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Anticholinergic side effects in elderly — analysis using JADER
Manabu Hibiya®!, Hikaru Fujii*2, Kiyoko Uno™?
*] Teikyo Academic Research Center, Teikyo University,
*2 Department of Pharmacy, Kasukabe Medical Center

Over Acting Bladder (OAB) and Chronic Obstructive Pulmonary Disease (COPD) are common disease among elderly
people. Many of medications for those disease have anticholinergic effects and require cautious prescription especially
in elderly. However, information on their side effects at the timing of launch are limited within the data through the
clinical trials. The purpose of this study was to investigate the possibility to assess anticholinergic side effects of OAB
and COPD medications (anticholinergic agents, B agonists, inhaled drugs) by using Japanese Adverse Drug Reaction
Reporting Database (JADER). We analyzed 593,764 cases of patients aged 60 years or older and 369,514 cases of
patients aged less than 60 years, without missing data in JADER. We defined anticholinergic adverse events as urinary
retention, dysuria, constipation, ileus, thirst, xerostomia, blurred vision, increased intraocular pressure, and mydriasis.
The reporting odds ratio (ROR) of anticholinergic side effects of OAB and COPD drugs was calculated by adjusting for
confounding factors. Two triple combination inhalers were analyzed in the age group of 60 years and older during the
period after their launch in 2019. In the age group of 60 years and older, RORs of fesoterodine fumarate, propiverine
hydrochloride, imidafenacin, and imidafenacin were 422.8 (95% CI: 354.8-504.0), 48.5(36.1-65.2), 28.6(24.1-34.0), and
10.9(6.1-19.7), respectively. Among COPD drugs, the RORs of tiotropium bromide hydrate, vilanterol triphenyl
acetate/fluticasone flancarboxylate, indacaterol maleate were 22.4(16.3-30.8), 3.2(1.2-8.7), and 2.5(1.0-6.5),
respectively. The adjusted ROR for fluticasone furan carboxylate/vilanterol triphenyl acetate/umeclidinium bromide was
12.8(5.5-30.2) and budesonide/glycopyrronium bromide/formoterol fumarate hydrate was 7.4 (1.8-31.2). Conclusions:
Anticholinergic side effects related to OAB and COPD medications were detected by analyzing JADER, which suggests
the possibility to use JADER for drug safety assessment in the real world clinical practice.
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