Zytiga (abiraterone acetate)

Override(s) Approval Duration
Prior Authorization 1 year
Quantity Limit

Medications Quantity Limit
Zytiga (abiraterone acetate) May be subject to quantity limit
Abirtega (abiraterone acetate)

APPROVAL CRITERIA

Requests for Zytiga (abiraterone acetate) or Abirtega (abiraterone acetate) may be approved if
the following are met (Label, NCCN 1, 2A):

I.  Individual is using in combination with prednisone;

AND
[I.  Individual is diagnosed with one of the following:
A. Metastatic castration-resistant* prostate cancer (CRPC); OR
B. Individual is diagnosed with Metastatic castration-sensitive prostate cancer
(CSPC);

AND
[lIl.  One of the following:

A. Individual is concomitantly receiving a gonadotropin-releasing hormone (GnRH)
analog (e.g. Lupron (leuprolide, Zoladex (goserelin), Trelstar (triptorelin), Vantas
(histrelin), Firmagon (degarelix); OR

B. Individual has had a bilateral orchiectomy;

OR
IV. Individual is diagnosed with non-metastatic very-high risk prostate cancer (NCCN 2A);
AND
A. Individual has a life expectancy of greater than 5 years or symptomatic; AND
B. Individual is using with external beam radiation therapy (EBRT) and 2 years of
androgen deprivation therapy (ADT); AND
C. Individual is using in combination with prednisone;
OR

V. Individual is diagnosed with metastatic castration-resistant* prostate cancer (InCRPC)
(Label, NCCN 1, 2A); AND
VI.  Individual has deleterious or suspected deleterious BRCA-mutation (BRCAm); AND

VIl.  Individual is using in combination with prednisone or prednisolone; AND
VIIl.  Individual is using in combination with Lynparza (olaparib);
OR

IX. Individual is using for recurrent, unresectable, or metastatic salivary gland tumors
(NCCN 2A); AND
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X. Individual has androgen receptor positive tumors (AR+); AND
XI.  Individual cannot have surgery or radiotherapy; AND
XlIl.  Individual is using abiraterone plus prednisone.

Requests for brand Zytiga must also meet the following criteria, in addition to the above Prior
Authorization criteria:

I.  Individual has failed an adequate trial of one chemically equivalent generic abiraterone
acetate agent. Medication samples/coupons/discount cards are excluded from
consideration as a trial.;

AND
A. Generic abiraterone acetate had inadequate response; OR
B. Generic abiraterone acetate caused adverse outcome; OR
C. The individual has a genuine allergic reaction to an inactive ingredient in generic
agent. Allergic reaction(s) must be clearly documented in the individual's medical
record.

Requests for Zytiga (abiraterone acetate) or Abirtega (abiraterone acetate) may not be
approved for the following:

|.  Individual is using the alternative agent Yonsa (fine-particle abiraterone acetate) with
methylprednisolone for metastatic CRPC.

*Castration-resistant refers to disease progression following either surgically or medically-
induced methods of castration. Medically-induced methods of castration include luteinizing
hormone-releasing hormone (LHRH) agonists (such as leuprolide and goserelin) or LHRH
antagonists (such as degarelix).
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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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