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26 0) 0) December 12, 2016 Contacts/Locations and Study Status
27 0 e Eebruary 10, 2017 Contacts/Locations and Study Status
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Severely Active Ulcerative Colitis (UNIFI)
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A Study to Evaluate the Safety and Efficacy of Ustekinumab Induction and Maintenance Therapy in Participants With Moderately tc

A Phase 3, Randomized, Double-blind, Placebo-controlled, Parallel-group, Multicenter Protocol to Evaluate the Safety and Efficacy

Ustekinumab Induction and Maintenance Therapy in Subjects With Moderately to Severely Active Ulcerative Colitis

2014-005606-38 [EudraCT Number]

CNTO1275UC03001 [Janssen Research & Development, LLC]

First Submitted: March 30, 2015

April 12, 2018 [Anticipated]
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March 30, 2015

April 2, 2015 [Estimate]

August8;264# September 6, 2017

Augustd September 8, 2017 [Actual]

Janssen Research & Development, LLC

Sponsor

No
Yes

The purpose of this study is to evaluate the efficacy and safety of ustekinumab as intravenous (IV: into the vein) infusion in inductic
in participants with moderately to severely active Ulcerative Colitis (UC) and as subcutaneous (SC) administration in maintenance :
participants with moderately to severely active Ulcerative Colitis (UC) who have demonstrated a clinical response to Induction treat
with IV ustekinumab.

This is a Phase 3, randomized (assignment of study drug by chance), double-blind (neither the participant or study staff will know tl
identity of study drugs), placebo-controlled (placebo is an inactive substance that is compared with a drug to test whether the drug
real effect in a clinical trial), parallel-group (a medical research study comparing the response in 2 or more groups of participants re
different interventions), multi-center (more than one clinical site will work on a medical research study), protocol of ustekinumab. Tt
protocol will consist of 2 studies: an Induction study and a Maintenance study with unique endpoints. Screening period will be up tc
Weeks. Induction study will be at least 8 weeks duration for each participant. Participant with clinical response in the Induction stud
be eligible for the Maintenance study. The Maintenance study will be 44 weeks duration. After completion of the maintenance study
term extension will follow eligible participants for an additional 3 years. Clinical remission will be evaluated at Week 8 in the Inducti
study. Clinical remission among ustekinumab Induction responders will be evaluated at week 44 in the Maintenance study. Particip.
safety will be monitored throughout.

Colitis, Ulcerative
Inflammatory Bowel Diseases

Ustekinumab
Inflammatory Bowel Diseases (IBD)
Colitis, Ulcerative

Interventional

Other

Phase 3

Parallel Assignment

10

Double (Participant, Investigator)
Randomized

96+ Anticipated] 966 [Actual]
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* Arms and Interventions

History of Changes for Study: NCT02407236

Arms

Assigned Interventions

Placebo Comparator: Induction Study - Placebo Intravenous (1V)
Participants will be randomized to receive single dose of placebo as Intravenous (IV: into the
vein) infusion at Week 0. Participants with clinical response at Week 8 will be eligible to enter
the Maintenance study, but will not be randomized.

Drug: Placebo IV
Placebo will be administered as intravenous infusion.

Experimental: Induction Study - Ustekinumab 130 milligram (mg) IV
Participants will be randomized to receive single dose of ustekinumab 130 mg as IV infusion at
Week 0. Participants with clinical response at Week 8 will be eligible to enter the Maintenance
study and will be randomized.

Drug: Ustekinumab IV
Ustekinumab will be administered as intravenous infus
Week 0 or Week 8 in Induction Study.

Experimental: Induction Study - Ustekinumab 6 mg/kg IV
Participants will be randomized to receive ustekinumab approximating 6 mg/kg of body weight,
as intravenous infusion at Week 0. Participants with clinical response at Week 8 will be eligible
to enter the Maintenance study and will be randomized.

Drug: Ustekinumab IV
Ustekinumab will be administered as intravenous infus
Week 0 or Week 8 in Induction Study.

Induction Study- Placebo- Nonresponsders at Week 8

Participants without clinical response to placebo at Week 8 will receive a single IV infusion of
ustekinumab approximating 6mg/kg along with matching subcutaneous (SC) placebo (to
maintain the blind). Participants in clinical response at Week 16 will be eligible to enter
Maintenance study and will be randomized.

Drug: Ustekinumab IV
Ustekinumab will be administered as intravenous infus
Week 0 or Week 8 in Induction Study.

