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Perjeta (pertuzumab) 
 

Override(s) Approval Duration 

Prior Authorization 1 year 

 

 

Medications 

Perjeta (pertuzumab) 

 
 

APPROVAL CRITERIA 
 

Requests for Perjeta (pertuzumab) may be approved if the following criteria are met: 
 

I. Individual has a diagnosis of HER2-positive (HER2+) breast cancer (NCCN 2A); AND 
A. Confirmed by one of the following:  

1. Immunohistochemistry (IHC) is 3+; OR  
2. In situ hybridization (ISH) positive;  

 
AND 
B. Individual is using in one of the following ways:  

1. Individual has a diagnosis of recurrent unresectable or metastatic breast cancer 
(Label, NCCN 1, 2A); AND 

a. Individual is using as first-line therapy in combination with trastuzumab (or 
trastuzumab biosimilars) and either docetaxel or paclitaxel; OR 

b. Pertuzumab may be considered for disease progression in combination 
with trastuzumab (or trastuzumab biosimilars), with or without cytotoxic 
therapy (eg, vinorelbine or taxane) for one line of therapy in those 
previously treated with chemotherapy and trastuzumab (or trastuzumab 
biosimilars) without pertuzumab;  

 
   OR 

2. Individual has early stage, locally advanced, or inflammatory breast cancer 
(Label, NCCN 2A); AND 

a. Individual will use in one of the following ways: 
i. Neoadjuvant (prior to surgery) therapy; AND 
ii. The primary tumor is larger than 2 cm in diameter or individual is 

lymph node positive (clinically evident by palpation or imaging); 
OR 
iii. Adjuvant systemic therapy; AND 
iv.  The cancer is at high risk of recurrence; AND 

b. Individual has an Eastern Cooperative Oncology Group (ECOG) 
performance status 0-2; AND 

c. Individual is using in combination with trastuzumab (or trastuzumab 
biosimilars) and either of the following (Label, NCCN 2A): 
i. Docetaxel with or without carboplatin;  
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 OR 
ii. Paclitaxel;  

AND 
d. Individual is using pertuzumab is used for a maximum of 18 cycles (12 

month course) (NCCN 2A);  
 
OR 
C. Individual is requesting Perjeta in combination with trastuzumab (or its biosimilars) 

for 12 months after completing 6 cycles (18 weeks) of TCHP (docetaxel, carboplatin, 
trastuzumab (or trastuzumab biosimilars), pertuzumab) for early stage, locally 
advanced, or inflammatory breast cancer (NCCN 2A);  

 
OR 
D. Individual has metastatic breast cancer with brain metastases and the following 

criteria are met (NCCN 2A); AND 
1. Individual has a primary diagnosis of HER2+ breast cancer; AND 
2. Used in one of the following ways: 

a. In those with asymptomatic brain metastases as primary or initial therapy; 
OR 

b. In those with stable disease in recurrent disease;  
AND 
3. Individual is using in combination with trastuzumab (or trastuzumab biosimilars); 

 
OR 
II. Individual has a diagnosis of biliary tract cancer (extrahepatic cholangiocarcinoma, 

intrahepatic cholangiocarcinoma, or gallbladder cancer) (NCCN 2A); AND 
A. Individual is using as subsequent treatment in combination with trastuzumab (or 

trastuzumab biosimilars); AND 
B. Individual is using in one of the following ways: 

1. For progression on or after systemic treatment for unresectable or resected 
gross residual (R2) disease; OR 

2. Metastatic disease that is HER2-positive; 
 
OR 
III. Individual has a diagnosis of colon or rectal cancer, including appendiceal carcinoma 

(NCCN 2A); AND 
A. Individual is using in one of the following ways: 

1. As initial systemic therapy in combination with trastuzumab (or trastuzumab 
biosimilars) if intensive therapy not recommended; AND 

a. No prior treatment with a HER2 inhibitor; AND 
b. One of the following: 

i. For advanced or metastatic disease proficient mismatch 
repair/microsatellite-stable (pMMR/MSS); OR 

ii. Ineligible for or progression on checkpoint inhibitor immunotherapy 
for deficient mismatch repair/microsatellite instability-high 
(dMMR/MSI-H) and HER2-amplified and RAS and BRAF wild-type 
disease; 

OR 
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2. As subsequent therapy in combination with trastuzumab (or trastuzumab 
biosimilars); AND 

a. For HER2-amplified and RAS and BRAF wild-type pMMR/MSS disease; 
OR 

b. Ineligible for or progression on checkpoint inhibitor immunotherapy for 
dMMR/MSI-H if intensive therapy not recommended and no prior treatment 
with a HER2 inhibitor;  

OR 
3. As initial treatment in combination with trastuzumab (or trastuzumab 

biosimilars); AND 
a. For HER2-amplifed and RAS and BRAF wild-type pMMR/MSS only; AND 
b. Has unresectable metachronous metastases disease; AND 
c. Prior FOLFOX or CapeOX usage within the past 12 months; 

 
OR 
IV. Individual has a diagnosis of HER2-positive recurrent salivary gland tumor (NCCN 2A); 

AND 
A. Individual is using as systemic therapy in combination with trastuzumab (or 

trastuzumab biosimilars); AND 
B. With no surgery or radiation therapy option; 

 
OR 
V. Individual has a diagnosis of metastatic HER2+  breast cancer with brain metastases 

(NCCN 2A); AND 
A. Individual has a primary diagnosis of HER2 + breast cancer; AND  
B. Individual is using in combination with high dose trastuzumab (or trastuzumab 

biosimilars); AND 
C. Using in one of the following ways: 

1. In those with asymptomatic brain metastases as primary or initial therapy; OR 
2. In those with stable brain metastases disease in relapsed/recurrent disease. 

 
Requests for Perjeta (pertuzumab) may not be approved for the following:  

 
I. If it is administered after trastuzumab (or its biosimilars) is discontinued or as part of a 

regimen without trastuzumab (or trastuzumab biosimilars); OR 
II. Concomitant use with other targeted biologic agents not otherwise noted in the criteria 

above (including, but not limited to erlotinib, cetuximab, panitumumab, bevacizumab 
(and bevacizumab biosimilars), lapatinib, and ziv-aflibercept); OR 

III. When the above criteria are not met and for all other indications. 
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Federal and state laws or requirements, contract language, and Plan utilization management programs or polices may take  
precedence over the application of this clinical criteria. 
 
No part of this publication may be reproduced, stored in a retrieval system or transmitted, in any form or by any means, electronic,  
mechanical, photocopying, or otherwise, without permission from the health plan. 
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