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11.01.523 Site of Service: Infusion Drugs and Biologic Agents

The Site of Service Medical Necessity criteria within this policy DOES NOT apply to Alaska fully-
insured members; refer to the infusion and injection drug Medical Necessity criteria only.

Site of Service and the infusion and injection drug Medical Necessity criteria apply to all other
plan members.

Please contact Customer Service for more information.

Select a hyperlink below to be directed to that section.
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RELATED INFORMATION | EVIDENCE REVIEW | REFERENCES | HISTORY

OO Clicking this icon returns you to the hyperlinks menu above.

Introduction

Inflammatory bowel disorder describes several diseases where the lining of the digestive tract
becomes chronically inflamed. Inflammation may cause internal sores or ulcers in the gut and
symptoms of abdominal pain, cramping, diarrhea, bleeding, feeling tired, and weight loss. The
two most common diseases include Crohn’s disease (CD) and ulcerative colitis (UC). In Crohn’s
disease the entire digestive tract may be involved. In ulcerative colitis the disease is limited to
the colon or large bowel only. Both disorders can be chronic; so far there is not a cure for either.
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However, there are many different medications that can be used to treat these disorders. This
policy describes treatment for the most common inflammatory bowel disease and which drugs
may need pre-approval.

Note: The Introduction section is for your general knowledge and is not to be taken as policy coverage criteria. The
rest of the policy uses specific words and concepts familiar to medical professionals. It is intended for
providers. A provider can be a person, such as a doctor, nurse, psychologist, or dentist. A provider also can
be a place where medical care is given, like a hospital, clinic, or lab. This policy informs providers about when
a service may be covered.

Policy Coverage Criteria

Site of Service (SOS) Medical Necessity criteria applies ONLY to medical benefit reviews.
SOS Medical Necessity criteria does NOT apply to Alaska fully-insured members; refer to
the infusion and injection drug Medical Necessity criteria only. Please contact Customer
Service for more information.

We will review specific intravenous (IV) and injectable drugs for medical necessity for all ages.

For those age 13 and older, we also will review the site of service for medical necessity. Site of
service is defined as the location where the drug is administered, such as a hospital-based
outpatient setting, an infusion center, a physician’s office, or at home.

Drugs subject to site of service review addressed in this policy are:

Avsola (infliximab-axxq) IV

e Entyvio (vedolizumab) IV

e Inflectra (infliximab-dyyb) IV

e Infliximab (Janssen — unbranded) IV
e Remicade (infliximab) IV

e Renflexis (infliximab-abda) IV

e Tyruko (natalizumab-sztn) IV
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e Tysabri (natalizumab) IV

e Zymfentra (infliximab-dyyb) SC

Click on the links below to be directed to the related medical necessity criteria:

Site of Service Infusion

Site of Service

Medical Necessity

Administration
Medically necessary sites
of service

e Physician’s office

e Infusion center

¢ Home infusion

IV infusion and injection therapy of various medical or biologic

agents will be covered in the most appropriate, safe and cost-

effective site:

e These are the preferred medically necessary sites of service for
specified drugs.

Hospital-based outpatient

setting

e Outpatient hospital IV
infusion department

e Hospital-based outpatient
clinical level of care

IV infusion and injection therapy of various medical or biologic
agents will be covered in the most appropriate, safe and cost-
effective site.

This site is considered medically necessary for the first 90 days

for the following:

e The initial course of infusion or injection of a pharmacologic or
biologic agent

OR

e Re-initiation of an agent after 6 months or longer following
discontinuation of therapy*

Note: *This does not include when standard dosing between infusions or
injections is 6 months or longer

This site is considered medically necessary when there is no
outpatient infusion center within 50 miles of the individual’s
home and there is no contracted home infusion agency that

00
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Site of Service
Administration

Medical Necessity

will travel to their home, or a hospital is the only place that
offers infusions or injections of this drug.

This site is considered medically necessary only when the
individual has a clinical condition which puts him or her at
increased risk of complications for infusions or injections,
including any 1 of the following:

e Known cardiac condition (e.g., symptomatic cardiac arrhythmia)
or pulmonary condition (e.g., significant respiratory disease,
serious obstructive airway disease, %FVC less than or equal to
40%) that may increase the risk of an adverse reaction

e Unstable renal function which decreases the ability to respond
to fluids

¢ Difficult or unstable vascular access

e Acute mental status changes or cognitive conditions that
impact the safety of infusion or injection therapy

e A known history of severe adverse drug reactions and/or
anaphylaxis to prior treatment with a related or similar drug

This site is considered medically necessary when the individual
has cytokine release syndrome (CRS) and all the following are
met:
e CRSisgrade 3 or 4 as evidenced by ALL the following:
o Temperature at least 38 °C
o Hypotension that requires 1 or more vasopressors
o Hypoxia that requires oxygen through a high-flow nasal
cannula, face mask, non-rebreather mask, or Venturi mask
OR positive pressure (continuous positive airway pressure
[CPAP], bilevel positive airway pressure [BiPAP], intubation,
or mechanical ventilation)
AND
e The individual will be admitted into an inpatient setting as soon
as possible

Hospital-based outpatient
setting

These sites are considered not medically necessary for infusion
and injectable therapy services of various medical and biologic
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Site of Service Medical Necessity

Administration
e Outpatient hospital IV agents when the site-of-service criteria in this policy are not
infusion department met.

e Hospital-based outpatient
clinical level of care

Medical and Biological Agents
Please note that claims billed for the drugs described in this policy that are administered via an
intravenous route (IV) must be processed through a medical benefit only (not pharmacy).

This policy contains separate criteria to be used based on the member’s formulary. Please
check the member Plan booklet or member ID card for coverage and click the links below
to navigate to the appropriate section:

Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4, F1, and
G3) and Plans with No Pharmacy Benefit Coverage

Section 2: Essentials Formulary Plans (Rx Plan E1, E3, E4)

Section 3: Individual/Small Group/Student ISHIP Metallic Formulary Plans (Rx Plan M1,
M2, and M4)

The following section applies to Open, Preferred, and Select formulary plans (Rx Plan A1,
A2, B3, B4, C4, F1, and G3) and plans with no pharmacy benefit coverage only. Please refer
to the member plan booklet or member ID card.

Step therapy tiers are listed below, please refer to the Policy section for details:

Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY
Crohn’s Disease - First Line

TNF-a Inhibitors IL-12/23 IL-23 a-4 Janus Kinase
(first-line) Inhibitor Inhibitors Integrin Inhibitors
(first-line) (first-line) (first-line)
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Inhibitor
(first-line)

e Inflectra (IV) e Stelara (IV) e Omvoh (IV) e Entyvio(IV) | ¢ Rinvoq (oral)
e Infliximab (Janssen — (induction) (induction)
unbranded) (IV) Stegeyma (V) Skyrizi (V)
Remicade (IV) (induction) (induction)
Yesintek (IV) Tremfya (IV)
(induction) (induction)
Zymfentra (SC) Stelara (SC) Omvoh (SC)
Adalimumab-adaz (Hyrimoz (use after IV (use after IV
unbranded) (SC) only) only)
Adalimumab-adbm (Cyltezo Stegeyma (SC) Skyrizi (SC)
unbranded) (SC) (use after IV (use after IV
Adalimumab-ryvk (Simlandi only) only)
unbranded) (SC) Yesintek (SC) Tremfya (SC)
Cyltezo (SC) (use after IV [pen, syringe,
e Simlandi (SC) only) and injector]

Crohn'’s Disease — Second Line
TNF-a Inhibitors IL-12/23 Inhibitors

(second-line)

-4 Integrin
Inhibitors

(second-line)
Entyvio (SC)

(second-line)

e Avsola (IV) e Imuldosa (IV) (induction) .
e Renflexis (IV) e Otulfi (IV) (induction)
e Pyzchiva (IV) (induction)
e Selarsdi (IV) (induction)
e  Brand ustekinumab (Stelara
unbranded) (V) (induction)
e  Brand ustekinumab-aekn (Selarsdi
unbranded) (V) (induction)
e  Brand ustekinumab-ttwe (Pyzchiva
unbranded) (V) (induction)
e Wezlana (IV) (induction)

e Abrilada (SC) e Imuldosa (SC) (use after IV only) e Tyruko (IV)
e Adalimumab-aacf (Idacio unbranded) e Otulfi (SC) (use after IV only) e Tysabri (IV)
(SO e Pyzchiva (SC) (use after IV only)
e Adalimumab-aaty (Yuflyma unbranded) | o  Selarsdi (SC) (use after IV only)
(SO e  Brand ustekinumab (Stelara
e Adalimumab-fkjp (Hulio unbranded) unbranded) (SC) (use after IV only)
(SO e  Brand ustekinumab-aekn (Selarsdi

e Amijevita (SC)
e Hadlima (SC)

unbranded) (SC) (use after IV only)
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,

F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

e Hulio (SC) e  Brand ustekinumab-ttwe (Pyzchiva
e  Humira (SC) unbranded) (SC) (use after IV only)
e Hyrimoz (SC) e Wezlana (SC) (use after IV only)

e |dacio (SC)

e Yuflyma (SC)

e Yusimry (SC)

e Cimzia (SC)

Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Drug Medical Necessity for Crohn’s Disease

TNF-a Antagonists - First Line

e Cyltezo (adalimumab- Cyltezo (adalimumab-adbm), Simlandi (adalimumab-ryvk),
adbm) SC adalimumab-adaz (Hyrimoz unbranded), adalimumab-adbm
e Simlandi (adalimumab- (Cyltezo unbranded), and adalimumab-ryvk (Simlandi
ryvk) SC

unbranded) may be considered medically necessary for the

Adali b-ad i
. allmumap-adaz treatment of Crohn’s disease when:

(Hyrimoz unbranded) SC . .
e The individual is aged 6 years or older
AND

e Has tried one corticosteroid (e.g., methylprednisolone,

e Adalimumab-adbm
(Cyltezo unbranded) SC

e Adalimumab-ryvk
(Simlandi unbranded) SC prednisone, prednisolone, dexamethasone, budesonide, etc.) or

is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn'’s disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,

F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Medical Necessity for Crohn’s Disease

Note: This medical necessity criteria does not apply to one Open formulary
(Formulary ID: 6062; Rx Plan F1) and one Preferred formulary (Formulary ID: 6064;
Rx Plan G3). The criteria for members with these custom Open and Preferred
formulary plans can be found in policy 5.01.647 Medical Necessity Criteria for
Custom Open and Preferred Formularies. Please check the member Plan
booklet or member ID card to determine whether this policy criteria applies.

Zymfentra (infliximab-
dyyb) SC

Zymfentra (infliximab-dyyb) are subject to review for site of

service administration.

