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BCBSKC will provide coverage for Simponi® (golimumab) when it is determined to be medically
necessary because the criteria shown below are met.

When Policy Topic is covered

Golimumab may be considered medically necessary for the following conditions after at least a 12-
week treatment course with either etanercept (Enbrel) and adalimumab (Humira) has not been
effective.

« Moderately to severely active rheumatoid arthritis in adults, in combination with
methotrexate, and

 Active psoriatic arthritis in adults, alone or in combination with methotrexate, and

* Active ankylosing spondylitis in adults

Golimumab may be considered medically necessary for the following conditions after at least a 12-
week treatment course with either adalimumab (Humira) or infliximab (Remicade) has not been
effective.

e Moderate to severe ulcerative colitis in adults

When Policy Topic is not covered

Other uses of golimumab are considered investigational.

Considerations

Golimumab (Simponi) requires prior authorization through pharmacy services.

Golimumab 50mg is administered by subcutaneous injection once a month, and can be self-
administered. The self-administered product will pay through pharmacy. Golimumab is also available
as a 2mg/kg intravenous infusion and is administered at weeks 0 and 4, then every 8 weeks thereafter.
The IV infusion will process through the medical benefit.

This Blue Cross and Blue Shield of Kansas City policy statement was developed using available
resources such as, but not limited to: Hayes Medical Technology Directory, Food and Drug



Administration (FDA) approvals, Facts and Comparisons, National specialty guidelines, Local medical
policies of other health plans, Medicare (CMS), Local providers.

Description of Procedure or Service

Golimumab (Simponi®) binds to and inhibits the activity of tumor necrosis factor (TNF), a chemical in
the body that causes inflammation. It is used to treat diseases that may be caused or worsened by an
overactive immune system, such as rheumatoid arthritis, psoriatic arthritis, ankylosing spondylitis or
ulcerative colitis.

Tumor necrosis factor (TNF) is a cytokine produced by macrophages and T cells. Its name is based on
the original observations 25 years ago that TNF killed tumor cells in vitro. Further research has
revealed that TNF has a broad spectrum of biologic activities; in particular, it is a key mediator of
inflammation and is produced in response to infection and immunologic injury.

There are a number of TNF alpha blocklng agents; etanercept (ENBREL Amgen) adalimumab
(HUMIRA, Abbott) certolizumab (CIMZIA UCB), gollmumab (SIMPONI Centocor) administered via

subcutaneous injection and infliximab (REMICADE Centocor) administered via an intravenous (1V)
infusion in the physician's office, outpatient setting, or infusion center. This policy focuses on
golimumab that is typically adjudicated under the pharmacy benefit.

Rationale

In a placebo-controlled trial that evaluated the effectiveness of golimumab in patients with rheumatoid
arthritis, 444 patients were randomized to receive golimumab 50 mg or 100 mg subcutaneously given
every 4 weeks along with weekly methotrexate, golimumab 100 mg given 4 weeks alone, or placebo
given every 4 weeks with methotrexate. [2] At the end of 24 weeks (6 months), 55% and 56 % of
patients receiving golimumab 50 mg or 100 mg (respectively) plus methotrexate experienced a 20%
improvement in symptoms compared with 33% of patients receiving placebo plus methotrexate.
Patients receiving golimumab 100 mg alone did not differ significantly from patients receiving
methotrexate alone.

Golimumab has been shown to have the best efficacy when administered with methotrexate for the
treatment of moderate to severe rheumatoid arthritis. There is reliable evidence that golimumab
improves symptoms in patients with psoriatic arthritis. [5] In a trial of 405 patients, 45% to 51% of
patients taking golimumab (with or without methotrexate) achieved a 20% reduction in the symptoms of
arthritis compared to only 9% of patients taking a placebo.

There is reliable evidence that golimumab improves symptoms in patients with ankylosing spondylitis.
[6] In atrial of 356 patients, about 60% of patients taking golimumab achieved a 20% reduction in the
symptoms of ankylosing spondylitis compared to only 22% of patients taking a placebo.

The safety and efficacy of golimumab were evaluated in two multi-center randomized,double-blind
placebo-controlled clinical trials in patients over the age of 18. Trial UC-1 was an induction trial
conducted in patients with moderately to severly active UC. In trial UC-1, a greater proportion of
patients achieved clinical response, clinical remission and had improvement of endoscopic appearance
of the mucosa at Week 6 compared with the placebo group. In Trial UC-2, a greater proportion of
patients maintained clinical response through Week 54 compared with the placebo group.

Safety

Commonly seen side effects of golimumab include upper respiratory tract infections and
nasopharyngitis. [1]

Rare, but serious side effects include serious infections (fungal infections, tuberculosis), reactivation of
hepatitis B, some forms of cancer (such as lymphoma), heart failure, and disorders of the brain and
central nervous system. [1]



Dosing

RA, PsA and AS — 50 mg administered by subcutaneous injection once a month or 2mg/kg IV infusion
at weeks 0 and 4, then every 8 weeks thereafter.

UC - 200 mg initially administered by subcutaneous injection at Week 0, followed by 100 mg at Week 2
and then 100 mg every 4 weeks. [1]

Higher doses do not appear to result in improved efficacy. [1-6]
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Policy Implementation/Update Information

12/2009  New policy titled Simponi® (golimumab)
12/2010 Reviewed — no changes made

12/2011 Reviewed — no changes made

05/2013  Policy updated with new indication
03/2014  Policy updated for double step

This Medical Policy is designed for informational purposes only and is not an authorization, an
explanation of benefits, or a contract. Each benefit plan defines which services are covered, which are
excluded, and which are subject to dollar caps or other limits. Members and their providers will need to
consult the member's benefit plan to determine if there is any exclusion or other benefit limitations
applicable to this service or supply. Medical technology is constantly changing and Blue Cross and Blue
Shield of Kansas City reserves the right to review and revise medical policy. This information is



proprietary and confidential and cannot be shared without the written permission of Blue Cross and
Blue Shield of Kansas City.



