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The participating investigators for the PURSUIT-IV Study Group were:
Australia

HS Debinski, Melbourne Gastrointestinal Investigation Unit, Cabrini Hospital, Malvern,
Victoria; TH Florin, University of Queensland, Department of Medicine, Mater Heath
Services’ Adult Hospital, South Brisbane, Queensland; DJ Hetzel, Department of
Gastroenterology & Hepatology, Q7 North Wing, Royal Adelaide Hospital, North Terrace,
Adelaide

Austria

A Kaser, Universitdtsklinik fur Innere Medizin, Gastroenerologie & Hepatologie, Innsbruck;
W Reinisch, Universititsklinik fiir Innere Medizin IV, Vienna.

Belgium

GR d’Haens, Imelda General Hospital, Bonheiden; PJ Rutgeerts, University Hospital
Gasthuisberg, University of Leuven (Katholieke Universiteit Leuven- KUL), Department of
Medicine, Division of Gastroenterology, Leuven

Bulgaria

IA Kotzev, Clinic of Gastroenterology, University Multifunctional Hospital for Active
Treatment “St. Marina”, Varna; PM Petrov, Gastroenterology Unit at Department of
Gastroenterology, Endocrinology, Nephrology and Hematology University, Multifunctional
Hospital for Active Treatment, Sofia; GN Vasileva, Third Therapeutical Department —
Gastroenterology and Hepatology, Rousse

Canada

FH Anderson, Liver and Intestinal Research Centre, Vancouver, BC; W Depew, Hotel Dieu
Hospital, Division of Gastroenterology, Kingston, ON; B Feagan, London Health Science
Centre, University Hospital, London, ON; RA Singh, Victoria, BC; TA Sylwestrowicz,
Medical Digestive, Saskatoon, SK

France

Y Bouhnik, Hopital Beaujon, Service de Gastro-entérologie, Clichy; JF Colombel,
Departement d’Hepato-gastro-entérologie, Hopital Huriez, Lille Cedex; X Hebuterne,
Hopital de I’ Archet 2, Service de Gastro-entérologie et de nutrition, Nice Cedex 3
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Hungary

L Bene, Peterfy S. u. Hospital, Dept. "E" of Internal Medicine, Gastroenterology, Budapest;
Z Dobronte, Vas County Markusovszky Hospital, Dept. of Internal Medicine,
Gastroenterology, Szombathely; A Kiraly, University of Pecs, Faculty of Medicine, 3rd Dept.
of Internal Medicine, Pécs; L. Madacsy, Fejer County Szt. Gyorgy Hospital, 1st Dept. of
Internal Medicine, Székesfehérvar; P Orosz, Borsod-Abauj Zemplen County University and
Teaching Hospital, 2nd Dept. of Internal Medicine, Gastroenterology, Miskolc; I Racz, Petz
Aladar County and Teaching Hospital, 1st Dept. of Medicine and Gastroenterology, Gyor; L
Ujszaszy, Miskolci Semmelweis Ignac Egeszegugyi Kozpont es Egyetemi Oktato Korhaz
Nonprofit Kft., 1st Dept. of Medicine, Gastroenterology, I. Belgyogyaszat,
Gasztroenterologia, Miskolc

India

A Chandra, Department of Surgical Gastroenterology, Chatrapati Shahuji Maharaj Medical
University, Lucknow, Uttar Pradesh; M Kalla, S. R. Kalla Memorial Gastro and General
Hospital, Jaipur; NV Pai, Frant Medical Foundation, Ruby Hall Clinic, Pune, Maharashtra;
DN Reddy, Asian Institute of Gastroenterology, Hyderabad, Andhra Praddesh; SC Samal,
Department of Gastroenterology, Apollo Hospitals Education and Research Foundation,
Jubilee Hills, Hyderabad; LV Shimpi, Jehangir Clinical Development Centre Pvt. Ltd.,
Jehangir Hospital Premises, Pune, Maharashtra; A Sood, Dayanand Medical College &
Hospital, Department of Gastroenterology, Ludhiana, Punjab