Zymfentra (infliximab-dyyb) may be considered medically

necessary for the treatment of Crohn’s disease when:

e Theindividual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, budesonide, etc.) or
is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Has received an intravenous infliximab induction regimen (e.g.,
Remicade, Avsola, Inflectra, or Renflexis)

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist
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Section 1: Open, Preferred

, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,

F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Drug

¢ Inflectra (infliximab-
dyyb) IV

¢ Infliximab (Janssen —
unbranded) IV

¢ Remicade (infliximab) IV

a-4 Integrin Inhibitors - Fi
Entyvio (vedolizumab) IV

Medical Necessity for Crohn’s Disease
Inflectra (infliximab-dyyb), Infliximab (Janssen — unbranded),
and Remicade (infliximab) are subject to review for site of

service administration.

Inflectra (infliximab-dyyb), Infliximab (Janssen - unbranded),
and Remicade (infliximab) may be considered medically
necessary for the treatment of Crohn’s disease when:
e The individual is aged 6 years or older
AND
e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, budesonide, etc.) or
is currently taking a corticosteroid medication
OR
e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR
e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR
e Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)
AND
e The medication is prescribed by or in consultation with a
gastroenterologist
rst Line
Entyvio (vedolizumab) IV is subject to review for site of service
administration.

Entyvio (vedolizumab) IV may be considered medically
necessary for the treatment of Crohn’s disease when:

e The individual is aged 18 years or older

AND

Page | 9 of 133



Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,

F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Medical Necessity for Crohn’s Disease

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, budesonide, etc.) or
is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)

OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Entyvio (vedolizumab) IV is being prescribed by or in
consultation with a gastroenterologist

IL-12 and IL-23 Antagonist - First Line

» Stelara (ustekinumab) IV | Steqeyma (ustekinumab-stba) IV and Yesintek (ustekinumab-
e Stelara (ustekinumab) SC | |ifce) IV may be considered medically necessary for the

* Steqeyma (ustekinumab- | {,053tment of moderately to severely active Crohn's disease
stba) IV

k b when:

St teki - T .

* eqeyma (ustekinuma e The individual is aged 18 years or older
stba) SC AND

¢ Yesintek (ustekinumab- ) . . .
kfce) IV e Has tried one corticosteroid (e.g., methylprednisolone,

e Yesintek (ustekinumab- prednisone, prednisolone, dexamethasone, or budesonide, etc.)
kfce) SC or is currently taking a corticosteroid medication

OR

e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,

F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Medical Necessity for Crohn’s Disease

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

AND

e Medication is used for only a one-time induction dose

Stegeyma (ustekinumab-stba) SC and Yesintek (ustekinumab-

kfce) SC may be considered medically necessary for the

treatment of moderately to severely active Crohn’s disease

when:

e Theindividual is aged 18 years or older

AND

e Has received a single IV induction dose

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn’s disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn's
disease recurrence)

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,

F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Medical Necessity for Crohn’s Disease

Stelara (ustekinumab) IV may be considered medically

necessary for the treatment of moderately to severely active

Crohn’s disease when:

e Theindividual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn’s disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn's
disease recurrence)

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

AND

e Medication is used for only a one-time induction dose

AND

e Has had an inadequate response or intolerance to ALL the
following agents:’
o Stegeyma (ustekinumab-stba) IV
o Yesintek (ustekinumab-kfce) IV

TNote: Only applies to individuals not previously treated with requested therapy
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,

F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Drug Medical Necessity for Crohn’s Disease

Stelara (ustekinumab) SC may be considered medically

necessary for the treatment of moderately to severely active

Crohn’s disease when:

e Theindividual is aged 18 years or older

AND

e Has received a single IV induction dose

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

e Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

AND

e Has had an inadequate response or intolerance to ALL the
following agents:’
o Stegeyma (ustekinumab-stba) SC
o Yesintek (ustekinumab-kfce) SC

"Note: Only applies to individuals not previously treated with requested therapy

IL-23 Antagonist - First Line
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

e Omvoh (mirikizumab-
mrkz) IV

e  Omvoh (mirikizumab-
mrkz) SC

Medical Necessity for Crohn’s Disease

Omvoh (mirikizumab-mrkz) IV may be considered medically

necessary for the treatment of moderately to severely active

Crohn’s disease when:

e Theindividual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn’s disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn's
disease recurrence)

AND

e  Omvoh (mirikizumab-mrkz) IV is being prescribed by or in
consultation with a gastroenterologist

AND

e Omvoh (mirikizumab-mrkz) IV is used only for induction
therapy (administered at Week 0, Week 4, and Week 8 for a
total of 3 IV infusions)

Omvoh (mirikizumab-mrkz) SC may be considered medically

necessary for the treatment of moderately to severely active

Crohn’s disease when:

e Theindividual is aged 18 years or older

AND

e Has received induction therapy with Omvoh (mirikizumab-
mrkz) IV

AND
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Medical Necessity for Crohn’s Disease
e Has tried one corticosteroid (e.g., methylprednisolone,

prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

¢ One other agent for Crohn'’s disease (e.g., azathioprine, 6-
mercaptopurine, methotrexate, mesalamine extended-release
[Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Omvoh (mirikizumab-mrkz) SC on-body injector is being
prescribed by or in consultation with a gastroenterologist

e  Skyrizi (risankizumab-
rzaa) IV

e  Skyrizi (risankizumab-
rzaa) SC on-body injector

Skyrizi (risankizumab-rzaa) IV may be considered medically

necessary for the treatment of moderately to severely active

Crohn’s disease when:

e Theindividual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn’s disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

e Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

00
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Drug Medical Necessity for Crohn’s Disease
AND
e Skyrizi (risankizumab-rzaa) IV is being prescribed by or in

consultation with a gastroenterologist

AND

e Skyrizi (risankizumab-rzaa) IV is used only for induction therapy
(administered at Week 0, Week 4, and Week 8 for a total of 3 IV
infusions)

Skyrizi (risankizumab-rzaa) SC on-body injector may be

considered medically necessary for the treatment of

moderately to severely active Crohn’s disease when:

e The individual is aged 18 years or older

AND

e Has received induction therapy with Skyrizi (risankizumab-rzaa)
\Y

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

¢ One other agent for Crohn’s disease (e.g., azathioprine, 6-
mercaptopurine, methotrexate, mesalamine extended-release
[Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

e Has had ileocolonic resection (to reduce the chance of Crohn's
disease recurrence)

AND

e Skyrizi (risankizumab-rzaa) SC on-body injector is being

prescribed by or in consultation with a gastroenterologist
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Drug

e Tremfya (guselkumab) IV

¢ Tremfya (guselkumab) SC
(pen, syringe, and
injector)

Medical Necessity for Crohn’s Disease

Tremfya (guselkumab) IV may be considered medically

necessary for the treatment of moderately to severely active

Crohn’s disease when:

e Theindividual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn’s disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn's
disease recurrence)

AND

e Tremfya (guselkumab) IV is being prescribed by or in
consultation with a gastroenterologist

AND

e Tremfya (guselkumab) IV is used only for induction therapy
(administered at Week 0, Week 4, and Week 8 for a total of 3 IV
infusions)

Tremfya (guselkumab) SC may be considered medically

necessary for the treatment of moderately to severely active

Crohn’s disease when:

e Theindividual is aged 18 years or older

AND

e Has received induction therapy with Tremfya (guselkumab) IV
OR Tremfya (guselkumab) SC (400 mg administered at Week 0,
Week 4, and Week 8 for a total of 3 SC injections)

00
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,

F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Drug

Janus Kinase (JAK) Inhibitors - First Line
Rinvoq (upadacitinib) may be considered medically necessary

Rinvoq (upadacitinib)

Medical Necessity for Crohn’s Disease
AND
e Has tried one corticosteroid (e.g., methylprednisolone,

prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

e One other agent for Crohn’s disease (e.g., azathioprine, 6-
mercaptopurine, methotrexate, mesalamine extended-release
[Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Tremfya (guselkumab) SC is being prescribed by or in
consultation with a gastroenterologist

for the treatment of moderately to severely active Crohn’s

disease when:

e The individual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Medical Necessity for Crohn’s Disease

Abrilada (adalimumab-
afzb) SC
Adalimumab-aacf (Idacio
unbranded) SC
Adalimumab-aaty
(Yuflyma unbranded) SC
Adalimumab-fkjp (Hulio
unbranded) SC

Amjevita (adalimumab-
atto) SC

Hadlima (adalimumab-
bwwd) SC

Hulio (adalimumab-fkjp)
SC

Humira (adalimumab) SC
Hyrimoz (adalimumab-
adaz) SC

Idacio (adalimumab-aacf)
SC

Yuflyma (adalimumab-
aaty) SC

Yusimry (adalimumab-
aqvh) SC

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Has had a trial and treatment failure with one or more TNF
blockers

AND

e Rinvoq is being prescribed by or in consultation with a
gastroenterologist

TNF-a Antagonists — Second Line

Abrilada (adalimumab-afzb), adalimumab-aacf (Idacio
unbranded), adalimumab-aaty (Yuflyma unbranded),
adalimumab-fkjp (Hulio unbranded), Amjevita (adalimumab-
atto), Hadlima (adalimumab-bwwd), Hulio (adalimumab-fkjp),
Humira (adalimumab), Hyrimoz (adalimumab-adaz), Idacio
(adalimumab-aacf), Yuflyma (adalimumab-aaty), and Yusimry
(adalimumab-aqvh) may be considered medically necessary for
the treatment of Crohn’s disease when:
e Theindividual is aged 6 years or older
AND
e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, budesonide, etc.) or
is currently taking a corticosteroid medication
OR
e Has tried one other agent for Crohn’s disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR
e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR
¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)
AND
e Has had a trial and treatment failure with ALL the following:

00
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Drug

Medical Necessity for Crohn’s Disease
o Cyltezo (adalimumab-adbm) OR adalimumab-adbm
(Cyltezo unbranded)
o Adalimumab-adaz (Hyrimoz unbranded)
Simlandi (adalimumab-ryvk) OR adalimumab-ryvk (Simlandi
unbranded)

AND
e Maedication is being prescribed by or in consultation with a
gastroenterologist

Note: This medical necessity criteria does not apply to one Open formulary
(Formulary ID: 6062; Rx Plan F1) and one Preferred formulary (Formulary ID: 6064;
Rx Plan G3). The criteria for members with these custom Open and Preferred
formulary plans can be found in policy 5.01.647 Medical Necessity Criteria for
Custom Open and Preferred Formularies. Please check the member Plan
booklet or member ID card to determine whether this policy criteria applies.

Cimzia (certolizumab
pegol) SC

Cimzia (certolizumab pegol) may be considered medically

necessary for the treatment of Crohn’s disease when:

e The individual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, budesonide, etc.) or
is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn'’s disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

e Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Has had a trial and treatment failure with ONE the following:

00
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Drug

Medical Necessity for Crohn’s Disease

o Cyltezo (adalimumab-adbm)
o Adalimumab-adbm (Cyltezo unbranded)
o Adalimumab-adaz (Hyrimoz unbranded)
o Simlandi (adalimumab-ryvk)
o Adalimumab-ryvk (Simlandi unbranded)
AND
e Maedication is being prescribed by or in consultation with a
gastroenterologist

Note: This medical necessity criteria does not apply to one Open formulary
(Formulary ID: 6062; Rx Plan F1) and one Preferred formulary (Formulary ID: 6064;
Rx Plan G3). The criteria for members with these custom Open and Preferred
formulary plans can be found in policy 5.01.647 Medical Necessity Criteria for
Custom Open and Preferred Formularies. Please check the member Plan
booklet or member ID card to determine whether this policy criteria applies.

e Avsola (infliximab-axxq)
v,

e Renflexis (infliximab-
abda) IV

Avsola (infliximab-axxq) and Renflexis (infliximab-abda) are

subject to review for site of service administration.

