Torisel (temsirolimus)

Override Approval Duration
Prior Authorization 1 year
Medication

Torisel (temsirolimus)

APPROVAL CRITERIA

Requests for Torisel (temsirolimus) may be approved if the following criteria are met:

|.  Individual has a diagnosis of advanced Renal Cell Carcinoma and the following are met
(Label, NCCN 1, 2A):
A. Temsirolimus is used as a single agent (monotherapy) in non-clear cell histology
RCC for (either 1. or 2.):
1. Relapsed metastatic disease; OR
2. Surgically unresectable stage IV renal carcinoma in individuals with a poor
prognosis as manifested by having at least three (3) of the following (a. through
f.) (Hudes 2007, NCCN Kidney Cancer Guidelines):

a. Lactate dehydrogenase greater than 1.5 times the upper limit of normal; OR

b. Hemoglobin less than the lower limit of normal; OR

c. Corrected calcium level greater than 10 mg/dL (2.5 mmol/liter); OR

d. Interval of less than a year from original diagnosis to the start of systemic
therapy; OR

e. Karnofsky performance status 60 to 70 or ECOG performance score of 2, 3,
or4; OR

f. Greater than or equal to 2 sites of metastases;

OR
B. For subsequent (second-line) therapy as a single agent (monotherapy) for relapsed
metastatic or for surgically unresectable stage IV disease;

OR
II.  Individual has a diagnosis of Soft Tissue Sarcoma and the following are met (NCCN
2A):

A. Temsirolimus is used as a single agent (monotherapy) for sarcoma including, but
not limited to, PEComa, recurrent angiomyolipoma, and
lymphangioleiomyomatosis; OR

B. Temsirolimus is used in combination with cyclophosphamide and vinorelbine for
non-pleomorphic rhabdomyosarcoma;

OR

[ll.  Individual has a diagnosis of Endometrial Adenocarcinoma or Uterine Perivascular
Epithelioid Cell neoplasm (PEComa) and the following are met (NCCN 2A):
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A. Temsirolimus is used as a single agent (monotherapy); AND
B. Individual has unresectable, recurrent or metastatic disease.

Torisel (temsirolimus) may not be approved for the following:

l. Bilirubin greater than 1.5 times the upper limit of normal (ULN); OR
Il When 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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