
1 
01/28/2021 

 

 

DRUG QUANTITY MANAGEMENT POLICY – PER RX 
 

POLICY: Atypical Antipsychotics Dispensing Limit:  

aripiprazole tablets [Abilify® (generics), Abilify® DISCMELT® (generics), 

Abilify Mycite® – Otsuka America Pharmaceutical, Inc.] 

lumateperone capsules (Caplyta® - Intra-Cellular Therapies, Inc.) 

iloperidone tablets (Fanapt® – Novartis) 

ziprasidone capsules (Geodon® - Pfizer, generics) 

paliperidone extended-release tablets [Invega® – Janssen, generics] 

lurasidone tablets (Latuda® - Sunovion) 

brexpiprazole tablets (Rexulti® - Otsuka Pharmaceutical Company) 

risperidone tablets and orally disintegrating tablets (Risperdal®, Risperdal® M-

Tab® - Janssen, generics) 

asenapine sublingual tablets (Saphris® - Forest) 

asenapine transdermal system (Secuado® - Noven Therapeutics, LLC) 

quetiapine tablets (Seroquel® - AstraZeneca, generics) 

quetiapine extended-release tablets (Seroquel® XR – AstraZeneca, generics) 

cariprazine (Vraylar™ - Actavis) 

olanzapine tablets and orally disintegrating tablets (Zyprexa®, Zyprexa® Zydis® - 

Lilly, generics) 

   

 

DATE REVIEWED:           01/28/2021 

DESCRIPTION 

 

Abilify 2 mg, 5 mg, 10 mg, 15 mg, 20 mg and 30 mg (generic)  Maximum quantity per RX = 30 tablets 

Abilify Mycite 2 mg, 5 mg, 10 mg, 15 mg, 20 mg and 30 mg         Maximum quantity per RX = 1 x 30 

tablet kit (includes 30 tablets and 7 sensor patches) 

Abilify and Abilify Mycite is available in six tablet strengths (2 mg, 5 mg, 10 mg, 15 mg, 20 mg, and 30 

mg) and is taken once daily.  In adults, the typical starting and/or recommended doses are 10 to 15 mg per 

day, with a maximum daily dose of 30 mg per day. The recommended doses for children and adolescents 

are lower, with starting doses generally at 2 mg and recommended target doses of 5 to 10 mg per day. For 

schizophrenia, the adult recommended starting and target dose is 10 mg or 15 mg once daily (QD). For 

adolescents aged 13 to 17 years, the recommended starting dose is 2 mg per day.  The dose can be 

increased to 5 mg, then 10 mg, and up to 30 mg in 5 mg increments after intervals of at least two days for 

each dose adjustment. For bipolar mania, the adult recommended starting and target dose is 15 mg QD as 

monotherapy or 10 to 15 mg QD as adjunctive therapy with lithium or valproate. Dosing in pediatric 

patients (age 10 to 17 years old) is the same for this indication as for schizophrenia. For both adults and 

children, the dose can be increased to 30 mg QD based on clinical response.  The safety of doses above 30 

mg per day has not been evaluated.  For adjunctive treatment of major depressive disorder in adults, the 

recommended starting dose is 2 to 5 mg per day.  Efficacy has been demonstrated within a dose range of 

2 to 15 mg per day.  For irritability associated with autistic disorder in ages 6 to 17 years, the 

recommended starting dose is 2 mg per day.  The dose should be increased to 5 mg per day with increases 

to 10 to 15 mg per day if needed.  Dose adjustment of up to 5 mg per day should occur gradually at 

intervals of no less than 1 week. For Tourette’s Disorder in children aged 6 to 18 years, the starting dose 

is 2 mg per day for two days. Patients weighing less than 50 kg have a recommended target dose of 5 mg 

per day and a maximum recommended dose of 10 mg per day while those who weigh 50 kg or more can 

be increased to 5 mg and then a 10 mg target dose by day 8. The dose can be increased up to a 20 mg 
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maximum daily dose for patients who do not achieve optimal control of tics, but gradual dose adjustments 

in increments of 5 mg are recommended in 1week intervals. When using concomitantly with strong 

CYP3A4 inhibitors (e.g., ketoconazole) or CYP2D6 inhibitors (e.g., quinidine, fluoxetine, paroxetine), 

OR the patient is a known CYP2D6 poor metabolizer, reduce the Abilify dose to one-half the usual dose. 

If the patient is receiving BOTH a strong CYP3A4 inhibitor AND a strong CYP2D6 inhibitor, the Abilify 

dose should be reduced to one-quarter the usual dose. When adding a potential CYP3A4 inducer (e.g., 

carbamazepine), the Abilify dose should be doubled.  Hence, 30 tablets are adequate for a 30 day supply 

at maximum recommended doses.   

 

CRITERIA 
All approvals are provided for 3 years in duration unless otherwise noted below. 

 

1. The patient requires a dose greater than 30 mg per day:  approve the quantity requested to allow for a 

30-day supply per dispensing if the patient has been receiving 30 mg per day for at least 4 weeks and 

the dose is now being increased to greater than 30 mg per day or if the patient has already been 

started and stabilized on greater than 30 mg per day OR approve the quantity requested to allow for a 

30-day supply per dispensing if the dose of Abilify is being doubled because the patient is taking a 

CYP3A4 inducer (e.g., carbamazepine).   

2. The patient’s dose is being adjusted and a greater quantity is required to achieve either a lower or 

higher dose:  approve the quantity requested for a one-time override to allow for dose titration.   

3. 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 OR would 

otherwise require two (or more) strengths to be used]. A quantity may be issued to allow for a 30 day 

supply per dispensing. An example of this situation is a patient receiving Abilify 25 mg daily; patient 

would require five of the 5 mg tablets per day – allow a total of 150 of the 5-mg tablets for a 30-day 

supply per dispensing. 

4. Exceptions can be made for patients that require the drug to be administered more frequently [e.g., 

divided twice-daily (BID) or three-times daily (TID)] if the patient has tried once-daily (QD) therapy 

but cannot tolerate it or the patient refuses to try QD therapy. Approve the quantity requested to allow 

for a 30-day supply per dispensing.  Example, the patient is taking Abilify 10 mg BID, allow 60 

tablets for a 30-day supply per dispensing.  

 

REFERENCE 
Abilify® and Abilify® DISCMELT™ tablets [prescribing information].  Rockville, MD: Otsuka America Pharmaceutical, Inc.; 

August 2019. 

Abilify Mycite® tablets with sensor [prescribing information].  Rockville, MD: Otsuka Pharmaceutical Company; February 2020. 

 

 

Abilify DISCMELT 10 mg and 15 mg (generic) Maximum quantity per RX = 60 tablets  

Abilify DISCMELT is available in two tablet strengths (10 mg and 15 mg).  Abilify DISCMELT is an 

orally disintegrating tablet and should be placed on the tongue and allowed to dissolve completely. 

Attempts should not be made to split the tablet. Refer to recommended dosing information in Abilify 

section above. Sixty tablets are adequate for a 30 day supply at maximum recommended doses.  

 

CRITERIA 
All approvals are provided for 3 years in duration unless otherwise noted below. 

 

1. The patient requires a dose greater than 30 mg per day:  approve the quantity requested to allow for a 

30-day supply per dispensing if the patient has been receiving 30 mg per day for at least 4 weeks and 

the dose is now being increased to greater than 30 mg per day or if the patient has already been 

started and stabilized on greater than 30 mg per day OR approve the quantity requested to allow for a 
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30-day supply per dispensing if the dose of Abilify is being doubled because the patient is taking a 

CYP3A4 inducer (e.g., carbamazepine).   

