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DRUG QUANTITY MANAGEMENT POLICY - PER RX 
 

 

POLICY:   tolvaptan tablets (Samsca® – Otsuka America Pharmaceutical,  

    Inc. [generics for 30 mg tablets]; Jynarque® – Otsuka America 

Pharmaceutical, Inc.) Dispensing Limit 

 

DATE REVIEWED:  03/18/2021 
 

DESCRIPTION 
 

Samsca 15 mg tablets         Maximum quantity per Rx = 30 tablets 

Samsca 30 mg tablets, generics         Maximum quantity 

per Rx = 60 tablets 

Samsca is available as 15 mg and 30 mg tablets.  Samsca is indicated for the treatment of clinically 

significant hypervolemic and euvolemic hyponatremia (serum sodium < 125 mEq/L or less marked 

hyponatremia that is symptomatic and has resisted correction with fluid restriction), including patients with 

heart failure, cirrhosis and Syndrome of Inappropriate Antidiuretic Hormone (SIADH).  The usual starting 

dose of Samsca is 15 mg once daily.  After at least 24 hours, the dose may be increased to 30 mg once daily.  

The dosage may be further increased to a maximum of 60 mg once daily as needed to achieve desired level 

of serum sodium.  Do not administer for more than 30 days to minimize the risk of liver injury. Samsca 

should be initiated and re-initiated in patients only in a hospital where serum sodium and neurologic status 

can be monitored.  Dosage adjustments are not required for patients with impaired hepatic function, 

however it should be avoided in patients with underlying liver disease.  Dosage adjustments are not required 

for those with mild to severe renal impairment (creatinine clearance 10 – 79 mL/min).  Samsca has not been 

studied in patients with creatinine clearance < 10 mL/min.  The effect of moderate CYP 3A inhibitors on 

tolvaptan exposure has not been assessed. Avoid co-administration with moderate CYP 3A inhibitors. Co-

administration with potent CYP 3A inducers (e.g., rifampin, rifabutin, rifapentin, barbiturates, phenytoin, 

carbamazepine, St. John's Wort) reduces tolvaptan plasma concentrations by 85%. Therefore, the expected 

clinical effects may not be observed at the recommended dose (Samsca dose may need to be increased). 

Co-administration with inhibitors of P-gp (e.g., cyclosporine) may necessitate a decrease in Samsca dose. 
Samsca is contraindicated in the following conditions:  use in patients with autosomal dominant polycystic 

kidney disease (ADPKD) outside of FDA-approved REMS, urgent need to raise serum sodium acutely, 

inability of the patient to sense or appropriately respond to thirst, hypovolemic hyponatremia, use in patients 

with anuria and concomitant use of strong CYP 3A inhibitors (clarithromycin, ketoconazole, itraconazole, 

ritonavir, indinavir, nelfinavir, saquinavir, nefazodone and telithromycin).   

 

 

Jynarque 15 mg/15 mg tablets (7-day blister card)  Maximum quantity per Rx = 14 tablets 

Jynarque 15 mg/15 mg tablets (28-day blister card)  Maximum quantity per Rx = 56 tablets 

Jynarque 30 mg/15 mg tablets (7-day blister card)  Maximum quantity per Rx = 14 tablets 

Jynarque 30 mg/15 mg tablets (28-day blister card)  Maximum quantity per Rx = 56 tablets 

Jynarque 45 mg/15 mg tablets (7-day blister card)  Maximum quantity per Rx = 14 tablets 

Jynarque 45 mg/15 mg tablets (28-day blister card)  Maximum quantity per Rx = 56 tablets 

Jynarque 60 mg/30 mg tablets (7-day blister card)  Maximum quantity per Rx = 14 tablets 

Jynarque 60 mg/30 mg tablets (28-day blister card)  Maximum quantity per Rx = 56 tablets 

Jynarque 90 mg/30 mg tablets (7-day blister card)  Maximum quantity per Rx = 14 tablets 

Jynarque 90 mg/30 mg tablets (28-day blister card)  Maximum quantity per Rx = 56 tablets 

Jynarque 15 mg tablets     Maximum quantity per Rx = 60 tablets 

Jynarque 30 mg tablets     Maximum quantity per Rx = 30 tablets 
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Jynarque is available in 15 mg/15 mg, 30 mg/15 mg, 45 mg/15 mg, 60 mg/30 mg, 90 mg/30 mg blister 

cards and bottles of 15 mg and 30 mg tablets.  It is indicated to slow kidney function decline in adults at 

risk of rapidly progressing autosomal dominant polycystic kidney disease (ADPKD).  The initial dosage 

for Jynarque is 60 mg orally per day as 45 mg taken on waking and 15 mg taken 8 hours later. Titrate to 

60 mg plus 30 mg then to 90 mg plus 30 mg per day if tolerated with at least weekly intervals between 

titrations. Patients may down-titrate based on tolerability. Patients should be encouraged to drink enough 

water to avoid thirst or dehydration.  Concomitant use of strong CYP 3A inhibitors is contraindicated.  In 

patients taking concomitant moderate CYP 3A inhibitors, reduce the dose of Jynarque per prescribing 

information. Consider further reductions if patients cannot tolerate the reduced dose. Interrupt Jynarque 

temporarily for short-term therapy with moderate CYP 3A inhibitors if the recommended reduced doses 

are not available.  Jynarque is additionally contraindicated in patients with a history, signs or symptoms 

of significant liver impairment or injury (this contraindication does not apply to uncomplicated polycystic 

liver disease, with uncorrected abnormal blood sodium concentrations, unable to sense or respond to 

thirst, hypovolemia, uncorrected urinary outflow obstruction and anuria.  Jynarque is available only 

through a restricted distribution program under a Risk Evaluation and Mitigation Strategy (REMS) 

because of the risks of liver injury. 

 

The objective of this program is to manage potential dose escalation and to provide a sufficient quantity 

for indications covered by the Tolvaptan Products – Samsca Prior Authorization Policy  

and the Tolvaptan Products – Jynarque Prior Authorization Policy.2,4   

 

CRITERIA 
All approvals are provided for 12 months in duration unless otherwise noted below. 
 

Samsca 15 mg tablets 

1. Exceptions can be made when a patient is taking a dose that does not correspond to a commercially-

available dosage form [that is, the dose requires multiple same strength tablets be used AND would 

otherwise require two (or more) strengths to be used]. For example, a patient is being titrated from 30 

mg per day to 45 mg per day. Approve 90 tablets per dispensing. 

 

Samsca 30 mg tablets (generics) 

Recommended no overrides to this quantity limit. 

 

 

Jynarque 15 mg/15 mg tablets, 30 mg/15 mg, 45 mg/15 mg tablets, Jynarque 60 mg/30 mg tablets, 

Jynarque 90 mg/30 mg tablets, Jynarque 30 mg tablets 
Recommended no overrides to this quantity limit. 
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