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OVERVIEW

Introduction

Fesoterodine is an anticholinergic and antispasmotic agent used to treat urinary incontinence and overactive
bladder syndrome. Fesoterodine has not been implicated in causing liver enzyme elevations or clinically
apparent acute liver injury.

Background

Fesoterodine (fes" oh ter' oh deen) is an anticholinergic agent which blocks the muscarinic acetylcholine
receptors, particularly those found in the smooth muscle of the bladder. Fesoterodine increases bladder capacity
and decreases bladder contractions and the urgency of urination. Fesoterodine is formulated in an extended
release formulation and has a quarternary ammonium group that makes it less likely to cross the blood brain
barrier. Fesoterodine was approved for use in the United States in 2008, and indications include urinary urge
incontinence and overactive bladder syndrome. Fesoterodine is available in extended-release tablets of 4 and 8
mg generically and under the brand name Toviaz. The recommended adult oral dose is 4 to 8 mg once daily.
Common side effects are those of parasympathetic stimulation and include dryness of the mouth and eyes,
decreased sweating, headache, visual blurring, constipation, and urinary retention. Because of its structure,
fesoterodine is believed to be less likely than other anticholinergic agents to cause central nervous system effects
such as restlessness, confusion and hallucinations. Rare but potentially severe adverse reactions include acute
narrow angle glaucoma, acute urinary retention, and severe hypersensitivity reactions.

Hepatotoxicity

Like most anticholinergic agents, fesoterodine has not been linked to episodes of liver enzyme elevations or
clinically apparent liver injury. In prospective, randomized, placebo-controlled trials of fesoterodine in
overactive bladder syndrome, serum aminotransferase elevations were rare, arising in less than 1% of recipients,
rates similar to those in placebo recipients. Since its approval, there have been no published case reports of
clinically apparent liver injury attributed to fesoterodine.

Likelihood score: E (unlikely cause of clinically apparent liver injury).

Mechanism of Injury

Fesoterodine has not been linked to liver injury. It is metabolized in the liver by microsomal P450 enzymes,
predominantly CYP 3A4 and 2D6. Despite this, drug-drug interactions are uncommon. A major reason for its
safety may relate to the low daily dose.
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Drug Class: Anticholinergic Agents

PRODUCT INFORMATION

REPRESENTATIVE TRADE NAMES

Fesoterodine — Generic, Toviaz®

DRUG CLASS

Anticholinergic Agents

COMPLETE LABELING

Product labeling at DailyMed, National Library of Medicine, NIH

CHEMICAL FORMULA AND STRUCTURE

DRUG CAS REGISTRY NUMBER MOLECULAR FORMULA STRUCTURE
Fesoterodine 286930-02-7 C26-H37-N-03 SID:
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(Among 60 children with overactive bladder syndrome treated with fesoterodine [4 mg] or oxybutynin [50 mg] daily
for 2 months, with subsequent cross over to the other medication for 2 months followed by 12 months of
treatment with fesoterodine, both drugs led to similar improvement in symptoms, and both were well tolerated;

one patient developed ALT elevations on fesoterodine, but no details of degree and duration of abnormalities
were provided).

Drugs for overactive bladder. .Med Lett Drugs Ther. 2023;65:41-45. PubMed PMID: 36897601.

(Concise review of drugs approved for therapy of overactive bladder in the US including anticholinergic agents
[darifenacin, fesoterodine, oxbutynin, solifenacin, tolterodine and trospium] and beta-3 adrenergic receptor

agonists [mirabegron and vibegron], including clinical efficacy, safety, and costs; no mention of ALT elevations
or hepatotoxicity of any of the agent discussed).
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