2. Exceptions can be made for patients that require the drug to be administered more frequently [e.g., 

three-times daily (TID)] if the patient has tried once-daily (QD) therapy but cannot tolerate it or the 

patient refuses to try QD therapy. Approve the quantity requested to allow for a 30-day supply per 

dispensing.  Example, the patient is taking Abilify 10 mg TID, allow 90 tablets for a 30-day supply 

per dispensing.  

 

REFERENCE 
. 

Abilify® and Abilify® DISCMELT™ tablets [prescribing information].  Rockville, MD: Otsuka America Pharmaceutical, Inc. ; 

August 2019. 

 

Caplyta 42 mg Maximum quantity per RX = 30 capsules  

Caplyta is available as a 42 mg strength capsule.  For schizophrenia, the recommended dose is 42 mg 

once daily with food. Hence, 30 capsules are adequate for a 30 day supply at maximum recommended 

doses.   

 

CRITERIA 

All approvals are provided for 3 years in duration unless otherwise noted below. 

 

1. The patient requires a dose greater than 42 mg per day:  approve the quantity requested to allow for a 

30 day supply per dispensing if the patient has been receiving 42 mg per day for at least 4 weeks and 

the dose is now being increased to greater than 42 mg per day or if the patient has already been 

started and stabilized on greater than 42 mg per day. 

 

REFERENCE 
Caplyta® capsule [prescribing information].  New York, NY: Intra-Cellular Therapies, Inc; December 2019.  

 

 

Fanapt 1 mg, 2 mg, 4 mg, 6 mg, 8 mg, 10 mg, and 12 mg          Maximum quantity per RX = 60 tablets 

Fanapt Titration Pack                                     Maximum quantity per RX = 1 pack (8 tablets) 

Fanapt is available in seven tablet strengths (1 mg, 2 mg, 4 mg, 6 mg, 8 mg, 10 mg, and 12 mg) and a 

titration pack that contains 8 tablets (two-1 mg, two-2 mg, two-4 mg and two-6 mg tablets).  Fanapt 

should be started at a low starting dose and titrated slowly to avoid orthostatic hypotension.  Since Fanapt 

should be titrated, control of symptoms may be delayed during the first one to two weeks of treatment.  

For the treatment of adults with schizophrenia, the recommended starting dose is 1 mg twice daily (BID).  

Increases to reach the target dose range of 6 to 12 mg twice daily (total dose 12 to 24 mg daily) may be 

made with daily dosage increases to 2 mg twice daily, 4 mg twice daily, 6 mg twice daily, 8 mg twice 

daily, 10 mg twice daily and 12 mg twice daily on days 2, 3, 4, 5, 6, and 7, respectively.  The maximum 

recommended dose is 12 mg twice daily (24 mg per day).  For patients that have had an interval of more 

than three days off Fanapt, it is recommended that the initiation titration schedule be followed. The dose 

of Fanapt should be reduced by one-half when administered concomitantly with strong CYP2D6 

inhibitors (e.g., fluoxetine and paroxetine), strong CYP3A4 inhibitors (e.g., ketoconazole or 

clarithromycin), or those who are poor metabolizers of CYP2D6.  Hence, 60 tablets are adequate for a 30 

day supply at maximum recommended doses.   

 

CRITERIA 
All approvals are provided for 3 years in duration unless otherwise noted below. 
 

Fanapt 1 mg, 2 mg, 4 mg, 6 mg, 8 mg, 10 mg, and 12 mg 
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1. The patient requires a dose greater than 24 mg per day:  approve the quantity requested to allow for a 

30 day supply per dispensing if the patient has been receiving 24 mg per day for at least 4 weeks and 

the dose is now being increased to greater than 24 mg per day or if the patient has already been 

started and stabilized on greater than 24 mg per day.  

2. The patient’s dose is being adjusted and a greater quantity is required to achieve either a lower or 

higher dose:  approve the quantity requested for a one-time override to allow for dose titration.   

3. 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]. A quantity may be issued to allow for a 30 day 

supply per dispensing. An example of this situation is a patient is receiving Fanapt 4 mg in the 

morning and 2 mg in the evening; patient would require 3 of the 2 mg tablets per day – allow 90 of 

the 2 mg tablets per dispensing for a 30 day supply.   

4. Exceptions may be made for patients who require the doses be administered more frequently [e.g., 

three times daily (TID)] if they have either tried twice-daily (BID) therapy but cannot tolerate it or if 

the patient refuses to try BID therapy. Approve the quantity requested to allow for a 30-day supply 

per dispensing. Example: the patient takes Fanapt 4 mg TID, allow 90 tablets for a 30 day supply per 

dispensing.    
 

Fanapt Titration Pack 
Recommended no overrides to this quantity limit. 

 

REFERENCE 
Fanapt® tablets [prescribing information].  Washington, DC: Vanda Pharmaceuticals, Inc.; February 2017. 

 

 

Geodon 20 mg, 40 mg, 60 mg, and 80 mg (generic) Maximum quantity per RX = 60 capsules  

Geodon is available in four capsule strengths (20 mg, 40 mg, 60 mg, and 80 mg).  For schizophrenia, the 

initial recommended dose is 20 mg twice daily (BID) with food. Dosage adjustments, if indicated, should 

generally occur at intervals of not less than 2 days. The efficacy in schizophrenia was established in dose 

ranges of 20 to 100 mg BID.  An increase to a dose greater than 80 mg BID is not generally 

recommended and the safety of doses above 100 mg BID has not been evaluated in clinical trials.  For 

bipolar I disorder – manic or mixed – in adults, the initial recommended dose is 40 mg BID with food. 

The dose may be increased to 60 mg twice daily or 80 mg twice daily on the second day of treatment and 

adjusted on the basis of tolerance and efficacy within the range of 40 to 80 mg BID.  Hence, 60 capsules 

are adequate for a 30 day supply at maximum recommended doses.   

 

CRITERIA 

All approvals are provided for 3 years in duration unless otherwise noted below. 

 

2. The patient requires a dose greater than 160 mg per day:  approve the quantity requested to allow for 

a 30 day supply per dispensing if the patient has been receiving 160 mg per day for at least 4 weeks 

and the dose is now being increased to greater than 160 mg per day or if the patient has already been 

started and stabilized on greater than 160 mg per day. 

3. The patient’s dose is being adjusted and a greater quantity is required to achieve either a lower or 

higher dose:  approve the quantity requested for a one-time override to allow for dose titration. 

4. Exceptions are allowed for patients that require the drug to be administered more frequently [e.g., 

divided three-times daily (TID)] if the patient has tried twice-daily (BID) therapy but cannot tolerate 

it or the patient refuses to try BID therapy. Approve the quantity requested to allow for a 30-day 

supply per dispensing. Example:  the patient is taking 20 mg TID, allow 90 capsules for a 30 day 

supply per dispensing.    
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REFERENCE 
Geodon® capsule [prescribing information].  New York, NY: Roerig, Division of Pfizer Inc.; October 2020.  

