed in HPV 6 and 11. 
	1. Papzimeos [Package Insert]. Germantown, MD: Precigen, Inc.; 2025 
	• the following eye conditions: neovascular (Wet) age-related macular degeneration (AMD) 
	• Pavblu (aflibercept-ayyh) is a biosimilar to Eylea that may be used to treat the following eye conditions: neovascular (Wet) age-related macular degeneration (AMD), macular edema following retinal vein occlusion (RVO), diabetic macular edema (DME), and diabetic retinopathy (DR). 
	2. Pavblu [Package Insert]. Ingelheim am Rhein, Germany: Midas Pharma GmbH. 
	• Pemfexy is a pemetrexed injection. 
	1. Pemfexy [Package Insert]. Woodcliff Lake, NJ; Eagle Pharmaceuticals, Inc.: 2020 
	• Pemrydi RTU is a pemetrexed product. 
	1. Pemrydi Rtu [Package Insert]. Bridgewater, NJ; Amneal Pharmaceuticals: 2004 
	3. Centers for Medicare & Medicaid Services. Medicare Advantage Prior Authorization and Step Therapy for Part B Drugs. August 7, 
	• Phesgo is a prescription medicine that combines pertuzumab and trastuzumab into a single injection under the skin. 
	• Note: Perjeta (pertuzumab) is also available as a separate therapy to be used in combination with trastuzumab. 
	1. Phesgo [Package Insert]. South San Francisco, CA; Genentech, Inc.: 2020 
	7. Centers for Medicare & Medicaid Services. (2018, August 7). Prior Authorization and Step Therapy for Part B Drugs in Medicare Advantage [Memorandum]. Retrieved from https://www.cms.gov/Medicare/Health-Plans/HealthPlansGenInfo/Downloads/MA_Step_Therapy_HPMS_Memo_8_7_2018.pdf 
	• Posfrea is a serotonin-3 (5-HT3) receptor antagonist used to prevent acute and delayed nausea and vomiting caused by chemotherapy or surgery 
	1. Phesgo [Package Insert]. New Jersey, Avyxa. 2024 
	• use in adults for the management of moderate-to-severe pain 
	• Qamzova (meloxicam) is an NSAID and is indicated for use in adults for the management of moderate-to-severe pain, alone or in combination with non-NSAID analgesics. 
	1. Phesgo [Package Insert]. South San Francisco, CA; Genentech, Inc.: 2020 
	• Qfitlia is the first antithrombin (AT)-directed small interfering ribonucleic acid (siRNA) approved for hemophilia. 
	1. Qfitlia [prescribing information]. Cambridge, MA: Sanofi, Inc.; 2025 
	7. Available at: https://www.cdc.gov/hemophilia/testing/index.html. 
	• several conditions including Crohn's Disease (CD) 
	• Remicade (infliximab) is a tumor necrosis factor inhibitor (TNFi) indicated for several conditions including Crohn's Disease (CD), Ulcerative Colitis (UC), fistulizing CD, Rheumatoid Arthritis (RA), active ankylosing spondylitis (AS), psoriatic arthritis (PsA), and plaque psoriasis (PsO).  
	• Methotrexate is not recommended for induction or maintenance of remission in UC, whereas biologic agents do have support for use in these treatment areas. 
	1. Remicade (infliximab) 
	• the treatment of chronic non-infectious uveitis affecting the posterior segment of the eye 
	• Retisert (fluocinolone acetonide intravitreal implant) is indicated for the treatment of chronic non-infectious uveitis affecting the posterior segment of the eye.  
	1. Retisert [Package Insert]. Waterford, Ireland; Bausch & Lomb Incorporated Callanan DG, Jaffe GJ, Martin DF, et al. Treatment of posterior uveitis with a fluocinolone acetonide implant: threeyear clinical trial results. Arch Ophthalmol 2008; 126(9):1191-1201. 
	• Riabni is an rituximab biosimilar. 
	1. Centers for Medicare & Medicaid Services. Local Coverage Determination (LCD) 
	• Rituxan (rituximab) is a monoclonal antibody that induces apoptosis in DHL 4 human B cell lymphoma cells and inhibits rheumatoid factor production, antigen presentation, T-cell activation and proinflammatory cytokine production in rheumatoid arthritis. 
