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Description of Procedure or Service

Plague psoriasis is the most common form of psoriasis. It is characterized by raised, inflamed, red lesions
covered with a silvery-white buildup of dead skin cells (scales). Thisisfound primarily on the trunk,
elbows, knees, scalp and finger or toe nails. The cause of psoriasisisrelated to the immune system, and
more specifically, atype of white blood cell called aT lymphocyte or T cell. Normally, T cellstravel
throughout the body to detect and fight off foreign substances, such as vir uses or bacteria. If you have pso-
riasis, however, the T cells attack healthy skin cells by mistake asif to heal awound or to fight an infection.
Normally, skin cells mature and shed after about a month. In psoriasis, the cell maturation speeds up, taking
only three to four days. Because the lower layer of skin cells divides more rapidly than normal, dead cells
accumulate in thicker patches on the skin's outermost layer (called the epidermis). Chief complaints of
patients with moderate to severe psoriasis include scaling, itching, redness, and tightness of the skin with
burning sensations. Exposed skin, especially cracked or bleeding areas, can act as potential sites of infection.

Initial treatment for stable plague psoriasisis topical, including corticosteroids, emollients, anthralin, tar,
retinoids, calcipotriene (Vitamin D analogue), and salicylic acid. Though corticoster oids are the mainstay
of topical therapy, continuous use of these agents can cause tachyphylaxis (wearing off effect) and severa
side effects. Other treatments for plague psoriasis include photother apy, immunosuppr essants, and sys-
temic retinoids.

Biologic drugs are taken from living material (human, plant, animal, or microorganism). Many biologics act
on parts of the body'simmune system to prevent inflammatory disorders, including psoriasis. Unlike drugs
that suppr ess the entire immune system, biologics can fight more selectively and target only those chemi-
calsinvolved in causing psoriasis. Only recently have biologics targeted toward psoriasis begun to emerge

as potentially promising new treatment options. Amevive®(a| efacept) isabiologic drug that treats plague
psoriasis and is used either after the conventional treatments mentioned above have failed in continuing to
provide benefit or when a patient is not able to receive conventional therapy (drug and photother apy).

Efficacy of psoriasistherapy is determined by a 75% reduction in the psoriasis area severity index (PASI).
PA S scores are based on an assessment of the percentage of involvement of the scalp, trunk, and upper and
lower limbs. Thisis combined with an evaluation of skin erythema (redness), induration (thickness), and
scaling. PAS| scores can range between 0 and 72, with a score greater than 10-12 considered severe disease.
Typically, PASI scores are used in an academic setting. In practice, physician assessment along with patient
response, are used to gauge response to treatment.

Amevive®(a| efacept) isadministered via IM injection in the physician’s office.

NOTE***This policy only appliesto Amevive® (alefacept) when used for thetreat-
ment of moderate to severe plaque psoriasis.
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Please a so refer to the following Corporate Medical Policies for treatment of psoriasis:

Policy

Targeted Phototherapy for Psoriasis - Policy number MED1045

PUVA (Psoralens with Ultraviolet A) Therapy - Policy number MED1345
Ultraviolet Light Box Therapy in the Home - Policy number EBGDMEQ130
Infliximab- Policy number DRU4120

BCBSNC will provide coverage for Amevive® (alefacept) when it isdetermined to be medically neces-
sary because the medical criteria and guidelines shown below are met.

Benefits Application

Please refer to Certificate for availability of benefits. This policy relates only to the services or supplies
described herein. Benefits may vary according to benefit design, therefore certificate language should be
reviewed before applying the terms of the policy.

Coveragefor Amevive® (alefacept) requiresprior review.

When Amevive® (alefacept) is covered

A. Initial Coverage review for Amevive®(alefacept):

1. Benefitsfor aninitial 3 month period of time may be considered medically necessary for the treatment

of moderate to severe plaque psoriasis:
a. Inpatientswho are 18 years of age or older; and

b. In situations where the patient has already been treated with phototherapy (i.e., PUVA or broad-

band or narrowband UV B) unless the patient is not a candidate for photother apy or photother apy
isnot available to the patient; and

c. Insituations where the patient has already been treated with or is not a candidate for any other sys-

temic treatments such as methotrexate (oral or IM), cyclosporin, and acitretin (Soriatane®).

