- Jynarque Prior Authorization with
Curatlve Quantity Limit

PRIOR AUTHORIZATION CLINICAL CRITERIA FOR APPROVAL
|_Module Clinical Criteria for Approval
Initial Evaluation
Target Agent(s) will be approved when ALL of the following are met:
1. The patient has a diagnosis of autosomal dominant polycystic kidney disease (ADPKD)
confirmed by ONE of the following:
A. Ultrasonography OR
B. MRI or CT scan OR
C. Genetic testing AND
2. ONE of the following:
A. The patient has typical (Class 1) ADPKD AND has been classified as 1C, 1D, or 1E
using the Mayo ADPKD Classification assessment OR
B. The patient has kidney length (KL) greater than 16.5 cm bilaterally OR
C. The patient has had a sequential increase of greater than 5% annually in height
adjusted total kidney volume (htTKV) on imaging OR
D. The prescriber has determined the patient has disease progression (e.g., rapid
decline in eGFR defined as eGFR greater than 2.5 mL/min/1.73 m~2) OR
E. There is information indicating the patient’s ADPKD is rapidly progressing AND
3. If the patient has an FDA labeled indication, ONE of the following:
A. The patient’s age is within FDA labeling for the requested indication for the
requested agent OR
B. The prescriber has provided information in support of using the requested agent for
the patient’s age for the requested indication AND
4. The patient will NOT be using the requested agent in combination with another tolvaptan
agent AND
5. The prescriber is a specialist in the area of the patient’s diagnosis (e.g., nephrologist), or
the prescriber has consulted with a specialist in the area of the patient’s diagnosis AND
6. The patient does NOT have any FDA labeled contraindications to the requested agent
Length of Approval: 12 months
NOTE: If Quantity Limit applies, please refer to Quantity Limit Criteria.
Renewal Evaluation
Target Agent(s) will be approved when ALL of the following are met:
1. The patient has been previously approved for the requested agent through the plan’s Prior
Authorization process AND
2. The patient has had clinical benefit with the requested agent AND
3. The patient will NOT be using the requested agent in combination with another tolvaptan
agent AND
4. The prescriber is a specialist in the area of the patient’s diagnosis (e.g., nephrologist), or
the prescriber has consulted with a specialist in the area of the patient’s diagnosis AND
5. The patient does NOT have any FDA labeled contraindications to the requested agent
Length of Approval: 12 months
NOTE: If Quantity Limit applies, please refer to Quantity Limit Criteria.
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QUANTITY LIMIT CLINICAL CRITERIA FOR APPROVAL
Module Clinical Criteria for Approval
QL with Evaluation
PA
Target Agent(s) will be approved when ONE of the following is met:
1. The requested quantity (dose) does NOT exceed the program quantity limit OR
2. ALL of the following:
A. The requested quantity (dose) is greater than the program quantity limit AND
B. The requested quantity (dose) does NOT exceed the maximum FDA labeled dose
for the requested indication AND
C. The requested quantity (dose) cannot be achieved with a lower quantity of a
higher strength that does NOT exceed the program quantity limit
Length of Approval: 12 months
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