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Golimumab Products: Simponi ARIA® and Biosimilars
(Intravenous)

Effective Date: 01/01/2020
Review Date: 9/25/2019, 12/20/2019, 1/22/2020, 11/16 /2020, 7/15/2021, 9/2/2021, 7/7/2022, 8 /10/23,
12/07/2023, 01/04/2024, 02/14 /2024, 01/22/2025, 07 /28 /2026

Scope: Medicaid*, Commercial, Medicare

*(Medication only available on the Medical Benefit)

I. Length of Authorization

Coverage will be provided for six months and may be renewed.

II.  Dosing Limits

A. Quantity Limit (max daily dose) [NDC Unit]:
Simponi Aria 50 mg/4 mL injection: 10 vials first 28 days, then 5 vials per 56 days
B. Max Units (per dose and over time) [HCPCS Unit]:
Loading Dose: 250 billable units on weeks 0 and 4

Maintenance: 250 billable units every 8 weeks

III. Summary of Evidence

Simponi is a tumor necrosis factor (TNF) blocker indicated for the treatment of adult patients with moderately to
severely active rtheumatoid arthritis (RA) in combination with methotrexate, active psoriatic arthritis (PsA) alone, or in
combination with methotrexate, active ankylosing spondylitis and moderate to severe Ulcerative colitis (UC) with an
inadequate response or intolerant to prior treatment or requiring continuous steroid therapy. The safety and efficacy of
Simponi were evaluated in several multicenter, randomized, double-blind, controlled trials for various conditions,
including rheumatoid arthritis (RA), psoriatic arthritis (PsA), ankylosing spondylitis (AS), and ulcerative colitis (UC). In
RA, Simponi was tested in three trials (RA-1, RA-2, and RA-3) involving 1,542 patients aged 18 or older with
moderately to severely active RA. In Trial RA-1, which included patients previously treated with biologic TNF
blockers, Simponi in combination with methotrexate (MTX) led to greater ACR 20, 50, and 70 responses at Week 14
compared to placebo. In Trial RA-2, patients with active RA despite stable MTX doses showed similar improvements
with Simponi (50 mg or 100 mg) combined with MTX compared to MTX alone. Trial RA-3, which involved MTX-
naive patients, also demonstrated significant improvements with Simponi combined with MTX. Physical function,
measured by the Health Assessment Questionnaire Disability Index (HAQ-DI), improved more in the Simponi groups

compared to controls
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IV.

In PsA, Simponi was tested in a placebo-controlled trial (Trial PsA) involving 405 adults with active PsA. The study

showed that both 50 mg and 100 mg doses of Simponi significantly improved ACR 20 responses at Week 14 compared

to placebo, with no clear difference between the doses.

For ankylosing spondylitis, Simponi was evaluated in Trial AS, involving 356 patients with active disease. Patients

treated with Simponi (50 mg or 100 mg) showed significant improvement in the ASAS 20 response at Week 14
compared to placebo.

In ulcerative colitis, the safety and efficacy of Simponi were evaluated in two trials (UC-1 and UC-2). Trial UC-1
assessed induction therapy in patients with moderately to severely active UC, showing that the 200/100 mg dosing

regimen significantly improved clinical response, clinical remission, and endoscopic appearance compared to placebo at

Week 6. Trial UC-2, a maintenance trial, demonstrated that patients receiving Simponi 100 mg every four weeks

maintained clinical response through Week 54 at a higher rate than those on placebo. Common adverse events include

upper respiratory tract infection, nasopharyngitis, and injection site reactions.

Initial Approval Criteria!

For all indications !

Medicare members who have previously received this medication within the past 365 days are not subject to

Step Therapy Requirements.

e Submission of the member’s chart or medical record is required, documenting medical necessity based on the

criteria corresponding to the applicable indication; AND

e Physician has assessed baseline disease severity utilizing an objective measure/tool; AND

e Member has been evaluated and screened for the presence of hepatitis B virus (HBV) prior to initiating

treatment; AND

e Member has been evaluated and screened for the presence of latent tuberculosis (TB) infection prior to

initiating treatment and will receive ongoing monitoring for presence of TB during treatment; AND
e Member does not have an active infection, including clinically important localized infections; AND

e Member will not receive live vaccines during therapy; AND

e Golimumab will not be used concomitantly with an injectable biologic response modifier including TNF-inhibitors
(e.g., adalimumab (e.g., Hadlima), Enbrel (etanercept), Cimzia (certolizumab), infliximab (e.g, Inflectra), etc.) and
IL-inhibitors (e.g., Cosentyx (secukinumab), ustekinumab (e.g., Stelara, Otulfi, Selarsdi, Steqeyma, and Yesintek,
etc.), Tremfya (guselkumab), Ilumya (tildrakizumab), Skyrtizi (risankizumab), Bimzelx (bimekizumab), etc.) or other

oral non-biologic agent (e.g., Otezla (apremilast), tofacitinib (Xeljanz), Olumiant (baricitinib), Rinvoq
(upadacitinib), etc.).

Moderately to severely active rheumatoid arthritis (RA) § 1.2-49-11

e Member is 18 years of age or older; AND
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e Prescribed by, or in consultation with, a specialist in theumatology; AND
e Prescribed in combination with methotrexate, unless contraindicated (see Appendix A); AND
¢ Documentation has been submitted of one of the following criteria:
0 Member has been tested for either of the following biomarkers and the test was positive:
= Rheumatoid factor (RF)
=  Anti-cyclic citrullinated peptide (anti-CPP); OR
o Member has been tested for ALL of the following biomarkers:
= RF
= Anti-CPP
= C-reactive protein (CRP) and/or erythrocyte sedimentation rate (ESR); AND
e Documentation has been submitted that the member meets both of the following criteria:

0 Member has had an inadequate response, intolerance, or contraindication to at least a 3-month trial

of methotrexate or any other conventional disease-modifying antirheumatic drug (DMARD) despite
adequate dosing; AND

0 Member has had an inadequate response, intolerance, or contraindication to at least a 3-month trial
of adalimumab at maximum tolerated doses.

