®
Enbrel™ (etanercept) @ Rocky MOUNTAIN

Prior Authorization Form HEALTH PLANS®

We understand Colorado. We understand you.

Complete Patient and Physician information (PLEASE PRINT)

STEP Member Name: Physician Name:
1 Address: Address:
Member ID: Phone #:
Member DOB: Fax #:
Tax ID or NPI Number:

If Applicable: Pharmacy Name:

Pharmacy Phone:
Complete the Clinical Assessment:
[0 Moderately to severely active O Chronic plaque psoriasis (moderate to
Rheumatoid Arthritis severe) in patients who are candidates
Diagnosis for systemic therapy or phototherapy
O Moderately to severely active O Psoriatic Arthritis
polyarticular juvenile idiopathic arthritis
O Active ankylosing spondylitis O Other (please state):
Physician O Rheumatology [ Other (please state):
Specialty
STEP O Dermatology
2 Diagnosis: 1CD-9/10 Code #/ Description / J Code (required):
Please attach a copy of the prescription or provide ALL of the information below:
' Enbrel® (etanercept)
Supporting Strength
Documentation Sig
Qty
Refills

*Please attach all relevant medical records and test results*
We will not process incomplete forms.
If we do not receive the completed form & all relevant medical records
& test results within 10 calendar days of this request, it will be denied.

I certify that the above is correct and accurate to the best of my knowledge and that the form is complete.
STEP  (please sign and date)

Prescriber Signature Date

STEp Fax completed form to the Rocky Mountain Health Plans Pharmacy Help Desk:

4 970-248-5034

Name of Person filling out form:

Pharmacy Technician initials Date Initiated

Confidentiality Notice:

This facsimile transmission (and/or documents accompanying it) may contain confidential information. This information is intended only for the use of
the individual(s) named above. If you have received this transmission in error, or cannot identify the recipient for distribution purposes, please notify us
immediately at 970-244-7760. Plans underwritten by Rocky Mountain HMO or Rocky Mountain HealthCare Options. 01/09/12



RMHP Formulary Coverage Policy

THIS INFORMATION IS NOT ALL-INCLUSIVE AND IS PROVIDED FOR INFORMATIONAL PURPOSES ONLY

Enbrel® (etanercept)

CLASSIFICATION

Immune Suppressant, Tumor Necrosis Factor Inhibitor

DESCRIPTION

Etanercept is a dimeric soluble form of the p75 tumor necrosis factor (TNF) receptor that
specifically binds TNF alpha and TNF beta. The binding of etanercept to TNF, a naturally occurring
cytokine involved in normal inflammatory and immune responses, renders it biologically inactive.
Etanercept also modulates biologic responses that are induced or regulated by TNF, including
expression of adhesion molecules responsible for leukocyte migration, serum levels of cytokines,
and serum levels of matrix metalloproteinase.

Etanercept is useful in the treatment of diseases where TNF activity is correlated with disease
severity, such as in theumatoid arthritis. Etanercept is being investigated in refractory bone pain due
to metastases, as an orphan treatment for Wegener's granulomatosis, and in systemic juvenile
rheumatoid arthritis.

Etanercept is approved for the treatment of ankylosing spondylitis in adults. Treatment with
etanercept resulted in decreased symptoms such as morning stiffness and spinal pain, as well as dose
sparing effects for steroids, analgesics, methotrexate, and sulfasalazine.

Etanercept is indicated for reducing the signs and symptoms of moderately to severely active
polyarticular-course juvenile idiopathic arthritis (JIA) in patients 2 years and older, who have been
inadequately controlled with one or more disease-modifying anti-rheumatic drugs (DMARDs).
Compared to treatment with placebo, etanercept-treated patients may expect less pain and swelling,
decreased disease activity, less frequent flare, and a prolonged duration between flares.

Etanercept is indicated for reducing the signs and symptoms of moderately to severely active
arthritis in patient with psoriatic arthritis, with generally good tolerance. Methotrexate and/or steroid
dose-saving effects are possible. Additionally, etanercept is indicated for inhibition of the
progression of structural damage of active psoriatic arthritis.

Etanercept is indicated for reducing signs and symptoms, inhibiting progression of structural
damage, and improving physical function in patients with moderately to severely active rheumatoid
arthritis. Treatment with etanercept resulted in a significant reduction in the number of joint erosions
and swollen and tender joints.

FORMULARY COVERAGE
Prior authorization: Required

Good Health Formulary: Tier 5
Commercial Formulary: Tier 6
Medicare Part D coverage: Tier 5

COVERAGE CRITERIA

Enbrel® (etanercept) meets the definition of medical necessity for the following:

Ankylosing spondylitis

Juvenile idiopathic arthritis (Moderate to Severe)

Plaque psoriasis, chronic (Moderate to Severe), in patients who are candidates for systemic therapy
or phototherapy

Psoriasis with arthropathy

Rheumatoid arthritis (Moderate to Severe)



Enbrel® (etanercept) is considered experimental for the following:

Autoimmune disorder of inner ear, Behcet’s syndrome, Bone metastasis, Crohn’s disease, Graft
versus host disease, Heart failure, Hemophagocytic lymphohistiocytosis; Reactive, Hidradenitis
suppurativa; Severe (refractory), Langerhans cell histiocytosis, Myelosclerosis with myeloid
metaplasia, Myositis, Nephrotic syndrome, Pemphigoid, Sarcoidosis, Septic shock; adjunct,
Sjogren’s syndrome, TNF receptor-associated periodic fever syndrome (TRAPS), Wegener’s
granulomatosis

