Hetlioz (tasimelteon)

Override(s) Approval Duration

Prior Authorization Initial requests: 6 months
Quantity Limit Continuation requests: 1 year
Medications Quantity Limit

Hetlioz (tasimelteon) capsules — Brand and | May be subject to quantity limit
Generic

Hetlioz (tasimelteon) oral suspension

APPROVAL CRITERIA

Initial requests for Hetlioz (tasimelteon) capsules may be approved if the following criteria is
met:

I.  Individual has a diagnosis of non-24-hour sleep-wake disorder (Non-24); AND
II.  Documentation is provided that individual is totally blind as defined by the inability to
perceive light; AND
lll.  Individual has had a previous trial and inadequate response to melatonin (AASM 2015 [J
Clin Sleep Med));

OR
IV.  Documentation is provided that individual has a diagnosis of Smith-Magenis Syndrome
(SMS) based on one of the following:
A. Demonstration of a 17p11.2 deletion;
OR

B. Detection of mutation in RA/1 gene; AND
V. Individual is 16 years of age or older; AND
VI.  Individual is using to treat sleep disturbances related to SMS.

Continuation requests for Hetlioz (tasimelteon) capsules may be approved if the following
criteria are met:

I.  Documentation is provided that there is clinically significant improvement or stabilization

in clinical signs and symptoms of disease (including but not limited to, increase in
nighttime sleep, decrease in daytime nap time, improvement in sleep quality).

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

PAGE 1 of 3 02/07/2024



Individual has failed an adequate trial of one chemically equivalent generic tasimelteon
capsule agent. Medication samples/coupons/discount cards are excluded from
consideration as a trial.;
AND
A. Generic tasimelteon capsule had inadequate response; OR
B. Generic tasimelteon capsule caused adverse outcome; OR
C. The individual has a genuine allergic reaction an inactive ingredient in
generic agent. Allergic reaction(s) must be clearly documented in the individual’s
medical record.

Initial requests for Hetlioz (tasimelteon) oral suspension may be approved if the following
criteria are met:

I.  Documentation is provided that individual has a diagnosis of Smith-Magenis Syndrome
(SMS) based on one of the following:
A. Demonstration of a 17p11.2 deletion;
OR
B. Detection of mutation in RA/1 gene; AND
[I.  Individual is 3 to 15 years old; AND
[ll.  Individual is using to treat sleep disturbances related to SMS.

Continuation requests for Hetlioz (tasimelteon) oral suspension may be approved if the following
criteria are met:

I.  Documentation is provided that there is clinically significant improvement or stabilization
in clinical signs and symptoms of disease (including but not limited to, increase in
nighttime sleep, improvement in sleep quality).
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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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