 

 

Invega 1.5 mg, 3 mg, and 9 mg(generic)                                       Maximum quantity per RX = 30 tablets 

Invega 6 mg (generic) Maximum quantity per RX = 60 tablets 

Invega is available in four tablet strengths (1.5 mg, 3 mg, 6 mg, and 9 mg).  Dosing for adults in 

schizophrenia and schizoaffective disorder is similar. The recommended dose is 6 mg once daily.  Initial 

dose titration is not required. Some patients may benefit from lower or higher doses within the dose range 

of 3 to 12 mg once daily. Dose increases above 6 mg per day should occur in increments of 3 mg per day 

at intervals of more than 5 days for schizophrenia and 4 days for schizoaffective disorder.  The maximum 

recommended dose is 12 mg per day.  For schizophrenia in adolescents aged 12 to 17 years, the starting 

dose is 3 mg per day. Dose increases, if considered necessary, should occur in increments of 3 mg per day 

at intervals of more than 5 days.  The maximum recommended dose is 6 mg per day for patients weighing 

less than 51 kg and 12 mg per day for those who weigh 51 kg or more.  Doses should be individualized, if 

needed, based on patient’s renal function.  For patients with mild renal impairment (creatinine clearance ≥ 

50 mL/min to < 80 mL/min), the recommended initial dose is 3 mg once daily.  Based on clinical 

response and tolerability the dose can be increased to a maximum of 6 mg daily.  For patients with 

moderate to severe renal impairment (creatinine clearance ≥ 10 mL/min to < 50 mL/min), the 

recommended initial dose is 1.5 mg once daily.  After clinical reassessment the dose may be increased to 

3 mg daily.  Invega has not been studied in patients with creatinine clearance less than 10 mL/min. Hence, 

30 tablets of the 1.5 mg, 3 mg, or 9 mg are adequate for a 30 day supply at recommended once-daily 

doses for some patient populations and 60 tablets of the 6 mg are adequate for a 30 day supply at the 

maximum recommended dose. 

 

CRITERIA 
All approvals are provided for 3 years in duration unless otherwise noted below. 
 

Invega 1.5 mg and 3 mg 

1. The patient’s dose is being adjusted and a greater quantity is required to achieve either a lower or 

higher dose:  approve the quantity requested for a one-time override to allow for dose titration.    

2. The patient requires a dose greater than 12 mg per day that cannot be achieved using the 6 mg tablet 

strength.  Approve the quantity requested to allow for a 30 day supply per dispensing if the patient 

has been receiving 12 mg per day for at least 4 weeks and the dose is now being increased to greater 

than 12 mg per day or if the patient has already been started and stabilized on greater than 12 mg per 

day.    

3. Exceptions can be made for patients that require the drug to be administered more frequently [(e.g., 

twice-daily (BID)] if the patient has tried once-daily (QD) therapy but cannot tolerate it or the patient 

refuses to try QD therapy. Approve the quantity requested to allow for a 30-day supply per 

dispensing. Example, the patient is taking Invega 3 mg BID, allow 60 tablets for a 30-day supply per 

dispensing.  

4. 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 OR would 

otherwise require two (or more) strengths to be used]. A quantity may be issued to allow for a 30 day 

supply per dispensing. An example of this situation is a patient receiving Invega 4.5 mg QD; patient 

would require 3 of the 1.5 mg tablets per day - allow 90 tablets per dispensing for a 30-day supply.   

 

Invega 6 mg 
1. The patient requires a dose greater than 12 mg per day:  approve the quantity requested to allow for a 

30 day supply per dispensing if the patient has been receiving 12 mg per day for at least 4 weeks and 
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the dose is now being increased to greater than 12 mg per day or if the patient has already been 

started and stabilized on greater than 12 mg per day.    

 
Invega 9 mg   
1. The patient requires a dose greater than 12 mg per day: approve the quantity requested to allow for a 

30 day supply per dispensing if the patient has been receiving 12 mg per day for at least 4 weeks and 

the dose is now being increased to greater than 12 mg per day or if the patient has already been 

started and stabilized on greater than 12 mg per day.    

2. 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 OR would 

otherwise require two (or more) strengths to be used]. A quantity may be issued to allow for a 30 day 

supply per dispensing. An example of this situation is a patient receiving Invega 4.5 mg QD; patient 

would require 3 of the 1.5 mg tablets per day - allow 90 tablets per dispensing for a 30-day supply.   

 

REFERENCE 
Invega® extended-release tablets [prescribing information].  Titusville, NJ; Janssen, L.P.; January 2019. 

 
 

Latuda 20 mg, 40 mg, 60 mg, and 120 mg                    Maximum quantity per RX = 30 tablets 

Latuda 80 mg                  Maximum quantity per RX = 60 tablets 

Latuda is available in five tablet strengths (20 mg, 40 mg, 60 mg, 80 mg and 120 mg).  For the treatment 

of adult patients with schizophrenia, the recommended starting dose is 40 mg once daily.  Initial dose 

titration is not necessary.  The maximum recommended dose is 160 mg per day.  Latuda should be taken 

with food (at least 350 calories).  Latuda has been shown to be effective in a dose range of 40 to 160 mg 

daily.  For the treatment of adolescent patients (13 – 17 years old) with schizophrenia, the recommended 

starting dose is 40 mg once daily.  Initial dose titration is not necessary.  The maximum recommended 

dose is 80 mg per day. Latuda has been shown to be effective in a dose range of 40 to 80 mg daily. For 

treatment of bipolar I disorder - depressive episodes - in adults, the recommended starting dose is 20 mg 

once daily as monotherapy or as adjunctive therapy with lithium or valproate. 

.Latuda has been shown to be effective in a dose range of 20 to 120 mg daily. For treatment of bipolar I 

disorder - depressive episodes - in pediatric patients (10- 17 years old), the recommended starting dose is 

20 mg once daily as monotherapy. .Latuda has been shown to be effective in a dose range of 20 to 80 mg 

daily. Dose adjustments are recommended for patients with moderate and severe renal impairment or 

moderate and severe hepatic impairment.  The dose in these patients should start at 20 mg per day. The 

maximum dose for patients with moderate and severe renal impairment or moderate hepatic impairment 

should not exceed 80 mg per day while the maximum recommended dose for patients with severe hepatic 

impairment is 40 mg per day. When administered with moderate CPY3A4 inhibitors (e.g., diltiazem), the 

maximum recommended dose is 80 mg per day.  Latuda should not be used in combination with strong 

CYP3A4 inhibitors (e.g., ketoconazole) or strong CYP3A4 inducers (e.g, rifampin). Hence, 30 tablets of 

the 20 mg, 40 mg, 60 mg or 120 mg are adequate for a 30 day supply at recommended once-daily doses 

for some patient populations and 60 tablets of the 80 mg are adequate for a 30 day supply at the maximum 

recommended dose. 
 

CRITERIA 
All approvals are provided for 3 years in duration unless otherwise noted below. 

 

Latuda 20 mg 

1. The patient requires a dose greater than 160 mg per day: approve the quantity requested to allow for a 

30 day supply per dispensing if the patient has been receiving 160 mg per day for at least 4 weeks and 

the dose is now being increased to greater than 160 mg per day or if the patient has already been 

started and stabilized on greater than 160 mg per day.  
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2. Exceptions may be made for patients who require the doses be administered more frequently [(e.g., 

divided twice (BID) or three times daily (TID)] if they have either tried once-daily (QD) therapy but 

cannot tolerate it or if the patient refuses to try QD therapy. Approve the quantity requested to allow 

for a 30-day supply per dispensing. Example: the patient takes Latuda 20 mg BID, allow 60 tablets 

for a 30-day supply per dispensing.    

