MEDICAL COVERAGE POLICY
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Important note

Even though this policy may indicate that a particular service or supply may be considered covered, this conclusion
is not based upon the terms of your particular benefit plan. Each benefit plan contains its own specific provisions for
coverage and exclusions. Not all benefits that are determined to be medically necessary will be covered benefits
under the terms of your benefit plan. You need to consult the Evidence of Coverage to determine if there are any
exclusions or other benefit limitations applicable to this service or supply. If there is a discrepancy between this
policy and your plan of benefits, the provisions of your benefits plan will govern. However, applicable state
mandates will take precedence with respect to fully insured plans and self-funded non-ERISA (e.g., government,
school boards, church) plans. Unless otherwise specifically excluded, Federal mandates will apply to all plans. With
respect to Senior Care members, this policy will apply unless Medicare policies extend coverage beyond this
Medical Policy & Criteria Statement. Senior Care policies will only apply to benefits paid for under Medicare rules,
and not to any other health benefit plan benefits. CMS's Coverage Issues Manual can be found on the CMS
website.

SERVICE: Sipuleucel-T (Provenge®)
PRIOR AUTHORIZATION: Required. This policy provides guidelines for medical review when that
review is NOT performed by vendor Oncology Analytics.

POLICY:
SWHP considers vaccine therapy, e.g., Sipuleucel-T (Provenge®), medically necessary for the
treatment of castrate-resistant, metastatic prostate cancer in members who meet the following
criteria:
1. The member does not have visceral metastases: AND
2. The member has a life expectancy of at least six months; AND
3. Patient is asymptomatic or minimally symptomatic;
4. The member has an Eastern Cooperative Oncology Group (ECOG) Performance Score of 01; AND
5. The member has NOT had disease progression while receiving Provenge®.
SWHP considers Sipuleucel-T (Provenge®) experimental and investigational for all other indications
because the clinical evidence is not sufficient to permit conclusions on the health outcome effects of
this therapy.

OVERVIEW: Provenge® (sipuleucel-T) is a novel autologous cellular immunotherapy or therapeutic
vaccine for the treatment of castration-resistant prostate cancer. It was the first therapeutic cancer
vaccine to receive FDA approval. Provenge® is designed to activate a patient's own antigenpresenting cells (APCs), a type of immune cell that expresses co-stimulatory molecules and secretes
immune-activating cytokines. The activated and loaded APCs elicit a cellular immune response
against a specific protein target found in prostate cancer cells, thereby stimulating the body's immune
system against the prostate cancer.
Provenge® is made from autologous peripheral blood mononuclear cells. The final vaccine product is
produced by isolating an individual's CD54+ antigen-presenting cells (APCs) via leukapheresis,
culturing the exposed cells with PA2024 antigen, and administering the vaccine back into the patient
by intravenous infusion. Once administered, Provenge® acts to activate T-cells, which then proliferate
to target and kill prostate cancer cells.
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Based on available data, Provenge® appears to be a reasonable treatment option for men with
castration-resistant metastatic prostate cancer who are asymptomatic or minimally symptomatic and
whose tumors are not responsive to hormone therapy.

CODES:
Important note:
CODES: Due to the wide range of applicable diagnosis codes and potential changes to codes, an inclusive list may not be
presented, but the following codes may apply. Inclusion of a code in this section does not guarantee that it will be reimbursed,
and patient must meet the criteria set forth in the policy language.

CPT Codes:
CPT Not Covered:
HCPCS Covered:
HCPCS Not Covered:
ICD-10:

Q2043 Sipuleucel-T
C61 - Malignant neoplasm of prostate
Z19.2 - Hormone resistant malignancy status
BOTH codes required

CMS: There are no NCDs or LCDs related to this coverage.

POLICY HISTORY:
Status

Date

Action

New
Reviewed

03/13/2018
04/25/2019

New policy
Updated criteria to reflect NCCN. Process change noted.
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