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Abstract

Objective : The objective of this study was to comprehensively evaluate the safety
and effectiveness of naldemedine tosilate for opioid-induced constipation (OIC) in the
real world.

Subjects and Methods : Using the results of a drug-use results survey targeting
cancer patients and a specific drug-use results survey targeting non-cancer chronic
pain patients in Japan, the safety and effectiveness of naldemedine tosilate were
evaluated by subgroups based on age, and the opioid types used at the start of the
naldemedine tosilate treatment.

Results : In the safety analysis of 1525 cases, adverse events were observed in 173
cases, with diarrhea (121 cases) being the most common. Prevalence of adverse
events and diarrhea did not differ by subgroups. In the effectiveness analysis of 1256
cases, consistent with previous reports, improvement in bowel movement frequency
and condition (ranging from 74.8% to 83.1% and 80.0% to 88.4%, respectively) was
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observed from week 2 to 12, with no differences observed among subgroups.
Conclusion : In the real-world setting, naldemedine tosilate demonstrated good
safety and effectiveness for OIC patients with both cancer and non-cancer chronic

pain.
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