3. 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 OR would 

otherwise require two (or more) strengths to be used]. A quantity may be issued to allow for a 30 day 

supply per dispensing. An example of this situation is a patient receiving a daily dose of 100 mg. The 

patient would require a quantity override for 5 tablets per day (a total of 150 tablets for a 30-day 

supply) per dispensing. 

 

Latuda 40 mg, 60 mg, and 80 mg 
1. The patient requires a dose greater than 160 mg per day: approve the quantity requested to allow for a 

30 day supply per dispensing if the patient has been receiving 160 mg per day for at least 4 weeks and 

the dose is now being increased to greater than 160 mg per day or the patient has already been started 

and stabilized on greater than 160 mg per day.  

2. Exceptions may be made for patients who require the doses be administered more frequently [e.g., 

divided twice (BID) or three times daily (TID)] if they have either tried once-daily (QD) therapy but 

cannot tolerate it or if the patient refuses to try QD therapy. Approve the quantity requested to allow 

for a 30-day supply per dispensing. Example: the patient takes Latuda 40 mg BID, allow 60 tablets 

for a 30-day supply per dispensing.    

 

Latuda 120 mg 
1. The patient requires a dose greater than 160 mg per day:  approve the quantity requested to allow for 

a 30 day supply per dispensing if the patient has been receiving 160 mg per day for at least 4 weeks 

and the dose is now being increased to greater than 160 mg per day or the patient has already been 

started and stabilized on greater than 160 mg per day.  

 

REFERENCE 
Latuda® tablets [prescribing information].  Marlborough, MA; Sunovion Pharmaceuticals, Inc.; December 2019. 
 

 

Rexulti 0.25 mg, 0.5 mg, 1 mg, 2 mg, 3 mg, and 4 mg Maximum quantity per RX = 30 tablets  

Rexulti is available in six tablet strengths (0.25 mg, 0.5 mg, 1 mg, 2 mg, 3 mg, and 4 mg) and is taken 

once daily.  For schizophrenia, the adult recommended target dose is 2 mg to 4 mg once daily. Dosing 

should begin with 1 mg on days 1 to 4, and then titrated up to 2 mg on days 5 to 7, and then 4 mg on day 

8 based on the patient’s clinical response and tolerability. For adjunctive treatment of major depressive 

disorder (MDD) in adults, the recommended starting dose is 0.5 mg or 1 mg per day.  The target dose is 2 

mg once daily and the maximum recommended daily dose is 3 mg. Dosage increases should occur at 

weekly intervals. Hence, 30 tablets are adequate for a 30 day supply at maximum recommended doses.   

 

The maximum dose for patients with moderate, severe or end-stage renal impairment or moderate to 

severe hepatic impairment should not exceed 2 mg per day for patients with MDD, and 3 mg per day for 

patients with schizophrenia. When using concomitantly with strong CYP3A4 inhibitors (e.g., 

ketoconazole) or CYP2D6 inhibitors (e.g., quinidine, fluoxetine, paroxetine), OR the patient is a known 

CYP2D6 poor metabolizer, reduce the Rexulti dose to one-half the usual dose. If the patient is receiving 

BOTH a strong/moderate CYP3A4 inhibitor AND a strong/moderate CYP2D6 inhibitor, the Rexulti dose 

should be reduced to one-quarter the usual dose. The dose should also be reduced to one-quarter the usual 

dose if the patient is a known CYP2D6 poor metabolizer and is also receiving a strong/moderate CYP3A4 
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inhibitor. When adding a strong CYP3A4 inducer (e.g., carbamazepine), the Rexulti dose should be 

doubled over the course of one to two weeks.   

 

CRITERIA 
All approvals are provided for 3 years in duration unless otherwise noted below. 

 

1. The patient requires a dose greater than 4 mg per day:  approve the quantity requested to allow for a 

30-day supply per dispensing if the patient has been receiving 4 mg per day for at least 4 weeks and 

the dose is now being increased to greater than 4 mg per day or if the patient has already been started 

and stabilized on greater than 4 mg per day OR approve the quantity requested to allow for a 30-day 

supply per dispensing if the dose of Rexulti is being doubled because the patient is taking a CYP3A4 

inducer (e.g., carbamazepine).   

2. The patient’s dose is being adjusted and a greater quantity is required to achieve either a lower or 

higher dose:  approve the quantity requested for a one-time override to allow for dose titration.   

3. 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 OR would 

otherwise require two (or more) strengths to be used]. A quantity may be issued to allow for a 30 day 

supply per dispensing. An example of this situation is a patient receiving Rexulti 1.5 mg daily; patient 

would require three of the 0.5 mg tablets per day – allow a total of 90 of the 0.5 mg tablets for a 30-

day supply per dispensing. 

4. Exceptions can be made for patients that require the drug to be administered more frequently [e.g., 

divided twice-daily (BID) or three-times daily (TID)] if the patient has tried once-daily (QD) therapy 

but cannot tolerate it or the patient refuses to try QD therapy. Approve the quantity requested to allow 

for a 30-day supply per dispensing.  Example, the patient is taking Rexulti 1 mg BID, allow 60 tablets 

for a 30-day supply per dispensing.  

 

REFERENCE 
Rexulti® tablets [prescribing information].  Rockville, MD: Otsuka America Pharmaceutical, Inc.; March 2020. 

 

 

 

Risperdal 0.25 mg, 0.5 mg, 1 mg, 2 mg, 3 mg, and 4 mg (generic) tablets           
  Maximum quantity per RX = 60 tablets   

Risperdal M-Tab 0.5 mg, 1 mg, 2 mg, 3 mg, and 4 mg (generic), risperidone orally disintegrating 

tablets Maximum quantity per RX = 60 tablets   

Risperdal is available in six tablet strengths (0.25 mg, 0.5 mg, 1 mg, 2 mg, 3 mg, and 4 mg).  Risperdal 

M-Tab is available in five tablet strengths (0.5 mg, 1 mg, 2 mg, 3 mg, and 4 mg) and is available 

generically in six tablet strengths (0.25 mg, 0.5 mg, 1 mg, 2 mg, 3 mg, and 4 mg). Risperdal M-tab is an 

orally disintegrating tablet that dissolves within seconds of being placed on the tongue. The blister 

package should not be opened until the tablet is ready to be administered and once the tablet is placed on 

the tongue and completely dissolved, it can be swallowed with or without water.  Risperdal and Risperdal 

M-Tab (hereafter referred to as “Risperdal”) can be given either once-daily (QD) or twice-daily (BID).  