Doses higher than 50mg per week for the treatment of rheumatoid arthritis, psoriatic arthritis, and
ankylosing spondylitis

Required Provider Specialty:

Approval is limited to Rheumatology or Dermatology

DOSAGE/ADMINISTRATION:
Adult Dosing:

Ankylosing spondylitis: 50 mg SUBQ weekly given as one 50 mg injection or two 25 mg injections
in one day, or one 25 mg injection given twice weekly, 72 to 96 hours apart
Plaque psoriasis, chronic (Moderate to Severe), in patients who are candidates for systemic therapy
or phototherapy:

o Initial: 50 mg SUBQ twice weekly, given 3 to 4 days apart, for 3 months

o Maintenance: 50 mg SUBQ weekly, given as one 50 mg injection or two 25 mg injections in

one day, or one 25 mg injection given twice weekly, 72 to 96 hours apart

Psoriasis with arthropathy: 50 mg SUBQ weekly given as one 50 mg injection or two 25 mg
injections in one day, or one 25 mg injection given twice weekly, 72 to 96 hours apart
Rheumatoid arthritis (Moderate to Severe): 50 mg SUBQ weekly given as one 50 mg injection or
two 25 mg injections in one day, or one 25 mg injection given twice weekly, 72 to 96 hours apart

Pediatric Dosing:

Juvenile idiopathic arthritis (Moderate to Severe): (2 years and older) 0.8 mg/kg/week (maximum of
50 mg per week) SUBQ

PRECAUTIONS:

BLACK BOX WARNING: Patients treated with etanercept are at increased risk for infections, some
progressing to serious infections leading to hospitalization or death. These infections have included
bacterial sepsis, tuberculosis, invasive fungal and other opportunistic infections. Evaluate for latent
tuberculosis and treat if necessary prior to initiation of therapy. Lymphoma and other malignancies,
some fatal, have been reported in children and adolescent patients treated with tumor necrosis factor
(TNF) blockers, including etanercept.

Alcoholic hepatitis, moderate to severe; increased mortality after 6 months of treatment

Allergic reactions have been reported and require discontinuation of therapy.

Autoantibody formation has occurred and may develop into lupus-like syndrome or autoimmune
hepatitis; discontinue therapy if symptoms occur.

CNS demyelinating disorders (e.g. transverse myelitis, optic neuritis, multiple sclerosis, seizure
disorders); new onset or worsening of preexisting condition may occur.

Concomitant use of anakinra, cyclophosphamide, or live vaccines is not recommended.

Congestive heart failure, new-onset or worsening of preexisting disease has been reported even in
absence of risk factors; monitoring is recommended and discontinuation of therapy may be
necessary.

Hematological abnormalities, including fatalities, have occurred. Risk is increased in patients with
active or history of blood dyscrasias; discontinuation of therapy may be required.

Hepatitis B, chronic carriers; reactivation has occurred including several months after therapy
termination; monitoring recommended; discontinuation and supportive treatment may be necessary.



o Infection, history of or recurring; potential for exacerbation, particularly in patients with
predisposition for (e.g. advanced or poorly-controlled diabetes) or underlying conditions;
discontinue if serious infection develops.

e Juvenile rheumatoid arthritis patients should be brought up-to-date on all immunization
requirements, when possible, prior to beginning treatment with etanercept.

o Latex sensitivity: the needle cover of prefilled syringe and on SureClick autoinjector contains latex.

e Malignancies, history or new-onset including lymphomas and acute and chronic leukemia.

e Varicella virus exposure, significant; temporarily discontinue treatment.

e Wegener's granulomatosis: use with concomitant immunosuppressive agents is not recommended.

Billing/Coding information

CPT Coding:

| 96372 | Therapeutic, prophylactic, or diagnostic injection (specify substance or drug); subcutaneous or intramuscular |

HCPCS Coding:
| J1438 | injection, etanercept, 25 mg |

ICD-9 Diagnoses Codes That Support Medical Necessity:

| 696.0 | Psoriatic arthropathy

| 696.1 | Other psoriasis

| 711 -711.99 | Arthropathy associated with infections — unspecified infective arthritis (multiple sites)
713.0-713.8 Arthropathy associated with other endocrine and metabolic disorders — arthropathy associated with

other conditions classifiable elsewhere

[ 714.0-714.9 | Rheumatoid arthritis — unspecified inflammatory polyarthropathy

| 716.20 -716.29 | Allergic arthritis (site unspecified) — allergic arthritis (multiple sites)

| 720.0 | Ankylosing spondylitis

| 720-81-720.9 | Other inflammatory spondylopathies (site unspecified) — unspecified inflammatory spondylopathy
COST

e AWP (April 2010): Enbrel 50mg/ml syringe (4): $1,994.84
e  AWP (November 2011): Enbrel 50mg/ml syringe (4): $2,216.00

COMMITTEE APPROVAL.:

GUIDELINE UPDATE INFORMATION:
| April 2010 | Policy created
| November 2011 | Medical policy updated

REFERENCES:
e DRUGDEX®, accessed 04/02/2010
e Product Information: ENBREL(R) subcutaneous injection, etanercept subcutaneous injection.
Immunex Corporation, Thousand Oaks, CA, 2009.
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