Active psoriatic arthritis (PsA) § 568

® Member is 2 years of age or older; AND
® Prescribed by, or in consultation with, a specialist in dermatology or rtheumatology; AND
¢ Documentation has been submitted indicating one of the following criteria:

o0 Member has mild to moderate disease and meets one of the following criteria:

0  Member has had an inadequate response, intolerance, or contraindication to methotrexate or
another conventional synthetic DMARD (e.g., leflunomide, sulfasalazine, etc.) despite
adequate dosing; OR

o0 Member has enthesitis or predominantly axial disease; OR

o0 Member has severe disease; AND
[

May be used as a single agent or in combination with methotrexate; AND

® If member is 18 years of age or older, documentation has been submitted that the member has had an
inadequate response, intolerance, or contraindication to at least a 3-month trial of adalimumab AND at least a
6-month trial of ustekinumab at maximum tolerated doses.

[ ]

If member is 6 years of age or older but under 18, documentation has been submitted that the member has
had an inadequate response, intolerance, or contraindication to at least a 6-month trial of ustekinumab at
maximum tolerated doses.
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Active ankylosing spondylitis (AS) T 12
® Member is 18 years of age or older; AND

® Prescribed by, or in consultation with, a specialist in rheumatology; AND
®  Member has documented active disease; AND
[

Documentation has been submitted of all of the following:

o Member has had an inadequate response, intolerance, or contraindication to at least two (2) NSAIDs;
AND

o Member has had an inadequate response, intolerance, or contraindication to at least a 3-month trial of
adalimumab at maximum tolerated doses.

Moderately to severely active polyarticular juvenile idiopathic arthritis (pJIA) T @ 4

e Member is 2 years of age or older; AND

e Prescribed by, or in consultation with, a specialist in theumatology; AND
e May be used alone or in combination with methotrexate; AND

e Documentation has been submitted of one of the following criteria:

o  Member has had an inadequate response, intolerance or contraindication to at least a 1-month trial of
cither an oral non-steroidal anti-inflammatory drug (NSAID) OR an oral disease-modifying anti-

rheumatic agent (DMARD) (e.g., methotrexate, leflunomide, sulfasalazine, etc.) at an adequate dose
and duration; OR

o0 Member has risk factors for disease severity and potentially a more refractory disease course (see
Appendix B), and also meets one of the following:

®  High-risk joints are involved (e.g., cervical spine, wrist, ot hip)
= High disease activity
® Isjudged to be at high risk for disabling joint disease; AND

e Documentation has been submitted that the member has had an inadequate response, intolerance, or

contraindication to at least a 3-month trial of adalimumab at maximum tolerated doses

T FDA Approved Indication(s); § Compendia recommended indication(s); @ Orphan Drug

Renewal Criteria 1

Coverage can be renewed based upon the following criteria:
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e Member continues to meet universal and other indication-specific relevant criteria such as concomitant

therapy requirements (not including prerequisite therapy), performance status, etc. identified in section I'V;
AND

e Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include the following:
setious infections, cardiotoxicity/heatt failure, malignancy, demyelinating disorders, lupus-like syndrome,

severe hypersensitivity reactions, severe hematologic cytopenias (e.g., pancytopenia, leukopenia, neutropenia,
thrombocytopenia), etc.; AND

Moderately to severely active rheumatoid arthritis (RA) 911

¢ Documentation is submitted of member’s positive clinical response as evidenced by improvement of disease
activity by at least 20% from baseline in tender joint count, swollen joint count, pain, or disability.

Active psoriatic arthritis (PsA) 8

e Documentation is submitted of member’s positive clinical response as evidenced by low disease activity or

improvement in signs and symptoms of the condition when there is improvement in any of the following from
baseline:
1. Number of swollen joints
Number of tender joints
Dactylitis
Enthesitis
Axial disease
Skin and/or nail involvement
Functional status
C-reactive protein (CRP)

PN

Active ankylosing spondylitis 7

e Documentation is submitted of membet’s positive clinical response to the requested medication as evidenced
by low disease activity or improvement in signs and symptoms of the condition when there is improvement in
any of the following from baseline:

1. Functional status

Total spinal pain

Inflammation (e.g., morning stiffness)

Swollen joints

Tender joints

C-reactive protein (CRP)

AN el A

Moderately to severely active polyarticular juvenile idiopathic arthritis (pJIA) 1516

e Documentation is submitted of member’s positive clinical response as evidenced by low disease activity or
improvement in any of the following from baselined:

o Number of joints with active arthritis (e.g., swelling, pain, limitation of motion)
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o Number of joints with limitation of movement

o Functional ability

VI. Dosage/Administration 13

Indication Dose

Rheumatoid Arthritis, —  Administer a 2 mg/kg intravenous infusion at weeks 0 and 4, then every 8 weeks
Ankylosing Spondylitis thereafter.
Psoriatic Arthritis Adult

—  Administer a 2 mg/kg intravenous infusion at weeks 0 and 4, then every 8 weeks

thereafter.

Pediatric

—  Administer an 80 mg/m? intravenous infusion at weeks 0 and 4, and every 8

weeks thereafter.

Polyarticular Juvenile —  Administer an 80 mg/m? intravenous infusion at weeks 0 and 4, and every 8
Idiopathic Arthritis weeks thereafter.

