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Products Referenced by this Document

Drugs that are listed in the following table include both brand and generic and all dosage forms and
strengths unless otherwise stated. Over-the-counter (OTC) products are not included unless otherwise
stated.

Brand Name Generic Name
Jynarque tolvaptan
Indications

The indications below including FDA-approved indications and compendial uses are considered a covered
benefit provided that all the approval criteria are met and the member has no exclusions to the prescribed
therapy.

FDA-Approved Indications'

Jynarque is indicated to slow kidney function decline in adults at risk of rapidly progressing autosomal
dominant polycystic kidney disease (ADPKD).

All other indications are considered experimental/investigational and not medically necessary.

Documentation

Submission of the following information is necessary to initiate the prior authorization review:

¢ Imaging used for diagnosis and confirmation of rapidly progressing disease (ultrasonography,
magnetic resonance imaging [MRI], computed tomography [CT]).
¢ Genetic testing results if applicable.
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Coverage Criteria'®

Authorization of 12 months may be granted for treatment of autosomal dominant polycystic kidney
disease (ADPKD) when all of the following criteria are met:

e The member is 18 years of age or older with a diagnosis of ADPKD as confirmed by any of the
following:
* Inmembers aged 18 to less than 40 years with a first degree relative with ADPKD:
greater than or equal to 3 cysts (unilateral or bilateral) using any radiologic method.®
* In members aged 40 to less than 60 years with a first degree relative with ADPKD:
greater than or equal to 2 cysts per kidney using any radiologic method.®
= |In members aged 60 years or older with a first degree relative with ADPKD: greater than
or equal to 4 cysts per kidney using any radiologic method.®
* In members with no family history (no first degree relative with disease): positive genetic
test for ADPKD (mutation in PKD1 or PKD2 gene).®
e The member has or is at risk for rapidly progressing disease as confirmed by height-adjusted
total kidney volume compatible with Mayo class 1C, 1D, or 1E disease.®
e The member’s estimated glomerular filtration rate (eGFR) is greater than or equal to 25
mL/min/1.73m?2."

Continuation of Therapy

Authorization of 12 months may be granted for continued treatment in members requesting
reauthorization for an indication listed in the coverage criteria section when the member has
demonstrated a beneficial response to Jynarque therapy (e.g., slowed kidney function decline, decreased
kidney pain) and the member’s estimated glomerular filtration rate (eGFR) is greater than or equal to 25
mL/min/1.73m?2,
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