	1. Centers for Medicare & Medicaid Services. Local Coverage Determination (LCD) 
	2. L37205: Chemotherapy Drugs and their Adjuncts. 
	• Rituxan Hycela (rituximab/hyaluronidase) is a monoclonal antibody that induces apoptosis in DHL 4 human B cell lymphoma cells and inhibits rheumatoid factor production, antigen presentation, T-cell activation and proinflammatory cytokine production in rheumatoid arthritis. 
	1. Centers for Medicare & Medicaid Services. Local Coverage Determination (LCD) 
	• Hematopoietic growth factors are defined by their ability to promote proliferation and differentiation of hematopoietic progenitors into mature blood cells. 
	1. Rolvedon [Package Insert]. Irvine, CA; Spectrum Pharmaceuticals, Inc.: 2022 
	• the treatment of generalized myasthenia gravis (gMG) in adult patients who are anti-acetylcholine receptor (AChR-Ab+) or anti-muscle-specific tyrosine kinase (MuSK) antibody positive 
	• Rystiggo (rozanolixizumab-noli) is a neonatal Fc receptor blocker indicated for the treatment of generalized myasthenia gravis (gMG) in adult patients who are anti-acetylcholine receptor (AChR-Ab+) or anti-muscle-specific tyrosine kinase (MuSK) antibody positive. 
	• Rystiggo has not been studied and there is no data to support use in combination with other medications used to treat MG. 
	1. Rystiggo [Package Insert]. Smyrna, GA; UCB, Inc.: 2023 
	• Hematopoietic growth factors are defined by their ability to promote proliferation and differentiation of hematopoietic progenitors into mature blood cells. 
	1. Ryzneuta [Package Insert]. East Windsor, NJ; Acrotech Biopharma. 2023. 
	• several inflammatory conditions including Ulcerative Colitis (UC) 
	• Simponi Aria is a tumor necrosis factor inhibitor (TNFi) indicated for several inflammatory conditions including Ulcerative Colitis (UC), Rheumatoid Arthritis (RA), ankylosing spondylitis (AS), and psoriatic arthritis (PsA).  
	• Methotrexate is not recommended for induction or maintenance of remission in UC, whereas biologic agents do have support for use in these treatment areas. 
	1. Simponi Aria [Package Insert]. Horshman, PA; Janssen Biotech, Inc.: 2020 
	6. Centers for Medicare & Medicaid Services. Medicare Advantage Prior Authorization and Step Therapy for Part B Drugs. August 7, 
	• multiple inflammatory conditions including moderate to severe active Crohn’s disease (CD) 
	• Skyrizi (risankizumab-rzaa) is an IL-23 antagonist indicated for multiple inflammatory conditions including moderate to severe active Crohn’s disease (CD) and moderate to severely active ulcerative colitis (UC).  
	• Skyrizi has not been studied in combination with other biologic disease-modifying agents (e.g., TNF inhibitors, interleukin receptor antagonists), targeted synthetic disease modifying antirheumatic drugs or DMARDs (JAK inhibitors), or phosphodiesterase-4 (PDE4) inhibitors (Otezla) due to an increased risk of infection and increased immunosuppression. 
	• Skyrizi [Package Insert]. 
	• the treatment of multiple indications involving the complement system including neuromyelitis optica spectrum disorder (NMOSD) 
	• Soliris (eculizumab) is a complement inhibitor indicated for the treatment of multiple indications involving the complement system including neuromyelitis optica spectrum disorder (NMOSD), generalized myasthenia gravis (gMG) in patients who are anti-acetylcholine receptor antibody positive (AChR-Ab+), atypical hemolytic uremic syndrome (aHUS), and paroxysmal nocturnal hemoglobinuria (PNH).  
	• Soliris has not been studied and there is no data to support use in combination with certain other medications used for NMOSD, MG, aHUS, or PHN (except danicopan). 