VII. Billing Code/Availability Information

HCPCS Code:

e J1602 - Injection, golimumab, 1 mg, for intravenous use; Img = 1 billable unit
NDC:

e Simponi ARIA 50 mg/4 mL injection, single-use vial: 57894-0350-xx

VIII. APPENDICES:

Appendix A: Examples of Contraindications to Methotrexate
Alcoholism, alcoholic liver disease or other chronic liver disease
Breastfeeding

Blood dyscrasias (e.g., thrombocytopenia, leukopenia, significant anemia)
Elevated liver transaminases

History of intolerance or adverse event

Hypersensitivity

Interstitial pneumonitis or clinically significant pulmonary fibrosis
Myelodysplasia

9. Pregnancy or planning pregnancy

10. Renal impairment

NN =
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IX.

11. Significant drug interaction

Appendix B: Risk factors for Articular Juvenile Idiopathic Arthritis

1. Positive rheumatoid factor
2. Positive anti-cyclic citrullinated peptide antibodies
3. Pre-existing joint damage
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Appendix 1 — Covered Diagnosis Codes

ICD-10 ‘ ICD-10 Description

1.40.50 Arthropathic psoriasis, unspecified

L40.51 Distal interphalangeal psoriatic arthropathy

1.40.52 Psoriatic arthritis mutilans

1.40.53 Psoriatic spondylitis

1.40.59 Other psoriatic arthropathy

MO05.10 Rheumatoid lung disease with rheumatoid arthritis of unspecified site

MO5.111 Rheumatoid lung disease with rheumatoid arthritis of right shoulder

MO05.112 Rheumatoid lung disease with rheumatoid arthritis of left shoulder

MO05.119 | Rheumatoid lung disease with rheumatoid arthritis of unspecified shoulder

MO05.121 Rheumatoid lung disease with rheumatoid arthritis of right elbow

M05.122 | Rheumatoid lung disease with theumatoid arthritis of left elbow
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ICD-10  ICD-10 Description

MO05.129 | Rheumatoid lung disease with rheumatoid arthritis of unspecified elbow

MO05.131 Rheumatoid lung disease with rheumatoid arthritis of right wrist

MO05.132 | Rheumatoid lung disease with rheumatoid arthritis of left wrist

M05.139 Rheumatoid lung disease with rheumatoid arthritis of unspecified wrist

MO05.141 Rheumatoid lung disease with rheumatoid arthritis of right hand

MO05.142 Rheumatoid lung disease with rheumatoid arthritis of left hand

MO05.149 | Rheumatoid lung disease with rheumatoid arthritis of unspecified hand

MO05.151 Rheumatoid lung disease with rheumatoid arthritis of right hip

MO05.152 | Rheumatoid lung disease with rheumatoid arthritis of left hip

M05.159 Rheumatoid lung disease with rheumatoid arthritis of unspecified hip

MO05.161 Rheumatoid lung disease with rheumatoid arthritis of right knee

MO05.162 Rheumatoid lung disease with rheumatoid arthritis of left knee

MO05.169 | Rheumatoid lung disease with rheumatoid arthritis of unspecified knee

MO05.171 Rheumatoid lung disease with rheumatoid arthritis of right ankle and foot

MO05.172 Rheumatoid lung disease with rheumatoid arthritis of left ankle and foot

MO05.179 | Rheumatoid lung disease with rtheumatoid arthritis of unspecified ankle and foot

M05.19 Rheumatoid lung disease with rheumatoid arthritis of multiple sites

M05.20 Rheumatoid vasculitis with rheumatoid arthritis of unspecified site

MO05.211 Rheumatoid vasculitis with rheumatoid arthritis of right shoulder

MO05.212 Rheumatoid vasculitis with rheumatoid arthritis of left shoulder

MO05.219 | Rheumatoid vasculitis with theumatoid arthritis of unspecified shoulder

M05.221 Rheumatoid vasculitis with rheumatoid arthritis of right elbow

MO05.222 Rheumatoid vasculitis with rheumatoid arthritis of left elbow

M05.229 | Rheumatoid vasculitis with rheumatoid arthritis of unspecified elbow

MO05.231 Rheumatoid vasculitis with rheumatoid arthritis of right wrist

MO05.232 Rheumatoid vasculitis with rtheumatoid arthritis of left wrist

MO05.239 Rheumatoid vasculitis with rheumatoid arthritis of unspecified wrist

M05.241 Rheumatoid vasculitis with rheumatoid arthritis of right hand

MO05.242 Rheumatoid vasculitis with rheumatoid arthritis of left hand

M05.249 | Rheumatoid vasculitis with rheumatoid arthritis of unspecified hand

MO05.251 Rheumatoid vasculitis with rheumatoid arthritis of right hip

MO05.252 Rheumatoid vasculitis with rheumatoid arthritis of left hip
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ICD-10  ICD-10 Description

MO05.259 | Rheumatoid vasculitis with rheumatoid arthritis of unspecified hip

MO05.261 Rheumatoid vasculitis with rtheumatoid arthritis of right knee

MO05.262 Rheumatoid vasculitis with rheumatoid arthritis of left knee

M05.269 Rheumatoid vasculitis with rheumatoid arthritis of unspecified knee

MO05.271 Rheumatoid vasculitis with rheumatoid arthritis of right ankle and foot

MO05.272 Rheumatoid vasculitis with rtheumatoid arthritis of left ankle and foot

MO05.279 | Rheumatoid vasculitis with rheumatoid arthritis of unspecified ankle and foot

MO05.29 Rheumatoid vasculitis with rtheumatoid arthritis of multiple sites

MO05.30 Rheumatoid heart disease with rtheumatoid arthritis of unspecified site

MO05.311 Rheumatoid heart disease with rheumatoid arthritis of right shoulder

MO05.312 Rheumatoid heart disease with rheumatoid arthritis of left shoulder

M05.319 Rheumatoid heart disease with rheumatoid arthritis of unspecified shoulder