For schizophrenia in adults, Initial dosing is generally 2 mg per day. Dose increases should occur at 

intervals not less than 24 hours, in increments of 1 to 2 mg per day to a recommended dose of 4 to 8 mg 

per day. Efficacy has been demonstrated in a range of 4 to 16 mg per day. The safety of doses above 16 

mg per day has not been evaluated in clinical trials.  Dosing is lower for schizophrenia in adolescents 

aged 13 to 17 years. The initial dose is 0.5 mg once daily with dose increases of 0.5 to 1 mg per day after 

24 hours, as tolerated, to a recommended dose of 3 mg per day. Efficacy has been demonstrated in a range 

of 1 to 6 mg per day. For bipolar I disorder – manic or mixed - in adults, Risperdal should be 

administered starting with 2 to 3 mg per day.  Dosage adjustments should occur at intervals not less than 

24 hours and in increments or decrements of 1 mg per day.  Anti-mania efficacy was shown in a dose 



 

 

9 
01/28/2021 

 

range of 1 to 6 mg per day.  Doses greater than 6 mg per day were not studied in bipolar mania. The 

starting dose for children and adolescents aged 10 to 17 years with bipolar mania is 0.5 mg per day. The 

dose is titrated in increments of 0.5 to 1 mg up to a target dose of 1 to 2.5 mg per day. For irritability 

associated with Autistic Disorder, dosing should be initiated at 0.25 mg per day for patients weighing less 

than 20 kg and 0.5 mg per day for patients weighing 20 kg or more. After a minimum of four days from 

treatment initiation, the dose may be increased to the recommended dose of 0.5 mg per day for patients 

who weigh less than 20 kg and 1 mg per day for patients who weigh 20 kg or more.  Subsequent dose 

increases, in increments of 0.25 mg for patients weighing less than 20 kg, and increments of 0.5 mg for 

patients weighing 20 kg or more, may be considered after a minimum of 14 days at the recommended 

dose. The target dose effective dose range is 0.5 mg to 3 mg per day, but the dosage should be 

individualized according to the tolerability and response of the patient. When using concomitantly with 

CYP2D6 inhibitors (e.g., fluoxetine, paroxetine) the Risperdal dose should be reduced; the maximum 

dose of Risperdal is 8 mg per day when co-administered with these drugs. When adding enzyme inducers 

(e.g., carbamazepine, phenytoin, rifampin, phenobarbital), the patient’s Risperdal dose may need to be 

increased up to double the usual dose. In elderly or debilitated, patients with severe renal or hepatic 

impairment, and patients either predisposed to hypotension or for whom hypotension would pose a risk, 

the recommended initial dose is 0.5 mg BID.  Hence, 60 tablets are adequate for a 30 day supply at most 

doses.   
 

CRITERIA 
All approvals are provided for 3 years in duration unless otherwise noted below. 

 

1. The patient requires a dose greater than 8 mg per day:  approve a maximum of 120 tablets per 

dispensing for a 30-day supply (to allow up to a 16 mg per day maximum dose). 

2. The patient requires a dose greater than 16 mg per day: approve the quantity requested to allow for a 

30 day supply per dispensing if the patient has been receiving 16 mg per day for at least 4 weeks and 

the dose is now being increased to greater than 16 mg per day or the if patient has already been 

started and stabilized on greater than 16 mg per day OR approve the quantity requested to allow for a 

30-day supply per dispensing if the dose of Risperdal is being increased because the patient is taking 

an enzyme inducer (e.g., carbamazepine). 

3. The patient’s dose is being adjusted and a greater quantity is required to achieve either a lower or 

higher dose: approve the quantity requested for a one-time override to allow for dose titration.   

4. 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 OR would 

otherwise require two (or more) strengths to be used]. A quantity may be issued to allow for a 30 day 

supply per dispensing. An example of this situation is a patient receiving a daily dose of Risperdal 6 

mg (4 mg in the morning plus 2 mg in the evening). The patient would require a quantity override for 

90 of the 2-mg tablets for a 30 day supply per dispensing. 

5. Exceptions can be made for patients who require the doses be administered more frequently [(e.g., 

divided three times daily (TID)] if they have either tried once-daily (QD) or twice-daily (BID) 

therapy but cannot tolerate it or the patient refuses to try QD or BID therapy. Approve the quantity 

requested to allow for a 30-day supply per dispensing. Example:  the patient is taking Risperdal 4 mg 

TID; allow 90 tablets for a 30-day supply per dispensing.  

 

REFERENCES 
1. Risperdal® tablet and Risperdal® M-Tabs® [prescribing information].  Titusville, NJ: Janssen Pharmaceuticals; January 

2020. 

 

 

Saphris 2.5 mg, 5 mg, and 10 mg            Maximum quantity per RX = 60 tablets 
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Saphris is available in three tablet strengths (2.5 mg, 5 mg and 10 mg). Saphris is a sublingual tablet that 

should be placed under the tongue and allowed to dissolve completely. Eating and drinking should be 

avoided for 10 minutes after administration. In adults, the typical starting dose is 5 mg twice daily and the 

recommended target dose is 5 to 10 mg twice daily, with a maximum daily dose of 10 mg twice daily. 

The recommended doses for children and adolescents are lower, with starting doses at 2.5 mg twice daily 

and recommended target doses ranging from 2.5 to 10 mg twice daily.  Saphris is approved for 

schizophrenia in adults. The recommended starting and target dose is 5 mg twice daily.  In controlled 

trials, there was no suggestion of added benefit with the higher dose (10 mg twice daily), but there was an 

increase in adverse effects.  For bipolar I disorder – manic or mixed – in adults, the recommended 

starting dose is 10 mg twice daily.  The dose can be decreased to 5 mg twice daily if there are adverse 

effects or based on individual tolerability.  When used as adjunctive therapy with either lithium or 

valproate, the recommended starting dose is 5 mg twice daily and depending on clinical response and 

tolerability this may be increased to 10 mg twice daily.  The recommended dose for pediatric patients (age 

10 to 17 years old) for bipolar mania is 2.5 mg to 10 mg twice daily. Pediatric patients can be more 

sensitive to dystonia with initial dosing and therefore, the following escalation schedule is recommended: 

2.5 mg twice daily for three days, followed by 5 mg for three days, and then 10 mg twice daily for 3 days. 

The maximum recommended dose for all indications is 10 mg twice daily.  Hence, 60 tablets are adequate 

for a 30 day supply at maximum recommended doses.   

 

CRITERIA 

All approvals are provided for 3 years in duration unless otherwise noted below. 
 

Saphris 2.5 mg 
1. The patient’s dose is being adjusted and a greater quantity is required to achieve either a lower or 

higher dose: approve the quantity requested for a one-time override to allow for dose titration.   
 

Saphris 5 mg 
1. The patient requires a dose greater than 20 mg per day that cannot be achieved using the 10 mg tablet 

strength.  Approve the quantity requested to allow for a 30-day supply per dispensing if the patient 

has been receiving 20 mg per day for at least 4 weeks and the dose is now being increased to greater 

than 20 mg per day or the patient has already been started and stabilized on greater than 20 mg per 

day.    

2. Exceptions can be made for patients who require the doses be administered more frequently [(e.g., 

divided three-times daily (TID)] if the patient has tried twice daily (BID) therapy but cannot tolerate 

it or the patient refuses to try BID therapy. Approve the quantity requested to allow for a 30-day 

supply per dispensing. Example, if the patient is taking Saphris 5 mg three-times daily, this would 

require 90 tablets for a 30-day supply per dispensing.  

3. 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 OR would 

otherwise require two (or more) strengths to be used]. Approve a quantity to allow a 30 day supply 

per dispensing. Example:  the patient is receiving Saphris 10 mg in the morning and 5 mg in the 

evening; this would require 90 tablets for a 30-day supply per dispensing.   

 

Saphris 10 mg 
1. The patient requires a dose greater than 20 mg per day.  Approve the quantity requested to allow for a 

30-day supply per dispensing if the patient has been receiving 20 mg per day for at least 4 weeks and 

the dose is now being increased to greater than 20 mg per day or if the patient has already been 

started and stabilized on greater than 20 mg per day.    

 

REFERENCE 
Saphris® sublingual tablets [prescribing information].  Irvine, CA; Allergan USA, Inc.; February 2017. 
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Secuado 3.8 mg/24 hr, 5.7 mg/24 hr, 7.6 mg/24 hr           Maximum quantity per RX = 30 transdermal 

systems 

Secuado is available in three transdermal system strengths (3.8 mg/24 hr, 5.7 mg/24 hr, 7.6 mg/24 hr). 

