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POLICY DESCRIPTION:

Erythropoiesis-Stimulating Agent (ESA) — Aranesp (darbepoetin alfa), Epogen (epoetin alfa),
Mircera (methoxy polyethylene glycol-epoetin beta), Procrit (epoetin alfa), Retacrit (epoetin
alfa)

RESPONSIBLE PARTIES:
Medical Management Administration, Pharmacy Department, Utilization Management,
Integrated Care Management, Claims Department

DEFINITIONS:

Aranesp, Epogen, Procrit and Retacrit are erythropopoiesis stimulating agents (ESAS) that
stimulate erythropoiesis by the same mechanisms as endogenous erythropoietin by
recombinant DNA technology.

Mircera is an erythropopoiesis stimulating agent that stimulates erythropoiesis by interacting
with the erythropoietin receptor that is found on progenitor cells in the bone marrow.

POLICY:

Epoetin alfa and darbepoetin alfa will be considered medically necessary once the following
coverage criteria is met approvals may be subject to dosing limits in accordance with FDA-
approved labeling, accepted compendia, and/or evidence-based practice guidelines.

Chart notes must be submitted to confirm diagnosis and previous treatment(s).
Epogen and Procrit requires trial and failure of Retacrit.

INITIAL REQUEST:

Note: Requirements regarding pretreatment hemoglobin level exclude values due to a recent
transfusion. All members must be assessed for iron deficiency anemia and have adequate iron
stores (defined as a serum transferrin saturation [TSAT] level greater than or equal to 20%
within the prior 3 months) or are receiving iron therapy before starting Epogen, Procrit,
Retacrit, or Aranesp. Members may not use Epogen, Procrit, Retacrit, or Aranesp
concomitantly with other erythropoiesis stimulating agents.

1. Anemia Due to Chronic Kidney Disease (CKD)
A. Confirmation of dialysis status and clarification of dose and frequency requested;
AND
B. Pretreatment hemoglobin <10 g/dL;
AND
C. Authorization is for no more than 12 weeks
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. Anemia in Members with Malignancy

A. Member’s on cancer chemotherapy, and upon initiation, there is a minimum of two
additional months of planned chemotherapy;

AND

B. Pretreatment hemoglobin <10 g/dL;

AND

C. Authorization is for no more than 12 weeks

. Anemia due to Zidovudine in HIV-infected Patients [Epogen, Procrit, Retacrit]
A. Member’s currently receiving zidovudine administered at < 4,200 mg/week;
AND

B. Pretreatment hemoglobin <10 g/dL;

AND

C. Pretreatment endogenous serum erythropoietin levels of <500 mUnits/mL;
AND

D. Authorization is for no more than 12 weeks

Reduction of Allogeneic Red Blood Cell Transfusions in Patients Undergoing
Elective, Noncardiac, Nonvasvular Surgery [Epogen, Procrit, Retacrit]

A. Member’s scheduled to have an elective, noncardiac, nonvascular surgery;
AND

B. Preteatment hemoglobin >10 g/dL to <13 g/dL;

AND

C. Authorization is for no more than 30 days

. Anemia due to Rheumatoid Arthritis [Epogen, Procrit, Retacrit]
A. Pretreatment hemoglobin <10 g/dL;

AND

B. Authorization is for no more than 12 weeks

. Anemia in Congestive Heart Failure [Epogen, Procrit, Retacrit]
A. Pretreatment hemoglobin <9 g/dL;

AND

B. Authorization is for no more than 12 weeks

. Anemia due to Hepatitis C Treatment [Epogen, Procrit, Retacrit]

A. Member’s receiving ribavirin in combination with either interferon alfa or
peginterferon alfa;

AND

B. Pretreatment hemoglobin <10 g/dL;

AND
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C. Authorization is for no more than 12 weeks

8. Anemia in Members Whose Religious Beliefs Forbid Blood Transfusions [Epogen,
Procrit, Retacrit, Aranesp]
A. Pretreatment hemoglobin <10 g/dL;
AND
B. Authorization is for no more than 12 weeks

9. Anemia in Myelodysplastic Syndromes (MIDS) [Epogen, Procrit, Retacrit, Aranesp]
A. Authorization is for no more than 12 weeks

10. Anemia in Primary Myelofibrosis (MF), Post-polcythemia Vera MF, or Post-
Essential Thrombocythemia MF [Epogen, Procrit, Retacrit, Aranesp]
A. Pretreatment hemoglobin <10 g/dL and pretreatment serum erythropoietin (EPO)
level <500 mU/mL;
AND
B. Authorization is for no more than 12 weeks

RENEWAL REQUEST:

Note: Requirements regarding pretreatment hemoglobin level exclude values due to a recent
transfusion. All members must be assessed for iron deficiency anemia and have adequate iron
stores (defined as a serum transferrin saturation [TSAT] level greater than or equal to 20%
within the prior 3 months) or are receiving iron therapy before starting Epogen, Procrit,
Retacrit, or Aranesp. Members may not use Epogen, Procrit, Retacrit, or Aranesp
concomitantly with other erythropoiesis stimulating agents.

For all indications below: All members (including new members) requesting authorization
for continuation of therapy after at least 12 weeks of ESA treatment must show a response
with a rise in hemoglobin of > 1 g/dL. Members who completed less than 12 weeks of ESA
treatment and have not yet responded with a rise in hemoglobin of > 1 g/dL may be granted
authorization of up to 12 weeks to allow for sufficient time to demonstrate a response.

