POSTER Comparative Assessment of Bowel Cleansing of 1 L Polyethylene Glycol Plus Ascorbate NER1006 Compared
With 2 L Polyethylene Glycol Plus Ascorbate: A Phase 3, Randomized, Multicenter Trial
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e High-quality colon cleansing before colonoscopy is important for maximizing Assessments Table 2. Patient Demographics and Baseline Characteristics Figure 3. Mean BBPS Scores for the Overall Colon and in the
deteothn of .sessne serrated lesions; they are particularly harder to visua |zeh|n the » Bowel cleansing efficacy was assessed using the segmental scoring component of NER1006 2-Day NER1006 1-Day 51 PEG Ascending Colon/Cecum
g?ifgcig% Ifq!ght) colon where they may occur at a greater frequency than the rest the Harefield Clear?sing Scale (HCS; score of 0-4 for. 5 segments of the colon) and Characteristic (n=262) (n=270) (n=260) b 0.0001 |
) 3— | | overall colon and right colon Boston l30vve| D|rle|oarat|on Scale scores (BBPS; score Age, y, mean (SD) 56.6 (11.9) 54.8 (13.2) 54.3 (12.7) P=0.006 B NER1006 2-day (n=262)
* Many polyethylene glycol (PEG)-based bowel preparations require large volumes for of 0-3 for 3 segments of the colon with a maximum overall score of 9; Table 1) <65 v, N (%) 192 (73.3) 210 (77.8) 214 (82.3) S NER1000 1-day (n=270)
dosing; recent research has focused on reducing such volume requirements while n=
9,10 Male, n (%) 108 (41.2) 125 (46.3) 137 (52.7) O
maximizing colon cleansing efficacy and tolerability®4 Table 1. Harefield Cleansing Scale and Boston Bowel Preparation Scale Race (%4 5
e NER1006 (Plenvu®, Norgine Ltd, Hengoed, UK), the first 1 L PEG-based bowel | | Boston Bowel White 256 (97.7) 267 (98.9) 257 (98.8) awo
preparation approved for bowel cleansing as a preparation for colonoscopy in adults Score Harefield Cleansing Scale” Preparation Scalet Black 5(1.9) 3 (1.1) 1 (0.4) o P=0.0003
in the United States® and in at least 21 European countries, is a combination of two Other 1(0.4) 0 (0) 2 (0.5) ”2 P=0.01
different formulations, with a low preparation volume, optimized for effective bowel Unprepared colon segment with BMI, kg/m* o
preparation and favorable taste® 0 Irremovable, heavy, hard stools mucosa not seen due to solid stool that Mean (SD) 27.3 (4.8) 26.9 (4.3) 26.4 (4.2) =
cannot be cleared Median (range) 26.8 (16.4-46.5) 26.7 (16.2-40.6) 26.2 (16.9-40.3)
— Three multicenter, randomized, phase 3, active-controlled, non-inferiority studies Baason for
(2 conducted in Europe [MORA and DAYB] and 1 in the United States [NOCT]) colonoscopy, n (%) Overall Colon "~ Ascending Colon and Cecum
have d_emonstrated the efficacy and safety of NER1006 versus other bowel preps Portion of mucosa of the colon segment Screening 134 (51.1) 137 (50.7) 129 (49.6) Crorbars rpresertserdard deviton,
(2 L PEG plus ascorbate,” sodium picosulfate with magnesium citrate,” and oral 1 Semi-solid, only partially seen, but other areas of the colon Surveillance 63 (24.0) 57 (21.1) 60 (23.1) . Sianificant diff ovoring NER1006 dos , 5 | PEG
sulfate [trisulfate] solution®) in patients undergoing colonoscopy removable stools segment not well seen due to staining, Diagnostic 65 (24.8) 76 (28.1) 71 (27.3) gnificant difterences favoring NE Osing regimens versus —
residual stool, and/or opaque liquid AU o were also observed for the mean BBPS scores for the ascending colon/cecum
AIM BI\_/II:bodymassindeX' gIEgG:poneth;Ieneglycol' SD:%tandérddeviation. (Hg th COlOn) 2 I_ DEG Ve rSUS NE?"'OO@ 2_day (P:OOOOS) and \IE%"IOO6