MO05.321 Rheumatoid heart disease with rtheumatoid arthritis of right elbow

MO05.322 Rheumatoid heart disease with rheumatoid arthritis of left elbow

MO05.329 | Rheumatoid heart disease with rheumatoid arthritis of unspecified elbow

M05.331 Rheumatoid heart disease with theumatoid arthritis of right wrist

M05.332 Rheumatoid heart disease with rheumatoid arthritis of left wrist

M05.339 | Rheumatoid heart disease with rheumatoid arthritis of unspecified wrist

MO05.341 Rheumatoid heart disease with rtheumatoid arthritis of right hand

MO05.342 Rheumatoid heart disease with rheumatoid arthritis of left hand

MO05.349 | Rheumatoid heart disease with rheumatoid arthritis of unspecified hand

MO05.351 Rheumatoid heart disease with rtheumatoid arthritis of right hip

M05.352 Rheumatoid heart disease with rtheumatoid arthritis of left hip

M05.359 Rheumatoid heart disease with rheumatoid arthritis of unspecified hip

MO05.361 Rheumatoid heart disease with rheumatoid arthritis of right knee

MO05.362 Rheumatoid heart disease with rtheumatoid arthritis of left knee

MO05.369 Rheumatoid heart disease with rheumatoid arthritis of unspecified knee

M05.371 Rheumatoid heart disease with rheumatoid arthritis of right ankle and foot

MO05.372 Rheumatoid heart disease with rheumatoid arthritis of left ankle and foot

M05.379 | Rheumatoid heart disease with theumatoid arthritis of unspecified ankle and foot

MO05.39 Rheumatoid heart disease with rheumatoid arthritis of multiple sites

MO05.40 Rheumatoid myopathy with rheumatoid arthritis of unspecified site
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ICD-10  ICD-10 Description
MO05.411 Rheumatoid myopathy with rheumatoid arthritis of right shoulder

MO05.412 | Rheumatoid myopathy with rheumatoid arthritis of left shoulder

MO05.419 | Rheumatoid myopathy with rheumatoid arthritis of unspecified shoulder

MO05.421 Rheumatoid myopathy with rheumatoid arthritis of right elbow

MO05.422 | Rheumatoid myopathy with rheumatoid arthritis of left elbow

M05.429 | Rheumatoid myopathy with rheumatoid arthritis of unspecified elbow

MO05.431 Rheumatoid myopathy with rheumatoid arthritis of right wrist

MO05.432 | Rheumatoid myopathy with rheumatoid arthritis of left wrist

M05.439 | Rheumatoid myopathy with rheumatoid arthritis of unspecified wrist

MO05.441 Rheumatoid myopathy with rheumatoid arthritis of right hand

MO05.442 | Rheumatoid myopathy with rheumatoid arthritis of left hand

M05.449 | Rheumatoid myopathy with rheumatoid arthritis of unspecified hand

MO05.451 Rheumatoid myopathy with rheumatoid arthritis of right hip

MO05.452 | Rheumatoid myopathy with rheumatoid arthritis of left hip

MO05.459 | Rheumatoid myopathy with rheumatoid arthritis of unspecified hip

MO05.461 Rheumatoid myopathy with rheumatoid arthritis of right knee

MO05.462 Rheumatoid myopathy with rtheumatoid arthritis of left knee

M05.469 Rheumatoid myopathy with rheumatoid arthritis of unspecified knee

MO05.471 Rheumatoid myopathy with rheumatoid arthritis of right ankle and foot

MO05.472 | Rheumatoid myopathy with rheumatoid arthritis of left ankle and foot

MO05.479 | Rheumatoid myopathy with rheumatoid arthritis of unspecified ankle and foot

M05.49 Rheumatoid myopathy with rheumatoid arthritis of multiple sites

M05.50 Rheumatoid polyneuropathy with rheumatoid arthritis of unspecified site

MO05.511 Rheumatoid polyneuropathy with rheumatoid arthritis of right shoulder

MO05.512 | Rheumatoid polyneuropathy with rheumatoid arthritis of left shoulder

MO05.519 | Rheumatoid polyneuropathy with rheumatoid arthritis of unspecified shoulder

MO05.521 Rheumatoid polyneuropathy with rheumatoid arthritis of right elbow

M05.522 | Rheumatoid polyneuropathy with rheumatoid arthritis of left elbow

M05.529 | Rheumatoid polyneuropathy with rheumatoid arthritis of unspecified elbow

M05.531 Rheumatoid polyneuropathy with rheumatoid arthritis of right wrist

MO05.532 | Rheumatoid polyneuropathy with rheumatoid arthritis of left wrist

MO05.539 | Rheumatoid polyneuropathy with rheumatoid arthritis of unspecified wrist
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ICD-10  ICD-10 Description

MO05.541 Rheumatoid polyneuropathy with rheumatoid arthritis of right hand

M05.542 | Rheumatoid polyneuropathy with rheumatoid arthritis of left hand

M05.549 | Rheumatoid polyneuropathy with rheumatoid arthritis of unspecified hand

MO05.551 Rheumatoid polyneuropathy with rheumatoid arthritis of right hip

M05.552 | Rheumatoid polyneuropathy with rheumatoid arthritis of left hip

M05.559 | Rheumatoid polyneuropathy with rheumatoid arthritis of unspecified hip

MO05.561 Rheumatoid polyneuropathy with rheumatoid arthritis of right knee

MO05.562 | Rheumatoid polyneuropathy with rheumatoid arthritis of left knee

MO05.569 | Rheumatoid polyneuropathy with rheumatoid arthritis of unspecified knee

