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Background

Opioid-induced constipation (OIC) is a common problem for patients
receiving opioid-based pain management.’

« Conventional laxatives often faill to adequately manage OIC,
highlighting the need for targeted treatments >3

* Peripherally-acting mu-opioid receptor antagonists (PAMORAS)
counteract the constipating impact of opioid therapies by blocking mu-
opioid receptors in the gut.®

* Naldemedine is recommended, within its marketing authorisation, as an
option for treating opioid-induced constipation in adults who have had
laxative treatment.”

« This study aimed to profile the demographic and clinical characteristics
of patients prescribed naldemedine for OIC in UK primary care.

Methods

« Data for this observational, retrospective cohort study were sourced
from the Clinical Practice Research Datalink (CPRD) Aurum database, a
comprehensive, longitudinal dataset collected from general practices in
England and known for its extensive coverage and representativeness.®’

Patients prescribed naldemedine between 15t September 2020 and 20t
October 2023 were selected using therapy codes. Index date was
defined as the date of first naldemedine prescription.

Naldemedine episodes were defined by overlapping prescriptions, with
discontinuation defined as a gap of more than 56 days without renewal.

Baseline characteristics were described, and patterns of naldemedine
use were assessed.

Time to discontinuation was explored using a Kaplan-Meier estimate.

Adherence was examined using the Medical Possession Ratio (MPR),
defined as distinct days’ supply prescribed over an episode divided by
the duration.

Results

. A total of 171 patients were prescribed naldemedine during the
study period (Table 1).

. Mean age at index date was 63 years and 62.0% of the cohort were
female (62.0) (Table 1).

. Mean Charlson Comorbidity Index was 2.7 (Table 1).

. In the year preceding index date, 50.3% of patients had a cancer
diagnosis, while 29.8% underwent surgery in the month prior (Table
1).

. Opioid use was common, with 98.2% of patients having an opioid

prescription in the six months before treatment, and 90.6% having
one in the month before (Figure 1).

. 61.4% of patients had a laxative prescription in the month before
index (Table 1).
. More than half of the patients discontinued naldemedine after a

median of 56 days of treatment (Figure 2).
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Table 1. Baseline demographic and clinical characteristics of patients prescribed
naldemedine in the Clinical Practice Research Datalink Aurum database

Baseline characteristics

Total patients 171
Age at index

Mean (SD) 63.2 (16.1)

Median (IQR) 65.8 (50.1 — 74.6)
Gender

Male (%) 65 (38.0)

Female (%) 106 (62.0)
Charlson comorbidity index

Mean (SD) 2.1 (2.7)

Median (IQR) 2.0 (0.0 -4.0)
Prior cancer (within one year of naldemedine prescription)

Yes (%) 86 (50.3)
Prior surgery (within 28 days of naldemedine prescription)

Yes (%) 51 (29.8)
Prior laxative use (within 28 days of naldemedine prescription)

Yes (%) 105 (61.4)
Total naldemedine prescriptions during follow-up

Median (IQR) 2 (1-5)
Medical possession ratio (%)

Mean 104.0

Median (IQR) 100.0 (98.5 - 100.5)

98.2% 97.7%

90.6%

44 4%
36.8%

22.8%
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Figure 1. Prior opioid use by strength in patients prescribed naldemedine in the Clinical
Practice Research Datalink Aurum database
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Figure 2. Kaplan-Meier plot of time to naldemedine treatment discontinuation in the Clinical
Practice Research Datalink Aurum database

Conclusion

* This study profiles naldemedine use in UK primary care.
* QOver half had a record of cancer in the previous 12 months, and

almost a third had a code indicative of surgery in the previous
month.

Median prescriptions prescribed were 2, and median exposure was
56 days.
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Healthcare Products Regulatory Agency. The data is provided by patients and collected by the NHS as part of their care and support. The interpretation and conclusions contained in this study
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