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Purpose: To support safe, effective and appropriate use of Simponi Aria (golimumab).

Scope: Medicaid, Exchange, Medicare-Medicaid Plan (MMP)

Policy Statement:

Simponi Aria (golimumab) is covered under the Medical Benefit when used within the following
guidelines. Use outside of these guidelines may result in non-payment unless approved under an exception
process.

Procedure:

Coverage of Simponi Aria (golimumab) will be reviewed prospectively via the prior authorization process
based on criteria below.

Initial Criteria:

e Patient is 18 years or older; AND

e Patient has been evaluated and screened for the presence of latent TB infection prior to
initiating treatment; AND

e DPatient has been evaluated and screened for the presence hepatitis B virus (HBV) prior to
initiating treatment; AND

e Patient does not have an active infection, including clinically important localized infections;
AND

e Must not be administered concurrently with live vaccines; AND

e Patient is not on concurrent treatment with another TNF inhibitor, biologic response
modifier or other non-biologic agent; AND

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

e MMP members who have previously received this medication within the past 365 days are
not subject to Step Therapy Requirements

Rheumatoid Arthritis (RA)

e Must be prescribed by, or in consultation with, a specialist in theumatology; AND
e Documented moderate to severe active disease; AND
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e Patient has had at least a 3 month trial and failure of previous therapy with ONE formulary
oral disease modifying anti-rheumatic agent DMARD); AND

e Prescribed in combination with methotrexate unless contraindicated

Psoriatic Arthritis (PsA)

e  Must be prescribed by, or in consultation with, a specialist in dermatology or rheumatology;
AND

e Documented moderate to severe active disease; AND
e For patients with predominantly axial disease OR active enthesitis and/or dactylitis, an

adequate trial and failure of at least TWO (2) non-steroidal anti-inflammatory agents
(NSAIDs), unless use is contraindicated; OR

e For patients with peripheral arthritis, a trial and failure of at least a 3 month trial of ONE
formulary oral disease-modifying anti-rheumatic agent (DMARD)

Ankylosing Spondylitis

e Must be prescribed by, or in consultation with, a specialist in rheumatology; AND
e Documented active disease; AND

e Patient had an adequate trial and failure of at least TWO (2) non-steroidal anti-inflammatory
agents (NSAIDs), unless use is contraindicated

Continuation of Therapy Criteria:

e Patient continues to meet initial criteria; 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.), etc.; AND

e DPatient is receiving ongoing monitoring for presence of TB or other active infections; AND

Rheumatoid Arthritis

e Disease response as indicated by improvement in signs and symptoms compared to baseline
such as the number of tender and swollen joint counts, reduction of C-reactive protein,
improvement of patient global assessment, and/or an improvement on a disease activity
scoring tool [e.g. an improvement on a composite scoring index such as Disease Activity
Score-28 (DAS28) of 1.2 points or more or a =20% improvement on the American College
of Rheumatology-20 (ACR20) criteria].

Psoriatic Arthritis

e Disease response as indicated by improvement in signs and symptoms compared to baseline
such as the number of tender and swollen joint counts and/or an improvement on a disease
activity scoring tool [e.g. defined as an improvement in at least 2 of the 4 Psoriatic Arthritis

e Response Criteria (PsARC), 1 of which must be joint tenderness or swelling score, with no
worsening in any of the 4 criteria.]

Ankylosing Spondylitis
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e Disease response as indicated by improvement in signs and symptoms compared to baseline
such as total back pain, physical function, morning stiffness, and/or an improvement on a
disease activity scoring tool (e.g. = 1.1 improvement on the Ankylosing Spondylitis Disease
Activity Score (ASDAS) or an improvement of = 2 on the Bath Ankylosing Spondylitis
Disease Activity Index (BASDAL)).

Coverage durations:

e Initial coverage: 6 months
e Continuation of therapy coverage: 6 months

*#* Requests will also be reviewed to National Coverage Determination (NCD) and Local Coverage
Determinations (LCDs) if applicable. ***

Dosage/Administration:

Indication Dose Maximum dose (1 billable unit
=1mg)

All Indications 2 mg/kg intravenous infusion at weeks 0, Loading Dose:
and 4, then every 8 weeks thereafter. 250 billable units on weeks 0 and
4

Maintenance:

250 billable units every 8 weeks

Investigational use: All therapies are considered investigational when used at a dose or for a
condition other than those that are recognized as medically accepted indications as defined in any
one of the following standard reference compendia: American Hospital Formulary Service Drug
information (AHFS-DI), Thomson Micromedex DrugDex, Clinical Pharmacology, Wolters Kluwer
Lexi-Drugs, or Peer-reviewed published medical literature indicating that sufficient evidence exists
to support use. Neighborhood does not provide coverage for drugs when used for investigational
purposes.