Avsola (infliximab-axxq) and Renflexis (infliximab-abda) may

be considered medically necessary for the treatment of

Crohn’s disease when:

e The individual is aged 6 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, budesonide, etc.) or
is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,

F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Drug

a-4 Integrin Inhibitors — Second Line

Entyvio (vedolizumab) SC

Medical Necessity for Crohn’s Disease

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e The individual has had an inadequate response or intolerance
to Inflectra (infliximab-dyyb), Infliximab (Janssen — unbranded),
or Remicade (infliximab)

AND

e The medication is prescribed by or in consultation with a
gastroenterologist

Entyvio (vedolizumab) SC may be considered medically

necessary for the treatment of adult individuals with Crohn’s

disease when:

e The individual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, budesonide, etc.) or
is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn's
disease recurrence)

AND

e Entyvio (vedolizumab) SC is being prescribed by or in
consultation with a gastroenterologist

AND

e Has had a trial and treatment failure with TWO of the following:

00
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,

F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY
Drug

Medical Necessity for Crohn’s Disease

o A preferred adalimumab product: Cyltezo (adalimumab-
adbm), Simlandi (adalimumab-ryvk), adalimumab-adaz
(Hyrimoz unbranded), adalimumab-adbm (Cyltezo
unbranded), or adalimumab-ryvk (Simlandi unbranded)
Cimzia (certolizumab pegol)

Omvoh (mirikizumab-mrkz) SC

Rinvoq (upadacitinib)

0O O O O

A preferred ustekinumab product: Stelara (ustekinumab) SC,
Stegeyma (ustekinumab-stba) SC or Yesintek (ustekinumab-
kfce) SC

o Skyrizi (risankizumab-rzaa) SC on-body injector

Tremfya (guselkumab) SC

o Zymfentra (infliximab-dyyb)

AND
e Has received induction therapy with Entyvio (vedolizumab) IV
OR
e Has already started on or is currently undergoing induction

therapy with Entyvio (vedolizumab) IV

Note: This medical necessity criteria does not apply to one Open formulary
(Formulary ID: 6062; Rx Plan F1) and one Preferred formulary (Formulary ID: 6064;
Rx Plan G3). The criteria for members with these custom Open and Preferred
formulary plans can be found in policy 5.01.647 Medical Necessity Criteria for
Custom Open and Preferred Formularies. Please check the member Plan
booklet or member ID card to determine whether this policy criteria applies.

Tyruko (natalizumab-
sztn) IV
Tysabri (natalizumab) IV

Tyruko (natalizumab-sztn) and Tysabri (natalizumab) is subject
to review for site of service administration.

Tyruko (natalizumab-sztn) and Tysabri (natalizumab) may be
considered medically necessary for the treatment of Crohn’s
disease when:

e The individual is aged 18 years or older

AND
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,

F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Drug

Imuldosa (ustekinumab-
srif) IV

Imuldosa (ustekinumab-
srif) SC

Otulfi (ustekinumab-aauz)
v

Otulfi (ustekinumab-aauz)
SC

Pyzchiva (ustekinumab-
ttwe) IV

Pyzchiva (ustekinumab-
ttwe) SC

Selarsdi (ustekinumab-
ackn) IV

Selarsdi (ustekinumab-
ackn) SC

Medical Necessity for Crohn’s Disease

e Has tried one corticosteroid (e.g., methylprednisolone,

prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn's disease (e.g.,

azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal

fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s

disease recurrence)

AND

e Has had a trial and treatment failure with one or more TNF
blockers

AND

e The medication is being prescribed by or in consultation with a
gastroenterologist

Second-line IL-12 and IL-23 Antagonist

Imuldosa (ustekinumab-srif) IV, Otulfi (ustekinumab-aauz) IV,
Pyzchiva (ustekinumab-ttwe) IV, Selarsdi (ustekinumab-ackn)
IV, ustekinumab (Stelara unbranded) 1V, ustekinumab-aekn
(Selarsdi unbranded) IV, ustekinumab-ttwe (Pyzchiva
unbranded) IV, and Wezlana (ustekinumab-auub) IV may be
considered medically necessary for the treatment of
moderately to severely active Crohn’s disease when:
e The individual is aged 18 years or older
AND
e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Medical Necessity for Crohn’s Disease

Ustekinumab (Stelara
unbranded) IV
Ustekinumab (Stelara
unbranded) SC
Ustekinumab-aekn
(Selarsdi unbranded) IV
Ustekinumab-aekn
(Selarsdi unbranded) SC
Ustekinumab-ttwe
(Pyzchiva unbranded) IV
Ustekinumab-ttwe
(Pyzchiva unbranded) SC
Wezlana (ustekinumab-
auub) IV

Wezlana (ustekinumab-
auub) SC

e Has tried one other agent for Crohn’s disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)

OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Has had an inadequate response or is intolerant to ALL the
following agents:

o Stelara (ustekinumab) IV
o Stegeyma (ustekinumab-stba) IV
o Yesintek (ustekinumab-kfce) IV

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

AND

e Medication is used for only a one-time induction dose

Imuldosa (ustekinumab-srif) SC, Otulfi (ustekinumab-aauz) SC,
Pyzchiva (ustekinumab-ttwe) SC, Selarsdi (ustekinumab-ackn)
SC, ustekinumab (Stelara unbranded) SC, ustekinumab-aekn
(Selarsdi unbranded) SC, ustekinumab-ttwe (Pyzchiva
unbranded) SC, and Wezlana (ustekinumab-auub) SC may be
considered medically necessary for the treatment of
moderately to severely active Crohn’s disease when:

e Theindividual is aged 18 years or older

AND

e Has received a single IV induction dose

AND
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Drug Medical Necessity for Crohn’s Disease

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)

OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Has had an inadequate response or is intolerant to ALL the
following agents:

o Stelara (ustekinumab) SC
o Stegeyma (ustekinumab-stba) SC
o Yesintek (ustekinumab-kfce) SC

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

Step therapy tiers are listed below, please refer to the Policy section for details:

Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Ulcerative Colitis - First Line

TNF-a Inhibitors o -4 IL-12/23 IL-23 FET T S1P

(first-line) Integrin Inhibitor Inhibitor Kinase Receptor
Inhibitor (first-line) (first-line) Inhibitors Modulators
(first-line) (first- (first-line)
line)
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,

F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

e Inflectra (IV) e  Entyvio (IV) e Stelara(lV) | ¢ Omvoh e Rinvoq e Velsipity (oral)
e Infliximab (Janssen - (induction) (V) (oral)
unbranded) (1V) e Stegeyma (induction) | ¢  Xeljanz
e  Remicade (IV) (V) e Skyrizi (IV) (oral)
(induction) (induction) | e  Xeljanz
e  Yesintek e Tremfya XR (oral)
(V) (V)
(induction) (induction)
e Zymfentra (SC) e Stelara(SC) | ¢ Omvoh
e Adalimumab-adaz (use after (SC) (use
(Hyrimoz IV only) after IV
unbranded) (SC) e Stegeyma only)
e Adalimumab-adbm (SQC) (use e Skyrizi
(Cyltezo unbranded) after IV (SC) (use
(SO only) after IV
e Adalimumab-ryvk e Yesintek only)
(Simlandi (SC) (use e Tremfya
unbranded) (SC) after IV (SC) (use
e Cyltezo (SC) only) after IV
e Simlandi (SC) only) [pen,
syringe,
and
injector]

Ulcerative Colitis — Second Line

TNF-a Inhibitors «o -4 IL-12/23 Inhibitors S1P Receptor
(second-line) Integrin (second-line) Modulators (second-
Inhibitor line)
(second-
line)
e Avsola (IV) e Entyvio (SC) | ¢ Imuldosa (IV) (induction) e  Zeposia (oral)
e Renflexis (IV) e Otulfi (IV) (induction)

e Pyzchiva (IV) (induction)

e  Selarsdi (IV) (induction)

e  Brand ustekinumab (Stelara
unbranded) (V) (induction)

e  Brand ustekinumab-aekn
(Selarsdi unbranded) (1V)
(induction)

e  Brand ustekinumab-ttwe
(Pyzchiva unbranded) (V)
(induction)

e Wezlana (IV) (induction)
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,

F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

e Abrilada (SC) e Imuldosa (SC) (use after IV

e Adalimumab-aacf only)

(Idacio unbranded) e Otulfi (SC) (use after IV only)
(SO e Pyzchiva (SC) (use after IV

e Adalimumab-aaty only)

(Yuflyma unbranded) e  Selarsdi (SC) (use after IV
(SO only)

e Adalimumab-fkjp e  Brand ustekinumab (Stelara
(Hulio unbranded) unbranded) (SC) (use after IV
(SO) only)

e Amjevita (SC) e  Brand ustekinumab-aekn

e Hadlima (SC) (Selarsdi unbranded) (SC) (use

e Hulio (SC) after IV only)

e Humira (SC) e  Brand ustekinumab-ttwe

e  Hyrimoz (SC) (Pyzchiva unbranded) (SC)

e |dacio (SC) (use after IV only)

e Yuflyma (SC) e Wezlana (SC) (use after IV

e  Yusimry (SC) only)

e Simponi (SC)

Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Medical Necessity for Ulcerative Colitis

e Cyltezo (adalimumab- Cyltezo (adalimumab-adbm), Simlandi (adalimumab-ryvk),
adbm) SC adalimumab-adaz (Hyrimoz unbranded), adalimumab-adbm
¢ Simlandi (adalimumab-

(Cyltezo unbranded), and adalimumab-ryvk (Simlandi
ryvk) SC

e Adalimumab-adaz
(Hyrimoz unbranded) SC

e Adalimumab-adbm

unbranded) may be considered medically necessary for the
treatment of ulcerative colitis when:
e The individual is aged 5 years or older

(Cyltezo unbranded) SC AND
e Adalimumab-ryvk e Medication is being prescribed by or in consultation with a
(Simlandi unbranded) SC gastroenterologist

Note: This medical necessity criteria does not apply to one Open formulary
(Formulary ID: 6062; Rx Plan F1) and one Preferred formulary (Formulary ID: 6064;
Rx Plan G3). The criteria for members with these custom Open and Preferred

formulary plans can be found in policy 5.01.647 Medical Necessity Criteria for
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Section 1: Open, Preferred

, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,

F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Medical Necessity for Ulcerative Colitis

Custom Open and Preferred Formularies. Please check the member Plan

booklet or member ID card to determine whether this policy criteria applies.

Zymfentra (infliximab-
dyyb) SC

Zymfentra (infliximab-dyyb) are subject to review for site of

service administration.