A. ALL Indications:
A. Member’s current hemoglobin is <12 g/dL;
AND
B. Authorization is for no more than 12 weeks



vMetroPlus
Health

Policy and Procedure

Title: UM-PTO016 Erythropoiesis
Stimulating Agents

Division: Medical Management
Department: Pharmacy

Approval Date: 4/28/2023

LOB: Medicaid, HIV SNP, HARP, QHP,
EP, Gold, GoldCare, CHP

Effective Date: 4/28/2023

Policy Number: UM-PTO016

Review Date: 11/22/2024

Cross Reference Number:

Retired Date:

Page 4 of 8

V. LIMITATIONS/ EXCLUSIONS:
Epogen, Procrit, Retacrit, and Aranesp are not indicated for:
e Patients with cancer receiving hormonal agents, biologic products, or
radiotherapy, unless also receiving concomitant myelosuppressive chemotherapy
e Patients with cancer receiving myelosuppressive chemotherapy when the
anticipated outcome is cure
e Patients with cancer receiving myelosuppressive chemotherapy in whom the
anemia can be managered by transfusion
e Patients schedule for surgery who are willing to donate autologous blood
Patients undergoing cardiac or vascular surgery
e As asubsistute for RBC transfusions in patients who require immediate correction
of anemia

Mircera is not indicated:
e For the treatment of anemia due to cancer chemotherapy
e As asubstitute for RBC transfusions in patients who require immediate correction
of anemia

VI. APPLICABLE PROCEDURE CODES:
CPT  Description

S0kl Injection, darbepoetin alfa (non-esrd use), 1 mcg (Aranesp)

Jl0Ekisi ) Injection, epoetin alfa (for non-esrd use), 1000 units (Epogen, Procrit)

Jl0ETS Injection, epoetin beta, 1 microgram, (for esrd on dialysis) (Mircera)

Sl0Ekl Injection, epoetin beta, 1 microgram, (for non esrd use) (Mircera)

Gkl Injection, epoetin alfa (for esrd on dialysis), 100 units (Epogen, Procrit)

@KL Injection, epoetin alfa-apbx, biosimilar (for non-esrd use), 1000 units, (Retacrit)

VIlI. APPLICABLE DIAGNOSIS CODES:
CODE Description

B20 Human immunodeficiency virus [HIV] disease

bl 24 Anemia due to pyruvate kinase deficiency
»iss e Anemia due to other disorders of glycolytic enzymes
»isiee) Autoimmune hemolytic anemia, unspecified

pisiel o Warm autoimmune hemolytic anemia
»iiel2 Cold autoimmune hemolytic anemia

el el Mixed type autoimmune hemolytic anemia
bl Other autoimmune hemolytic anemia
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bz Lo Other autoimmune hemolytic anemia

»lseik | Anemia in chronic kidney disease
bl c Anemia due to antineoplastic chemotherapy

Hypertensive chronic kidney disease with stage 5 chronic kidney disease or end stage
renal disease

Hypertensive chronic kidney disease with stage 1 through stage 4 chronic kidney
disease, or unspecific chronic kidney disease

Hypertensive chronic kidney disease with stage 1 through stage 4 chronic kidney
disease, or unspecified chronic kidney disease

Hypertensive heart and chronic kidney disease with heart failure and stage 1 through
stage 4 chronic kidney disease, or unspecified chronic kidney disease

Hypertensive heart and chronic kidney disease without heart failure, with stage 1
through stage 4 chronic kidney disease, or unspecified chronic kidney disease

Hypertensive heart and chronic kidney disease without heart failure, with stage 5
chronic kidney disease, or end stage renal disease

Hypertensive heart and chronic kidney disease with heart failure and with stage 5
chronic kidney disease, or end stage renal disease

Hypertensive heart and chronic kidney disease with heart failure and with stage 5
chronic kidney disease, or end stage renal disease

Hypertensive heart and chronic kidney disease without heart failure, with stage 5
chronic kidney disease, or end stage renal disease

Chronic kidney disease, stage 1

Chronic kidney disease, stage 2 (mild)

Chronic Kidney Disease, Stage 3 Unspecified

Chronic Kidney Disease, Stage 3A

Chronic Kidney Disease, Stage 3B

Chronic kidney disease, stage 4 (severe)

Chronic kidn Chronic kidney disease, stage 5ey disease, stage 5
Chronic kidney disease, stage 5

End stage renal disease

Chronic Kidney Disease, unspecified

112.0

112.9

112.9

113.0

113.10

113.11

113.12

113.2

13.11
N18.1
N18.2
N18.30
N18.31
N18.32
N18.4
N18.5
N18.5
N18.6
N18.9
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Medical Guideline Disclaimer:

Property of MetroPlus HealthPlan. All rights reserved. The treating physician or primary care
provider must submit MetroPlus Health Plan clinical evidence that the patient meets the criteria
for the treatment or surgical procedure. Without this documentation and information, Metroplus
Health Plan will not be able to properly review the request for prior authorization. The clinical
review criteria expressed in this policy reflects how MetroPlus Health Plan determines whether
certain services or supplies are medically necessary. MetroPlus Health Plan 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). MetroPlus
Health Plan 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 andor paid
for by MetroPlus Health Plan, as some programs exclude coverage for services or supplies that
MetroPlus Health Plan considers medically necessary. If there is a discrepancy between this
guidelines 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 website links are accurate at time of publication.

MetroPlus HealthPlan has adopted the herein policy in providing management, administrative
and other services to our members, related to health benefit plans offered by our organization.



