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Uniform Prescription Drug Prior Authorization Form, should be utilized to request
clinical authorization for tezacaftor/ivacaftor (Symdeko®1M),
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NOTE: This agent is a mutation-specific targeted therapy that is indicated to treat only the <
CTFR mutations that are listed herein. Identification of the indicated genotype, is required in
order to receive treatment with this agent. If the recipient’s genotype is unknown, an FDA-
cleared CF mutation test should be used to detect the presence of a CFTR mutation followed

by verification with bi-directional sequencing when recommended by the mutation test
instructions for use,
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o The recipient has had a treatment failure with at least one preferred drug that < | Formatted: Indent: Left: 1", Hanging: 0.25", Bulleted +
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o The recipient has had an intolerable side effect to at least one preferred drug
that is appropriate to use for the condition being treated; OR
o The recipient has documented contraindication(s) to the preferred drugs that
are appropriate to use for the condition being treated; OR
o There is no preferred product that is appropriate to use for the condition
being treated; OR (
o The prescriber states that the recipient is currently using the requested
medication and has had a positive response to treatment; AND, (
e By submitting the authorization request, the prescriber attests to the following: <« {
o The prescribing information for the requested medication has been thoroughly < . (Pt
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o _All laboratory testing and clinical monitoring recommended in the prescribing
information have been completed as of the date of the request and will be
repeated as recommended; AND,
o The recipient has no concomitant drug therapies or disease states that limit the
use of tezacaftor/ivacaftor and will not receive tezacaftor/ivacaftor in
combination with any medication that is contraindicated or not recommended
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per FDA labeling.
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e The recipient continues to meet initial approval criteria; AND

e The prescriber states on the request that the recipient has had a positive response
to treatment with tezacaftor/ivacaftor as demonstrated by a reduction in disease
severity when compared to baseline.
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