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Prescription Drug, Prior Authorization Form, should be utilized to request clinical authorization
for lumacaftor/ivacaftor (Orkampi®).
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cleared CF mutation test should be used to detect the presence of the F508del mutation on both
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e 1 —Recipientis 2 years of age or older on the date of the request with a documented
diagnosis of cystic fibrosis; AND,
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conductance regulator (CFTR) gene, [mutation(s) identifiedidentified, and date of Formatted
testing is documented on the request]; -AND /{ Formatted
o If the request is for a non-preferred agent - ONE of the following is required: , - [Formatted= Indent: Left: 0.73", Hanging: 0.28"
o _The recipient has had a treatment failure with at least one preferred drug that is < Formatted
appropriate to use for the condition being treated; OR {Formatted: Indent: Left: 1.25", Bulleted + Level: 2 +
o__The recipient has had an intolerable side effect to at least one preferred drug Aligned at: 1.94" + Indent at: 2.19"

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
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o The prescriber states that the recipient is currently using the requested [ Formatted: Font: Bold
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—b—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
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o __&—The recipient has no inappropriate concomitant drug therapies or disease
states that limit the use of lumacaftor/ivacaftor -and will not receive
lumacaftor/ivacaftor in combination with any medication that is
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° AThe 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 lumacaftor/ivacaftor as demonstrated by a reduction in disease severity
when compared to baseline.
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Duration of authorization approval, both initial and reauthorization: 12 months
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Orkambi (lumacaftor/ivacaftor) [package insert]. Boston, MA: Vertex Pharmaceuticals
Incorporated; July 20198. Retrieved from https:/pi.vrtx.com/files/uspi_lumacaftor_ivacaftor.pdf
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