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OVERVIEW
Ixempra,  a  microtubule  inhibitor,  is  indicated  in  combination  with  capecitabine  for  the  treatment  of
patients with metastatic or locally advanced  breast cancer resistant to treatment with an anthracycline
and  a  taxane,  or  whose  cancer  is  taxane  resistant  and  for  whom  further  anthracycline  therapy  is
contraindicated.1  Ixempra is indicated as monotherapy for the treatment of metastatic or locally advanced
breast  cancer  in  patients  whose  tumors  are  resistant  or  refractory  to  anthracyclines,  taxanes,  and
capecitabine.

Anthracycline resistance is defined as progression while on therapy or within 6 months in the adjuvant
setting or 3 months in  the metastatic setting.1  Taxane resistance is  defined as  progression while  on
therapy or within 12 months in the adjuvant setting or 4 months in the metastatic setting.

Guidelines
The National Comprehensive Cancer Network (NCCN) breast cancer (version 6.2024 – November 11,
2024) clinical practice guidelines and Compendium recommend Ixempra as a single agent for invasive
recurrent  unresectable  locoregional  or  invasive  stage  IV  human  epidermal  growth  factor  receptor  2
(HER2)-negative  disease  and  HER2-positive  disease  (with  visceral  crisis  or  endocrine  therapy
refractory).2,3  It  can be used in fourth-line therapy and beyond in combination with trastuzumab for
HER2-positive  disease.   Ixempra  is  also  recommended for  locoregional  or  metastatic  triple-negative
breast cancer.  Ixempra is recommended for inflammatory disease as a single agent for patients with no
response to preoperative systemic therapy,  or  recurrent  unresectable locoregional  or  stage IV HER2-
negative disease.

POLICY STATEMENT
Prior Authorization is recommended for medical benefit coverage of Ixempra.  Approval is recommended
for those who meet the Criteria and Dosing for the listed indication.  Extended approvals are allowed if
the patient continues to meet the Criteria and Dosing.  Requests for doses outside of the established
dosing documented in this policy will be considered on a case-by-case basis by a clinician (i.e., Medical
Director  or  Pharmacist).   Because  of  the  specialized  skills  required  for  evaluation  and diagnosis  of
patients  treated  with  Ixempra  as  well  as  the  monitoring  required  for  adverse  events  and  long-term
efficacy,  approval  requires  Ixempra  to  be  prescribed  by  or  in  consultation  with  a  physician  who
specializes in the condition being treated.

Automation:  None.

RECOMMENDED AUTHORIZATION CRITERIA
Coverage of Ixempra is recommended in those who meet the following criteria:
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FDA-Approved Indication

1. Breast Cancer.  Approve for 1 year if the patient meets ALL of the following (A, B, and C):
A) Patient is ≥ 18 years of age; AND
B) Patient meets ONE of the following (i, ii, or iii):

i. Patient has recurrent unresectable local or regional disease; OR
ii. Patient has metastatic disease; OR
iii. Patient has no response to preoperative systemic therapy; AND

C) Ixempra is prescribed by or in consultation with an oncologist.

Dosing.  Approve ONE of the following dosing regimens (A or B):
A) Each dose must not  exceed 40 mg/m2 administered intravenously given once in each 21-day

cycle; OR
B) Each dose must not exceed 16 mg/m2 administered intravenously given up to three times in each

28-day cycle.

CONDITIONS NOT RECOMMENDED FOR APPROVAL
Coverage of Ixempra is not recommended in the following situations:

1. Coverage  is  not  recommended  for  circumstances  not  listed  in  the  Recommended  Authorization
Criteria.  Criteria will be updated as new published data are available.
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