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These pharmacy medical necessity guidelines apply to the following:

Commercial Products
Tufts Health Plan Commercial products – large group plans
Tufts Health Plan Commercial products – small group and individual plans
Tufts Health Freedom Plan products – large group plans
Tufts Health Freedom Plan products – small group plans
 CareLinkSM – Refer to CareLink Procedures, Services and Items Requiring Prior
Authorization

RXUM: 617.673.0988

Tufts Health Public Plans Products
Tufts Health Direct – A Massachusetts Qualified Health Plan (QHP) (a commercial
product)
Tufts Health Together – MassHealth MCO Plan and Accountable Care Partnership
Plans
Tufts Health RITogether – A Rhode Island Medicaid Plan

Note: This guideline does not apply to Medicare Members (includes dual eligible Members).
OVERVIEW
FOOD AND DRUG ADMINISTRATION-APPROVED INDICATIONS
Chemotherapy-induced neutropenia (CIN) is a major dose-limiting toxicity of chemotherapy. CIN is
associated with significant morbidity, mortality, and costs due to the management of its complications,
which include Febrile Neutropenia (FN) and infection. Patients with neutropenic complications often
require hospitalization for evaluation and treatment with empiric broad-spectrum antibiotics.
Neutropenic complications can also result in chemotherapy dose reductions or treatment delays, which
can compromise clinical outcomes.
The risk of neutropenic complications increases in direct proportion to the severity and duration of
neutropenia. Colony stimulating factors (CSFs) have been shown to reduce the duration and severity of
neutropenia and the risk of FN. These agents work by stimulating the production, maturation, and
activation of neutrophils. CSFs have been evaluated for prophylactic use following the administration of
chemotherapy when neutropenia is anticipated (primary prophylaxis) and during retreatment after a
previous chemotherapy cycle that caused FN (secondary prophylaxis). Available evidence supports the
benefit of CSF primary prophylaxis in reducing the frequency of hospitalization for antibiotic therapy,
documented infection, and rates of FN in adults. The impact of CSFs on survival and in the pediatric
population is less clear.
Primary prophylaxis with a CSF is recommended when the anticipated incidence of FN is >20% (high
risk) based on patient-, disease-, and treatment-related factors. This threshold was established based
on trials demonstrating that primary prophylaxis was cost effective when the risk of FN with a specific
chemotherapy regimen exceeded 20%. Guidelines recommend against primary prophylaxis when the
anticipated incidence of FN is <10% (low risk). When the anticipated incidence of FN is 10 to 20%,
primary prophylaxis may be appropriate.
There is currently no consensus nomogram for FN risk assessment in patients receiving chemotherapy.
If the specific chemotherapy regimen prescribed is not associated with >20% incidence of FN, individual
patient- and disease-related factors should be evaluated to determine appropriateness of primary
prophylaxis. According to both the American Society of Clinical Oncology (ASCO) and the National
Comprehensive Cancer Network (NCCN), consideration should be given to advanced age (>65 years),
pre-existing neutropenia, prior chemotherapy or radiotherapy, tumor involvement in the bone marrow,
poor performance status, comorbidities, infection, HIV infection, renal dysfunction, and hepatic
dysfunction. Additional factors recommended by the ASCO include advanced disease, open wounds or
recent surgery, poor nutritional status, and cardiovascular disease.
Secondary prophylaxis with CSFs is recommended for patients who experienced a neutropenic
complication from a prior chemotherapy cycle (for which primary prophylaxis was not received), and a
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reduced dose or treatment delay may compromise disease-free or overall survival or treatment
outcome.
Compared to prophylactic therapy, there is less evidence supporting the use of CSFs for the treatment
of FN. Guidelines state treatment of FN with CSFs should be considered in patients who are at high risk
for infection-associated complications or who have prognostic factors predictive of poor clinical
outcomes.
CSFs are recommended when a patient is exposed to lethal doses of total-body radiotherapy.
Neulasta (pegfilgrastim) is indicated to decrease the incidence of infection, as manifested by FN, in
patients with non-myeloid malignancies receiving myelosuppressive anti-cancer drugs associated with
a clinically significant incidence of FN. Neulasta (pegfilgrastim) is also indicated to increase survival in
patients acutely exposed to myelosuppressive doses of radiation. Neulasta (pegfilgrastim) is not
indicated for the mobilization of peripheral blood progenitor cells for hematopoietic stem cell
transplantation.
Fulphila (pegfilgrastim-jmdb) and Udenyca (pegfilgrastim-cbqv) are biosimilars to Neulasta
(pegfilgrastim) indicated to decrease the incidence of infection, as manifested by FN, in patients with
non-myeloid malignancies receiving myelosuppressive anti-cancer drugs associated with a clinically
significant incidence of FN. These agents are not indicated for the mobilization of peripheral blood
progenitor cells for hematopoietic stem cell transplantation.
COVERAGE GUIDELINES
The plan may authorize coverage of Fulphila (pegfilgrastim- ), Neulasta (pegfilgrastim), or Udenyca
(pegfilgrastim-cbqv) for Members when all the following criteria are met:
*Note: See additional coverage criteria for Fulphila (pegfilgrastim) for Commercial Products
and Tufts Health Direct below*
Primary prophylaxis of chemotherapy-induced neutropenia (CIN)
1. Documentation the Member will be receiving a chemotherapy regimen associated with a high risk
(>20%) of febrile neutropenia (FN) based on the National Comprehensive Cancer Network (NCCN)
clinical guidelines for myeloid growth factors
OR
2. Documentation the Member will be receiving a chemotherapy regimen associated with an
intermediate risk (10 to 20%) of FN based on the NCCN clinical guidelines for myeloid growth
factors AND the Member has at least one of the following risk factors
a. Age ≥65 years
b. Advanced disease (stage 2 or higher or bone marrow involvement)
c. Prior chemotherapy or radiation therapy
d. Pre-existing neutropenia
e. Poor performance status (Eastern Cooperative Oncology Group [ECOG] score of 2 to 5) or
poor nutritional status
f. Recent infection (<60 days prior to start of chemotherapy)
g. Recent surgery or open wounds
h. Comorbidities (cardiovascular disease, renal dysfunction [creatinine clearance <50], liver
dysfunction [bilirubin >2.0], human immunodeficiency virus [HIV] virus)
i. Concern with Member’s comprehension of the severity of fever development or concern
with Member’s access to a hospital if fever developed
j. Chronic immunosuppression in the post-transplant setting
Note: The cancer type and drugs in the chemotherapy regimen are required. Patient risk
factors, if applicable, also need to be submitted with the request.
Secondary prophylaxis of CIN
1. Documentation the Member experienced a neutropenic complication (FN or dose-limiting
neutropenic event) from a prior cycle of the same chemotherapy
Hematopoietic Subsyndrome of Acute Radiation Syndrome
1. Documentation requested use is to increase survival in a Member acutely exposed to
myelosuppressive doses of radiation
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For Commercial Products and Tufts Health Direct:
In addition to the coverage criteria above, the plan may authorize coverage of Fulphila (pegfilgrastimjmdb) when all the following criteria are met:
1. Documented previous failure, contraindication, or clinical inappropriateness with Neulasta and
Udenyca



