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ABSTRACT ACCOMPANYING CONTENT

PURPOSE Opioid-induced constipation is the most frequent and non—self-limiting ad- & Appendix
verse effect of opioid analgesia, reducing adherence and interfering with pain [3 Data Sharing
relief. This clinical trial aimed to clarify the preventive effect of naldemedine Statement
versus placebo for constipation in patients with cancer starting regularly dosed [/} Protocol
strong opioids therapy.

METHODS This multicenter, double-blinded, randomized, placebo-controlled, confir- Accepted July 17, 2024
matory trial was conducted between July 2021 and May 2023 at four academic Published September 10, 2024

hospitals in Japan (ClinicalTrials.gov identifier: jJRCTs031200397). Patients with
cancer starting a first-time regularly dosed strong opioid for cancer pain and
age 20+ years were included. Eligible patients were randomly assigned to the
naldemedine (Symproic 0.2 mg) or placebo group in a 1:1 ratio for 14 days with -
protocol treatment. The primary end point was the proportion of patients with a u‘ms
Bowel Function Index (BFI) of <28.8 on day 14. The secondary end points in- o
cluded frequency of spontaneous bowel movements (SBM), quality of life (QOL),
and frequency of opioid-induced nausea and vomiting (OINV).

J Clin Oncol 00:1-12
y American Society of

View Online
Article

RESULTS Of the 103 patients assessed for eligibility, 99 received either naldemedine
(n = 49) or placebo (n = 50). A BFI of <28.8 on day 14 was significantly more

likely to occur in the naldemedine group (64.6%; 95% CI, 51.1 to 78.1) versus P I\/l | D . 3 9 2 5 5 4 2 5
placebo (17.0%; 95% CI, 6.3 to 27.8), and the difference between groups was "
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