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[ BACKGROUND j » Composite bowel symptom responders were defined as patients who [ RESULTS ]
simultaneously achieved a >30% decrease from baseline in the percentage
* |rritable bpwel syndrome (IBS) is alchromlc disorder of gut-brain |n.teract|on of days with fecal urgency and had a mean weekly stool consistency score o A S|gn|f|c?antly greater percentage of patients treated vy|th rifaximin were Figure 2. Percentage of Composite Bowel Symptom Responders*
characterized by recurrent abdominal pain and altered bowel habits'? of <4 on a 5-point scale (Table 1) composite bowel symptom responders for >2 of the first 4 weeks post- by Week
* In patients with IBS with diarrhea (IBS-D), fecal urgency and loose stools are ~ Response was assessed weekly treatment compared with placebo (47.9% vs 39.3%, respectively; £=0.002; ..
3.4 | | , , . Figure 1 )
common, bothersome symptoms » Sustained composite responders were defined as responders in the initial gure 1) treatment 10-week treatment-free follow-up
* Fecal urgency in patients with IBS-D is associated with more frequent and 4-week post-treatment period who also maintained the composite response Figure 1. Composite Bowel Symptom Responders* and Sustained 50-
looser bowel movelmgnts,5 and iIs an independent predictor of patient- for >3 of 6 additional treatment-free weeks of follow-up Composite Bowel Symptom Responders? T T
: : : T
reported IBS severity » Data were analyzed using last observation carried forward o T L
fawimin (Xi ® i i i s indi i . 40+
° Rn‘gxmn (Xifaxan®, Salix Pharmaceutlcals,.Brldgevvater, NJ) is indicated in the » P values were calculated using the Cochran-Mantel-Haenszel method,
United States for the treatment of adults with IBS-D” and has demonstrated L . 60 - P=0.002 P=0.002
. . . adjusting for analysis center ' '
efficacy versus placebo for improvement of abdominal and bowel symptoms, A 8.6% A 8.6% 9
including fecal urgency and stool consistency?®? 21.9% change 23.8% change ~ 304 1
! RESULTS ) g
AlM | ... 47.9 =
* A total of 1258 adults with IBS-D (rifaximin [n=624]; placebo [n=634]|) were 44.7 9 o0
o . . . included in the analysis o
* To evaluate rifaximin treatment for simultaneously improving IBS-D symptoms o | - s
bowel symptom endpoint the |oerccgzzntag(eJI of days W|tr|2)feca}l (;Jrg?erkw)cy (8|2 Y0), Mean da;lgyost_cl)_olbclzor;&stency _ 10-
. (=) ‘
score (3.9), and mean number of daily bowel movements (3.0; Table 2) X - Rifaximin (1=624)
m —
[ METHODS j Table 2. Demographic and Baseline Characteristics I “0-Placebo (n=634)
l; O | | | | | | | | | | | |
» Pooled post hoc analysis of 2 identically designed, phase 3, randomized, Rifaximin 550 mg TID  Placebo by 6o 1 2 s 4 S5 6 7 8 9 10 1 12
double-blind, placebo-controlled trials® Characteristic (n=624) (n=634) Week
- : - : _ : : *Patients who simultaneously achieved a >30% decrease from baseline in percentage of days with fecal urgency
¢ Patlept population included adults with IBS-D Wlth a dally mean SJ[.O()' Age, y, mean (SD) 46.0 (14.4) 45.9 (14.0) and a mean weekly stool consistency score of <4.
consistency score of >3.5 (Table 1) and mean daily abdominal pain/ 1P<0.05 vs placebo.
discomfort and bloating scores of 2 to 4.5 (range: O [“not at all’] to 6 [“a very Female, n (%) 462 (74.0) 447 (70.9)
reat deal”]) during a screening period of >/ days (prior to treatment initiation
great de ) 9 g per ys (P | ) Race, n (%) CONCLUSION
— Additional symptom assessment included fecal urgency, based on patient White 563 (90.2) 582 (91.8)
response 1o the daily question “Have you felt or experienced a sense of Black 45 (7.2) 44 (6.9) A 2-week course of daily rifaximin treatment significantly and
urgency today?” Other 16 (2.6) 8 (1.3) e EHoE el eeioss simultaneously improved fecal urgency and stool consistency
Table 1. Stool COhS'Stency Score Scale , Kg/m?, mean (SD) 2 (6.9) .8 (6.7) Symptom Responders Symptom Responders
Score Description Days with fecal urgency, % 81.6 82.5 *Patients who simultaneously achieved a >30% decrease from baseline in the percentage of days with fecal géziggggggz : 2|7_§C\}3/ BTE eélal. G:zlsz‘r oefvtLejr q/o(gjy E2016;15Og):1393'1407/' 3 2%%8. SGrSa? 4?? %Agc’;stgoesnterzﬁgy
_ _ urgency and a mean weekly average stool consistency score of <4 for >2 of the first 4 weeks post-treatment. 150(6): ) -9 10 om. ,et. al. Unitea European Gastroenterol J 60)1417- o .un !
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* Patients were treated with rifaximin 550 mg three times daily or placebo for “Calculated using the following formula: 100 x (number of days with a sense of urgency with any bowel group (44.7% vs 36.1%, respectively: P=0.002; Figure 1) F’Thirrgacsﬁtlcals. KSt,I re||ogrts servmlc::;tss agonsu!tgnt to Areni Pharmatcfeutlc?ls, Gele§|ls:),hGI Suppl;;,. ar|1d Shire
2 weeks, followed by a 4-week treatment-free phase to assess response movement + number of days with bowel movements). « In addition. a hiah o ¢ Dationt i rifaimin wer I(ni peetiiilnsontsariion+ rep);?s ;jjlig'?]%ﬁgatf oo o emg@%‘;iuo'fa >
and an additional 6 weeks of treatment-free fO”OW-Up (ie, 10 weeks of post— g—_p:))ilr?tt ig:llee ((; f“x(e),:ya?glrﬁ ;22—:“32i1r2vx;/r?a’?’- gor—m“i?o;dir;ellogsj;—éa: (\)/\(/)a(;[e(;gefl',,. 5 _ 3 areat deal” addl K.) » @ Nigher percentage of patients receiving .rl aximin were Salix Pharmaceuticals. AR,reports serving as a consultant for and receiving research grants from Salix
treatment follow-up) 5 oot deam T A a=an o= ’ composite bowel symptom responders compared with placebo when Pharmaceuticals and having equity in Gemelli Biotech.
BMI = body mass index; TID = three times dalily. analyzed Weekly (Flgure 2)

®
American College of Gastroenterology (ACG) 2022 Annual Scientific Meeting ® October 21-26, 2022 ¢ Charlotte, NC FeseaiEiiilis ety £ Sa]IX

PHARMACEUTICALS