M05.571 Rheumatoid polyneuropathy with rheumatoid arthritis of right ankle and foot

MO05.572 | Rheumatoid polyneuropathy with rheumatoid arthritis of left ankle and foot

MO05.579 | Rheumatoid polyneuropathy with rheumatoid arthritis of unspecified ankle and foot
MO05.59 Rheumatoid polyneuropathy with rtheumatoid arthritis of multiple sites

MO05.60 Rheumatoid arthritis of unspecified site with involvement of other organs and systems
MO05.611 Rheumatoid arthritis of right shoulder with involvement of other organs and systems
M05.612 | Rheumatoid arthritis of left shoulder with involvement of other organs and systems
M05.619 | Rheumatoid arthritis of unspecified shoulder with involvement of other organs and systems
M05.621 Rheumatoid arthritis of right elbow with involvement of other organs and systems
M05.622 | Rheumatoid arthritis of left elbow with involvement of other organs and systems
MO05.629 | Rheumatoid arthritis of unspecified elbow with involvement of other organs and systems
MO05.631 Rheumatoid arthritis of right wrist with involvement of other organs and systems
M05.632 | Rheumatoid arthritis of left wrist with involvement of other organs and systems
M05.639 | Rheumatoid arthritis of unspecified wrist with involvement of other organs and systems
MO05.641 Rheumatoid arthritis of right hand with involvement of other organs and systems
MO05.642 Rheumatoid arthritis of left hand with involvement of other organs and systems
MO05.649 Rheumatoid arthritis of unspecified hand with involvement of other organs and systems
MO05.651 Rheumatoid arthritis of right hip with involvement of other organs and systems
M05.652 | Rheumatoid arthritis of left hip with involvement of other organs and systems

M05.659 | Rheumatoid arthritis of unspecified hip with involvement of other organs and systems
M05.661 Rheumatoid arthritis of right knee with involvement of other organs and systems
MO05.662 | Rheumatoid arthritis of left knee with involvement of other organs and systems
MO05.669 | Rheumatoid arthritis of unspecified knee with involvement of other organs and systems
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MO05.671 Rheumatoid arthritis of right ankle and foot with involvement of other organs and systems

MO05.672 | Rheumatoid arthritis of left ankle and foot with involvement of other organs and systems

MO05.679 | Rheumatoid arthritis of unspecified ankle and foot with involvement of other organs and systems

MO05.69 Rheumatoid arthritis of multiple sites with involvement of other organs and systems

MO05.7A Rheumatoid arthritis with rheumatoid factor of other specified site without organ or systems involvement
MO05.711 Rheumatoid arthritis with rtheumatoid factor of right shoulder without organ or systems involvement
MO05.712 | Rheumatoid arthritis with rtheumatoid factor of left shoulder without organ or systems involvement
MO05.719 | Rheumatoid arthritis with rheumatoid factor of unspecified shoulder without organ or systems involvement
MO05.721 Rheumatoid arthritis with rheumatoid factor of right elbow without organ or systems involvement
M05.722 | Rheumatoid arthritis with rheumatoid factor of left elbow without organ or systems involvement
MO05.729 | Rheumatoid arthritis with rheumatoid factor of unspecified elbow without organ or systems involvement
M05.731 Rheumatoid arthritis with rtheumatoid factor of right wrist without organ or systems involvement
MO05.732 | Rheumatoid arthritis with rtheumatoid factor of left wrist without organ or systems involvement

MO05.739 | Rheumatoid arthritis with rheumatoid factor of unspecified wrist without organ or systems involvement
MO05.741 Rheumatoid arthritis with rheumatoid factor of right hand without organ or systems involvement
M05.742 | Rheumatoid arthritis with rheumatoid factor of left hand without organ or systems involvement

M05.749 | Rheumatoid arthritis with rheumatoid factor of unspecified hand without organ or systems involvement
M05.751 Rheumatoid arthritis with rtheumatoid factor of right hip without organ or systems involvement

MO05.752 | Rheumatoid arthritis with rtheumatoid factor of left hip without organ or systems involvement

MO05.759 | Rheumatoid arthritis with rtheumatoid factor of unspecified hip without organ or systems involvement
MO05.761 Rheumatoid arthritis with rheumatoid factor of right knee without organ or systems involvement
MO05.762 | Rheumatoid arthritis with rheumatoid factor of left knee without organ or systems involvement

MO05.769 | Rheumatoid arthritis with rheumatoid factor of unspecified knee without organ or systems involvement
MO05.771 Rheumatoid arthritis with rtheumatoid factor of right ankle and foot without organ or systems involvement
MO05.772 Rheumatoid arthritis with rheumatoid factor of left ankle and foot without organ or systems involvement
MO05.779 Rheumatoid arthritis with rheumatoid factor of unspecified ankle and foot without organ or systems involvement
MO05.79 Rheumatoid arthritis with rheumatoid factor of multiple sites without organ or systems involvement
MO05.8A Other theumatoid arthritis with rheumatoid factor of other specified site

MO05.811 Other theumatoid arthritis with rheumatoid factor of right shoulder

M05.812 | Other rheumatoid arthritis with rheumatoid factor of left shoulder

MO05.819 Other rheumatoid arthritis with rheumatoid factor of unspecified shoulder

MO05.821 Other rheumatoid arthritis with rheumatoid factor of right elbow
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MO05.822 Other rheumatoid arthritis with rheumatoid factor of left elbow

MO05.829 | Other rtheumatoid arthritis with rheumatoid factor of unspecified elbow