The recommended starting dose is 3.8 mg/24 hours.  The dose may be increased to 5.7 mg/24 hours or 7.6 

mg/24 hours, as needed, after one week.  The safety of doses above 7.6 mg/24 hours has not been 

evaluated in clinical studies.  Based on the average exposure (AUC) of asenapine, Secado 3.8 mg/24 

hours corresponds to 5 mg twice daily of sublingual asenapine and Secuado 7.6 mg/24 hours corresponds 

to 10 mg twice daily of sublingual asenapine.  Patients should only wear one transdermal system at any 

time. 

 

The maximum recommended dose 7.6 mg/24 hours daily.  Hence, 30 transdermal systems are adequate 

for a 30 day supply at maximum recommended doses.   

 

Secuado 3.8 mg/24 hr, 5.7 mg/24 hr, 7.6 mg/24 hr 
Recommended no overrides to this quantity limit. 

REFERENCE 
Secuado® transdermal sytem [prescribing information].  Miami, FL:  Noven Therapeutics, LLC; October 2019. 
 

 

Seroquel 25 mg, 50 mg, 100 mg, and 200 mg (generic)        Maximum quantity per RX = 90 tablets   

Seroquel 300 mg and 400 mg (generic)    Maximum quantity per RX = 60 tablets   

Seroquel is available in six tablet strengths (25 mg, 50 mg, 100 mg, 200 mg, 300 mg, and 400 mg).  The 

typical starting dose is 25 to 50 mg twice daily and the recommended target dose ranges from 150 to 800 

mg per day, with maximum doses varying per indication. For schizophrenia in adults, the initial 

recommended dose is 25 mg twice daily (BID), with increases in total daily dose of 25 to 50 mg BID or 

TID on the second and third day, as tolerated, to a target dose range of 300 mg to 400 mg daily by the 

fourth day, given BID or TID.  Further dosage adjustments, if needed, should generally occur at intervals 

of not less than 2 days and increments or decrements of 25 mg to 50 mg divided BID are recommended.  

to the maximum recommended dose in adults is 750 mg per day. For bipolar I disorder – manic episodes 

- in adults, Seroquel should be initiated in BID doses at 100 mg per day and increased daily in increments 

up to 100 mg per day divided BID, to 400 mg per day by day 4.  The dose can be further increased from 

day 4 in increments of no greater than 200 mg per day up to 800 mg per day by day 6.  Efficacy in bipolar 

mania was achieved in the majority of patients in a dose range of 400 to 800 mg per day.  For bipolar I 

disorder - depressive episodes (approved in adults only), Seroquel should be administered starting with a 

dose of 50 mg once daily at bedtime to a target dose of 300 mg per day by day 4.  In clinical trials, 

antidepressant efficacy was demonstrated with both 300 mg per day and 600 mg per day. For the 

treatment of adolescents aged 13 to 17 years with schizophrenia, the recommended starting dose is 25 mg 

BID.  The dose is doubled on day two and then daily dosage increases in 100 mg increments occur until 

the patient achieves the recommended dose range of 400 to 800 mg per day. Based upon response and 

tolerability, the total daily dose may be divided two or three times daily. The initial dosing and titration 

schedule for children and adolescents aged 10 to 17 years with bipolar mania is the same except the 

recommended dose range is 400 to 600 mg per day. Consideration should be given to a slower rate of 

dose titration and a lower target dose in the elderly and in patients who are debilitated or who have a 

predisposition to hypotensive reactions.  Patients with hepatic impairment should be started on 25 mg per 

day and increased in increments of 25 to 50 mg per day to an effective dose.  When using concomitantly 

with CYP3A4 inhibitors (e.g., ketoconazole, itraconazole, ritonavir) the Seroquel dose should be reduced 

to one sixth the original dose. When taking Seroquel in combination with potent CYP3A4 inducers (e.g., 

carbamazepine, phenytoin, rifampin), the patient’s Seroquel dose may need to be increased up to five 

times the usual dose.  
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Hence, 90 tablets of the 25 mg, 50 mg, 100 mg, and 200 mg strengths are sufficient for three-times daily 

dosing at recommended doses and 60 tablets of the 300 mg and 400 mg strength tablets are adequate for a 

30 day supply at maximum recommended doses.  Refer to the higher tablet strength if a larger dose is 

required.  

 

CRITERIA 
All approvals are provided for 3 years in duration unless otherwise noted below. 

 

Seroquel 25 mg, 50 mg, 100 mg, and 200 mg (generic) 
1. The patient requires a dose greater than 600 mg per day that cannot be achieved using the 300 mg or 

400 mg tablet strengths.  Approve an adequate quantity of tablets for a 30-day supply per dispensing.     

2. The patient’s dose is being adjusted and a greater quantity is required to achieve either a lower or 

higher dose:  approve the quantity requested for a one-time override to allow for dose titration.    

3. 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 OR would 

otherwise require two (or more) strengths to be used]. Approve a quantity to allow a 30 day supply 

per dispensing.  Example:  the patient takes Seroquel 75 mg BID, allow 180 of the 25 mg tablets for a 

30-day supply per dispensing. 

 

Seroquel 300 mg and 400 mg (generic) 

1. The patient requires a dose greater than 800 mg per day.  Approve the quantity requested to allow for 

a 30-day supply per dispensing if the patient has been receiving 800 mg per day for at least 4 weeks 

and the dose is now being increased to greater than 800 mg per day or if the patient has already been 

started and stabilized on greater than 800 mg per day OR approve the quantity requested to allow for 

a 30-day supply per dispensing if the dose of Seroquel is being increased because the patient is taking 

an enzyme inducer (e.g., carbamazepine).   

2. The patient’s dose is being adjusted and a greater quantity is required to achieve either a lower or 

higher dose:  approve the quantity requested for a one-time override to allow for dose titration. 

 

REFERENCE 
Seroquel® tablet [prescribing information].  Wilmington, DE; AstraZeneca Pharmaceuticals; September 2020.   

 

 
Seroquel XR 50 mg, 300 mg, and 400 mg (generic) Maximum quantity per RX = 60 tablets  

Seroquel XR 150 mg and 200 mg (generic) Maximum quantity per RX = 30 tablets  

Seroquel XR is available in five tablet strengths (50 mg, 150 mg, 200 mg, 300 mg, and 400 mg).  The 

typical starting dose is 50 mg or 300 mg once daily and the recommended target dose ranges from 150 to 

800 mg per day, with maximum doses varying per indication.  For schizophrenia in adults, the 

recommended initial dose is 300 mg once daily, preferably in the evening.  The recommended dosing 

range is 400 to 800 mg per day depending on the response and tolerance of the patient.  Dose increases 

can be made at intervals as short as 1 day and in increments of up to 300 mg per day.  For bipolar I 

disorder – depressive episodes - in adults, Seroquel XR should be administered once daily in the evening 

starting with 50 mg per day and increasing doses to reach 300 mg per day by day 4.  For bipolar I 

disorder – manic or mixed - when used as monotherapy or as adjunct therapy (with lithium or divalproex) 

in adults, the recommended dose is 300 mg on day 1 and 600 mg on day 2, administered once daily in the 

evening.  The dose can be adjusted between 400 mg and 800 mg beginning on day 3, depending on the 

response and tolerance of the individual patient. The maximum recommended dose for all of the above 

adult indications is 800 mg per day. For the treatment of major depressive disorder as adjunctive therapy 

to antidepressants in adults, it is recommended to start at 50 mg once daily in the evening and increase to 