	1. Borowitz MJ, Craig FE, DiGiuseppe JA, et al. Guidelines for the diagnosis and monitoring of paroxysmal nocturnal hemoglobinuria and related disorders by flow cytometry. Cytometry Part B (Clinical Cytometry). 2010; 78B: 211 – 
	12. 1111/j.1468- 
	• Current treatment guidelines including the National Comprehensive Cancer Network (NCCN) Guidelines support the use of lanreotide and do not favor one product over another. 
	1. Centers for Medicare & Medicaid Services. Medicare Advantage Prior Authorization and Step Therapy for Part B Drugs. August 7, 
	• There are various types of psoriasis including plaque, pustular, guttate, inverse and erythrodermic. 
	1. Spevigo [Package Insert]. Ridgefield, CT; Boehringer Ingelheim Pharmaceuticals, Inc.: 
	• Spravato is a non-competitive N-methyl D-aspartate (NMDA) receptor antagonist approved for its role in certain depression indications, including treatment-resistant depression and major depressive disorder with acute suicidal ideation. 
	1. Spravato [Package Insert]. Lakewood, NJ; Renaissance Lakewood LLC: 2019 
	• Hematopoietic growth factors are defined by their ability to promote proliferation and differentiation of hematopoietic progenitors into mature blood cells. 
	1. Stimufend [Package Insert]. Lake Zurich, IL; Fresenius Kabi, 2022 
	• ocular implant, a vascular endothelial growth factor (VEGF) 
	• abnormalities such as hypopigmentation or hyperpigmentation, and presence of any of the following features: geographic atrophy of the RPE, choroidal neovascularization ([CNV] exudative, wet), polypoidal choroidal vasculopathy (PCV), reticular pseudodrusen, or retinal angiomatous proliferation. Age-related macular degeneration is a leading cause of severe, irreversible vision impairment in developed countries. The main risk factors for the development of advanced AMD are increasing age, ethnicity (i.e., Ca
	• Applied to certain Part B drugs, biologics, and biosimilars per CMS guidance to support high-quality, cost-effective care. 
	1. Susvimo [Package Insert]. South San Francisco, CA; Genentech, Inc.: 2021 
	3. Clinicaltrials.gov. A Phase III Study to Evaluate the Port Delivery System With Ranibizumab Compared With Monthly Ranibizumab Injections in Participants With Wet Age-Related Macular Degeneration (Archway) 
	• the treatment of Thyroid Eye Disease (TED) 
	• Tepezza (teprotumumab-trbw) for injection is an insulin-like growth factor-1 receptor inhibitor indicated for the treatment of Thyroid Eye Disease (TED).  
	• The 2021 European Group on Graves’ orbitopathy (EUGOGO) clinical practice guidelines 171 | Medicare Part B PA/ST Summary of Evidence – January 2026 for the medical management of Graves’ orbitopathy recommend a combination of i.v. methylprednisolone and mycophenolate sodium (or mofetil) as first-line treatment for moderate-to-severe and active GO with the optimal regimen being a cumulative dose of 4.5 g of i.v. methylprednisolone given in 12 weekly infusions (six infusions of 0.5 g, followed by six infusio
	1. Tepezza [Package Insert]. Dublin, Ireland; Horizon Therapeutics Ireland DAC: 2020 
	• multiple inflammatory conditions including rheumatoid arthritis (RA) 
	• Tofidence (tocilizumab-anoh) is an interleukin-6 inhibitor (IL-6i) indicated for multiple inflammatory conditions including rheumatoid arthritis (RA), giant cell arteritis, and juvenile idiopathic arthritis (JIA).  
	• Actemra has not been studied in combination with other bDMARDs (e.g., TNFs, interleukin receptor antagonists, etc) OR targeted synthetic DMARDs (Janus Kinase or JAK inhibitors) due to an increased risk of infection and increased immunosuppression. 
	1. Tofidence [Package Insert]. Cambridge, MA; Biogen MA Inc: 
	• Tremfya is an interleukin-23 (IL-23) inhibitor and is available in both a subcutaneous (SC) injection and an intravenous (IV) infusion. • The IV formulation is currently indicated for the induction phase of ulcerative colitis treatment in adults. 