Zymfentra (infliximab-dyyb) may be considered medically

necessary for the treatment of ulcerative colitis when:

e Theindividual is aged 18 years or older

AND

e Has received an intravenous infliximab induction regimen (e.g.,
Remicade, Avsola, Inflectra, or Renflexis)

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

e Inflectra (infliximab-
dyyb) IV

¢ Infliximab (Janssen -
unbranded) IV

¢ Remicade (infliximab) IV

o-4 Integrin Inhibitor - Fir

Inflectra (infliximab-dyyb), Infliximab (Janssen — unbranded),
and Remicade (infliximab) are subject to review for site of
service administration.

Inflectra (infliximab-dyyb), Infliximab (Janssen — unbranded),

and Remicade (infliximab) may be considered medically

necessary for the treatment of ulcerative colitis when:

e The individual is aged 6 years or older

AND

e Medication is prescribed by or in consultation with a
gastroenterologist

st Line

Entyvio (vedolizumab) IV

Entyvio (vedolizumab) IV is subject to review for site of

service administration.

Entyvio (vedolizumab) IV may be considered medically
necessary for the treatment of ulcerative colitis when:
e Theindividual is aged 18 years or older

AND
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

IL-12 and IL-23 Inhibitor -

e Stelara (ustekinumab) IV

e Stelara (ustekinumab) SC

e Steqeyma (ustekinumab-
stba) IV

e Steqeyma (ustekinumab-
stba) SC

¢ Yesintek (ustekinumab-
kfce) IV

e Yesintek (ustekinumab-
kfce) SC

Medical Necessity for Ulcerative Colitis
e Entyvio (vedolizumab) IV is being prescribed by or in
consultation with a gastroenterologist

First Line
Stegeyma (ustekinumab-stba) IV and Yesintek (ustekinumab-

kfce) IV may be considered medically necessary for the

treatment of ulcerative colitis when:

e Theindividual is aged 18 years or older

AND

e Medication is being prescribed by or in consultation with a
gastroenterologist

AND

e Medication is used for only a one-time induction dose

Stegeyma (ustekinumab-stba) SC and Yesintek (ustekinumab-

kfce) SC may be considered medically necessary for the

treatment of ulcerative colitis when:

e Theindividual is aged 18 years or older

AND

e Has received a single IV induction dose

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

Stelara (ustekinumab) IV may be considered medically

necessary for the treatment of ulcerative colitis when:

e The individual is aged 18 years or older

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

AND

e Maedication is used for only a one-time induction dose

AND
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Drug Medical Necessity for Ulcerative Colitis

e Has had an inadequate response or intolerance to ALL the

IL-23 Inhibitor - First Line

e Omvoh (mirikizumab-
mrkz) IV

e  Omvoh (mirikizumab-
mrkz) SC

following agents:’
o Stegeyma (ustekinumab-stba) IV
o Yesintek (ustekinumab-kfce) IV

TNote: Only applies to individuals not previously treated with requested therapy

Stelara (ustekinumab) SC may be considered medically

necessary for the treatment of ulcerative colitis when:

e The individual is aged 18 years or older

AND

e Has received a single IV induction dose

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

AND

e Has had an inadequate response or intolerance to ALL the
following agents:’
o Stegeyma (ustekinumab-stba) SC
o Yesintek (ustekinumab-kfce) SC

TNote: Only applies to individuals not previously treated with requested therapy

Omvoh (mirikizumab-mrkz) IV may be considered medically

necessary for the treatment of adult individuals with ulcerative

colitis when:

e The individual is aged 18 years or older

AND

e Omvoh (mirikizumab-mrkz) IV is being prescribed by or in
consultation with a gastroenterologist

AND
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Medical Necessity for Ulcerative Colitis

e Omvoh (mirikizumab-mrkz) IV is used only for induction
therapy (administered at Week 0, Week 4, and Week 8 for a
total of 3 IV infusions)

Omvoh (mirikizumab-mrkz) SC may be considered medically

necessary for the treatment of adult individuals with ulcerative

colitis when:

e The individual is aged 18 years or older

AND

e Has received induction therapy with Omvoh (mirikizumab-
mrkz) IV

AND

e Omvoh (mirikizumab-mrkz) SC is being prescribed by or in
consultation with a gastroenterologist

e  Skyrizi (risankizumab-
rzaa) IV

e  Skyrizi (risankizumab-
rzaa) SC on-body injector

Skyrizi (risankizumab-rzaa) IV may be considered medically

necessary for the treatment of ulcerative colitis when:

e The individual is aged 18 years or older

AND

e Skyrizi (risankizumab-rzaa) IV is being prescribed by or in
consultation with a gastroenterologist

AND

e Skyrizi (risankizumab-rzaa) IV is used only for induction therapy
(administered at Week 0, Week 4, and Week 8 for a total of 3 IV
infusions)

Skyrizi (risankizumab-rzaa) SC on-body injector may be

considered medically necessary for the treatment of ulcerative

colitis when:

e Theindividual is aged 18 years or older

AND

e Has received induction therapy with Skyrizi (risankizumab-rzaa)
v

AND
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Medical Necessity for Ulcerative Colitis

e Skyrizi (risankizumab-rzaa) SC on-body injector is being
prescribed by or in consultation with a gastroenterologist

e Tremfya (guselkumab) IV
e Tremfya (guselkumab) SC

Janus Kinase Inhibitors - First Line

¢ Rinvoq (upadacitinib) oral

e Xeljanz (tofacitinib) oral,
immediate-release

¢ Xeljanz XR (tofacitinib)
oral, extended-release

Tremfya (guselkumab) IV may be considered medically

necessary for the treatment of ulcerative colitis when:

e The individual is aged 18 years or older

AND

e Tremfya (guselkumab) IV is being prescribed by or in
consultation with a gastroenterologist

AND

e Tremfya (guselkumab) IV is used only for induction therapy
(administered at Week 0, Week 4, and Week 8 for a total of 3 IV
infusions)

Tremfya (guselkumab) SC may be considered medically

necessary for the treatment of ulcerative colitis when:

e Theindividual is aged 18 years or older

AND

e Has received induction therapy with Tremfya (guselkumab) IV

AND

e Tremfya (guselkumab) SC is being prescribed by or in
consultation with a gastroenterologist

Rinvoq (upadacitinib), Xeljanz (tofacitinib), and Xeljanz XR

(tofacitinib extended-release) may be considered medically

necessary for the treatment of adult individuals with ulcerative

colitis when:

e Theindividual is aged 18 years or older

AND

e Has had a trial and treatment failure with one or more TNF
blockers

AND

e Medication is prescribed by or in consultation with a

gastroenterologist

Sphingosine 1-Phosphate Receptor Modulators - First Line

Page | 33 of 133 w



Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Medical Necessity for Ulcerative Colitis

Velsipity (etrasimod) oral

Velsipity (etrasimod) may be considered medically necessary

for the treatment of adult individuals with ulcerative colitis

when:

e The individual is aged 18 years or older

AND

e Velsipity (etrasimod) is prescribed by or in consultation with a
gastroenterologist

AND

e Doseis 2 mg or less per day

 a-4 Integrin Inhibitor — Second Line
Entyvio (vedolizumab) SC

Entyvio (vedolizumab) SC may be considered medically

necessary for the treatment of adult individuals with ulcerative

colitis when:

e Theindividual is aged 18 years or older

AND

e Entyvio (vedolizumab) SC is being prescribed by or in
consultation with a gastroenterologist

AND

e Has had a trial and treatment failure with TWO of the following:
o A preferred adalimumab product: Cyltezo (adalimumab-

adbm), Simlandi (adalimumab-ryvk), adalimumab-adaz

(Hyrimoz unbranded), adalimumab-adbm (Cyltezo

unbranded), or adalimumab-ryvk (Simlandi unbranded)

Omvoh (mirikizumab-mrkz) SC

Rinvoq (upadacitinib)

Simponi (golimumab) SC

Skyrizi (risankizumab-rzaa) SC

0O O O O O

A preferred ustekinumab product: Stelara (ustekinumab) SC,
Stegeyma (ustekinumab-stba) SC, or Yesintek
(ustekinumab-kfce) SC
o Tremfya (guselkumab) SC

Velsipity (etrasimod)
o Xeljanz (tofacitinib) or Xeljanz XR (tofacitinib extended-
release)

00

Page | 34 of 133




Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Drug Medical Necessity for Ulcerative Colitis

o Zymfentra (infliximab-dyyb)

AND
e Has received induction therapy with Entyvio (vedolizumab) IV
OR
e Has already started on or is currently undergoing induction

therapy with Entyvio (vedolizumab) IV

Note: This medical necessity criteria does not apply to one Open formulary
(Formulary ID: 6062; Rx Plan F1) and one Preferred formulary (Formulary ID: 6064;
Rx Plan G3). The criteria for members with these custom Open and Preferred
formulary plans can be found in policy 5.01.647 Medical Necessity Criteria for
Custom Open and Preferred Formularies. Please check the member Plan
booklet or member ID card to determine whether this policy criteria applies.

Sphingosine 1-Phosphate Receptor Modulators — Second Line

Zeposia (ozanimod) oral Zeposia (ozanimod) may be considered medically necessary for

the treatment of adult individuals with ulcerative colitis when:

e The individual is aged 18 years or older

AND

e Has had a trial and treatment failure with TWO of the following:
o A preferred adalimumab product: Cyltezo (adalimumab-

adbm), Simlandi (adalimumab-ryvk), adalimumab-adaz

(Hyrimoz unbranded), adalimumab-adbm (Cyltezo

unbranded), or adalimumab-ryvk (Simlandi unbranded)

Omvoh (mirikizumab-mrkz) SC

Rinvoq (upadacitinib)

Simponi (golimumab) SC

Skyrizi (risankizumab-rzaa) SC

O O O O O

A preferred ustekinumab product: Stelara (ustekinumab) SC,
Stegeyma (ustekinumab-stba) SC, or Yesintek
(ustekinumab-kfce) SC

Tremfya (guselkumab) SC

Velsipity (etrasimod)

Xeljanz (tofacitinib) or Xeljanz XR (tofacitinib)

O O O O

Zymfentra (infliximab-dyyb)
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

TNF-a Inhibitors — Second Line

Abrilada (adalimumab-
afzb) SC
Adalimumab-aacf (Idacio
unbranded) SC
Adalimumab-aaty
(Yuflyma unbranded) SC
Adalimumab-fkjp (Hulio
unbranded) SC

Amjevita (adalimumab-
atto) SC

Hadlima (adalimumab-
bwwd) SC

Hulio (adalimumab-fkjp)
SC

Humira (adalimumab) SC
Hyrimoz (adalimumab-
adaz) SC

Idacio (adalimumab-aacf)
SC

Yuflyma (adalimumab-
aaty) SC

Yusimry (adalimumab-
aqvh) SC

Medical Necessity for Ulcerative Colitis
AND
e Zeposia (ozanimod) is prescribed by or in consultation with a

gastroenterologist
AND
e Doseis < 0.92 mg per day

Note: This medical necessity criteria does not apply to one Open formulary
(Formulary ID: 6062; Rx Plan F1) and one Preferred formulary (Formulary ID: 6064;
Rx Plan G3). The criteria for members with these custom Open and Preferred
formulary plans can be found in policy 5.01.647 Medical Necessity Criteria for
Custom Open and Preferred Formularies. Please check the member Plan
booklet or member ID card to determine whether this policy criteria applies.