MO05.831 Other rheumatoid arthritis with rheumatoid factor of right wrist

MO05.832 Other rheumatoid arthritis with rheumatoid factor of left wrist

MO05.839 Other rheumatoid arthritis with rheumatoid factor of unspecified wrist

MO05.841 Other rheumatoid arthritis with rheumatoid factor of right hand

MO05.842 Other rheumatoid arthritis with rheumatoid factor of left hand

M05.849 | Other theumatoid arthritis with rheumatoid factor of unspecified hand

MO05.851 Other rheumatoid arthritis with rheumatoid factor of right hip

M05.852 Other rheumatoid arthritis with rheumatoid factor of left hip

M05.859 Other rheumatoid arthritis with rheumatoid factor of unspecified hip

MO05.861 Other rheumatoid arthritis with rheumatoid factor of right knee

MO05.862 Other rheumatoid arthritis with rheumatoid factor of left knee

MO05.869 | Other theumatoid arthritis with rheumatoid factor of unspecified knee

MO05.871 Other rheumatoid arthritis with rheumatoid factor of right ankle and foot

M05.872 Other rheumatoid arthritis with rheumatoid factor of left ankle and foot

M05.879 | Other rheumatoid arthritis with rheumatoid factor of unspecified ankle and foot

M05.89 Other rheumatoid arthritis with rheumatoid factor of multiple sites
MO05.9 Rheumatoid arthritis with rheumatoid factor, unspecified
MO06.0A Rheumatoid arthritis without theumatoid factor, other specified site

MO06.011 Rheumatoid arthritis without theumatoid factor, right shoulder

MO06.012 Rheumatoid arthritis without rheumatoid factor, left shoulder

MO06.019 Rheumatoid arthritis without rtheumatoid factor, unspecified shoulder

M06.021 Rheumatoid arthritis without rtheumatoid factor, right elbow

MO06.022 Rheumatoid arthritis without theumatoid factor, left elbow

M06.029 Rheumatoid arthritis without rheumatoid factor, unspecified elbow

MO06.031 Rheumatoid arthritis without rheumatoid factor, right wrist

M06.032 Rheumatoid arthritis without rtheumatoid factor, left wrist

M06.039 | Rheumatoid arthritis without rheumatoid factor, unspecified wrist

M06.041 Rheumatoid arthritis without theumatoid factor, right hand

M06.042 Rheumatoid arthritis without rheumatoid factor, left hand

MO06.049 Rheumatoid arthritis without rheumatoid factor, unspecified hand
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MO06.051 Rheumatoid arthritis without rheumatoid factor, right hip

MO06.052 | Rheumatoid arthritis without rheumatoid factor, left hip

MO06.059 | Rheumatoid arthritis without rheumatoid factor, unspecified hip

M06.061 Rheumatoid arthritis without rheumatoid factor, right knee

M06.062 Rheumatoid arthritis without rheumatoid factor, left knee

M06.069 Rheumatoid arthritis without rtheumatoid factor, unspecified knee

MO06.071 Rheumatoid arthritis without rheumatoid factor, right ankle and foot

MO06.072 Rheumatoid arthritis without rheumatoid factor, left ankle and foot

MO06.079 | Rheumatoid arthritis without rheumatoid factor, unspecified ankle and foot

MO06.08 Rheumatoid arthritis without rheumatoid factor, vertebrae

M06.09 Rheumatoid arthritis without rtheumatoid factor, multiple sites

MO06.8A Other specified rtheumatoid arthritis, other specified site

MO06.811 Other specified rheumatoid arthritis, right shoulder

MO06.812 | Other specified rheumatoid atthritis, left shoulder

MO06.819 | Other specified theumatoid arthritis, unspecified shoulder

M06.821 Other specified theumatoid arthritis, right elbow
M06.822 | Other specified rheumatoid arthritis, left elbow

M06.829 | Other specified rheumatoid arthritis, unspecified elbow

MO06.831 Other specified rheumatoid arthritis, right wrist

MO06.832 | Other specified theumatoid arthritis, left wrist

MO06.839 | Other specified theumatoid arthritis, unspecified wrist

MO06.841 Other specified theumatoid arthritis, right hand
MO06.842 Other specified theumatoid arthritis, left hand

MO06.849 Other specified rtheumatoid arthritis, unspecified hand

MO06.851 Other specified rheumatoid arthritis, right hip

M06.852 Other specified rheumatoid arthritis, left hip

M06.859 Other specified rheumatoid arthritis, unspecified hip

M06.861 Other specified rtheumatoid arthritis, right knee
M06.862 | Other specified rheumatoid arthritis, left knee

M06.869 | Other specified rheumatoid arthritis, unspecified knee

MO06.871 Other specified rheumatoid arthritis, right ankle and foot

M06.872 Other specified rheumatoid arthritis, left ankle and foot
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MO06.879 | Other specified rheumatoid arthritis, unspecified ankle and foot
MO06.88 Other specified rheumatoid arthritis, vertebrae

MO06.89 Other specified rtheumatoid arthritis, multiple sites

M06.9 Rheumatoid arthritis, unspecified

MO8.0A Unspecified juvenile rheumatoid arthritis, other specified site
MO08.011 Unspecified juvenile rheumatoid arthritis, right shoulder
M08.012 Unspecified juvenile rheumatoid arthritis, left shoulder

M08.019 Unspecified juvenile rheumatoid arthritis, unspecified shoulder
MO08.021 Unspecified juvenile rheumatoid arthritis, right elbow

MO08.022 | Unspecified juvenile theumatoid arthritis, left elbow

MO08.029 | Unspecified juvenile theumatoid arthritis, unspecified elbow
MO08.031 Unspecified juvenile rheumatoid arthritis, right wrist

M08.032 Unspecified juvenile rheumatoid arthritis, left wrist

M08.039 Unspecified juvenile rheumatoid arthritis, unspecified wrist
M08.041 Unspecified juvenile rheumatoid arthritis, right hand

