Pertuzumab (Perjeta) Coverage Criteria

Description:

Pertuzumab (Perjeta) is a monoclonal antibody used in the treatment of HER2-positive metastatic
breast cancer. It is given via intravenous infusion in combination with trastuzumab (Herceptin) plus
chemotherapy.

Policy:

The intent of this policy is to define clinical characteristics to identify patients who qualify for
pertuzumab (Perjeta). Pertuzumab (Perjeta) require a prior authorization and will be covered when
the criteria have been met.

Pertuzumab (Perjeta) will be covered through Amida Care's medical bengfit only.

Prior Authorization Criteria:

Pertuzumab (Perjeta) may be considered medically necessary in patients with breast cancer
when there is clinical documentation (including, but not limited to chart notes) confirming that
criterion A or B below is met:

A.  Metastatic Breast Cancer: A diagnosis of HER2-positive metastatic breast cancer when:

i.  Pertuzumab (Perjeta) is used concomitantly with trastuzumab (Herceptin) and
chemotherapy (e.g. docetaxel)
AND

ii.  Pertuzumab (Perjeta) is used in one of the two treatment settings described below:

1. Patient has had no prior therapy for HER2-positive metastatic breast cancer.
OR

2. Patient has received one prior therapy for metastatic breast cancer that
included trastuzumab (Herceptin) plus chemotherapy in the absence of
pertuzumab (Perjeta).

OR

B. Neoadjuvant Use in Breast Cancer: A diagnosis of HER2-positive locally advanced,
inflammatory, or early stage breast cancer when:

i.  Pertuzumab (Perjeta) is used preoperatively prior to resection of the breast tumor
(neoadjuvant setting).
AND



ii.  Pertuzumab (Perjeta) is used concomitantly with trastuzumab (Herceptin) and
chemotherapy (e.g. docetaxel).

Note: Pertuzumab (Perjeta) is considered not medically necessary when used in the adjuvant (after
surgical resection) HER2-positive breast cancer treatment setting.

Administration and Authorization Period

Pertuzumab is not considered to be a self-administered medication.

Authorization may be reviewed at least every 12 months. Authorization is approved and may
be reviewed for reauthorization annually. Clinical documentation (including, but not limited to
chart notes) must be provided to confirm that current medical necessity criteria are met, and
that the medication is providing clinical benefit, such as disease stability or improvement.

References:

1.

NCCN Clinical Practice Guidelines in Oncology. Breast Cancer v.1.2019 [Updated March 14,
2019]. [cited 4/29/2019]; Available from:
https://www.nccn.org/professionals/physician_gls/pdf/breast.pdf

Baselga, J, Cortes, J, Kim, SB, et al. Pertuzumab plus trastuzumab plus docetaxel for
metastatic breast cancer. N Engl J Med. 2012 Jan 12;366(2):109-19. PMID: 22149875

Swain, SM, Kim, SB, Cortes, J, et al. Pertuzumab, trastuzumab, and docetaxel for HER2-
positive metastatic breast cancer (CLEOPATRA study): overall survival results from a
randomised, double-blind, placebo-controlled, phase 3 study. Lancet Oncol. 2013
May;14(6):461-71. PMID: 23602601

Swain, SM, Baselga, J, Kim, SB, et al. Pertuzumab, trastuzumab, and docetaxel in HER2-
positive metastatic breast cancer. N Engl J Med. 2015 Feb 19;372(8):724-34. PMID:
25693012

Baselga, J, Gelmon, KA, Verma, S, et al. Phase Il trial of pertuzumab and trastuzumab in
patients with human epidermal growth factor receptor 2-positive metastatic breast cancer
that progressed during prior trastuzumab therapy. J Clin Oncol. 2010 Mar 1;28(7):1138-44.
PMID: 20124182

Gianni, L, Pienkowski, T, Im, YH, et al. Efficacy and safety of neoadjuvant pertuzumab and
trastuzumab in women with locally advanced, inflammatory, or early HER2-positive breast
cancer (NeoSphere): a randomised multicentre, open-label, phase 2 trial. Lancet Oncol.
2012 Jan;13(1):25-32. PMID: 22153890

Perjeta (pertuzumab) [package insert]. South San Francisco, CA: Genentech, Inc.;
December 2018.

von Minckwitz, G, Procter, M, de Azambuja, E, et al. Adjuvant Pertuzumab and Trastuzumab
in Early HER2-Positive Breast Cancer. N Engl J Med. 2017 Jul 13;377(2):122-31. PMID:
28581356



10.

11.

12.

Genentech, Inc. Press Release: Data From Omnitarg Clinical Program Presented at
American Society of Clinical Oncology Meeting: Limited Activity Shown in Single-Agent
Trials; Phase Il Study of Omnitarg in Combination with Chemotherapy in Ovarian Cancer
Currently Enrolling Patients; May 15, 2005. [cited 7/25/2012]; Available from:
http://www.gene.com/gene/news/press-
releases/display.do?method=detail&id=8431&categoryid=4

Kaye, SB, Poole, CJ, Danska-Bidzinska, A, et al. A randomized phase Il study evaluating the
combination of carboplatin-based chemotherapy with pertuzumab versus carboplatin-based
therapy alone in patients with relapsed, platinum-sensitive ovarian cancer. Ann Oncol. 2013
Jan;24(1):145-52. PMID: 23002282

Kang, YK, Rha, SY, Tassone, P, et al. A phase lla dose-finding and safety study of first-line
pertuzumab in combination with trastuzumab, capecitabine and cisplatin in patients with
HER2-positive advanced gastric cancer. Br J Cancer. 2014 Aug 12;111(4):660-6. PMID:
24960402

Denduluri, N, Chavez-MacGregor, M, Telli, ML, et al. Selection of Optimal Adjuvant
Chemotherapy and Targeted Therapy for Early Breast Cancer: ASCO Clinical Practice
Guideline Focused Update. J Clin Oncol. 2018 Aug 10;36(23):2433-43. PMID: 29787356



