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Medical Guideline Disclaimer
Property of EmblemHealth. All rights reserved. The treating physician or primary care provider must submit to EmblemHealth the clinical evidence that the
patient meets the criteria for the treatment or surgical procedure. Without this documentation and information, EmblemHealth will not be able to properly
review the request for prior authorization. The clinical review criteria expressed below reflects how EmblemHealth determines whether certain services or
supplies are medically necessary. EmblemHealth established the clinical review criteria based upon a review of currently available clinical information
(including clinical outcome studies in the peer-reviewed published medical literature, regulatory status of the technology, evidence-based guidelines of
public health and health research agencies, evidence-based guidelines and positions of leading national health professional organizations, views of
physicians practicing in relevant clinical areas, and other relevant factors). EmblemHealth expressly reserves the right to revise these conclusions as clinical
information changes, and welcomes further relevant information. Each benefit program defines which services are covered. The conclusion that a particular
service or supply is medically necessary does not constitute a representation or warranty that this service or supply is covered and/or paid for by
EmblemHealth, as some programs exclude coverage for services or supplies that EmblemHealth considers medically necessary. If there is a discrepancy
between this guideline and a member's benefits program, the benefits program will govern. In addition, coverage may be mandated by applicable legal
requirements of a state, the Federal Government or the Centers for Medicare & Medicaid Services (CMS) for Medicare and Medicaid members. All coding and
web site links are accurate at time of publication. EmblemHealth Services Company LLC, (“EmblemHealth”) has adopted the herein policy in providing
management, administrative and other services to HIP Health Plan of New York, HIP Insurance Company of New York, Group Health Incorporated and GHI
HMO Select, related to health benefit plans offered by these entities. All of the aforementioned entities are affiliated companies under common control of
EmblemHealth Inc.

Definition
Provenge is a FDA-approved autologous cellular immunotherapy (referred to as a vaccine) that is specifically
indicated for the treatment of asymptomatic or minimally symptomatic metastatic castrate-resistant (hormone
refractory) prostate cancer.
Guideline
Male members ≥ 18 years of age with stage 3 or 4 castration-recurrent prostate cancer are eligible for Provenge
when the following criteria is met:
1. Asymptomatic or minimally symptomatic.
2. ECOG1 performance status is 0 — 1 (Table 1) or Karnofsky score is 80 — 100 (Table 2).
3. Presence of disease progression post surgical castration (bilateral orchiectomy) or post ≥ 3 months of
chemical castration (e.g., agonists — luteinizing hormone releasing hormone [LHRH], gonadotropin
releasing hormone [GnRH], or antagonists — leuprolide [Lupron, Viadur, Eligard], goserelin [Zoladex],
triptorelin [Trelstar], histrelin [Vantas]).
Documentation must include the following:
a. Evidence of sufficient castration by a serum testosterone of < 50 ng/dL.
b. Evidence of worsening disease when any of the following criteria from the Prostate Cancer Clinical
Trials Working Group are met:
 Progressive measurable disease — changes in size of lymph nodes or parenchymal
masses on physical examination or radiographic studies.
 Bone scan progression — ≥ 1 new lesions or increase in size of lesions (not including
"flare” that occurs when hormonal therapy or chemotherapy is initiated).
1

Also referred to as the WHO (World Health Organization) or Zubrod score.
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PSA progression — Both:
i. Higher PSA value than a previous value (where the PSA is measured a minimum of
1 week from the reference value and is at least > 25 % of that value).
ii. An absolute-value increase of at least 5 ng/ml over the reference value (with
confirmation of this PSA increase confirmed by a second value).

Limitations/Exclusions
Provenge is not considered medically necessary for members with visceral disease (e.g., liver, lung and brain) and
a < 6-month life expectancy.
Table 1 — ECOG score
0

Fully active, able to carry on all pre-disease performance without restriction

1

Restricted in physically strenuous activity but ambulatory and able to carry out work of a light or sedentary nature, e.g.,
light house work, office work

2

Ambulatory and capable of all selfcare but unable to carry out any work activities. Up and about more than 50% of waking
hours

3

Capable of only limited selfcare, confined to bed or chair more than 50% of waking hours

4

Completely disabled. Cannot carry on any selfcare. Totally confined to bed or chair

5

Dead

Table 2 — Karnofsky score
Able to carry on normal activity and to work; no special care
needed.

Unable to work; able to live at home and care for most personal
needs; varying amount of assistance needed.

Unable to care for self; requires equivalent of institutional or hospital
care; disease may be progressing rapidly.

100

Normal no complaints; no evidence of disease.

90

Able to carry on normal activity; minor signs or
symptoms of disease.

80

Normal activity with effort; some signs or
symptoms of disease.

70

Cares for self; unable to carry on normal activity
or to do active work.

60

Requires occasional assistance, but is able to care
for most of his personal needs.

50

Requires considerable assistance and frequent
medical care.

40

Disabled; requires special care and assistance.

30

Severely disabled; hospital admission is indicated
although death not imminent.

20

Very sick; hospital admission necessary; active
supportive treatment necessary.

10

Moribund; fatal processes progressing rapidly.

0

Dead
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Applicable Procedure Codes
96365

Intravenous infusion, for therapy, prophylaxis, or diagnosis (specify substance or drug); initial, up to 1 hour

96366

Intravenous infusion, for therapy, prophylaxis, or diagnosis (specify substance or drug); each additional hour (List
separately in addition to code for primary procedure)

J3590

Unclassified biologic

Q2043

Sipuleucel-T, minimum of 50 million autologous cd54+ cells activated with PAP-GM-CSF, including leukapheresis and all
other preparatory procedures, per infusion

Applicable ICD-10 Codes
C61

Malignant neoplasm of prostate

Z85.46

Personal history of malignant neoplasm of prostate
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