M08.042 | Unspecified juvenile theumatoid arthritis, left hand

M08.049 | Unspecified juvenile theumatoid arthritis, unspecified hand
MO08.051 Unspecified juvenile rheumatoid arthritis, right hip

MO08.052 Unspecified juvenile rheumatoid arthritis, left hip

MO08.059 Unspecified juvenile rheumatoid arthritis, unspecified hip
M08.061 Unspecified juvenile rheumatoid arthritis, right knee

M08.062 | Unspecified juvenile theumatoid arthritis, left knee

MO08.069 | Unspecified juvenile theumatoid arthritis, unspecified knee
MO08.071 Unspecified juvenile rheumatoid arthritis, right ankle and foot
M08.072 | Unspecified juvenile theumatoid arthritis, left ankle and foot
M08.079 | Unspecified juvenile theumatoid arthritis, unspecified ankle and foot
M08.08 Unspecified juvenile rheumatoid arthritis, vertebrae

M08.09 Unspecified juvenile rheumatoid arthritis, multiple sites
MO8.2A Juvenile rheumatoid arthritis with systemic onset, other specified site
MO08.211 | Juvenile rheumatoid arthritis with systemic onset, right shoulder
M08.212 | Juvenile theumatoid arthritis with systemic onset, left shoulder
M08.219 | Juvenile theumatoid arthritis with systemic onset, unspecified shoulder
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M08.221 | Juvenile theumatoid arthritis with systemic onset, right elbow

M08.222 | Juvenile theumatoid arthritis with systemic onset, left elbow

M08.229 | Juvenile theumatoid arthritis with systemic onset, unspecified elbow

MO08.231 | Juvenile rheumatoid arthritis with systemic onset, right wrist

M08.232 | Juvenile rheumatoid arthritis with systemic onset, left wrist

MO08.239 | Juvenile rheumatoid arthritis with systemic onset, unspecified wrist

M08.241 | Juvenile theumatoid arthritis with systemic onset, right hand

M08.242 | Juvenile theumatoid arthritis with systemic onset, left hand

M08.249 | Juvenile theumatoid arthritis with systemic onset, unspecified hand

MO08.251 | Juvenile rheumatoid arthritis with systemic onset, right hip

MO08.252 | Juvenile rheumatoid arthritis with systemic onset, left hip

MO08.259 | Juvenile rheumatoid arthritis with systemic onset, unspecified hip

M08.261 | Juvenile theumatoid arthritis with systemic onset, right knee

M08.262 | Juvenile theumatoid arthritis with systemic onset, left knee

M08.269 | Juvenile theumatoid arthritis with systemic onset, unspecified knee

MO08.271 | Juvenile rheumatoid arthritis with systemic onset, right ankle and foot

MO08.272 | Juvenile rheumatoid arthritis with systemic onset, left ankle and foot

MO08.279 | Juvenile rheumatoid arthritis with systemic onset, unspecified ankle and foot

M08.28 Juvenile rheumatoid arthritis with systemic onset, vertebrae
M08.29 Juvenile rheumatoid arthritis with systemic onset, multiple sites
MO08.3 Juvenile rheumatoid polyarthritis (seronegative)

MO8.4A Pauciarticular juvenile theumatoid arthritis, other specified site

MO08.411 Pauciarticular juvenile theumatoid arthritis, right shoulder

M08.412 | Pauciarticular juvenile rheumatoid arthritis, left shoulder

M08.419 | Pauciarticular juvenile rheumatoid arthritis, unspecified shoulder

M08.421 Pauciarticular juvenile rheumatoid arthritis, right elbow

M08.422 | Pauciarticular juvenile rheumatoid arthritis, left elbow

MO08.429 | Pauciarticular juvenile rheumatoid arthritis, unspecified elbow

MO08.431 Pauciarticular juvenile rheumatoid arthritis, right wrist

MO08.432 | Pauciarticular juvenile rheumatoid arthritis, left wrist

M08.439 | Pauciarticular juvenile rheumatoid arthritis, unspecified wrist

M08.441 Pauciarticular juvenile rheumatoid arthritis, right hand
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M08.442 Pauciarticular juvenile rheumatoid arthritis, left hand

MO08.449 Pauciarticular juvenile rheumatoid arthritis, unspecified hand

M08.451 Pauciarticular juvenile rheumatoid arthritis, right hip

MO08.452 | Pauciarticular juvenile rtheumatoid arthritis, left hip

MO08.459 | Pauciarticular juvenile rheumatoid arthritis, unspecified hip

MO08.461 Pauciarticular juvenile theumatoid arthritis, right knee

M08.462 Pauciarticular juvenile rheumatoid arthritis, left knee

MO08.469 Pauciarticular juvenile rheumatoid arthritis, unspecified knee

MO08.471 Pauciarticular juvenile rheumatoid arthritis, right ankle and foot

M08.472 | Pauciarticular juvenile rheumatoid arthritis, left ankle and foot

M08.479 | Pauciarticular juvenile rheumatoid arthritis, unspecified ankle and foot

MO08.48 Pauciarticular juvenile theumatoid arthritis, vertebrae

MO08.80 Other juvenile arthritis, unspecified site

MO08.811 Other juvenile arthritis, right shoulder

M08.812 Other juvenile arthritis, left shoulder

MO08.819 | Other juvenile arthritis, unspecified shoulder

MO08.821 Other juvenile arthritis, right elbow

M08.822 | Other juvenile arthritis, left elbow

M08.829 | Other juvenile arthritis, unspecified elbow

M08.831 Other juvenile arthritis, right wrist

M08.832 | Other juvenile arthritis, left wrist

MO08.839 Other juvenile arthritis, unspecified wrist

MO08.841 Other juvenile arthritis, right hand
MO08.842 | Other juvenile arthritis, left hand