Abrilada (adalimumab-afzb), adalimumab-aacf (Idacio
unbranded), adalimumab-aaty (Yuflyma unbranded),
adalimumab-fkjp (Hulio unbranded), Amjevita (adalimumab-
atto), Hadlima (adalimumab-bwwd), Hulio (adalimumab-fkjp),
Humira (adalimumab), Hyrimoz (adalimumab-adaz), Idacio
(adalimumab-aacf), Yuflyma (adalimumab-aaty), and Yusimry
(adalimumab-aqvh) may be considered medically necessary for
the treatment of ulcerative colitis when:
e The individual is aged 5 years or older
AND
e Has had a trial and treatment failure with ALL the following:
o Cyltezo (adalimumab-adbm) OR adalimumab-adbm
(Cyltezo unbranded)
o Adalimumab-adaz (Hyrimoz unbranded)
o Simlandi (adalimumab-ryvk) OR adalimumab-ryvk (Simlandi
unbranded)
AND
e Medication is being prescribed by or in consultation with a
gastroenterologist

Note: This medical necessity criteria does not apply to one Open formulary

(Formulary ID: 6062; Rx Plan F1) and one Preferred formulary (Formulary ID: 6064;

00
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Medical Necessity for Ulcerative Colitis

Rx Plan G3). The criteria for members with these custom Open and Preferred

formulary plans can be found in policy 5.01.647 Medical Necessity Criteria for
Custom Open and Preferred Formularies. Please check the member Plan
booklet or member ID card to determine whether this policy criteria applies.

Simponi (golimumab) SC

Simponi (golimumab) may be considered medically necessary

for the treatment of ulcerative colitis when:

e The individual is aged 18 years or older

AND

e Has had a trial and treatment failure with Cyltezo (adalimumab-
adbm) OR Simlandi (adalimumab-ryvk) OR adalimumab-adaz
(Hyrimoz unbranded) OR adalimumab-adbm (Cyltezo
unbranded) OR adalimumab-ryvk (Simlandi unbranded)

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

Note: This medical necessity criteria does not apply to one Open formulary
(Formulary ID: 6062; Rx Plan F1) and one Preferred formulary (Formulary ID: 6064;
Rx Plan G3). The criteria for members with these custom Open and Preferred
formulary plans can be found in policy 5.01.647 Medical Necessity Criteria for
Custom Open and Preferred Formularies. Please check the member Plan
booklet or member ID card to determine whether this policy criteria applies.

e Auvsola (infliximab-axxq)
v,

¢ Renflexis (infliximab-
abda) IV

Avsola (infliximab-axxq) and Renflexis (infliximab-abda) are
subject to review for site of service administration.

Avsola (infliximab-axxq) and Renflexis (infliximab-abda) may

be considered medically necessary for the treatment of

ulcerative colitis when:

e The individual is aged 6 years or older

AND

e Has had an inadequate response or intolerance to Inflectra
(infliximab-dyyb), Infliximab (Janssen — unbranded), or
Remicade (infliximab)

AND
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Imuldosa (ustekinumab-
srif) IV

Imuldosa (ustekinumab-
srif) SC

Otulfi (ustekinumab-aauz)
v

Otulfi (ustekinumab-aauz)
SC

Pyzchiva (ustekinumab-
ttwe) IV

Pyzchiva (ustekinumab-
ttwe) SC

Selarsdi (ustekinumab-
ackn) IV

Selarsdi (ustekinumab-
ackn) SC

Ustekinumab (Stelara
unbranded) IV
Ustekinumab (Stelara
unbranded) SC
Ustekinumab-aekn
(Selarsdi unbranded) IV
Ustekinumab-aekn
(Selarsdi unbranded) SC
Ustekinumab-ttwe
(Pyzchiva unbranded) IV
Ustekinumab-ttwe
(Pyzchiva unbranded) SC
Wezlana (ustekinumab-
auub) IV

Wezlana (ustekinumab-
auub) SC

Medical Necessity for Ulcerative Colitis
e The medication is prescribed by or in consultation with a
gastroenterologist

Second-line IL-12 and IL-23 Antagonist

Imuldosa (ustekinumab-srif) IV, Otulfi (ustekinumab-aauz) 1V,
Pyzchiva (ustekinumab-ttwe) IV, Selarsdi (ustekinumab-ackn)
IV, ustekinumab (Stelara unbranded) 1V, ustekinumab-aekn
(Selarsdi unbranded) IV, ustekinumab-ttwe (Pyzchiva
unbranded) IV, and Wezlana (ustekinumab-auub) IV may be
considered medically necessary for the treatment of ulcerative
colitis when:
e Theindividual is aged 18 years or older
AND
e Has had an inadequate response or is intolerant to ALL the
following agents:
o Stelara (ustekinumab) IV
o Stegeyma (ustekinumab-stba) IV
o Yesintek (ustekinumab-kfce) IV
AND
e Medication is being prescribed by or in consultation with a
gastroenterologist
AND
e Medication is used for only a one-time induction dose

Imuldosa (ustekinumab-srif) SC, Otulfi (ustekinumab-aauz) SC,
Pyzchiva (ustekinumab-ttwe) SC, Selarsdi (ustekinumab-ackn)
SC, ustekinumab (Stelara unbranded) SC, ustekinumab-aekn
(Selarsdi unbranded) SC, ustekinumab-ttwe (Pyzchiva
unbranded) SC, and Wezlana (ustekinumab-auub) SC may be
considered medically necessary for the treatment of ulcerative
colitis when:

e Theindividual is aged 18 years or older

AND

e Has received a single IV induction dose

AND
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Section 1: Open, Preferred, and Select Formulary Plans (Rx Plan A1, A2, B3, B4, C4,
F1, and G3) and Plans with No Pharmacy Benefit Coverage ONLY

Drug Medical Necessity for Ulcerative Colitis

e Has had an inadequate response or is intolerant to ALL the
following agents:
o Stelara (ustekinumab) SC
o Stegeyma (ustekinumab-stba) SC
o Yesintek (ustekinumab-kfce) SC

AND

e Medication is being prescribed by or in consultation with a
gastroenterologist

Step therapy tiers are listed below, please refer to the Policy section for details:

Section 2: Essentials Formulary Plans (Rx Plan E1, E3, and E4) ONLY
Crohn’s Disease - First Line

TNF-a Inhibitors IL-12/23 IL-23 o-4 Janus Kinase
(first-line) Inhibitor Inhibitors Integrin Inhibitors
(first-line) (first-line) Inhibitor (first-line)
(first-line)
e Inflectra (IV) e Stegeyma (V) e  Omvoh (IV) e Entyvio(IV) | ¢ Rinvoq (oral)
e Infliximab (Janssen — (induction) (induction)
unbranded) (V) e Yesintek (IV) e Skyrizi (IV)
e Remicade (IV) (induction) (induction)
e Tremfya (IV)
(induction)
e Zymfentra (SC) e Stegeyma (SC) | ¢  Omvoh (SC)
e Adalimumab-adaz (Hyrimoz (use after IV (use after IV
unbranded) (SC) only) only)
e Adalimumab-adbm (Cyltezo e Yesintek (SC) e Skyrizi (SC)
unbranded) (SC) (use after IV (use after IV
e Adalimumab-ryvk (Simlandi only) only)
unbranded) (SC) e Tremfya (SC)
e  Cyltezo (SC) [pen, syringe,
e Simlandi (SC) and injector]

Crohn’s Disease - Second Line
TNF-a Inhibitors IL-12/23 Inhibitors o-4 Integrin

(second-line) (second-line) Inhibitors

(second-line)
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Section 2: Essentials Formulary Plans (Rx Plan E1, E3, and E4) ONLY

e Avsola (IV) .
e Renflexis (IV) .

Imuldosa (V) (induction) .
Otulfi (IV) (induction)

Entyvio (SC)

Pyzchiva (IV) (induction)

Selarsdi (V) (induction)

Stelara (IV) (induction)

Brand ustekinumab (Stelara
unbranded) (V) (induction)

Brand ustekinumab-aekn (Selarsdi
unbranded) (V) (induction)

Brand ustekinumab-ttwe (Pyzchiva
unbranded) (V) (induction)
Wezlana (IV) (induction)

Abrilada (SC)

Adalimumab-aacf (Idacio unbranded)
(SQO)

Adalimumab-aaty (Yuflyma unbranded)
(SQO)

Adalimumab-fkjp (Hulio unbranded)
(SQ)

Amijevita (SC)

Hadlima (SC)

Hulio (SC)

Humira (SC)

Hyrimoz (SC)

Idacio (SC)

Yuflyma (SC)

Yusimry (SC)

Cimzia (SC)

Imuldosa (SC) (use after IV only)
Otulfi (SC) (use after IV only)
Pyzchiva (SC) (use after IV only)
Selarsdi (SC) (use after IV only)
Stelara (SC) (use after IV only)
Brand ustekinumab (Stelara
unbranded) (SC) (use after IV only)
Brand ustekinumab-aekn (Selarsdi
unbranded) (SC) (use after IV only)
Brand ustekinumab-ttwe (Pyzchiva
unbranded) (SC) (use after IV only)
Wezlana (SC) (use after IV only)

e Tyruko (IV)
e Tysabri (IV)

Section 2: Essentials Formulary Plans (Rx Plan E1, E3, and E4) ONLY

Drug Medical Necessity for Crohn’s Disease

TNF-a Antagonists - First Line

e Cyltezo (adalimumab- Cyltezo (adalimumab-adbm), Simlandi (adalimumab-ryvk),

adbm) SC adalimumab-adaz (Hyrimoz unbranded), adalimumab-adbm
e Simlandi (adalimumab- (Cyltezo unbranded), and adalimumab-ryvk (Simlandi
ryvk) SC

unbranded) may be considered medically necessary for the
¢ Adalimumab-adaz

(Hyrimoz unbranded) SC
e Adalimumab-adbm

(Cyltezo unbranded) SC
e Adalimumab-ryvk

(Simlandi unbranded) SC

treatment of Crohn’s disease when:
e The individual is aged 6 years or older
AND
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Section 2: Essentials Formulary Plans (Rx Plan E1, E3, and E4) ONLY

Medical Necessity for Crohn’s Disease

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, budesonide, etc.) or
is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)

OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

Note: This medical necessity criteria does not apply to one Open formulary
(Formulary ID: 6062; Rx Plan F1) and one Preferred formulary (Formulary ID: 6064;
Rx Plan G3). The criteria for members with these custom Open and Preferred
formulary plans can be found in policy 5.01.647 Medical Necessity Criteria for
Custom Open and Preferred Formularies. Please check the member Plan
booklet or member ID card to determine whether this policy criteria applies.

