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» Opioid-induced constipation (OIC) is a prevalent adverse effect of chronic
opioid therapy and has been reported in 41% to 81% of patients with
chronic noncancer pain taking long-term opioids’-2

» Safety assessments included monitoring of adverse events (AEs), clinical
laboratory tests, vital signs, and concomitant medications

Figure 2. (A) RFBM Within 4 Hours of Administration of the First Dose of
RCT Placebo or OLE MNTX; (B) Percentage of Injections That Resulted in
Any RFBM Within 4 Hours of Administration of the Dose of RCT Placebo

Safety
+ Overall incidence of AEs were reported in 32.8% of patients during placebo
treatment in the RCT versus 43.3% of patients during 8 weeks of MNTX
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to 41% during placebo treatment in the RCT, suggesting a lack of tolerance ®Reported in 25% of patients.

development to OIC over time (Figure 3)
— However, with MNTX treatment, this percentage increased to >70% within
the first week (Week 5) and remained relatively stable throughout the study

» Serious AEs were reported in 1 patient during placebo treatment
(musculoskeletal chest pain) and 4 patients during MNTX treatment
(pneumonia in 2 patients; gastroenteritis and hypertension in 1 patient; and
mental status change in 1 patient); none were considered drug-related

METHODS

Study Design
» Patients treated with placebo in the RCT and crossed over to receive
MNTXin an OLE
— In the RCT, patients received subcutaneous MNTX 12 mg once daily
(QD), MNTX 12 mg once every other day (QOD), or placebo for 4
weeks® and, in the OLE, patients received subcutaneous MNTX 12 mg

Completed study

(n=113)

Placebo Placebo crossover
(n=162) (n=134) —

» The 134 patients in the crossover group were predominantly white (88.8%) and
female (64.2%), with a mean (SD) age of 50.3 (10.8) years and back pain as the 80 -
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and rescue laxative use
— Coprimary efficacy endpoints in RCT: percentage of patients with
RFBMs within 4 hours of the first dose and percentage of injections
resulting in any RFBM within 4 hours of dose administration
— Secondary efficacy endpoint: percentage of patients experiencing =3
RFBMs/week and 1 RFBM increase over baseline
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* 13 of 134 patients (9.7%) experienced a RFBM within 4 hours of first placebo 0 1 2 3 4 5 6 7 8 9 10 M1 12
dose during the RCT versus 61 (45.9%) who experienced a RFBM within 4 hours Time (wk)
of first MNTX dose in the OLE (Figure 2)
— Similarly, on average, more injections with MNTX in the OLE resulted in
RFBM within 4 hours of dose versus injections with placebo in the RCT
(34.5% and 9.0%, respectively)
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