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Abstract

Aim: This study investigated amlodipine besilate (amlodipine)-induced peripheral edema through analysis of the
Japanese Adverse Drug Event Report database (JADER) and pharmacist-led case interventions, clarifying the role
of pharmacists in monitoring side effects and guiding prescription adjustments.

Methods: The JADER analysis examined signal detection for amlodipine-associated adverse effects and their onset
timing. Peripheral edema was analyzed according to sex, age, dose, and outcome. The case intervention was
retrospectively assessed using electronic medical records.

Results: Peripheral edema was reported in 38 cases. The reported odds ratio was 10.57 (95% confidence interval:
742-14.26), indicating a clear signal. The median onset was 26 days. There were 21 male and 17 female patients,
with 32 cases in patients aged > 70 years. The most frequently reported dose was 5 mg, administered in 21 cases.
Improvement was observed in 33 cases. In intervention cases, patients with diuretic-resistant peripheral edema
after amlodipine dose escalation were prescribed azilsartan and had the amlodipine dose reduced. Following this
adjustment, peripheral edema improved and systolic blood pressure stabilized at 120-130 mmHg.

Conclusions: This study suggested that peripheral edema caused by amlodipine is a common side effect among
Japanese patients, that close observation within the first month of treatment may be important, and that long-term
monitoring is necessary. When pharmacists confirm a patient’s self-reported peripheral edema through consultation
and make evidence-based prescription recommendations, this can serve as a framework for prescribing
interventions.
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(34.2%) 780U ETH -7z, 5L, 314 (7.9%) 10 5 (132 %)
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AKIFZEDBRAE & LT, JADER #HTICB W TH—IZHE
B EESPERNHE SNTRErS 5. B
WZBGBEA % S 07— 5 KIEDH 5 #is Bk L.
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