tucatinib (Tukysa™)
EOCCO POLICY

Policy Type: PA/SP

Pharmacy Coverage Policy: EOCCO194

Description
Tucatinib (Tukysa) is an orally administered tyrosine kinase inhibitor.
Length of Authorization
 Initial: Three months
 Renewal: 12 months
Quantity Limits
Product Name
tucatinib (Tukysa)

Dosage Form
50 mg tablets
150 mg tablets

Indication

Quantity Limit
60 tablets/30 days

Metastatic breast cancer
120 tablets/30 days

Initial Evaluation
I.

Tucatinib (Tukysa) may be considered medically necessary when the following criteria are met:
A. Member is 18 years of age or older; AND
B. Medication is prescribed by, or in consultation with, an oncologist; AND
C. The member has not previously progressed on or after treatment with another tyrosine
kinase inhibitor (e.g., lapatinib [Tykerb], neratinib [Nerlynx]); AND
D. A diagnosis of advanced or metastatic breast cancer when the following are met:
1. Documentation is provided showing the disease is HER2-positive; AND
2. Will be used in combination with trastuzumab and capecitabine; AND
3. Will not be used with any other oncology therapy outside of trastuzumab and
capecitabine; AND
4. Member does not have brain metastases; AND
i. Member has progressed on, has a contraindicated to, or did not tolerate
treatment with trastuzumab, pertuzumab, and trastuzumab emtansine
(TDM-1); OR
5. Member has brain metastases; AND
i. Member has received ≥1 prior anti-HER2-based regimens in the metastatic
setting

I.

Tucatinib (Tukysa) is considered investigational when used for all other conditions, including but
not limited to:
A. Colorectal cancer
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Renewal Evaluation
I.
II.

III.
IV.
V.
VI.

Member has received a previous prior authorization approval for this agent through this health
plan; AND
Member is not continuing therapy based off being established on therapy through samples,
manufacturer coupons, or otherwise. Initial policy criteria must be met for the member to
qualify for renewal evaluation through this health plan; AND
Medication is prescribed by, or in consultation with, an oncologist; AND
Will be used in combination with trastuzumab and capecitabine; AND
Will not be used with any other oncology therapy outside of trastuzumab and capecitabine;
AND
Disease response to treatment defined by stabilization of disease or decrease in tumor size or
tumor spread

Supporting Evidence
I.

II.

III.

Tucatinib (Tukysa) was studied in a phase 2, double blind, placebo controlled, randomized trial
(HER2CLIMB) in 612 patients with HER2-positive metastatic breast cancer with, or without, brain
metastases who had been previously treated with trastuzumab, pertuzumab, and trastuzumab
emtansine (TDM-1). The trial evaluated treatment with tucatinib (Tukysa) in combination with
trastuzumab and capecitabine versus placebo, trastuzumab, and capecitabine. Patients in the
trial had a median of 4 previous lines of therapy and 48% of patients had brain metastases.
Overall survival at 2 years was 44.9% with the tucatinib (Tukysa) combination and 26.6% with
trastuzumab, capecitabine, and placebo combination (hazard ratio for death, 0.66; 95% CI, 0.500.88; P = 0.005). Median overall survival was 21.9 months (tucatinib (Tukysa) combination) and
17.4 months (placebo, trastuzumab, and capecitabine). Secondary outcome of progression free
survival at 1 year in patients with brain metastases was 24.9% with the tucatinib (Tukysa)
combination and 0% with trastuzumab, capecitabine, and placebo combination (hazard ratio,
0.48; 95% CI, 0.34-0.69; P < 0.001).
Patients in the HER2CLIMB trial were excluded if they were previously treated with neratinib,
afatinib, or any HER2 tyrosine kinase inhibitor at any time previously. Those who were treated
with lapatinib more than 12 months from the start of the study were allowed to enroll in the
trial; however, this accounted for only 6% of patients in the HER2CLIMB trial. At this time, there
is lack of scientific evaluation for safety and efficacy of tucatinib (Tukysa) following progression
on or after another tyrosine kinase inhibitor.
Although patients in the trial were heavily pretreated having failed trastuzumab, pertuzumab,
and trastuzumab emtansine (TDM-1), FDA approval was granted in adults with or without brain
metastases who have received ≥1 prior anti-HER2-based regimens in the metastatic setting.
Agents such as TDM-1 and other oral tyrosine kinase inhibitors (i.e., neratinib, lapatinib) also
have FDA approval and overall survival data in the previously treated metastatic setting. No
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IV.

head to head trials are available comparing tucatinib (Tukysa) to other tyrosine kinase inhibitors
in this space.
Given the population included in the HER2CLIMB trial consisted of heavily pretreated patients,
criteria for coverage is set to reflect this patient population. Patients with CNS metastases,
however, require only ≥1 prior anti-HER2-based regimen given limited treatment options and
lack of strong data with other therapies in this population.

Investigational or Not Medically Necessary Uses
I. Tucatinib (Tukysa) has not been FDA-approved, or sufficiently studied for safety and efficacy for
the conditions or settings listed below:
A. Colorectal cancer
i. As of June 2020, a phase 2 trial (MOUNTAINEER) was still recruiting to evaluate
use of tucatinib plus trastuzumab in patients with HER2 positive colorectal cancer.
Estimated study completion is anticipated December 31, 2021.
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