150 mg per day by day 3.  The recommended dose range is 150 to 300 mg per day.  For the treatment of 

adolescents aged 13 to 17 years with schizophrenia, the recommended starting dose is 50 mg on day 1.  
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The dose is doubled on day two and then daily dosage increases in 100 mg increments occur until the 

patient achieves the recommended dose range of 400 to 800 mg per day. The initial dosing and titration 

schedule for children and adolescents aged 10 to 17 years with bipolar mania is the same except the 

recommended dose range is 400 to 600 mg per day. When using concomitantly with CYP3A4 inhibitors 

(e.g., ketoconazole, itraconazole, ritonavir) the Seroquel XR dose should be reduced to one sixth the 

original dose. When taking Seroquel in combination with potent CYP3A4 inducers (e.g., carbamazepine, 

phenytoin, rifampin), the patient’s Seroquel XR dose may need to be increased up to five times the usual 

dose.  Consideration should be given to a slower rate of dose titration and lower target dose in the elderly, 

in patients who are debilitated or who have a predisposition to hypotensive reactions. Elderly patients and 

patients with hepatic impairment should be started on 50 mg per day and the dose can be increased in 

increments of 50 mg per day to an effective dose depending on the clinical response and tolerance of the 

patient.   

 

Hence, a quantity of 60 tablets of the 50 mg, 300 mg or 400 mg strengths is sufficient for two tablets per 

day to accommodate maximum recommended doses. A quantity of 30 of the 150 mg or 200 mg tablets 

accommodates once-daily dosing at recommended doses.  Refer to a higher strength if a higher dose is 

required.  

 

CRITERIA 
All approvals are provided for 3 years in duration unless otherwise noted below. 

 

Seroquel XR 50 mg (generic) 
1. The patient’s dose is being adjusted and a greater quantity is required to achieve either a lower or 

higher dose:  approve the quantity requested for a one-time override to allow for dose titration. 

2. Exceptions may be made for patients who require the dose to be administered more frequently [e.g., 

three times daily (TID)] if they have either tried once-daily (QD) or twice-daily (BID) therapy but 

cannot tolerate it or if the patient refuses to try QD or BID therapy. Approve the quantity requested to 

allow for a 30-day supply per dispensing. Example:  the patient takes 50 mg TID, allow 90 tablets for 

a 30-day supply per dispensing.   

 
Seroquel XR 150 mg and 200 mg (generic)                                               
1. The patient requires a dose greater than 800 mg per day that cannot be achieved using the 300 mg or 

400 mg tablet strengths.  Approve the quantity requested to allow for a 30-day supply per dispensing 

if the patient has been receiving 800 mg per day for at least 4 weeks and the dose is now being 

increased to greater than 800 mg per day or if the patient has already been started and stabilized on 

greater than 800 mg per day OR approve the quantity requested to allow for a 30-day supply per 

dispensing if the dose of Seroquel XR is being increased because the patient is taking an enzyme 

inducer (e.g., carbamazepine).    

2. The patient’s dose is being adjusted and a greater quantity is required to achieve either a lower or 

higher dose:  approve the quantity requested for a one-time override to allow for dose titration. 

3. Exceptions may be made for patients who require the dose to be administered more frequently [e.g., 

twice-daily (BID) or three-times daily (TID)] if they have either tried once-daily (QD) therapy but 

cannot tolerate it or if the patient refuses to try QD therapy. Approve the quantity requested to allow 

for a 30-day supply per dispensing. Example:  the patient takes 200 mg BID, allow 60 tablets for a 

30-day supply per dispensing.   

 
Seroquel XR 300 mg and 400 mg (generic)                                                        
1. The patient requires a dose greater than 800 mg per day.  Approve the quantity requested to allow for 

a 30-day supply per dispensing if the patient has been receiving 800 mg per day for at least 4 weeks 

and the dose is now being increased to greater than 800 mg per day or if the patient has already been 

started and stabilized on greater than 800 mg per day OR approve the quantity requested to allow for 
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a 30-day supply per dispensing if the dose of Seroquel XR is being increased because the patient is 

taking an enzyme inducer (e.g., carbamazepine).   

2. The patient’s dose is being adjusted and a greater quantity is required to achieve either a lower or 

higher dose:  approve the quantity requested for a one-time override to allow for dose titration. 

 

REFERENCE 
Seroquel® XR extended-release tablets [prescribing information].  Wilmington, DE; AstraZeneca Pharmaceuticals; September 

2020.   

 

 
Vraylar 1.5 mg, 3 mg, 4.5 mg, and 6 mg                                 Maxiumum quantity per RX = 30 capsules 

Vraylar 1.5 mg Blister Pack                                          Maxiumum quantity per RX = 1 pack (7 capsules) 

Vraylar 1.5 mg-3 mg Mixed Blister Pack                    Maximum quantity per RX = 1 pack (7 capsules) 

Vraylar is available in four capsule strengths (1.5 mg, 3 mg, 4.5 mg, and 6 mg), a blister pack that 

contains seven 1.5 mg capsules, and a mixed blister pack that contains 7 capsules (one – 1.5 mg and six – 

3 mg capsules). For the treatment of adults with schizophrenia, the recommended dose range is 1.5 mg to 

6 mg once daily. For the treatment of adults with manic or mixed episodes associated with bipolar I 

disorder, the recommended dose range is 3 mg to 6 mg once daily. For both indications, the starting dose  

is 1.5 mg and should be increased to 3 mg on Day 2. Depending upon clinical response and tolerability, 

further dose adjustments can be made in 1.5 mg or 3 mg increments.  The maximum recommended dose 

is 6 mg daily. In short-term controlled trials, dosages above 6 mg daily do not confer increased 

effectiveness sufficient to outweigh dose-related adverse reactions.  For the treatment of adults with 

depressive episodes associated with bipolar I disorder (bipolar depression), the recommended dose range 

is 1.5 mg to 3 mg once daily. Dosage reductions should be made for patients on CYP3A4 inhibitors. 

Concomitant use of Vraylar and a CYP3A4 inducer has not been evaluated and is not recommended.  

Hence, 30 capsules of any strength are adequate for a 30 day supply at maximum recommended doses.   

 

CRITERIA 
All approvals are provided for 3 years in duration unless otherwise noted below. 
 

Vraylar 1.5 mg and 3 mg 

1. The patient requires a dose greater than 6 mg per day:  approve the quantity requested to allow for a 

30 day supply per dispensing if the patient has been receiving 6 mg per day for at least 4 weeks and 

the dose is now being increased to greater than 6 mg per day or if the patient has already been started 

and stabilized on greater than 6 mg per day.  

2. The patient’s dose is being adjusted and a greater quantity is required to achieve either a lower or 

higher dose:  approve the quantity requested for a one-time override to allow for dose titration.   

3. Exceptions may be made for patients who require the doses be administered more frequently [e.g., 

two times daily (BID)] if they have either tried once-daily (QD) therapy but cannot tolerate it or if the 

patient refuses to try QD therapy. Approve the quantity requested to allow for a 30-day supply per 

dispensing. Example: the patient takes Vraylar 1.5 mg BID, allow 60 capsules for a 30 day supply per 

dispensing.    
 

