Lotronex (alosetron)

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

Medications Quantity Limit
Lotronex (alosetron) tablets May be subject to quantity limit
APPROVAL CRITERIA

Requests for Lotronex (alosetron) may be approved based if the following criteria are met:

I. Individual is female age 18 or over; AND
Il. Individual has a diagnosis of severe diarrhea-predominant Irritable Bowel Syndrome (IBS)
defined as including diarrhea and one or more of the following:
A. Frequent and severe abdominal pain/discomfort; OR
B. Frequent bowel urgency or fecal incontinence; OR
C. Disability or restriction of daily activities due to IBS;

AND
[ll. Individual has chronic symptoms of IBS that have persisted for 6 months or longer; AND
IV. Individual does NOT have an anatomic or biochemical abnormality of the gastrointestinal
tract (e.g., intestinal obstruction, stricture, hypercoagulable state); AND
V. Individual has had a trial and inadequate response or intolerance to two of the following
medications or has a contraindication to all of the following medications
A. Loperamide; OR
B. Antispasmodics (hyoscyamine, dicyclomine); OR
C. Tricyclic antidepressants (ACG 2021).

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

I.  Individual has failed an adequate trial (medication samples/coupons/discount cards are
excluded from consideration as a trial) of one chemically equivalent generic alosetron
agent;

AND
A. Generic alosetron had inadequate response; OR
B. Generic alosetron 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.

Lotronex (alosetron) may not be approved for any of the following:
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I. Individuals with constipation, history of chronic or severe constipation, or complications
resulting from constipation; OR

II. Individuals with a history of severe bowel disorders (such as but not limited to, intestinal
obstruction, ischemic colitis, Crohn’s disease, ulcerative colitis, or diverticulitis); OR

lll. Individual has a diagnosis of severe hepatic impairment (Child-Pugh Class C); OR

V. Concomitant use with fluvoxamine; OR

V. Concomitant use with Viberzi (eluxadoline).

Note:

Lotronex (alosetron) has a black box warning for serious gastrointestinal adverse reactions.
Infrequent but serious gastrointestinal adverse reactions, including ischemic colitis and serious
complications of constipation, have resulted in hospitalization, and rarely, blood transfusion,
surgery, and death. The FDA has required the manufacturer to develop a comprehensive risk
management program that includes the enroliment of physicians in the Lotronex REMS
Program. Additional information and forms for individuals, prescribers, and pharmacists may be
found on the manufacturer’s website:

http://www.lotronexrems.com.
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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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