Israel

Z Fireman, Gastroenterology Department, Hillel-Yaffe Medical Center, Hadera; S Fishman,
Z Halpern (former PI), Tel Aviv Sourasky Medical Center, Institute of Gastroenterology and
Liver Diseases, Tel Aviv; FM Kornikoff, Meir Hospital, Sapir Medical Center, Department
of Gastroenterology and Hepatology, Kfar Sava; E Nussinson, Ha’Emek Medical Center,
Gastroenterology Unit, Afula; D Rachmilewitz, Shaare Zedek Medical Center, Division of
Gastroenterology, Jerusalem

Latvia

A Danilans, P. Stradina Clinical University Hospital, Riga; G Delmans, Daugavpils Regional
Hospital, Daugavpils
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Netherlands

G Dijkstra, Department of Gastroenterology and Hepatology, Universitair Medisch Centrum
Groningen, Groningen; DW Hommes, Department of Gastroenterology and Hepatology,
Leiden University Medical Center, Leiden; CJ van der Woude, Department of
Gastroenterology and Hepatology, Erasmus MC Rotterdam, Rotterdam

New Zealand

MM Arnold, Hawkes Bay Hospital, Hastings; S Parry, Department of Gastroenterology and
Hepatology, Middlemore Hospital, Otahuhu, Auckland; ID Wallace, Shakespeare Specialist
Group, Milford, Auckland

Poland

J Chojnacki, SPZOZ Uniwersytecki Szpital Klinicczny nr 5 im., Gen. Dyw. B. Szareckiego,
Uniwersytetu Medycznego w Lodzi, Klinika Gastroenterologii i Chorob Wewnetrznych,
Lodz; Z Hebzda, 5 Wojskowy Szpital Kliniczny z Poliklinika, Samodzielny Publiczny
Zaklad Opieki Zdrowotnej, Krakow; Z Jamrozik-Kruk, Wojewodzki Szpital Specjalistyczny
im., Najswietszej Maryi Panny, Oddzial Gastroenterologii i Chorob Wewnetrznych,
Czestochowa; D Kleczkowski, Endoskopia Sp. z.0.0., Sopot; W Laszewicz, Samodzielny
SPZ0OZ Wojewodzki Szpital, Zespolony im. J. Sniadeckiego w Bialymstoku, I Oddzial
Chorob Wewnetrznych I Gastroenterologii, Bialystok; M Szura, Specjalistyczne.Centrum
Diagnostyczno.-Zabiegowe Medicina Sp. z.0.0., Krakow

Romania

LS Gheorghe, Institutul Clinic Fundeni, Centrul de Gastroenterologie si Hepatologie
Fundeni, Bucuresti

Serbia

G Jankovic, Clinical Center of Serbia, Clinic for Gastroenterology and Hepatology,
Belgrade; N Jojic, Clinical Hospital Center Zvezdara, Clinic for Gastroenterology and
Hepatology, Belgrade; D Tarabar, Military Medical Academy, Clinic for Gastroenterology,
Belgrade

Slovak Republic

I Bunganic, MUCO, Gastroenterologicka ambulancia, Presov; M Gregus, NZZ-KM
Management s.r.o0., Gastroenterologicke oddelenie, Nitra
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UKraine

A Dorofeyev, Central City Clinical Hospital #3, Department of Gastroenterology, Donetsk
State Medical University named after M.Gorkyy, Chair of Internal Medicine #2, Donetsk; Al
Golovchenko, Military Medical Center of the Air Force of Ukraine, National Center of
Health, Clinic of Gastroenterology, Vynnytsya; V Neyko, Central City Clinical Hospital,
Therapeutic Department, Ivano-Frakovsk State Medical University, Chair of Propedeutics of
Internal Diseases, Ivano-Frankovsk; Y Zakharash, Hospital of Military Medical division of
Security Service of Ukraine, National Medical University named after O.0.Bogomolets,
Chair of Faculty Surgery #1, Kyiv