M08.849 | Other juvenile arthritis, unspecified hand
M08.851 Other juvenile arthritis, right hip
M08.852 | Other juvenile arthritis, left hip

MO08.859 Other juvenile arthritis, unspecified hip

MO08.861 Other juvenile arthritis, right knee

MO08.862 | Other juvenile arthritis, left knee

M08.869 | Other juvenile arthritis, unspecified knee

M08.871 Other juvenile arthritis, right ankle and foot
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M08.872 Other juvenile arthritis, left ankle and foot
MO08.879 Other juvenile arthritis, unspecified ankle and foot
MO08.88 Other juvenile arthritis, other specified site
MO08.89 Other juvenile arthritis, multiple sites

MO8.9A Juvenile arthritis, unspecified, other specified site
MO08.911 | Juvenile arthritis, unspecified, right shoulder
M08.912 Juvenile arthritis, unspecified, left shoulder
M08.919 Juvenile arthritis, unspecified, unspecified shoulder
M08.921 Juvenile arthritis, unspecified, right elbow
MO08.922 | Juvenile arthritis, unspecified, left elbow

MO08.929 | Juvenile arthritis, unspecified, unspecified elbow
MO08.931 | Juvenile arthritis, unspecified, right wrist

M08.932 Juvenile arthritis, unspecified, left wrist

M08.939 Juvenile arthritis, unspecified, unspecified wrist
MO08.941 Juvenile arthritis, unspecified, right hand

MO08.942 | Juvenile arthritis, unspecified, left hand

M08.949 | Juvenile arthritis, unspecified, unspecified hand
MO08.951 | Juvenile arthritis, unspecified, right hip

M08.952 | Juvenile arthritis, unspecified, left hip

M08.959 | Juvenile arthritis, unspecified, unspecified hip
MO08.961 Juvenile arthritis, unspecified, right knee

MO08.962 | Juvenile arthritis, unspecified, left knee

MO08.969 | Juvenile arthritis, unspecified, unspecified knee
MO08.971 | Juvenile arthritis, unspecified, right ankle and foot
MO08.972 | Juvenile arthritis, unspecified, left ankle and foot
MO08.979 | Juvenile arthritis, unspecified, unspecified ankle and foot
M08.98 Juvenile arthritis, unspecified, vertebrae

M08.99 Juvenile arthritis, unspecified, multiple sites

M45.0 Ankylosing spondylitis of multiple sites in spine
M45.1 Ankylosing spondylitis of occipito-atlanto-axial region
M45.2 Ankylosing spondylitis of cervical region

M45.3 Ankylosing spondylitis of cervicothoracic region
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M45.4 Ankylosing spondylitis of thoracic region

M45.5 Ankylosing spondylitis of thoracolumbar region

M45.6 Ankylosing spondylitis lumbar region

M45.7 Ankylosing spondylitis of lumbosacral region

M45.8 Ankylosing spondylitis sacral and sacrococcygeal region
M45.9 Ankylosing spondylitis of unspecified sites in spine

Appendix 2 — Centers for Medicare and Medicaid Services (CMS)

Medicare coverage for outpatient (Part B) drugs is outlined in the Medicare Benefit Policy Manual (Pub. 100-2),
Chapter 15, {50 Drugs and Biologicals. In addition, National Coverage Determination (NCD), Local Coverage
Determinations (LCDs), and Local Coverage Articles (LCAs) may exist and compliance with these policies is required

where applicable. They can be found at: http://www.cms.gov/medicare-coverage-database/search /advanced-

search.aspx. Additional indications may be covered at the discretion of the health plan.

Medicare Part B Covered Diagnosis Codes (applicable to existing NCD /LCD/L.CA): N/A

Medicare Part B Administrative Contractor (MAC) Jurisdictions

Jurisdiction Applicable State/US Territory Contractor
E (1) CA, HI, NV, AS, GU, CNMI Noridian Healthcare Solutions, LL.C
F (2 &3) AK, WA, OR, ID, ND, SD, MT, WY, UT, AZ Noridian Healthcare Solutions, LL.C
5 KS, NE, IA, MO Wisconsin Physicians Service Insurance Corp (WPS)
6 MN, WI, IL National Government Services, Inc. (NGS)
H@#&7) LA, AR, MS, TX, OK, CO, NM Novitas Solutions, Inc.
8 MI, IN Wisconsin Physicians Service Insurance Corp (WPS)
N 9) FL, PR, VI First Coast Service Options, Inc.
] (10) TN, GA, AL Palmetto GBA, LLC
M (11) NC, SC, WV, VA (excluding below) Palmetto GBA, LL.C
L (12) DE, MD, PA, NJ, DC (includes Atlington & Faitfax Novitas Solutions, Inc.
counties and the city of Alexandria in VA)
K (13 & 14) |NY, CT, MA,RI, VT, ME, NH National Government Services, Inc. INGS)
15 KY, OH CGS Administrators, LLC

Policy Rationale: Simponi ARIA was reviewed by the Neighborhood Health Plan of Rhode Island Pharmacy &
Therapeutics (P&T) Committee. Neighborhood adopted the following clinical coverage criteria to ensure that its
members use Simponi ARIA according to Food and Drug Administration (FDA) approved labeling and/or relevant
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clinical literature. Neighborhood worked with network prescribers and pharmacists to draft these criteria. These criteria
will help ensure its members are using this drug for a medically accepted indication, while minimizing the risk for
adverse effects and ensuring more cost-effective options are used first, if applicable and appropriate. For Medicare
members, these coverage criteria will only apply in the absence of National Coverage Determination (NCD) or Local
Coverage Determination (LCD) criteria. Neighborhood will give individual consideration to each request it reviews
based on the information submitted by the prescriber and other information available to the plan.
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