Zymfentra (infliximab-
dyyb) SC

Zymfentra (infliximab-dyyb) are subject to review for site of

service administration.

Zymfentra (infliximab-dyyb) may be considered medically

necessary for the treatment of Crohn’s disease when:

e Theindividual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, budesonide, etc.) or
is currently taking a corticosteroid medication
OR
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Section 2: Essentials Formulary Plans (Rx Plan E1, E3, and E4) ONLY

Drug TMedicaI Necessity for Crohn’s Disease
e Has tried one other agent for Crohn’s disease (e.g.,

azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Has received an intravenous infliximab induction regimen (e.g.,
Remicade, Avsola, Inflectra, or Renflexis)

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

¢ Inflectra (infliximab- Inflectra (infliximab-dyyb), Infliximab (Janssen — unbranded),

dyyb) IV and Remicade (infliximab) are subject to review for site of
¢ Infliximab (Janssen -
unbranded) IV

e Remicade (infliximab) IV

service administration.

Inflectra (infliximab-dyyb), Infliximab (Janssen — unbranded),

and Remicade (infliximab) may be considered medically

necessary for the treatment of Crohn’s disease when:

e The individual is aged 6 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, budesonide, etc.) or
is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn’s disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR
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Section 2: Essentials Formulary Plans (Rx Plan E1, E3, and E4) ONLY

Drug TMedical Necessity for Crohn’s Disease
¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s

disease recurrence)

AND

e The medication is prescribed by or in consultation with a
gastroenterologist

a-4 Integrin Inhibitors - First Line
Entyvio (vedolizumab) IV Entyvio (vedolizumab) IV is subject to review for site of service

administration.

Entyvio (vedolizumab) IV may be considered medically

necessary for the treatment of Crohn’s disease when:

e The individual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, budesonide, etc.) or
is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

e Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Entyvio (vedolizumab) IV is being prescribed by or in
consultation with a gastroenterologist

IL-12 and IL-23 Antagonist - First Line

e Steqeyma (ustekinumab- | Steqeyma (ustekinumab-stba) IV and Yesintek (ustekinumab-

stba) IV kfce) IV may be considered medically necessary for the

* Steqeyma (ustekinumab- | {,05tment of moderately to severely active Crohn's disease
stba) SC when:

¢ Yesintek (ustekinumab-

e The individual is aged 18 years or older

kfce) IV

Page | 43 of 133



Section 2: Essentials Formulary Plans (Rx Plan E1, E3, and E4) ONLY

Yesintek (ustekinumab-
kfce) SC

Medical Necessity for Crohn’s Disease
AND
e Has tried one corticosteroid (e.g., methylprednisolone,

prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn's
disease recurrence)

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

AND

e Medication is used for only a one-time induction dose

Stegeyma (ustekinumab-stba) SC and Yesintek (ustekinumab-

kfce) SC may be considered medically necessary for the

treatment of moderately to severely active Crohn’s disease

when:

e Theindividual is aged 18 years or older

AND

e Has received a single IV induction dose

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn’s disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)

00
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Section 2: Essentials Formulary Plans (Rx Plan E1, E3, and E4) ONLY

Medical Necessity for Crohn’s Disease
OR
e Has enterocutaneous (perianal or abdominal) or rectovaginal

fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

IL-23 Antagonist - First Line

e Omvoh (mirikizumab- Omvoh (mirikizumab-mrkz) IV may be considered medically
mrkz) IV necessary for the treatment of moderately to severely active
¢ Omvoh (mirikizumab- Crohn’s disease when:
mrkz) SC

e The individual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Omvoh (mirikizumab-mrkz) IV is being prescribed by or in
consultation with a gastroenterologist

AND

e Omvoh (mirikizumab-mrkz) IV is used only for induction
therapy (administered at Week 0, Week 4, and Week 8 for a
total of 3 IV infusions)
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Medical Necessity for Crohn’s Disease

Omvoh (mirikizumab-mrkz) SC may be considered medically

necessary for the treatment of moderately to severely active

Crohn’s disease when:

e Theindividual is aged 18 years or older

AND

e Has received induction therapy with Omvoh (mirikizumab-
mrkz) IV

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

e One other agent for Crohn’s disease (e.g., azathioprine, 6-
mercaptopurine, methotrexate, mesalamine extended-release
[Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

e Has had ileocolonic resection (to reduce the chance of Crohn's
disease recurrence)

AND

e Omvoh (mirikizumab-mrkz) SC on-body injector is being
prescribed by or in consultation with a gastroenterologist

e  Skyrizi (risankizumab-
rzaa) IV

e  Skyrizi (risankizumab-
rzaa) SC on-body injector

Skyrizi (risankizumab-rzaa) IV may be considered medically

necessary for the treatment of moderately to severely active

Crohn’s disease when:

e Theindividual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR
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Drug

TMedicaI Necessity for Crohn’s Disease
e Has tried one other agent for Crohn’s disease (e.g.,

azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Skyrizi (risankizumab-rzaa) IV is being prescribed by or in
consultation with a gastroenterologist

AND

e Skyrizi (risankizumab-rzaa) IV is used only for induction therapy
(administered at Week 0, Week 4, and Week 8 for a total of 3 IV
infusions)

Skyrizi (risankizumab-rzaa) SC on-body injector may be

considered medically necessary for the treatment of

moderately to severely active Crohn’s disease when:

e Theindividual is aged 18 years or older

AND

e Has received induction therapy with Skyrizi (risankizumab-rzaa)
v

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

¢ One other agent for Crohn'’s disease (e.g., azathioprine, 6-
mercaptopurine, methotrexate, mesalamine extended-release
[Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR
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Drug TMedicaI Necessity for Crohn’s Disease
¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s

disease recurrence)

AND

e Skyrizi (risankizumab-rzaa) SC on-body injector is being
prescribed by or in consultation with a gastroenterologist

e Tremfya (guselkumab) IV | Tremfya (guselkumab) IV may be considered medically

e Tremfya (guselkumab) SC | ecessary for the treatment of moderately to severely active
(pen, syringe, and Crohn’s disease when:
injector) e Theindividual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn's
disease recurrence)

AND

e Tremfya (guselkumab) IV is being prescribed by or in
consultation with a gastroenterologist

AND

e Tremfya (guselkumab) IV is used only for induction therapy
(administered at Week 0, Week 4, and Week 8 for a total of 3 IV
infusions)

Tremfya (guselkumab) SC may be considered medically
necessary for the treatment of moderately to severely active
Crohn’s disease when:

e Theindividual is aged 18 years or older
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Drug

Rinvoq (upadacitinib)

Janus Kinase (JAK) Inhibitors - First Line
Rinvoq (upadacitinib) may be considered medically necessary

TMedical Necessity for Crohn’s Disease

AND

e Has received induction therapy with Tremfya (guselkumab) IV
OR Tremfya (guselkumab) SC (400 mg administered at Week 0,
Week 4, and Week 8 for a total of 3 SC injections)

AND

e Has tried one corticosteroid (e.g., methylprednisolone,

prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

¢ One other agent for Crohn'’s disease (e.g., azathioprine, 6-
mercaptopurine, methotrexate, mesalamine extended-release
[Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn's
disease recurrence)

AND

e Tremfya (guselkumab) SC is being prescribed by or in
consultation with a gastroenterologist

for the treatment of moderately to severely active Crohn’s

disease when:

e Theindividual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn'’s disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR
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Medical Necessity for Crohn’s Disease

Abrilada (adalimumab-
afzb) SC
Adalimumab-aacf (Idacio
unbranded) SC
Adalimumab-aaty
(Yuflyma unbranded) SC
Adalimumab-fkjp (Hulio
unbranded) SC

Amjevita (adalimumab-
atto) SC

Hadlima (adalimumab-
bwwd) SC

Hulio (adalimumab-fkjp)
SC

Humira (adalimumab) SC
Hyrimoz (adalimumab-
adaz) SC

Idacio (adalimumab-aacf)
SC

Yuflyma (adalimumab-
aaty) SC

Yusimry (adalimumab-
aqvh) SC

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Has had a trial and treatment failure with one or more TNF
blockers

AND

e Rinvoq is being prescribed by or in consultation with a
gastroenterologist

TNF-a Antagonists — Second Line

Abrilada (adalimumab-afzb), adalimumab-aacf (Idacio
unbranded), adalimumab-aaty (Yuflyma unbranded),
adalimumab-fkjp (Hulio unbranded), Amjevita (adalimumab-
atto), Hadlima (adalimumab-bwwd), Hulio (adalimumab-fkjp),
Humira (adalimumab), Hyrimoz (adalimumab-adaz), Idacio
(adalimumab-aacf), Yuflyma (adalimumab-aaty), and Yusimry
(adalimumab-aqvh) may be considered medically necessary for
the treatment of Crohn’s disease when:
e The individual is aged 6 years or older
AND
e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, budesonide, etc.) or
is currently taking a corticosteroid medication
OR
e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR
e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR
¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)
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Drug

TMedicaI Necessity for Crohn’s Disease
AND
e Has had a trial and treatment failure with ALL the following:
o Cyltezo (adalimumab-adbm) OR adalimumab-adbm
(Cyltezo unbranded)

o Adalimumab-adaz (Hyrimoz unbranded)
Simlandi (adalimumab-ryvk) OR adalimumab-ryvk (Simlandi
unbranded)
AND
e Medication is being prescribed by or in consultation with a
gastroenterologist

Note: This medical necessity criteria does not apply to one Open formulary
(Formulary ID: 6062; Rx Plan F1) and one Preferred formulary (Formulary ID: 6064;
Rx Plan G3). The criteria for members with these custom Open and Preferred
formulary plans can be found in policy 5.01.647 Medical Necessity Criteria for
Custom Open and Preferred Formularies. Please check the member Plan
booklet or member ID card to determine whether this policy criteria applies.