B. Continuation of coverage for Amevive®(a|efacept) beyond 3 months:

1

In situations where treatment is continuing to provide improvement in the plaque psoriasis, coverage is
renewable for an additional 3 months following a 3-month period of time where the patient is not

receiving Amevive®(al efacept).

2. Coverageisprovided for up to two 3-month treatment cycles per lifetime.

When Amevive® (alefacept) is not covered

1. When the criteria stated above are not met.

2. Coverageisnot provided for the simultaneous use of more than one biologic drug.
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3. Amevive®(a| efacept) is contraindicated in and should not be administered to patients infected with

HIV. Amevive®(a| efacept) reduces CD4+ lymphocyte counts, which might acceler ate disease progres-
sion or increase complications of disease in these patients.

4. Amevive®(a| efacept) is contraindicated in and should not be administered to patients with known
hyper sensitivity to Amevive®(al efacept) or any of its components.

Policy Guidelines

In the approved labeling for Amevive®(al efacept), the FDA is encouraging physicians to inform patients of

the need for regular monitoring of white blood cell counts during therapy and that Amevive®(a| efacept)
must be administered under the supervision of a physician. Moreover, the approved labeling states that

patients should be informed that Amevive®(a| efacept) suppresses their immune system, which could
increase their chances of developing an infection or malignancy. Therefore, patients should inform their
physician promptly if they develop any signs of an infection or malignancy while undergoing a course of

treatment with Amevive®(alefacept).

Women of childbearing potential make up a considerable segment of the patient population affected by pso-

riasis. Because the effect of Amevive®(alefacept) on pregnancy and fetal development, including immune
system development, is not known, health care providers are encouraged to enroll patients taking

Amevive®(aefacept) who become pregnant into the manufacturer’s pregnancy registry by calling 1-866-
AMEVIVE (263-8483).

Billing/Coding/Physician Documentation Information

This policy may apply to the following codes. Inclusion of a code in this section does not guarantee that it
will bereimbursed. For further information on reimbursement guidelines, please see Administrative Poli-
cies on the Blue Cross Blue Shield of North Carolinaweb site at www.bcbsnc.com. They arelisted in the
Category Search on the Medical Policy search page.

Applicable codes: J0215

BCBSNC may request medical records for determination of medical necessity. When medical records are
requested, letters of support and/or explanation are often useful, but are not sufficient documentation unless
all specific information needed to make a medical necessity determination is included.

Policy Key Words

Key Words: Alefacept, Amevive, Biologic drugs, CD4+, Immune System, Plague Psoriasis, T cells
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Medical Term Definitions

Accelerate
to cause to move faster or speed up.

Bacteria
single-celled microorganisms which can exist either asindependent (free-living) organisms or as para-
sites (dependent upon another organism for life).

Corticosteroids
these drugs reduce inflammation and the turnover of skin cells, and they suppress the immune system.
Availablein different strengths, topical corticosteroids (cortisone) are usually applied to the skin twicea

day.

Emollient
an agent that softens or soothes the skin.

Hypersensitivity
allergy; the bodies over-reaction to a foreign substance.

Immune system
the bodily system that protects the body from foreign substances, cells, and tissues by producing the
immune response and that includes especially the thymus, spleen, lymph nodes, special deposits of lym-
phoid tissue (asin the gastrointestinal tract and bone marrow), lymphocytesincluding the B cellsand T
cells, and antibodies.

Immunosuppressant
an agent that can suppress or prevent the immune response. Immunosuppressants are used to prevent
rejection of a transplanted organ and to treat autoimmune diseases such as psoriasis, rheumatoid arthri-
tis, and Crohn's disease. Some treatments for cancer act asimmunosuppressants. Also called an immun-
odepressant.