Induction study-Ustekinumab Nonresponders at Week 8

Participants without clinical response to ustekinumab (130 mg or 6 mg/kg [IV]) at Week 8 will
receive a single dose of ustekinumab 90 mg subcutaneously along with matching placebo
intravenously (to maintain the blind). Participants in clinical response at Week 16 (that is,
delayed responders) will be eligible to enter Maintenance study, but will not be randomized.

Drug: Ustekinumab SC
Ustekinumab will be administered as subcutaneously.

Placebo Comparator: Maintenance Study - Placebo Subcutaneous (SC)
Participants in clinical response (at Week 8 or Week 16) to Induction treatment with single IV
infusion of Ustekinumab will be randomized to receive placebo subcutaneously, beginning
Week 0 of Maintenance study through Week 44.

Drug: Placebo SC
Placebo will be administered Subcutaneously.

Experimental: Maintenance Study - Ustekinumab 90mg SC every 12 weeks
Participants in clinical response (at Week 8 or Week 16) to Induction treatment with single IV
infusion of Ustekinumab will be randomized to receive ustekinumab 90 mg subcutaneously
every 12 weeks, beginning Week 0 of Maintenance study through Week 44.

Drug: Ustekinumab SC
Ustekinumab will be administered as subcutaneously.

Experimental: Maintenance Study - Ustekinumab 90mg SC every 8 weeks (q8w)
Participants in clinical response (at Week 8 or Week 16) to Induction treatment with single IV
infusion of Ustekinumab will be randomized to receive ustekinumab 90 mg subcutaneously
every 8 weeks, beginning Week 0 of Maintenance study through Week 44.

Drug: Ustekinumab SC
Ustekinumab will be administered as subcutaneously.

Maintenance Study - Placebo IV - Responder - Placebo SC

Participants in clinical response to Induction treatment with IV Placebo will receive placebo
subcutaneously, beginning Week 0 of Maintenance study through Week 44. Participants are not
randomized.

Drug: Placebo SC
Placebo will be administered Subcutaneously.

Maintenance Study-Delayed Responder-Ustekinumab 90mg SC q8w

Participants without clinical response to induction treatment ustekinumab (130 mg or 6 mg/kg
[IV]) at Week 8 but in clinical response at Week 16 after receiving Induction Ustekinumab at
week 8 (delayed responders) will receive ustekinumab 90 mg subcutaneously every 8 weeks,

beginning Week 0 of Maintenance study through Week 44. Participants are not randomized.

Drug: Ustekinumab SC
Ustekinumab will be administered as subcutaneously.

¥ Outcome Measures

Primary Outcome Measures:

1. Induction Study - Number of Participants With Clinical Remission
[ Time Frame: Week 8 ]

The global definition of Clinical remission is defined as Mayo score less than or equal to (<=) 2 points, with no individual subscore

than (>) 1, for countries outside the United States (US). For the US, Clinical remission is defined as absolute stool number <=3, a
bleeding subscore of 0, and a Mayo endoscopy subscore of 0 or 1. The Mayo score is a tool designed to measure disease activity

ulcerative colitis. The Mayo score ranges from 0 to 12 points and consists of 4 subscores (stool frequency, rectal bleeding, finding
flexible sigmoidoscopy and physician's global assessment), each subscore is graded from 0 to 3 with the higher score indicating r

severe disease activity.
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2. Maintenance Study - Number of Participants with Clinical Remission Among Participants in Clinical Response to IV Ustekinumab
Induction Treatment
[ Time Frame: Week 44 ]

The global definition of Clinical remission is defined as Mayo score less than or equal to (<=) 2 points, with no individual subscore
than (>) 1, for countries outside the United States (US). For the US Clinical remission is defined as absolute stool number <=3, a
bleeding subscore of 0, and a Mayo endoscopy subscore of 0 or 1. The Mayo score is a tool designed to measure disease activit)
ulcerative colitis. The Mayo score ranges from 0 to 12 points and consists of 4 subscores (stool frequency, rectal bleeding, finding
flexible sigmoidoscopy and physician's global assessment), each subscore is graded from 0 to 3 with the higher score indicating r
severe disease activity.

Secondary Outcome Measures:

1. Induction Study - Number of Participants with Clinical Response
[ Time Frame: Week 8 ]

Clinical response is defined as a decreased from Induction baseline in the Mayo score by greater than or equal to (>=) 30 percent
and >=3 points, with either a decrease from induction baseline in the rectal bleeding subscore >=1 or rectal bleeding subscore = (

2. Induction Study - Number of Participants With Endoscopic Healing
[ Time Frame: Week 8 ]

Endoscopic healing is improvement in the endoscopic appearance of the mucosa. It will be defined as Mayo endoscopic subscore
1.