USA

SD Bologna, Center for Digestive Health, Troy, MI; LW Comerford, Medical University of
South Carolina, Digestive Disease Center, Charleston, SC; JM Fields, Center for Clinical
Studies, Inc., Dearborn, MI; GL Gordon, Center for Digestive and Liver Diseases, Inc.,
Mexico, MO; JW Hamilton, Dean Clinic, Madison, WI; RN Hansen, Arapahoe
Gastroenterology, PC, Littleton, CO; JS Hanson, Charlotte Gastroenterology and
Hepatology, P.L.L.C., Charlotte, NC; IE Ibegbu, Kinston, NC; D James, Tulsa, OK; RK
Kottoor, University of Florida, Jacksonville, FL; S Lichtiger, New York, NY; RM
Matsuyama, Capitol Gastroenterology Consultants Medical Group, Inc., Roseville, CA; PB
Miner, Oklahoma Foundation for Digestive Research, Oklahoma City, OK; WM Pandak,
McGuire DVAMC, Richmond, VA; M Safdi, Consultants for Clinical Research Inc.,
Cincinnati, OH; PL Schroeder, Cotton-O’Neil Clinical Research Center, Digestive Health,
Topeka, KS; DA Schwartz, Vanderbilt University Medical Center, Nashville, TN; RE
Tepper, Long Island Clinical Research Associates, LLP, Great Neck, NY; R Vasudeva,
Consultants in Gastroenterology, Columbia, SC; RA Wohlman, Northwest Gastroenterology
Associates, Bellevue, WA; ZH Younes, Gastroenterology Center of the Mid South, PC,
Germantown, TN
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Phase 2 Analysis

In Phase 2, 176 patients were randomized to a single IV infusion at week 0 with golimumab
(132 subjects to golimumab [44 to each 1 mg/kg, 2 mg/kg, or 4 mg/kg group]) or placebo

(44 patients; Supplemental Figure 1A).

Demographic characteristics were generally comparable across treatment groups, with the
exception of CRP which was lower in the 4mg/kg golimumab group (Supplemental Table
S1). At baseline, the golimumab and placebo groups had comparable median Mayo scores

(8.0 in each treatment group).

The median changes from baseline in the Mayo score at week 6 were lower than anticipated,
but greater for golimumab-treated (-2.0 in the 1 mg/kg and 2 mg/kg groups, -1.5 in the 4
mg/kg group) than for placebo-treated patients (-1.0) (Supplemental Table S2). While the
proportions of patients in clinical response were greater for the 1- and 2-mg/kg groups,
relative to placebo, in general golimumab did not differentiate from placebo with respect to

remission and mucosal healing rates at week 6. (Supplemental Table S2).

Golimumab-treated patients in Phase 2 showed greater change in Mayo scores and
numerically greater proportions of patients in clinical response at week 6 compared with
placebo patients; however, no dose response was observed. The benefit of a single

golimumab IV infusion was lower than expected across all efficacy measures (Supplemental

Table S2) and lower than that observed in PURSUIT-SC.!!
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Table S1. Summary of Baseline Demographics and Disease Characteristics; All Randomized Patients in Phase 2

Golimumab
Placebo 1 mg/kg 2 mg/kg 4 mg/kg All Total
(N=44) (N=44) (N=44) (N=44) (N=132) (N=176)
Male patients, n (%) 27(61.4) 30 (68.2) 23 (52.3) 28 (63.6) 81 (61.4) 108 (61.4)
Race, n (%)
Caucasian 33 (75.0) 33 (75.0) 35(79.5) 34 (77.3) 102 (77.3) 135 (76.7)
Black 2 (4.5) 0(0.0) 0(0.0) 0(0.0) 0(0.0) 2(1.1)
Asian 7 (15.9) 9 (20.5) 9 (20.5) 10 (22.7) 28 (21.2) 35(19.9)
Other 2 (4.5) 2 (4.5) 0(0.0) 0(0.0) 2(1.5) 4(2.3)
Age (years)
Mean + SD 41.0+12.69 41.7+£17.11 41.1£13.39 40.2 +14.84 41.0+15.09 41.0+14.49
Median (IQR) 41.0 (30.5,49.0) 40.0 (26.0,52.5) 42.5(28.5,52.0) 38.5(27.0,49.0) 40.0(27.0,51.5) 41.0(28.0, 50.5)

UC disease duration(yrs)
Mean + SD
Median (IQR)

Extent of disease n (%)
Limited to left side of colon
Extensive

Mayo score
Mean + SD
Median (IQR)

CRP (mg/L), n
Mean + SD
Median (IQR)

6.9+7.44 584471 6.9+6.71 6.4+555 6.4+5.69 6.5+6.15
4.25(1.98,9.25) 4.99 (1.88,8.28) 4.12(2.69, 8.77) 4.77 (2.18,9.08) 4.46 (2.26, 8.44) 64.28 (2.15, 8.78)