LIMITATIONS
Authorizations of all pegfilgrastim products will be provided for six months.

CODES
The following HCPCS/CPT code(s) are:
Code
Description
J2505

Injection, pegfilgrastim, 6 mg

Q5108

Injection, pegfilgrastim-jmdb, biosimilar, (Fulphila), 0.5 mg

Q5111

Injection, Pegfilgrastim-cbqv, biosimilar, (udenyca), 0.5 mg
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APPROVAL HISTORY
July 11, 2017: Reviewed by Pharmacy & Therapeutics Committee.
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Subsequent endorsement date(s) and changes made:
1. July 10, 2018: No changes
2. September 18, 2018: Changed name of Medical Necessity Guideline from “Neulasta (pegfilgrastim)”
to “Pegfilgrastim Products (Fulphila, Neulasta).” Added Fulphila to the Medical Necessity Guideline.
3. January 8, 2018: Added Udenyca to the Medical Necessity Guideline.
4. January 18, 2019: Effective April 1, 2019, Medical Necessity Guideline applies to Tufts Health
Together and Tufts Health RITogether
5. April 9, 2019: Administrative update to remove Attachments 1 and 2 from the Medical Necessity
Guideline.
6. June 11, 2019: Effective October 1, 2019, updated coverage criteria for Commercial Products and
Tufts Health Direct for Fulphila (pegfilgrastim-jmdb) to require documented previous failure,
contraindication, or clinical inappropriateness with Neulasta and Udenyca.
BACKGROUND, PRODUCT AND DISCLAIMER INFORMATION
Pharmacy Medical Necessity Guidelines have been developed for determining coverage for plan
benefits and are published to provide a better understanding of the basis upon which coverage
decisions are made. The plan makes coverage decisions on a case-by-case basis considering the
individual member's health care needs. Pharmacy Medical Necessity Guidelines are developed for
selected therapeutic classes or drugs found to be safe, but proven to be effective in a limited, defined
population of patients or clinical circumstances. They include concise clinical coverage criteria based
on current literature review, consultation with practicing physicians in the service area who are
medical experts in the particular field, FDA and other government agency policies, and standards
adopted by national accreditation organizations. The plan revises and updates Pharmacy Medical
Necessity Guidelines annually, or more frequently if new evidence becomes available that suggests
needed revisions.
For self-insured plans, coverage may vary depending on the terms of the benefit document. If a
discrepancy exists between a Pharmacy Medical Necessity Guideline and a self-insured Member’s
benefit document, the provisions of the benefit document will govern.
Treating providers are solely responsible for the medical advice and treatment of members. The use of
this policy is not a guarantee of payment or a final prediction of how specific claim(s) will be adjudicated.
Claims payment is subject to member eligibility and benefits on the date of service, coordination of
benefits, referral/authorization and utilization management guidelines when applicable, and adherence
to plan policies and procedures and claims editing logic.

Provider Services
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