. . - . o inor amount of residual staining, sma
e Post hoc analysis to further evaluate the efficacy of NER1006 compared with 2 Brown liquid/fully removable fragments of stool and/or opaqug iquid, nean HCS scores for nearly all 5 segments of the colon versus 2 L PEG plus
2 L PEG plus ascorbate bowel preparations in adults undergoing colonoscopy semi-solid stools Hut mucosa of colon segment seen well ascorpate, including the right colon (ascending colon plus cecum; Figure 2) m
Figure 2. Mean HCS Scores by Colon Segment
METHODS B NER1008 2oy (1262 e Evening/morning split dosing and morning-only split dosing
Entire mucosa of colon segment seen NERTO06 1-day (n=270) . ' '
e Post hoc analysis of a phase 3, randomized, colonoscopist/central reader-blinded, 3 Clear liquid well with no residual staining, small o0 O_f th_e_ low-volume bowel preparai\tlon NER1006 pr_ow_ded
qon'nferigrity trial (|\/'O QA) fragments of StOOL Or opaque ||qu|d P—0.0006 | P=0.007 | | , oo:lg Slgnlflcantly better COIOn CleanS"‘g Overa" and Wlthln
4.0 - <0. P<0.0001 ] B =0. . :
e Adults (18-85 y) undergoing colonoscopy were randomly assigned (1:1) to receive (Figure 1) : o S ' p%cln _ Peom ! various Seg_me"ts of the COI(_’“ compared with 2 L PEG plus
- Evening/morning split dose of NER1006 or & (e . T I ascorbate in adults undergoing colonoscopy
_ 3.0 - i i -
~ Morning-only split dose of NER1006 (ie, 2 morning doses) or 4 Empty and clean _ § Improved a§ce“d|n9 _COlOn/CeCU_m cleansing W'_th NER1_006
~ Evening/morning split dose of 2 L PEG plus ascorbate (2 L PEG [MoviPrep®, = 26 55 may _help \{Vlth dete_ctlon of sessile se_rrated lesions, which
Norgine Limited, Hengoed, UK]) S 20 - requires high-quality bowel preparation’
A y % Zerggjepetsigﬁzrg? ihaesgce)%dnmsgog?el?j? r(inghr’;tczcl)cl)?]n)i’ntcrzla&jsgse r:sec(exr)wldoirr:’ dcecjgin:r%gczgjr?; S’fan;g\lgrzceﬂ%glsr? Oilnrslzgjerzlhepatic and splenic flexures), and left colon (includes rectum, sigmoid colon, and descending colon).
Flgure 1- MORA Stu dy DeSIQn Data from Hgalpen M, et al. Gastro/ntesthndosc. 2(013;78(1):121—1319§nd Lai EJ, et al. Gez,stro/ntest Endosc. (2009;69(3 Pt. 2).620-625.1 ), ( | | ) § 1.0
e Analysis included patients who were randomly assigned to treatment who had = | | |
. i . . : () REFERENCES: 1. Clark BT, Laine L. Clin Gastroenterol Hepatol. 2016;14(8):1155-1162. 2. Xiang L, et al. World J Gastroenterol. 2014;20(31):10927-
--- readable colonoscopy videos for blinded central readers, excludlng those who failed = 10937. 3. Hassan C, et al. Endoscopy. 2013;45(2):142-150. 4. Harewood GC, et al. Am J Gastroenterol. 2002;97(12):3186-3194. 5. Plenvu® powder
: : : : : 0.0 - . . | . f | soluti K | t]. H d, UK: Norgine Limited; 2018. 6. DeMi MP, et al. Gastrointest Endosc. 2018;87(3):677-687. 7. Bissch
screening or had diary confirmation that they did not take any study drug Ascending Colon and  Transverse Colon  Descending Colon  Sigmoid Color Rectum R ot ol Gastroentorology. 2016150AN81269.S1270-8. Schmeiber S, et al, United Eurcpan Gastroenterol . 201646SABES.AS00. 0. Halphon M,
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OR | | | | observed with NER1006 2-day versus 2 L PEG (P=0.0001) and NER1006 1-day A0 Sorving on the Speakers’ bt for DAt Sankyo, Piset, and Synerdy Pharmaceuticals 16, R 16ports having parcipated as an INvestgaor
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