	• There is limited data on the concurrent use of Tremfya with other biologic agents, targeted synthetic DMARDs (e.g., JAK inhibitors), and phosphodiesterase-4 (PDE4) inhibitors (Otezla) Given the absence of strong clinical evidence and the potential for increased infection risk, it is not recommended to use Tremfya in combination with these agents. 
	1. Tremfya (guselkumab) 
	• multiple inflammatory conditions including rheumatoid arthritis (RA) 
	• Tyenne (tocilizumab-anoh) is an interleukin-6 inhibitor (IL-6i) indicated for multiple inflammatory conditions including rheumatoid arthritis (RA), giant cell arteritis, and juvenile idiopathic arthritis (JIA). It is available in both an intravenous (IV) and subcutaneous (SC) formulation, and indications may vary based on formulation. 
	• Actemra has not been studied in combination with other bDMARDs (e.g., TNFs, interleukin receptor antagonists, etc) OR targeted synthetic DMARDs (Janus Kinase or JAK inhibitors) due to an increased risk of infection and increased immunosuppression. 
	1. Tyenne [Package Insert]. Lake Zurich, IL; Fresenius Kabi USA LLC: 
	• the treatment of multiple indications involving the complement system including neuromyelitis optica spectrum disorder (NMOSD) in patients who are anti-aquaporin-4 (AQP4) antibody positive 
	• Ultomiris (ravulizumab) is a complement inhibitor indicated for the treatment of multiple indications involving the complement system including neuromyelitis optica spectrum disorder (NMOSD) in patients who are anti-aquaporin-4 (AQP4) antibody positive, generalized myasthenia gravis (gMG) in patients who are anti-acetylcholine receptor antibody-positive (AChR-Ab+), atypical hemolytic uremic syndrome (aHUS) and paroxysmal nocturnal hemoglobinuria (PNH).  
	• Ultomiris has not been studied and there is no data to support use in combination with Soliris, Uplizna, Enspryng, Vyvgart, Rystiggo, Zilbrysq and similar therapies for these conditions. 
	7. Ultomiris [Package Insert]. Boston, MA; Alexion Pharmaceuticals, Inc.: 2018 
	• Current treatment guidelines including the National Comprehensive Cancer Network (NCCN) Guidelines support the use of leuprolide and do not favor one product over another. 
	12. Centers for Medicare & Medicaid Services. Medicare Advantage Prior Authorization and Step Therapy for Part B Drugs. August 7, 13. Retrieved from https://www.cms.gov/newsroom/fact-sheets/medicare-advantage-prior-authorization-and-step-therapy-part-b-drug 
	• the following eye conditions: neovascular (Wet) age-related macular degeneration (AMD) 
	• Vabsymo is used to treat the following eye conditions: neovascular (Wet) age-related macular degeneration (AMD), macular edema following retinal vein occlusion (RVO), diabetic macular edema (DME), and diabetic retinopathy (DR). 
	1. Vabysmo [Package Insert]. San Francisco, CA; Genentech, 2022 
	• the treatment of multiple cancers including a) metastatic colorectal cancer 
	• Vegzelma (bevacizumab-adcd) is biosimilar to Avastin® (bevacizumab). 
	• Bevacizumab is a vascular endothelial growth factor inhibitor indicated for , ; b) metastatic colorectal cancer, in combination with fluoropyrimidine-irinotecan- or luoropyrimidine oxaliplatin-based chemotherapy for second-line treatment in patients who have progressed on a first-line bevacizumab product-containing regimen; c) Unresectable, locally advanced, recurrent or metastatic non-squamous non-small cell lung cancer, in combination with carboplatin and paclitaxel for first-line treatment; d) recurren
	1. Vegzelma [Package Insert]. Incheon, Korea; Celltrion, Inc.: 2022 
	• the treatment of motor fluctuations in adults with advanced Parkinson’s disease (PD) 
	• Vyalev (foscarbidopa and foslevodopa) injection is a combination of prodrugs foscarbidopa and foslevodopa and is indicated for the treatment of motor fluctuations in adults with advanced Parkinson’s disease (PD).  
	• Vyalev (foscarbidopa and foslevodopa) injection is a combination of prodrugs foscarbidopa and foslevodopa and is indicated for . 