25 (56.8) 22 (50.0) 28 (63.6) 25 (56.8) 75 (56.8) 100 (56.8)
19 (43.2) 22 (50.0) 16 (36.4) 19 (43.2) 57 (43.2) 76 (43.2)
8.1+1.56 83+1.36 8.4+147 8.0+1.47 82+1.43 82+1.46
8.0 (7.0, 9.0) 8.0 (7.0,9.0) 8.0 (7.0,9.0) 8.0 (7.0,9.0) 8.0 (7.0, 9.0) 8.0 (7.0,9.0)
42 42 43 40 125 167
11.4 +18.98 12.8+19.20 13.9+21.90 7.4+11.07 11.5+18.17 11.5+18.32
542.7,11.2) 58(3.0,14.0) 54(1.6,142) 3.2(0.7,8.2) 5.0(1.3,12.1) 5.0(1.5,12.1)

CRP, C-reactive protein; IQR, interquartile range; SD, standard deviation; UC, ulcerative colitis; yrs, years

Ex. 2095-007



SUPPLEMENTAL APPENDIX

Table S2. Efficacy Findings; All randomized patients in Phase 2 (excluding noncompliant site)

Golimumab
Variable Placebo 1 mg/kg 2 mg/kg 4 mg/kg Combined
(N=41) (N=43) (N=44) (N=44) (N=131)
Mayo score change from
baseline at week 6*°
Baseline
Mean + SD 8.0+1.55 83+1.37 8.4+147 8.0+1.47 82+1.44
Median (IQR) 8.0 (7.0,9.0) 8.0(7.0,9.0) 8.0(7.0,9.0) 8.0 (7.0,9.0) 8.0 (7.0,9.0)
week 6 change
Mean + SD -1.3+£2.50 -20+2.73 -2.3+3.08 -1.8+2.21 -2.0+£2.69
Median (IQR) -1.0 (-3.0, 0.0) -2.0 (-4.0, 0.0) -2.0(-4.5, 0.0) -1.5(-3.0, 0.0) -2.0 (-4.0, 0.0)
P-value 0.241 0.099 0.479 0.152
Clinical response at
week 6, n (%) *° 10 (24.4) 18 (41.9) 18 (40.9) 13 (29.5) 49 (37.4)
P-value 0.090 0.105 0.593 0.126
Clinical remission
at week 6, n (%)*® 4(9.8) 4(9.3) 8 (18.2) 3(6.8) 15 (11.5)
P-value 0.944 0.265 0.622 0.763
Mucosal healing at
week 6, n (%)*° 10 (24.4) 15 (34.9) 13 (29.5) 13 (29.5) 41 (31.3)
P-value 0.293 0.593 0.593 0.398
Partial Mayo score
change from baseline
Baseline
Mean + SD 5.6 £1.38 5.8+1.17 59+1.25 5.6+1.21 5.8+1.21
Median (IQR) 6.0 (5.0, 6.0) 6.0 (5.0, 6.0) 6.0 (5.0, 7.0) 6.0 (5.0, 6.0) 6.0 (5.0, 6.0)
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Table S2. Efficacy Findings; All randomized patients in Phase 2 (excluding noncompliant site)

Golimumab
Variable Placebo 1 mg/kg 2 mg/kg 4 mg/kg Combined
(N=41) (N=43) (N=44) (N=44) (N=131)
week 2 change
Mean + SD -0.7+1.48 -1.9+1.90 -1.9+1.97 -1.3+1.29 -1.7+1.75
Median (IQR) -1.0 (-1.0, 0.0) -2.0 (-3.0, 0.0) -2.0 (-3.0, 0.0) -1.0 (-2.0, -0.5) -2.0 (-3.0, 0.0)
week 4 change
Mean + SD -0.9 +1.68 2.1+2.14 -1.9+1.97 -1.4+1.51 -1.8+1.90
Median (IQR) -1.0 (-2.0, 0.0) -2.0 (-4.0, 0.0) -1.5(-3.0, 0.0) -1.0 (-2.0, 0.0) -2.0 (-3.0, 0.0)
week 6 change
Mean + SD -0.9 +£2.02 -1.4+224 -1.7+2.39 -1.2+1.73 -14+2.13
Median (IQR) -1.0 (-2.0, 0.0) -1.0 (-3.0, 0.0) -1.0 (-3.0, 0.0) -1.0 (-2.0, 0.0) -1.0 (-3.0, 0.0)
CRP (mg/L) change from

baseline, n®"