Applicable Codes:

Below is a list of billing codes applicable for covered treatment options. The below tables are
provided for reference purposes and may not be all-inclusive. Requests received with codes from
tables below do not guarantee coverage. Requests must meet all criteria provided in the procedure
section.

The following HCPCS/CPT code is:
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HCPCS/CP
T Code

Description

71602

Injection, golimumab, 1 mg

References:

1.

Simponi ARIA [package insert]. Horsham, PA; Janssen Biotech Inc; February 2018.
Accessed September 2018.

Singh JA, Saag KG, Bridges SL Jr, et al. 2015 American College of Rheumatology Guideline
for the Treatment of Rheumatoid Arthritis. Arthritis Care Res (Hoboken). 2015 Nov 6. doi:
10.1002/act.22783.

Weinblatt ME, Bingham CO 3rd, Mendelsohn AM, et al. Intravenous golimumab is effective
in patients with active rheumatoid arthritis despite methotrexate therapy with responses as
early as week 2: results of the phase 3, randomised, multicentre, double-blind,
placebocontrolled GO-FURTHER trial. Ann Rheum Dis. 2013 Mar;72(3):381-9. doi:
10.1136/annrheumdis-2012-201411. Epub 2012 Jun 1.

Smolen J§, Landewé R, Bijlsma J, et al. EULAR recommendations for the management of
rheumatoid arthritis with synthetic and biological disease-modifying antirheumatic drugs:
2016 update. Ann Rheum Dis. 2017 Mar 6. pii: annrheumdis-2016-210715.

Gottlieb A, Korman NJ, Gordon KB, Feldman SR, Lebwohl M, Koo JY, Van Voorhees AS,
Elmets CA, Leonardi CL, Beutner KR, Bhushan R, Menter A. Guidelines of care for the
management of psoriasis and psoriatic arthritis: Section 2. Psoriatic arthritis: overview and
guidelines of care for treatment with an emphasis on the biologics. ] Am Acad Dermatol
2008 May; 58(5):851-64.

Ramiro S, Smolen JS, Landewé R, et al. Pharmacological treatment of psoriatic arthritis: a
systematic literature review for the 2015 update of the EULAR recommendations for the
management of psoriatic arthritis. Ann Rheum Dis 2016;75:490-498
doi:10.1136/annrheumdis-2015-208466

Van Der Heijde D, Ramiro S, Landewe R, et al. 2016 update of the ASAS-EULAR
management recommendations for axial spondyloarthritis. Ann Rheum Dis
doi:10.1136/annrheumdis-2016-210770

National Institute for Health and Care Excellence. NICE 2017. Certolizumab pegol and
secukinumab for treating active psoriatic arthritis after inadequate response to DMARD:s.
Published 24 May 2017. Technology Appraisal Guidance [T'A445].
https://www.nice.org.uk/guidance/TA445/chapter/1-Recommendations. Accessed August
2017.

National Institute for Health and Care Excellence. NICE 2009. Rheumatoid Arthritis in
Adults: Management. Published 25 February 2009. Clinical Guideline [CG79].

https:/ /www.nice.org.uk/guidance/cg79/resources/rheumatoid-arthritis-in-
adultsmanagement-pdf-975636823525.

Neighborhood Health Plan of Rhode Island © 2020

Proprietary & Confidential - Not for Distribution

Page 4 of 5


https://www.nice.org.uk/guidance/TA445/chapter/1-Recommendations.%20Accessed%20August%202017
https://www.nice.org.uk/guidance/TA445/chapter/1-Recommendations.%20Accessed%20August%202017

1\ Neighborhood
( Health Plan

OF RHODE SLANI

10. National Institute for Health and Care Excellence. NICE 2010. Adalimumab, etanercept,
infliximab, rituximab and abatacept for the treatment of rheumatoid arthritis after failure of a
TNF inhibitor. Published 10 October 2012. Clinical Guideline [TA195].
https:/ /www.nice.org.uk/guidance/ta195/resources/adalimumab-etanercept-
infliximabrituximab-and-abatacept-for-the-treatment-of-rheumatoid-arthritis-after-the-
failure-of-atnf-inhibitor-pdf-82598558287813.

11. Ward MM, Guthri LC, Alba MI. Rheumatoid Arthritis Response Criteria And
PatientReported Improvement in Arthritis Activity: Is an ACR20 Response Meaningful to
Patients”. Arthritis Rheumatol. 2014 Sep; 66(9): 2339—2343. doi: 10.1002/art.38705

Neighborhood Health Plan of Rhode Island © 2020 Page 5 of 5
Proprietary & Confidential - Not for Distribution