Phototherapy
treatment with light.

Suppress
to curtail or inhibit the activity of something, such as the immune system.

Systemic treatment
treatment that reaches cells throughout the body by traveling through the bloodstream; treatment that
affects the body's whole system; re: psoriasis, involves taking medicines by mouth or injection that treat
the whole immune system.

T cells
atype of white blood cell (lymphocyte) that is of key importance to the immune system and is at the
core of adaptive immunity, the system that tailors the body's immune response to specific pathogens.
The T cellsare like soldiers who search out and destroy the targeted invaders. T cell are also known as
T lymphocytes. The "T" stands for "thymus' -- the organ in which these cells mature. As opposed to B
cells which mature in the bone marrow.

Topical
applied locally or to the skin, affecting only the areato which it is applied.
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Virus
the causative agent of an infectious disease.
White blood cell

any of the blood cells that are colorless, lack hemoglobin, contain a nucleus, and include the lympho-
cytes, monocytes, neutrophils, eosinophils, and basophils.

Scientific Background and Reference Sources

Menter A, Gottlieb A, Feldman SR, et al. Guidelines of care for the management of psoriasis and psoriatic
arthritis: Section 1. Overview of psoriasis and guidelines of care for the treatment of psoriasis with biolog-
ics. JAm Acad Dermatol. 2008 May;58(5):826-50.

The U.S. Food and Drug Administration. Center for Drug Evaluation and Research. FDA Talk Paper. FDA
Approves First Biologic Therapy for Psoriasis. January 31, 2003. Retrieved on March 4, 2009 from http://
www.fda.gov/bbs/topicy ANSWERS/2003/ANS01194.html

The U.S. Food and Drug Administration. Center for Drug Evaluation and Research. Drugs@FDA FDA
Approved Drug Products. Label and Approval History for Amevive retrieved on March 4, 2009 from http:/
/www.fda.gov/cder/foi/label /2006/125036s071!bl . pdf

Policy Implementation/Update Information

3/30/09 New policy developed. Amevive® (alefacept) injection for the treatment of psoriasis requires prior
plan approval. Benefits for an initial 3 month period of time may be considered medically neces-
sary: 1) In patients who are 18 years of age or older; and 2) In situations where the patient has
already been treated with phototherapy (i.e., PUVA or broadband or narrowband UV B) unless the
patient is not a candidate for phototherapy or phototherapy is not available to the patient; and 3) In
situations where the patient has already been treated with or is not a candidate for any other sys-

temic treatments such as methotrexate (oral or IM), cyclosporin, and acitretin (Soriatane®).
Continuation of coverage may be provided (in situations where treatment is continuing to provide
improvement in the plaque psoriasis) for an additional 3 months following a 3-month period of
time where the patient is not receiving Amevive® (alefacept).

Coverageis provided for up to two 3-month treatment cycles per lifetime.

Amevive® (alefacept) is not covered when the criteria stated above are not met. Coverageis not
provided for the simultaneous use of more than one biologic drug. Amevive®(a| efacept) is con-

traindicated in and should not be administered to patients infected with HIV. Amevive®(a| efacept)
reduces CD4+ lymphocyte counts, which might accel erate disease progression or increase compli-

cations of disease in these patients. Amevive®(al efacept) is contraindicated in and should not be
administered to patients with known hypersensitivity to Amevive®(a| efacept) or any of its compo-
nents.

Notification given 3/30/09. Effective date 7/1/09. (pmo)
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Medical policy is not an authorization, certification, explanation of benefits or a contract. Benefits and eligibility are deter-
mined before medical guidelines and payment guidelines are applied. Benefits are determined by the group contract and sub-
scriber certificate that isin effect at the time services are rendered. This document is solely provided for informational
purposes only and is based on research of current medical literature and review of common medical practicesin the treatment
and diagnosis of disease. Medical practices and knowledge are constantly changing and BCBSNC reserves the right to
review and revise its medical policies periodically.
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