	1. VYALEV™ [prescribing information]. North Chicago, IL: AbbVie Inc.; October 2024 
	• the preventive treatment of migraine in adults 
	• Vyepti (eptinezumab-jjmr) is indicated for the preventive treatment of migraine in adults.  • It is a humanized monoclonal antibody (mAb) that binds to calcitonin gene-related peptide (CGRP) ligand and blocks its binding to the receptor. 
	1. Charles, Andrew; Digre, Kathleen, et al. Calcitonin gene-related peptide-targeting therapies are a first-line option for the prevention of migraine: An American Headache Society position statement update. Headache; 2024; vol 64:4; 333-341. 
	• Current treatment guidelines including the National Comprehensive Cancer Network (NCCN) Guidelines support the use of leucovorin and do not favor one product over another. 
	1. Centers for Medicare & Medicaid Services. Medicare Advantage Prior Authorization and Step Therapy for Part B Drugs. August 7, 
	• the treatment of generalized myasthenia gravis (gMG) in adult patients who are anti-acetylcholine receptor antibody positive (AChR-Ab+) 
	• Vyvgart (efgartigimod) is a neonatal Fc receptor blocker indicated for the treatment of generalized myasthenia gravis (gMG) in adult patients who are anti-acetylcholine receptor antibody positive (AChR-Ab+).  
	• Vyvgart has not been studied and there is no data to support use in combination with other medications used to treat MG. 
	1. Narayanaswami P, Sanders DB, Wolfe GI, et al. International consensus guidance for management of myasthenia gravis: 2020 update. Neurology. 2021; 96: 114 - 
	• the treatment of generalized myasthenia gravis (gMG) in adult patients who are anti-acetylcholine receptor antibody positive (AChR-Ab+) 
	• Vyvgart Hytrulo has not been studied and there is no data to support use in combination with other medications used to treat MG or CIDP.. 
	• Vyvgart Hytrulo (efgartigimod alfa and hyaluronidase-qvfc) is a combination of efgartigimod alfa, a neonatal Fc receptor blocker, and hyaluronidase, an endoglycosidase, indicated for and . 
	1. Vyvgart Hytrulo [Package Insert]. Zwijnaarde, Belgium; argenx BV: 2024 
	11. https://myasthenia.org/Professionals/Clinical-Overview-of-MG 
	• the following eye conditions: neovascular (Wet) age-related macular degeneration (AMD) 
	• Ahzantive (aflibercept-mrbb) is a biosimilar to Eylea. 
	1. Yesafili [Package Insert]. Cambridge, MA: Biocon: 2024 
	• Yutiq (fluocinolone acetonide intravitreal implant) is approved for the treatment of chronic non-infectious uveitis affecting the posterior segment of the eye. 
	1. Yutiq [Package Insert]. Watertown, MA; EyePoint Pharmaceuticals US, Inc.: 2021 
	• Hematopoietic growth factors are defined by their ability to promote proliferation and differentiation of hematopoietic progenitors into mature blood cells. 
	4. Ziextenzo [Package Insert]. Princeton, NJ; Sandoz Inc.: 
	• Current treatment guidelines including the National Comprehensive Cancer Network (NCCN) Guidelines support the use of mitomycin and do not favor one product over another. 
	1. Centers for Medicare & Medicaid Services. Medicare Advantage Prior Authorization and Step Therapy for Part B Drugs. August 7, 
	• maintenance treatment of moderately to severe Crohn's disease (CD) 
	• Zymfentra is a tumor necrosis factor inhibitor (TNFi) currently indicated for maintenance treatment of moderately to severe Crohn's disease (CD) and Ulcerative Colitis (UC) in those who have completed induction therapy with an intravenous infliximab product. 
	• Methotrexate is not recommended for induction or maintenance of remission in UC, whereas biologics (including TNFis) do have support for use in these treatment areas. • Zymfentra has not been studied in combination with other biologic disease-modifying agents, tsDMARDs, or PDE4 inhibitors (e.g., Otezla) due to an increased risk of infection and increased immunosuppression. 
	1. Zymfentra [Package Insert]. Jersey City, New Jersey; Celltrion, Inc.: 2024 





