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Disclaimer

The Medical Coverage Policies are reviewed by the Humana Medicaid Coverage Policy Adoption (MCPA) Forum. Policies in
this document may be modified by a member’s coverage document. Clinical policy is not intended to preempt the judgment
of the reviewing medical director or dictate to health care providers how to practice medicine. Health care providers are
expected to exercise their medical judgment in rendering appropriate care. Identification of selected brand names of
devices, tests and procedures in a medical coverage policy is for reference only and is not an endorsement of any one
device, test, or procedure over another. Clinical technology is constantly evolving, and we reserve the right to review and
update this policy periodically. References to CPT" codes or other sources are for definitional purposes only and do not
imply any right to reimbursement or guarantee of claims payment. No part of this publication may be reproduced, stored in
a retrieval system or transmitted, in any shape or form or by any means, electronic, mechanical, photocopying or otherwise,
without permission from Humana.

Description

Soft tissue sarcoma (STS) refers to a diverse group of malignant tumors that develop in the connective
tissues responsible for supporting and connecting other structures in the body. These tissues include
blood vessels, fat, muscle, lymph vessels, nerves, tendons and the lining of joints.? There are numerous
STS histologic subtypes with distinct prognoses, treatment responses, clinical profiles and molecular
alterations. A subtype of STS, synovial sarcoma (SS) typically manifests as a soft tissue tumor of the limbs
in young adults and carries a high risk of lymph node metastases.’ It accounts for 5% to 10% of STS cases
diagnosed annually in the United States (US) and most frequently in adolescents and adults less than 30
years of age.3 Although these aggressive tumors initially respond to chemotherapy, outcomes remain
poor once metastasis occurs. Observational studies indicate that the 5-year survival rate for an individual
with metastatic synovial sarcoma remains low.?

Melanoma-associated antigen A4 (MAGE-A4) is a member of the MAGE protein group of cancer/testis
antigens, with expression in healthy tissue restricted to immune-privileged sites. MAGE-A4 is expressed
in a range of solid tumors, including gastroesophageal, head and neck squamous cell carcinoma,
melanoma, myxoid/round cell liposarcoma, hon-small-cell lung cancer, ovarian, synovial sarcoma and
urothelial cancers.’ Chemotherapy regimens are used to treat metastatic disease, but new treatments are
needed to improve the prognosis of an individual with metastatic or inoperable synovial sarcoma. Tecelra
(afamitresgene autoleucel) is an engineered T-cell receptor (TCR) gene therapy proposed to address this
need.3
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Tecelra (afamitresgene autoleucel) is a MAGE-A4—directed, genetically modified autologous T cell
immunotherapy indicated for the treatment of adults with unresectable or metastatic synovial sarcoma
who have previously received chemotherapy, human leukocyte antigen (HLA) HLA-A*02:01P, HLA-
A*02:02P, HLA-A*02:03P or HLA-A*02:06P positive and whose tumors express the MAGE-A4 antigen. This
indication was granted accelerated approval based on overall response rate and duration of response.®

Requests for Tecelra (afamitresgene autoleucel) require review by a medical director.

Coverage Determination

Refer all requests or questions regarding Tecelra to the Corporate Transplant Department.

Phone Fax Email
1-866-421-5663 502-508-9300 transplant@humana.com

Humana members may be eligible under the Plan for Tecelra (afamitresgene autoleucel), single dose for
the following indications®:

Absence of limitations; AND

Individual is 18 years of age and over; AND

Individual has unresectable or metastatic synovial sarcoma and ALL the following:

o Has received prior chemotherapy; AND
o HLA-A*02:01P, -A*02:02P, -A*02:03P or -A*02:06P positive; AND
o Tumor expresses the MAGE-A4 antigen; AND

Individual will receive 1 dose per lifetime

Coverage Limitations

Humana members may NOT be eligible under the Plan for Tecelra (afamitresgene autoleucel) for any
indications other than those listed above including, but may not be limited to®:

¢ Individual is heterozygous or homozygous for HLA-A*02:05P; OR

e Individual has desire to become pregnant/reproduce OR unwilling to use effective contraception; OR

¢ Individual is pregnant or breastfeeding
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A review of the current medical literature shows that there is no evidence to determine that this service
is standard medical treatment. There is an absence of current, widely-used treatment guidelines or
acceptable clinical literature examining benefit and long-term clinical outcomes establishing the value of
this service in clinical management.

Coding Information

Any codes listed on this policy are for informational purposes only. Do not rely on the accuracy and
inclusion of specific codes. Inclusion of a code does not guarantee coverage and/or reimbursement for a
service or procedure.

SRl Description Comments
Code(s) =escription -
38999 Unlisted procedure, hemic or lymphatic system )
CPT®
Category Description Comments
11l Code(s)
No code(s) identified
A Description Comments
Code(s) =escription -
Afamitresgene autoleucel, including leukapheresis and dose
Q2057 °B £eutap ]
preparation procedures, per therapeutic dose
el Description Comments
Code(s) =escription -
Introduction of Afamitresgene Autoleucel Immunotherapy
XW03368 | into Peripheral Vein, Percutaneous Approach, New )
Technology Group 8
Introduction of Afamitresgene Autoleucel Immunotherapy
XW04368 | into Central Vein, Percutaneous Approach, New Technology )
Group 8
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Change Summary

01/01/2025 New Policy.
09/02/2025 Annual Review, Coverage Change.
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