Vraylar 4.5 mg and 6 mg 
1. The patient requires a dose greater than 6 mg per day:  approve the quantity requested to allow for a 

30 day supply per dispensing if the patient has been receiving 6 mg per day for at least 4 weeks and 

the dose is now being increased to greater than 6 mg per day or if the patient has already been started 

and stabilized on greater than 6 mg per day.  
 

Vraylar Blister Pack and Mixed Blister Pack 
Recommended no overrides to this quantity limit. 
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REFERENCE 
Vraylar™ capsules [prescribing information].  Irvine, CA: Allergan USA, Inc.; May 2019. 

 

 
Zyprexa 2.5 mg, 5 mg, 7.5 mg, 10 mg, 15 mg, and 20 mg (generic) 

 Maximum quantity per RX = 30 tablets  

Zyprexa Zydis 5 mg, 10 mg, 15 mg and 20 mg (generic)             Maximum quantity per RX = 30 tablets  

Zyprexa is available in six tablet strengths (2.5 mg, 5 mg, 7.5 mg, 10 mg, 15 mg, and 20 mg) and Zyprexa 

Zydis is available in four tablet strengths (5 mg, 10 mg, 15 mg and 20 mg). Zyprexa Zydis is an orally 

disintegrating tablet that dissolves within seconds of being placed on the tongue. The blister package 

should not be opened until the tablet is ready to be administered and once the tablet is placed on the 

tongue and completely dissolved, it can be swallowed with or without water.  Zyprexa and Zyprexa Zydis 

(hereafter referred to as “Zyprexa”) are taken once-daily (QD). For schizophrenia in adults, the initial 

starting dose is usually 5 to 10 mg once QD, with a target dose of 10 mg QD within several days.  

Efficacious doses are usually 10 to 15 mg per day.  Dosing starts lower, at 2.5 to 5 mg per day for 

adolescents with schizophrenia, with a target dose of 10 mg per day, however, effective doses have 

ranged up to 20 mg per day, For bipolar I disorder - manic or mixed episodes – in adults, when used as 

monotherapy, the initial dose is 10 or 15 mg QD and when used with lithium or valproate the dose is 

usually 10 mg QD. Dose adjustments, if indicated, should occur in increments or decrements of 5 mg per 

day at intervals of 24 hours. Again, in adolescents, the starting dose is lower, at 2.5 to 5 mg on day 1, with 

a target dose of 10 mg per day.  The dosage range for bipolar I disorder in adults and adolescents is 5 to 

20 mg per day.  Zyprexa is indicated in combination with fluoxetine for bipolar I disorder - depressive 

episodes and for treatment of resistant depression in adults and is also commercially available as a 

combination tablet with fluoxetine called Symbyax (generic available) for these indications, Zyprexa 

should be initiated at 5 mg once daily with 20 mg of fluoxetine for adults, or 2.5 mg daily for children and 

adolescents. Dosage adjustments are recommended within the ranges of Zyprexa 5 to 20 mg and 

fluoxetine 20 to 50 mg. Hence, 30 tablets are adequate for a 30 day supply at maximum recommended 

doses.  Exceptions are allowed in certain situations.     

CRITERIA 

All approvals are provided for 3 years in duration unless otherwise noted below. 
 

Zyprexa 2.5 mg, 5 mg, 7.5 mg, 10 mg, 15 mg, and 20 mg (generic) 

1. The patient requires a dose greater than 20 mg per day:  approve the quantity requested to allow for a 

30-day supply per dispensing if the patient has been receiving 20 mg per day for approximately 4 

weeks and the dose is now being increased to greater than 20 mg per day or if the patient has already 

been started and stabilized on greater than 20 mg per day. 

2. The patient’s dose is being adjusted and a greater quantity is required to achieve either a lower or 

higher dose:  approve the quantity requested for a one-time override to allow for dose titration.   

3. 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 OR would 

otherwise require two (or more) strengths to be used]. Approve a quantity to allow a 30 day supply 

per dispensing.  Example:  the patient is receiving Zyprexa 12.5 mg QD, allow an adequate quantity 

of the 2.5 mg tablet strength (150 tablets) to allow for a 30-day supply per dispensing.   

4. Exceptions may be made for patients who require the doses be administered more frequently [e.g., 

divided twice (BID) or three times daily (TID)] if they have either tried once-daily (QD) therapy but 

cannot tolerate it or if the patient refuses to try QD therapy. Approve the quantity requested to allow 

for a 30-day supply per dispensing. Example: the patient takes Zyprexa 5 mg BID, allow 60 tablets 

for a 30-day supply.    
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Zyprexa Zydis 5 mg, 10 mg, 15 mg and 20 mg (generic) 

1. The patient requires a dose greater than 20 mg per day:  approve the quantity requested to allow for a 

30-day supply per dispensing if the patient has been receiving 20 mg per day for approximately 4 

weeks and the dose is now being increased to greater than 20 mg per day or if the patient has already 

been started and stabilized on greater than 20 mg per day. 

2. The patient’s dose is being adjusted and a greater quantity is required to achieve either a lower or 

higher dose:  approve the quantity requested for a one-time override to allow for dose titration.   

3. Exceptions may be made for patients who require the doses be administered more frequently [e.g., 

divided twice (BID) or three times daily (TID)] if they have either tried once-daily (QD) therapy but 

cannot tolerate it or if the patient refuses to try QD therapy. Approve the quantity requested to allow 

for a 30-day supply per dispensing.  Example: the patient takes Zyprexa Zydis 5 mg BID; allow 60 

tablets for a 30-day supply per dispensing.    

 

REFERENCE 
Zyprexa®, Zyprexa® Zydis® tablets [prescribing information].  Indianapolis, IN: Lilly USA, LLC:  April 2020. 

 

 

HISTORY 
 

Type of Revision Summary of Changes Date 

New Policy Integrated policy reviewed and approved by TAC, changed days supply from 34 

days to 30 days and changed DQM list from Standard per Rx to Select per Days 

11/14/2012 

Annual Revision Reviewed by Clinical Specialists. No change to criteria. 05/06/2013 

Selected Revision Add new labeled indication depressive episodes in bipolar I disorder for 

Latuda (no change to limit) reviewed by Clinical Specialists 

07/03/2013 

Selected Revision Add 60 mg strength of Latuda reviewed and approved by TAC 10/09/2013 

Selected Revision Add 0.25 mg strength of risperidone orally disintegrating tablets 

reviewed by Clinical Specialists 

11/5/2013 

Selected Revision Extend approval duration to 3 years, approved by TAC 09/10/2014 

Selected Revision add Saphris 2.5 mg reviewed and approved by TAC; policy reviewed by 

Clinical Specialists and renamed from “Novel Psychotropics” to 

“Atypical Antipsychotics_DQM – Per Rx” 

05/20/2015 

Selected Revision Add Rexulti reviewed and approved by TAC 08/05/2015 

Selected Revision Add generics to Abilify DISCMELT, Invega and add Vraylar reviewed 

and approved by TAC 

03/04/2016 

Annual Revision Reviewed by Clinical Specialists. No change to criteria. 09/13/2016 
Annual Revision Reviewed by Clinical Specialists. No change to criteria. 09/30/2017 
Annual Revision Reviewed by Clinical Specialists. No change to criteria. 08/02/2018 
Selected Revision Addition of Abilify Mycite.  Reviewed and approved at TAC 11/28/2018 
Annual Revision Added Secuado, Caplyta.  Reviewed and approved at TAC. 01/08/2020 
Annual Revision Reviewed by Clinical Specialists. No change to criteria. 01/28/2021 

 


