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Brand Name Myrbetriq® 

Generic Name mirabegron 

Drug Manufacturer Astellas Pharma US, Inc 

 

Clinical Update 

TYPE OF CLINICAL UPDATE 

New Indication and Dosage Form 

FDA APPROVAL DATE  

March 25, 2021 

LAUNCH DATE 

August 04, 2021 

REVIEW DESIGNATION 

Priority 

TYPE OF REVIEW 

Type 3 - New Dosage Form, New Drug Application (NDA): 213801 

DISPENSING RESTRICTIONS 

N/A 

Overview 

INDICATION(S) FOR USE 

Myrbetriq® is a beta-3 adrenergic agonist indicated for the treatment of:  

• Overactive bladder (OAB) in adult patients with symptoms of urge urinary incontinence, urgency, and urinary 
frequency, either alone or in combination with the muscarinic antagonist solifenacin succinate.  

• Neurogenic detrusor overactivity (NDO) in pediatric patients aged 3 years and older and weighing 35 kg or 
more. 

Myrbetriq® Granules is a beta-3 adrenergic agonist indicated for the treatment of NDO in pediatric patients aged 3 
years and older. 

MECHANISMS OF ACTION 

Mirabegron is an agonist of the human beta-3 adrenergic receptor (AR) as demonstrated by in vitro laboratory 
experiments using the cloned human beta-3 AR. Mirabegron relaxes the detrusor smooth muscle during the 
storage phase of the urinary bladder fill-void cycle by activation of beta-3 AR which increases bladder capacity. 
Although mirabegron showed very low intrinsic activity for cloned human beta-1 AR and beta-2 AR, results in 
humans indicate that beta-1 AR stimulation occurred at a mirabegron dose of 200 mg. 

DOSAGE FORM(S) AND STRENGTH(S) 

• Extended-release tablets: 25 mg and 50 mg  

• For extended-release oral suspension: 8 mg/mL of mirabegron after reconstitution 
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DOSE & ADMINISTRATION 

Myrbetriq® tables and granules are two different products and they are not substitutable on a milligram-per-
milligram basis. Select the recommended product (Myrbetriq® or Myrbetriq® Granules) based on the indication 
and patient’s weight. Do not combine Myrbetriq® and Myrbetriq® Granules to achieve the total dose.  

A recommended dosage for Myrbetriq® Granules for adults has not been determined.  

• OAB in Adults: The recommended starting dose of Myrbetriq® is 25 mg orally once daily, either alone or in 
combination with solifenacin succinate 5 mg orally once daily. After 4 to 8 weeks, the Myrbetriq® dose may be 
increased to 50 mg orally once daily. 

• NDO in Pediatric Patients 3 Years and Older  
o Pediatric Patients weighing less than 35 kg: Use Myrbetriq® Granules: The recommended starting dose of 

Myrbetriq® Granules is weight-based and administered as an extended-release oral suspension once daily. 
After 4 to 8 weeks, increase to the lowest effective dose without exceeding the maximum recommended 
dose.  

o Pediatric Patients weighing 35 kg or more: Use Myrbetriq® or Myrbetriq® Granules:  
▪ The recommended starting dosage of Myrbetriq® is 25 mg orally once daily. After 4 to 8 weeks, the 

Myrbetriq® dose may be increased to 50 mg orally once daily. 
▪ The recommended starting dosage of Myrbetriq® Granules, administered as an extended-release oral 

suspension, is 6 mL (48 mg) orally once daily. After 4 to 8 weeks, increase to a maximum dosage of 
Myrbetriq® Granules 10 mL (80 mg) orally once daily. 

EFFICACY 

Myrbetriq®/Myrbetriq® Granules for Pediatric Neurogenic Detrusor Overactivity (NDO) 

The efficacy of Myrbetriq® and Myrbetriq® Granules for the pediatric NDO indication was established in a study of 
86 patients ages 3 to 17 years old. Improvements occurred in patients’ maximum cystometric (bladder) capacity, 
number of detrusor (bladder wall muscle) contractions, volume of urine held until first detrusor (bladder wall 
muscle) contraction and number of daily urine leakage episodes after 24 weeks of treatment. 

The efficacy of Myrbetriq®/Myrbetriq® Granules was evaluated in Study 9 (NCT02751931), a 52-week, open-label, 
baseline-controlled, multicenter, dose titration study in pediatric patients 3 years of age and older for the 
treatment of neurogenic detrusor overactivity (NDO). 
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Myrbetriq® Monotherapy for Adult OAB 

Myrbetriq® was evaluated in three, 12-week, double-blind, randomized, placebo-controlled, parallel group, 
multicenter clinical trials in patients with overactive bladder with symptoms of urge urinary incontinence, urgency, 
and urinary frequency (Studies 1, 2, and 3). 
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Myrbetriq® Combination Therapy for Adult OAB 

In Study 6 (NCT01972841), patients were randomized to placebo, solifenacin succinate 5 mg, Myrbetriq® 25 mg, 
Myrbetriq® 50 mg, solifenacin succinate 5 mg plus Myrbetriq® 25 mg, or solifenacin succinate 5 mg plus 
Myrbetriq® 50 mg once daily. 

The co-primary efficacy endpoints in Study 6 were (1) change from baseline to end of treatment (week 12) in 
mean number of incontinence episodes per 24 hours and (2) change from baseline to end of treatment (week 12) 
in mean number of micturitions per 24 hours, based on a 7-day micturition diary. An important secondary 
endpoint was the change from baseline to end of treatment (week 12) in mean volume voided per micturition. 
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Primary efficacy variables were change from baseline to end of treatment in mean number of incontinence 
episodes per 24 hours and change from baseline to end of treatment in mean number of micturitions per 24 
hours. Combination treatment with Myrbetriq® and solifenacin succinate demonstrated statistically significant 
greater improvements from baseline compared to Myrbetriq® 50 mg and solifenacin succinate 5 mg for both 
efficacy endpoints. The improvements from baseline observed with coadministration of Myrbetriq® 50 mg and 
solifenacin succinate 5 mg compared to Myrbetriq® 50 mg and solifenacin succinate 5 mg were demonstrated at 3 
months and were maintained throughout the 1-year treatment period. Also, for the secondary efficacy variable of 
change from baseline to end of treatment in mean volume voided (MVV) per micturition, the increase in MVV was 
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statistically significantly greater for combination treatment compared to the Myrbetriq® 50 mg and solifenacin 
succinate 5 mg groups. 