Baseline 40 41 43 40 124
Mean + SD 11.8 £19.40 12.4+19.21 13.9 +£21.87 7.4+11.07 11.3+18.16
Median (IQR) 6.1 (2.5,11.7) 5.6 (3.0, 13.8) 54(1.6,14.2) 3.2(0.7, 8.2) 5.0(1.3,12.0)

week 2 change
Mean + SD -3.9+16.83 -7.1+17.02 -5.7+13.22 -3.6+9.64 -5.5+13.62
Median (IQR) -1.5(-2.5,0.2) -2.7 (-6.5, -0.6) -1.3 (-6.2,0.0) -0.9 (-4.4,-0.1) -1.9 (-5.9,-0.3)

P-value 0.038 0.218 0.304 0.069

week 4 change
Mean + SD -4.2+15.10 -4.9+£20.01 -3.0+16.23 -3.4+£10.61 -3.7+16.02
Median (IQR) -0.2 (-3.5,1.1) -1.5(-5.9,0.2) -0.8 (-5.4, 0.0) -0.6 (-4.2,0.3) -0.9 (-5.3,0.1)

P-value 0.268 0.575 0.713 0.405

week 6 change
Mean + SD -1.8 £25.63 -4.8+17.34 2.2+ 1548 -0.1+13.57 -2.4+15.55
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Table S2. Efficacy Findings; All randomized patients in Phase 2 (excluding noncompliant site)

Golimumab
Variable Placebo 1 mg/kg 2 mg/kg 4 mg/kg Combined
(N=41) (N=43) (N=44) (N=44) (N=131)

Median (IQR) -0.1 (-4.6, 1.8) -2.6 (-8.8,1.6) -0.5(-6.2,0.2) 0.1(-1.6,3.4) -0.5(-3.7, 1.1)

P-value 0.567 0.733 0.162 0.880

IBDQ change from

baseline *°

Baseline, n 39 43 42 43 128
Mean + SD 137.2 £39.26 128.9 +33.17 123.6 =32.31 135.0 +£32.97 129.2 +£32.90

Median (IQR) 134.0(113.0, 170.0) 126.0 (104.0, 158.0) 126.5 (102.0, 148.0) 138.0 (115.0, 154.0) 129.0 (108.5, 154.0)
week 6 change

Mean = SD 10.3 + 26.49 24.7 +34.70 27443322 15.1 +31.40 22.4+33.29
Median (IQR) 7.0 (-6.0, 25.0) 18.0 (0.0, 43.0) 22.0 (0.0, 46.0) 8.0 (0.0, 31.0) 16.5 (0.0, 38.5)
P-value 0.057 0.010 0.461 0.034

a  Patients who had a prohibited change in medication or had an ostomy or colectomy prior to the designated analysis timepoint were considered not to be
in clinical response or clinical remission and not to have mucosal healing; for Mayo and partial Mayo scores, IBDQ score, and CRP, the respective
baseline value was carried forward from the time of the event onward

b Patients who had all 4 mayo subscores missing at the designated analysis timepoint were considered not tobe in clinical response or clinical remission
and had their last available Mayo subscores carried forward to impute the Missing Mayo score or partial Mayo scores. Patients who had a missing
endoscopy subscore at the designated analysis timepoint were considered not to have mucosal healing. Patients who had a missing partial Mayo score,
IBDQ score , and CRP at the designated analysis timepoint had the last available value carried forward.

CRP, C-reactive protein; IBDQ, Inflammatory Bowel Disease Questionnaire; IQR, interquartile range; SD, standard deviation; UC, ulcerative colitis
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Figure S1.

SUPPLEMENTAL APPENDIX
Patient disposition through Week 6 among patients randomized (A) in Phase 2, (B) while Phase 2 data were being

analyzed, (C) in Phase 3, and (D) all randomized patients.
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Figure S2. Median Serum Golimumab Concentration by Study Visit (Week) and by Induction Dose and Regimen
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