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Abstract

Objective : To collect information on the real-world safety and effectiveness of
naldemedine, including long-term use, in patients with chronic non-cancer pain and
opioid-induced constipation.

Methods : This interim report covers patients whose case report forms were
collected by March 22, 2021 for the ongoing post-marketing surveillance (scheduled
survey period : January 2018 to February 2023). As for safety, we investigated the
occurrence of adverse drug reactions, including diarrhea, which is an important
identified risk in the risk management plan of naldemedine. For effectiveness,
improvements in frequency and condition of bowel movements during 52-week
observation period were investigated.

Results : Among 273 patients subjected to safety analysis, adverse drug reactions
were observed in 18 patients (6.59%), and diarrhea (12 patients, 440%) was the
most common. As for effectiveness analysis set (239 patients), improvements in the
frequency and condition of bowel movements were observed throughout the observation
period (>73.1% and >79.4%, respectively). Weak opioids mainly tramadol were
used in about 90% of patients at the start of naldemedine administration.

Conclusion : The real-world safety and effectiveness profiles of naldemedine in
patients with chronic non-cancer pain and opioid-induced constipation were clarified.
In accordance with the surveillance plan, we will continue to investigate the safety

and effectiveness of naldemedine.

Key words : naldemedine, chronic non-cancer pain, opioid-induced constipation,
post-marketing surveillance, tramadol
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