Cimzia (certolizumab
pegol) SC

Cimzia (certolizumab pegol) may be considered medically

necessary for the treatment of Crohn’s disease when:

e Theindividual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, budesonide, etc.) or
is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

e Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND
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Drug TMedicaI Necessity for Crohn’s Disease

e Has had a trial and treatment failure with ONE the following:

o Cyltezo (adalimumab-adbm)

o Adalimumab-adbm (Cyltezo unbranded)

o Adalimumab-adaz (Hyrimoz unbranded)

o Simlandi (adalimumab-ryvk)

o Adalimumab-ryvk (Simlandi unbranded)
AND

e Medication is being prescribed by or in consultation with a
gastroenterologist

Note: This medical necessity criteria does not apply to one Open formulary
(Formulary ID: 6062; Rx Plan F1) and one Preferred formulary (Formulary ID: 6064;
Rx Plan G3). The criteria for members with these custom Open and Preferred
formulary plans can be found in policy 5.01.647 Medical Necessity Criteria for
Custom Open and Preferred Formularies. Please check the member Plan
booklet or member ID card to determine whether this policy criteria applies.

e Avsola (infliximab-axxq) | Avsola (infliximab-axxq) and Renflexis (infliximab-abda) are

IV. subject to review for site of service administration.
e Renflexis (infliximab-

abda) IV Avsola (infliximab-axxq) and Renflexis (infliximab-abda) may

be considered medically necessary for the treatment of

Crohn’s disease when:

e The individual is aged 6 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, budesonide, etc.) or
is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR
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Drug

Entyvio (vedolizumab) SC

TMedicaI Necessity for Crohn’s Disease
¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s

disease recurrence)

AND

e The individual has had an inadequate response or intolerance
to Inflectra (infliximab-dyyb), Infliximab (Janssen — unbranded),
or Remicade (infliximab)

AND

e The medication is prescribed by or in consultation with a
gastroenterologist

o-4 Integrin Inhibitors - Second Line

Entyvio (vedolizumab) SC may be considered medically

necessary for the treatment of adult individuals with Crohn’s

disease when:

e The individual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, budesonide, etc.) or
is currently taking a corticosteroid medication
OR

e Has tried one other agent for Crohn's disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Entyvio (vedolizumab) SC is being prescribed by or in
consultation with a gastroenterologist

AND

e Has had a trial and treatment failure with TWO of the following:
o A preferred adalimumab product: Cyltezo (adalimumab-

adbm), Simlandi (adalimumab-ryvk), adalimumab-adaz
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Drug TMedicaI Necessity for Crohn’s Disease
(Hyrimoz unbranded), adalimumab-adbm (Cyltezo

unbranded), or adalimumab-ryvk (Simlandi unbranded)

o Cimzia (certolizumab pegol)

o Omvoh (mirikizumab-mrkz) SC

o Rinvoq (upadacitinib)

o A preferred ustekinumab product: Steqeyma (ustekinumab-
stba) SC or Yesintek (ustekinumab-kfce) SC

o Skyrizi (risankizumab-rzaa) SC on-body injector

Tremfya (guselkumab) SC
o Zymfentra (infliximab-dyyb)
AND
e Has received induction therapy with Entyvio (vedolizumab) IV
OR
e Has already started on or is currently undergoing induction
therapy with Entyvio (vedolizumab) IV

Note: This medical necessity criteria does not apply to one Open formulary
(Formulary ID: 6062; Rx Plan F1) and one Preferred formulary (Formulary ID: 6064;
Rx Plan G3). The criteria for members with these custom Open and Preferred
formulary plans can be found in policy 5.01.647 Medical Necessity Criteria for
Custom Open and Preferred Formularies. Please check the member Plan
booklet or member ID card to determine whether this policy criteria applies.

e Tyruko (natalizumab- Tyruko (natalizumab-sztn) and Tysabri (natalizumab) is subject
sztn) IV to review for site of service administration.

e Tysabri (natalizumab) IV

Tyruko (natalizumab-sztn) and Tysabri (natalizumab) may be

considered medically necessary for the treatment of Crohn’s

disease when:

e The individual is aged 18 years or older

AND

e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR
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Drug

Imuldosa (ustekinumab-
srif) IV

Imuldosa (ustekinumab-
srif) SC

Otulfi (ustekinumab-aauz)
v

Otulfi (ustekinumab-aauz)
SC

Pyzchiva (ustekinumab-
ttwe) IV

Pyzchiva (ustekinumab-
ttwe) SC

Selarsdi (ustekinumab-
ackn) IV

Selarsdi (ustekinumab-
ackn) SC

Stelara (ustekinumab) IV
Stelara (ustekinumab) SC
Ustekinumab (Stelara
unbranded) IV

TMedicaI Necessity for Crohn’s Disease
e Has tried one other agent for Crohn’s disease (e.g.,

azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Has had a trial and treatment failure with one or more TNF
blockers

AND

e The medication is being prescribed by or in consultation with a
gastroenterologist

Second-line IL-12 and IL-23 Antagonist

Imuldosa (ustekinumab-srif) IV, Otulfi (ustekinumab-aauz) 1V,
Pyzchiva (ustekinumab-ttwe) IV, Selarsdi (ustekinumab-ackn)
IV, Stelara (ustekinumab) 1V, ustekinumab (Stelara unbranded)
IV, ustekinumab-aekn (Selarsdi unbranded) IV, ustekinumab-
ttwe (Pyzchiva unbranded) IV, and Wezlana (ustekinumab-
auub) IV may be considered medically necessary for the
treatment of moderately to severely active Crohn’s disease
when:
e Theindividual is aged 18 years or older
AND
e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR
e Has tried one other agent for Crohn’s disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)
OR
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Medical Necessity for Crohn’s Disease

Ustekinumab (Stelara
unbranded) SC
Ustekinumab-aekn
(Selarsdi unbranded) IV
Ustekinumab-aekn
(Selarsdi unbranded) SC
Ustekinumab-ttwe
(Pyzchiva unbranded) IV
Ustekinumab-ttwe
(Pyzchiva unbranded) SC
Wezlana (ustekinumab-
auub) IV

Wezlana (ustekinumab-
auub) SC

e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

e Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Has had an inadequate response or is intolerant to ALL the
following agents:
o Stegeyma (ustekinumab-stba) IV
o Yesintek (ustekinumab-kfce) IV

AND

e Medication is being prescribed by or in consultation with a
gastroenterologist

AND

e Maedication is used for only a one-time induction dose

Imuldosa (ustekinumab-srif) SC, Otulfi (ustekinumab-aauz) SC,
Pyzchiva (ustekinumab-ttwe) SC, Selarsdi (ustekinumab-ackn)
SC, Stelara (ustekinumab) SC, ustekinumab (Stelara
unbranded) SC, ustekinumab-aekn (Selarsdi unbranded) SC,
ustekinumab-ttwe (Pyzchiva unbranded) SC, and Wezlana
(ustekinumab-auub) SC may be considered medically
necessary for the treatment of moderately to severely active
Crohn’s disease when:
e Theindividual is aged 18 years or older
AND
e Has received a single IV induction dose
AND
e Has tried one corticosteroid (e.g., methylprednisolone,
prednisone, prednisolone, dexamethasone, or budesonide, etc.)
or is currently taking a corticosteroid medication
OR
e Has tried one other agent for Crohn’s disease (e.g.,
azathioprine, 6-mercaptopurine, methotrexate, mesalamine
extended-release [Pentasa formulation], etc.)

00
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Drug Medical Necessity for Crohn’s Disease
OR
e Has enterocutaneous (perianal or abdominal) or rectovaginal
fistulas
OR

¢ Has had ileocolonic resection (to reduce the chance of Crohn'’s
disease recurrence)

AND

e Has had an inadequate response or is intolerant to ALL the
following agents:
o Stegeyma (ustekinumab-stba) SC
o Yesintek (ustekinumab-kfce) SC

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

Step therapy tiers are listed below, please refer to the Policy section for details:

Section 2: Essentials Formulary Plans (Rx Plan E1, E3, and E4) ONLY
Ulcerative Colitis - First Line

TNF-a Inhibitors o -4 IL-12/23 IL-23 Janus S1P
(first-line) Integrin Inhibitor Inhibitor Kinase Receptor
Inhibitor (first-line) (first-line) Inhibitors Modulators
(first-line) (first- (first-line)
line)
e Inflectra (IV) e Entyvio(lV) | e Stegeyma ¢ Omvoh ¢ Rinvoq e Velsipity (oral)
e Infliximab (Janssen - (V) (V) (oral)
unbranded) (IV) (induction) (induction) | e  Xeljanz
e  Remicade (IV) e  Yesintek e Skyrizi (IV) (oral)
(V) (induction) | o  Xeljanz
(induction) | ¢  Tremfya XR (oral)
(V)
(induction)
e Zymfentra (SC) e Stegeyma |e Omvoh
e Adalimumab-adaz (SQC) (use (SC) (use
(Hyrimoz after IV after IV
unbranded) (SC) only) only)
e Yesintek e Skyrizi
(SC) (use (SC) (use
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e Adalimumab-adbm after IV after IV
(Cyltezo unbranded) only) only)
(8Q) e Tremfya
e Adalimumab-ryvk (SC) (use
(Simlandi after IV
unbranded) (SC) only) [pen,
e Cyltezo (SC) syringe,
e Simlandi (SC) and
injector]

Ulcerative Colitis — Second Line

TNF-a Inhibitors « -4 IL-12/23 Inhibitors S1P Receptor
(second-line) Integrin (second-line) Modulators (second-
Inhibitor line)
(second-
line)
e Avsola (IV) e Entyvio (SC) | ¢ Imuldosa (IV) (induction) e  Zeposia (oral)
e Renflexis (IV) e Otulfi (IV) (induction)

e Pyzchiva (IV) (induction)

e Selarsdi (IV) (induction)

e Stelara (IV) (induction)

e  Brand ustekinumab (Stelara
unbranded) (V) (induction)

e Brand ustekinumab-aekn
(Selarsdi unbranded) (IV)
(induction)

e  Brand ustekinumab-ttwe
(Pyzchiva unbranded) (V)

(induction)
e Wezlana (IV) (induction)

e Abrilada (SC) e Imuldosa (SC) (use after IV

e Adalimumab-aacf only)

(Idacio unbranded) e Otulfi (SC) (use after IV only)
(SO e Pyzchiva (SC) (use after IV

e Adalimumab-aaty only)

(Yuflyma unbranded) e  Selarsdi (SC) (use after IV
(SO) only)

e Adalimumab-fkjp e Stelara (SC) (use after IV only)
(Hulio unbranded) e  Brand ustekinumab (Stelara
(SO unbranded) (SC) (use after IV

e Amijevita (SC) only)

e Hadlima (SC) e  Brand ustekinumab-aekn

e  Hulio (SC) (Selarsdi unbranded) (SC) (use

e  Humira (SC) after IV only)
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e  Hyrimoz (SC)
e |dacio (SC)

e Yuflyma (SC)
e  Yusimry (SC)
e  Simponi (SC)

e  Brand ustekinumab-ttwe
(Pyzchiva unbranded) (SC)
(use after IV only)

e Wezlana (SC) (use after IV
only)

e Cyltezo (adalimumab-
adbm) SC

¢ Simlandi (adalimumab-
ryvk) SC

e Adalimumab-adaz

(Hyrimoz unbranded) SC
e Adalimumab-adbm

(Cyltezo unbranded) SC
¢ Adalimumab-ryvk

(Simlandi unbranded) SC

Cyltezo (adalimumab-adbm), Simlandi (adalimumab-ryvk),

adalimumab-adaz (Hyrimoz unbranded), adalimumab-adbm

(Cyltezo unbranded), and adalimumab-ryvk (Simlandi

unbranded) may be considered medically necessary for the

treatment of ulcerative colitis when:

e The individual is aged 5 years or older

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

Note: This medical necessity criteria does not apply to one Open formulary
(Formulary ID: 6062; Rx Plan F1) and one Preferred formulary (Formulary ID: 6064;
Rx Plan G3). The criteria for members with these custom Open and Preferred
formulary plans can be found in policy 5.01.647 Medical Necessity Criteria for
Custom Open and Preferred Formularies. Please check the member Plan
booklet or member ID card to determine whether this policy criteria applies.

