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. POLICY

A. Herceptin (trastuzumab), Ogivri (trastuzumab-dkst), Kanjinti (trastuzumab-anns), Trazimera (trastuzumab-qyyp),
Herzuma (trastuzumab-pkrb), Ontruzant (trastuzumab-dttb) will require prior authorization for medical benefit coverage
to ensure appropriate use. The process for initiating a prior authorization reguest can be found in policy PHARM 20.

II.POLICY CRITERIA

A. Ogivri, Kanjinti, Trazimera, Herzuma, or Ontruzant may be approved for patients who meet the following:

1. Breast Cancer

a.  Documentation has been submitted showing the requested trastuzumab product will be used in one of the

following clinical situations:

I.  Neoadjuvant treatment of HER2-positive confirmed breast cancer as part of a complete treatment regimen

1. Adjuvant treatment of HER2-positive confirmed breast cancer
[1l. Treatment of HER2-positive confirmed recurrent or metastatic breast cancer
IV. Intra-CSF treatment for leptomeningeal metastases from breast cancer
2. Esophageal, Gastric, or Gastroesophageal Junction Cancer
a.  Documentation has been submitted showing the following:

I. Patient hasadiagnosis of HER2-positive- confirmed esophageal, gastric, or gastroesophageal junction

cancer
I1.  Therequested trastuzumab product will be used in combination with chemotherapy
3. Uterine Serous Carcinoma
a.  Documentation has been submitted showing the following:

. Patient hasadiagnosis of HER2-positive- confirmed advanced or recurrent uterine serous carcinoma
[1.  Therequested trastuzumab product will be used in combination with carboplatin and paclitaxel

4. Colorectal Cancer
a.  Documentation has been submitted showing the following:

I.  Therequested trastuzumab product will be used in combination with with pertuzumab or lapatinib for
treatment of colorectal cancer with confirmed HER2-amplified and RAS and BRAF wild-type disease

e Additionally, documentation showing one of the following:
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. Patient is not appropriate for intensive therapy
e Therequested trastuzumab product will be used as subsequent therapy for progression of advanced
or metastatic disease
5. Sdivary Gland Tumor
a.  Documentation has been submitted showing the requested trastuzumab product will be used for treatment of
recurrent HER2-positive-confirmed salivary gland tumors with distant metastases
B. Herceptin may be approved for the following
1. Patient meetstheinitial coverage criterialisted above for the biosimilar products
2. Documentation has been submitted showing the patient has hypersensitivity to the biosimilar products, or provider
has aclinical justification as to why the patient cannot use the biosimilar products

[11. AUTHORIZATION PERIOD/LIMITATIONS
A. Initia approval will be limited to 12 months of therapy
B. Continuation of therapy may be approved in 12-month intervals with documentation showing the patient is continuing to
tolerate the regimen and there has not been disease progression while on treatment
1. Limitation: Adjuvant and neoadjuvant treatment of breast cancer will be approved for atotal of 12 months of

therapy.

IV.EXCLUSIONS
A. Herceptin, Ogivri, Kanjinti, Trazimera, Herzuma, and Ontruzant will not be covered for the following:
1.  Anyindications or usesthat are not FDA-approved, or guideline-supported

V.RECOMMENDED DOSAGE
Please refer to the FDA-approved prescribing information, or clinical guidelines, for indication-specific dosing details.

VI.CODES
CPT Copyright 2013 American Medical Association. All rights reserved. CPT is aregistered trademark of the American
Medical Association.

Note: The following CPT/HCPCS codes are included below for informational purposes. Inclusion or exclusion of a CPT/
HCPCS code(s) below does not signify or imply member coverage or provider reimbursement. The member's specific benefit
plan determines coverage.

Medication HCPCS/CPT Code

Injection, trastuzumab, excludes biosimilar, 10 mg Jo355

Injection, trastuzumab-dttb, biosimilar, (ontruzant), 10 mg Q5112

Injection, trastuzumab-pkrb, biosimilar, (herzuma), 10 mg Q5113

Injection, trastuzumab-dkst, biosimilar, (ogivri), 10 mg Q5114

Injection, trastuzumab-qyyp, biosimilar, (trazimera), 10mg | Q5116

Injection, trastuzumab-anns, biosimilar, (kanjinti), 10 mg Q5117
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