The Impact of Plecanatide on Abdominal Pain in Patients With Chronic Idiopathic Constipation and Irritable Bowel 51107
Syndrome With Constipation: Analysis From Four Phase 3 Studies Presented at the

ACG 2020 Annual
Scientific Meeting;

Adil E. Bharucha, MBBS, MD?'; Jonathan Rosenberg, MD, AGAF4, Reema Patel, PharmD?; Sarah Lorenzen, PhD*; Gregory S. Sayuk, MD, MPH>®" October 23-28, 2020:

'"Mayo Clinic, Division of Gastroenterology and Hepatology, Rochester, MN, USA; ¢lllinois Gastroenterology Group, Chicago, IL, USA; *Bausch Health US, LLC, Bridgewater, NJ, USA; “Salix Pharmaceuticals, Inc., Bridgewater, NJ, USA; °Division of Gastroenterology, Washington Virtual Meeting
University School of Medicine, St. Louis, MO, USA; °®Department of Psychiatry, Washington University School of Medicine, St. Louis, MO, USA; "Gastroenterology Section, John Cochran Veterans Affairs Medical Center, St. Louis, MO, USA

RESULTS

BACKGROUND

» Abdominal pain is a bothersome symptom commonly
experienced by patients with chronic idiopathic constipation
(CIC) and irritable bowel syndrome with constipation (IBS-C).'

DISCUSSION

Table 1. Demographics and Clinical Characteristics in CIC and IBS-C Patients With Moderate to
Severe Pain at Baseline (ITT)

Figure 2. Weekly Percent Change From Baseline in Abdominal Pain Severity Scores in (A) CIC and
(B) IBS-C Patients With Moderate to Severe Abdominal Pain at Baseline (ITT)
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3 of the 4 four weeks. "Overall responder was defined as having 21 CSBM/week increase from baseline plus 230% improvement in abdominal pain for at least 6/12 weeks. CIC, chronic
idiopathic constipation; CSBM, complete spontaneous bowel movement; IBS-C, irritable bowel syndrome with constipation.

— Primary efficacy endpoints (i.e. overall durable CSBM
responder [CIC] and overall responder [IBS-C])
were consistent with current FDA-recommended
guidance standards.

*P<0.05, **P<0.01,***P<0.001 vs placebo. CIC, chronic idiopathic constipation; IBS-C, irritable bowel syndrome with constipation; LS, least squares; SE, standard error.

* |In both patients with CIC and IBS-C with moderate to severe pain at baseline, plecanatide treatment groups experienced a
significantly greater percent reduction in abdominal pain scores across 12 weeks compared with the placebo group (Figure 1).

« Plecanatide-treated patients demonstrated significant improvements in primary efficacy endpoints compared to placebo
(i.e., percentage of CSBM responders in CIC and percentage of overall responders In IBS-C; Figure 3).
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