Zymfentra (infliximab-
dyyb) SC

Zymfentra (infliximab-dyyb) are subject to review for site of

service administration.

Zymfentra (infliximab-dyyb) may be considered medically

necessary for the treatment of ulcerative colitis when:

e Theindividual is aged 18 years or older

AND

e Has received an intravenous infliximab induction regimen (e.g.,
Remicade, Avsola, Inflectra, or Renflexis)

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist
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Drug
e Inflectra (infliximab-
dyyb) IV

¢ Infliximab (Janssen -
unbranded) IV
¢ Remicade (infliximab) IV

o-4 Integrin Inhibitor - Fir

Entyvio (vedolizumab) IV

IL-12 and IL-23 Inhibitor -

e Steqeyma (ustekinumab-
stba) IV

e Steqeyma (ustekinumab-
stba) SC

¢ Yesintek (ustekinumab-
kfce) IV

¢ Yesintek (ustekinumab-
kfce) SC

Medical Necessity for Ulcerative Colitis

Inflectra (infliximab-dyyb), Infliximab (Janssen — unbranded),
and Remicade (infliximab) are subject to review for site of
service administration.

Inflectra (infliximab-dyyb), Infliximab (Janssen — unbranded),

and Remicade (infliximab) may be considered medically

necessary for the treatment of ulcerative colitis when:

e The individual is aged 6 years or older

AND

e Medication is prescribed by or in consultation with a
gastroenterologist

st Line

Entyvio (vedolizumab) IV is subject to review for site of

service administration.

Entyvio (vedolizumab) IV may be considered medically

necessary for the treatment of ulcerative colitis when:

e The individual is aged 18 years or older

AND

e Entyvio (vedolizumab) IV is being prescribed by or in
consultation with a gastroenterologist

First Line

Stegeyma (ustekinumab-stba) IV and Yesintek (ustekinumab-

kfce) IV may be considered medically necessary for the

treatment of ulcerative colitis when:

e Theindividual is aged 18 years or older

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

AND

e Maedication is used for only a one-time induction dose

Steqeyma (ustekinumab-stba) SC and Yesintek (ustekinumab-
kfce) SC may be considered medically necessary for the
treatment of ulcerative colitis when:
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Drug Medical Necessity for Ulcerative Colitis
e The individual is aged 18 years or older
AND

e Has received a single IV induction dose

AND

e Maedication is being prescribed by or in consultation with a
gastroenterologist

IL-23 Inhibitor - First Line

e Omvoh (mirikizumab- Omvoh (mirikizumab-mrkz) IV may be considered medically

mrkz) IV necessary for the treatment of adult individuals with ulcerative
e Omvoh (mirikizumab-

mrkz) SC

colitis when:

e The individual is aged 18 years or older

AND

e  Omvoh (mirikizumab-mrkz) IV is being prescribed by or in
consultation with a gastroenterologist

AND

e  Omvoh (mirikizumab-mrkz) IV is used only for induction
therapy (administered at Week 0, Week 4, and Week 8 for a
total of 3 IV infusions)

Omvoh (mirikizumab-mrkz) SC may be considered medically

necessary for the treatment of adult individuals with ulcerative

colitis when:

e Theindividual is aged 18 years or older

AND

e Has received induction therapy with Omvoh (mirikizumab-
mrkz) IV

AND

e Omvoh (mirikizumab-mrkz) SC is being prescribed by or in
consultation with a gastroenterologist

e  Skyrizi (risankizumab- Skyrizi (risankizumab-rzaa) IV may be considered medically

rzaa) IV necessary for the treatment of ulcerative colitis when:
*  Skyrizi (risankizumab- e The individual is aged 18 years or older
rzaa) SC on-body injector AND

e Skyrizi (risankizumab-rzaa) IV is being prescribed by or in

consultation with a gastroenterologist
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Medical Necessity for Ulcerative Colitis

AND

e Skyrizi (risankizumab-rzaa) IV is used only for induction therapy
(administered at Week 0, Week 4, and Week 8 for a total of 3 IV
infusions)

Skyrizi (risankizumab-rzaa) SC on-body injector may be

considered medically necessary for the treatment of ulcerative

colitis when:

e Theindividual is aged 18 years or older

AND

e Has received induction therapy with Skyrizi (risankizumab-rzaa)
v

AND

e Skyrizi (risankizumab-rzaa) SC on-body injector is being
prescribed by or in consultation with a gastroenterologist

Tremfya (guselkumab) IV
Tremfya (guselkumab) SC

Tremfya (guselkumab) IV may be considered medically

necessary for the treatment of ulcerative colitis when:

e The individual is aged 18 years or older

AND

e Tremfya (guselkumab) IV is being prescribed by or in
consultation with a gastroenterologist

AND

e Tremfya (guselkumab) IV is used only for induction therapy
(administered at Week 0, Week 4, and Week 8 for a total of 3 IV
infusions)

Tremfya (guselkumab) SC may be considered medically

necessary for the treatment of ulcerative colitis when:

e The individual is aged 18 years or older

AND

e Has received induction therapy with Tremfya (guselkumab) IV

AND

e Tremfya (guselkumab) SC is being prescribed by or in
consultation with a gastroenterologist
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Drug

Medical Necessity for Ulcerative Colitis

Janus Kinase Inhibitors - First Line

¢ Rinvoq (upadacitinib) oral

e Xeljanz (tofacitinib) oral,
immediate-release

¢ Xeljanz XR (tofacitinib)
oral, extended-release

Sphingosine 1-Phosphate Receptor Modulators - First Line

Velsipity (etrasimod) oral

a-4 Integrin Inhibitor — Second Line

Entyvio (vedolizumab) SC

Rinvoq (upadacitinib), Xeljanz (tofacitinib), and Xeljanz XR

(tofacitinib extended-release) may be considered medically

necessary for the treatment of adult individuals with ulcerative

colitis when:

e The individual is aged 18 years or older

AND

e Has had a trial and treatment failure with one or more TNF
blockers

AND

e Maedication is prescribed by or in consultation with a
gastroenterologist

Velsipity (etrasimod) may be considered medically necessary

for the treatment of adult individuals with ulcerative colitis

when:

e The individual is aged 18 years or older

AND

e Velsipity (etrasimod) is prescribed by or in consultation with a
gastroenterologist

AND

e Doseis 2 mg or less per day

Entyvio (vedolizumab) SC may be considered medically

necessary for the treatment of adult individuals with ulcerative

colitis when:

e Theindividual is aged 18 years or older

AND

e Entyvio (vedolizumab) SC is being prescribed by or in
consultation with a gastroenterologist

AND

e Has had a trial and treatment failure with TWO of the following:
o A preferred adalimumab product: Cyltezo (adalimumab-

adbm), Simlandi (adalimumab-ryvk), adalimumab-adaz
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(Hyrimoz unbranded), adalimumab-adbm (Cyltezo
unbranded), or adalimumab-ryvk (Simlandi unbranded)
Omvoh (mirikizumab-mrkz) SC

Rinvoq (upadacitinib)

Simponi (golimumab) SC

Skyrizi (risankizumab-rzaa) SC

O O O O O

A preferred ustekinumab product: Steqeyma (ustekinumab-
stba) SC or Yesintek (ustekinumab-kfce) SC

Tremfya (guselkumab) SC

o Velsipity (etrasimod)

o Xeljanz (tofacitinib) or Xeljanz XR (tofacitinib extended-
release)

(0]

o Zymfentra (infliximab-dyyb)
AND
e Has received induction therapy with Entyvio (vedolizumab) IV
OR
e Has already started on or is currently undergoing induction
therapy with Entyvio (vedolizumab) IV

Note: This medical necessity criteria does not apply to one Open formulary
(Formulary ID: 6062; Rx Plan F1) and one Preferred formulary (Formulary ID: 6064;
Rx Plan G3). The criteria for members with these custom Open and Preferred
formulary plans can be found in policy 5.01.647 Medical Necessity Criteria for
Custom Open and Preferred Formularies. Please check the member Plan
booklet or member ID card to determine whether this policy criteria applies.

Sphingosine 1-Phosphate Receptor Modulators — Second Line

Zeposia (ozanimod) oral Zeposia (ozanimod) may be considered medically necessary for

the treatment of adult individuals with ulcerative colitis when:

e Theindividual is aged 18 years or older

AND

e Has had a trial and treatment failure with TWO of the following:

o A preferred adalimumab product: Cyltezo (adalimumab-

adbm), Simlandi (adalimumab-ryvk), adalimumab-adaz
(Hyrimoz unbranded), adalimumab-adbm (Cyltezo

unbranded), or adalimumab-ryvk (Simlandi unbranded)
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o Omvoh (mirikizumab-mrkz) SC
Rinvoq (upadacitinib)

Simponi (golimumab) SC
Skyrizi (risankizumab-rzaa) SC

O O O O

A preferred ustekinumab product: Steqeyma (ustekinumab-
stba) SC or Yesintek (ustekinumab-kfce) SC

Tremfya (guselkumab) SC

Velsipity (etrasimod)

Xeljanz (tofacitinib) or Xeljanz XR (tofacitinib)

O O O O

Zymfentra (infliximab-dyyb)

AND

e Zeposia (ozanimod) is prescribed by or in consultation with a
gastroenterologist

AND

e Doseis < 0.92 mg per day

Note: This medical necessity criteria does not apply to one Open formulary
(Formulary ID: 6062; Rx Plan F1) and one Preferred formulary (Formulary ID: 6064;
Rx Plan G3). The criteria for members with these custom Open and Preferred
formulary plans can be found in policy 5.01.647 Medical Necessity Criteria for
Custom Open and Preferred Formularies. Please check the member Plan
booklet or member ID card to determine whether this policy criteria applies.

TNF-a Inhibitors — Second Line

e Abrilada (adalimumab- Abrilada (adalimumab-afzb), adalimumab-aacf (Idacio
afzb) SC unbranded), adalimumab-aaty (Yuflyma unbranded),

e Adalimumab-aacf (Idacio
unbranded) SC

e Adalimumab-aaty
(Yuflyma unbranded) SC

¢ Adalimumab-fkjp (Hulio
unbranded) SC (adalimumab-aqvh) may be considered medically necessary for

adalimumab-fkjp (Hulio unbranded), Amjevita (adalimumab-
atto), Hadlima (adalimumab-bwwd), Hulio (adalimumab-fkjp),
Humira (adalimumab), Hyrimoz (adalimumab-adaz), Idacio
(adalimumab-aacf), Yuflyma (adalimumab-aaty), and Yusimry

« Amijevita (adalimumab- the treatment of ulcerative colitis when:

atto) SC e The individual is aged 5 years or older
e Hadlima (adalimumab- AND

bwwd) SC e Has had a trial and treatment failure with ALL the following:
¢ Hulio (adalimumab-fkjp)

SC
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Medical Necessity for Ulcerative Colitis

¢ Humira (adalimumab) SC

