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Date of request: March 8, 2019

NCCN Guidelines Panel: Breast Cancer

Dear NCCN Breast Panel,

The Food and Drug Administration (FDA) approved Tecentriq® (atezolizumab) in combination with nab-
paclitaxel for the treatment of patients with PD-L1-positive (PD-L1+) metastatic triple-negative breast
cancer (TNBC) on March 8, 2019."

Requests:
1. Consider the recent FDA-approval of Tecentriq + nab-paclitaxel in patients with PD-L1+

metastatic TNBC and the publication of Phase Ill IMpassion 130 study for inclusion into the
guidelines."2

2. In the workup for Recurrent/Stage IV breast cancer on page BINV-18, please include
determination of tumor PD-L1 status to ensure appropriate patient selection for treatment with
Tecentriq.

Rationale:

The IMpassion 130 study met its co-primary endpoints of progression-free survival (PFS) in the intent-to-

treat (ITT) and PD-L1+ population in untreated metastatic TNBC for Tecentriq + nab-paclitaxel versus

placebo + nab-paclitaxel.? The safety profile was consistent with previously reported safety risks of the
individual medicines.

e Additional co-primary endpoints included overall survival (OS) in the ITT and PD-L1+ populations.
The first interim OS in the ITT population was not statistically significant; however, a numerical OS
benefit was observed for the Tecentriq + nab-paclitaxel arm versus placebo + nab-paclitaxel arm in
the PD-L1+ population. No formal testing was conducted for the PD-L1+ population (statistical design
details reported in the publication and Supplementary Appendix).2

o A pre-specified exploratory biomarker subgroup analysis of IMpassion130 shows that PD-L1 positivity
on tumor infiltrating immune cells is a predictive biomarker for PFS and OS benefit for Tecentriq +
nab-paclitaxel in first-line metastatic TNBC patients.3+4

Additional studies have been conducted to evaluate Tecentriq in metastatic TNBC.56

FDA Clearance:’

e Tecentriq in combination with nab-paclitaxel is FDA-approved for PD-L1+ metastatic triple-negative
breast cancer (TNBC). Please refer to the product prescribing information for the full FDA-approved
indications and safety information of Tecentriq, available at:

o https://www.gene.com/download/pdf/tecentrig_prescribing.pdf

Please note that the FDA-approved dose of Tecentriq in TNBC is different than the dose for non-small
cell lung cancer (NSCLC) and urothelial cancer listed in the U.S. Prescribing Information.
o TNBC: 840mg administered intravenously on Day 1 and Day 15 of every 28-day cycle
o NSCLC and urothelial cancer: 1200 mg administered intravenously on Day 1 and Day 21 of
every 28-day cycle.
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Any references supplied to you are protected under U.S. Copyright Law (Title 17, U.S. Code). No further
reproduction is permitted.

Thank you for your consideration and | hope this information is helpful to you. If you have any questions,
please contact us at the phone number and email provided above.

Respectfully submitted,
Ellen Yang, PharmD
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