3. Induction Study - Mean Change From Baseline in Inflammatory Bowel Disease Questionnaire (IBDQ) Score
[ Time Frame: Week 8 ]

The IBDQ is a 32-item questionnaire for participants with Inflammatory Bowel Disease (IBD) that will be used to evaluate the dise
specific health-related quality of life across 4 dimensional scores: bowel (loose stools, abdominal pain), systemic (fatigue, altered
pattern), social (work attendance, need to cancel social events), and emotional (anger, depression, irritability). The total score ran
from 32 to 224 with higher scores indicating better quality of life.

4. Maintenance Study - Number of Participants with Clinical Response Among Participants in Clinical Response to IV Ustekinumab
Induction Treatment
[ Time Frame: Through Week 44 ]

Clinical response is defined as a decreased from Induction baseline in the Mayo score by greater than or equal to (>=) 30 percent
and >=3 points, with either a decrease from Induction baseline in the rectal bleeding subscore >=1 or rectal bleeding subscore = (

5. Maintenance Study - Number of Participants with Endoscopic Healing Among Participants in Clinical Response to IV Ustekinumal
Induction Treatment
[ Time Frame: Week 44 ]

Endoscopic healing is improvement in the endoscopic appearance of the mucosa. It will be defined as Mayo endoscopic subscore
1.

6. Maintenance Study - Number of Participants with Clinical Remission Among those who Achieved Clinical Remission at Maintenar
Study Baseline
[ Time Frame: Through Week 44 ]

The global definition of Clinical remission is defined as Mayo score less than or equal to (<=) 2 points, with no individual subscore
than (>) 1, for countries outside the United States (US). For the US Clinical remission is defined as absolute stool number <=3, a
bleeding subscore of 0, and a Mayo endoscopy subscore of 0 or 1. The Mayo score is a tool designed to measure disease activity
ulcerative colitis.

7. Maintenance Study - Number of Participants with Clinical Remission and not Receiving Concomitant Corticosteroids Among those¢
Receiving Concomitant Corticosteroids at Maintenance Baseline
[ Time Frame: Week 44 ]

The global definition of Clinical remission is defined as Mayo score less than or equal to (<=) 2 points, with no individual subscore
than (>) 1, for countries outside the United States (US). For the US Clinical remission is defined as absolute stool number <=3, a
bleeding subscore of 0, and a Mayo endoscopy subscore of 0 or 1. The Mayo score is a tool designed to measure disease activity
ulcerative colitis.

~ Eligibility
Minimum Age: 18 Years
Maximum Age:
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Sex: All
Gender Based:
Accepts Healthy Volunteers: No
Criteria: Inclusion Criteria:
¢ Has a clinical diagnosis of Ulcerative Colitis (UC) at least 3 months before Screening

* Has moderately to severely active UC, defined as a Baseline (Week 0) Mayo score of 6 to 12, including a Screening endoscc
subscore of the Mayo score greater than or equal to (>=) 2 as determined by a central reading of the video endoscopy

Have failed biologic therapy, that is, have received treatment with 1 or more tumour necrosis factor (TNF) antagonists or
vedolizumab at a dose approved for the treatment of UC, and have a documented history of failure to respond to or tolerate ¢
treatment; OR Be naive to biologic therapy (TNF antagonists or vedolizumab) or have received biologic therapy but have not
demonstrated a history of failure to respond to, or tolerate, a biologic therapy and have a prior or current UC medication histc
includes at least 1 of the following: a. Inadequate response to or failure to tolerate current treatment with oral corticosteroids
immunomodulators (6-mercaptopurine [6-MP] or azathioprine [AZA]) OR b. History of failure to respond to, or tolerate, at leas
the following therapies: oral or IV corticosteroids or immunomodulators (6-MP or AZA) OR c. History of corticosteroid depend
(that is, an inability to successfully taper corticosteroids without a return of the symptoms of UC)

Before the first administration of study agent, the following conditions must be met: vedolizumab must have been discontinue
least 4 months and anti-tumor necrosis factors (TNFs) for at least 8 weeks

Exclusion Criteria:

* Has severe extensive colitis and is at imminent risk of colectomy
* Has UC limited to the rectum only or to < 20 centimeters (cm) of the colon
Presence of a stoma or history of a fistula

Participants with history of extensive colonic resection (for example, less than 30 cm of colon remaining) that would prevent
adequate evaluation of the effect of study agent on clinical disease activity

Participants with history of colonic mucosal dysplasia. Participants will not be excluded from the study because of a patholog
finding of "indefinite dysplasia with reactive atypia"

¥ Contacts/Locations

Central Contact Person:

Study Officials: Janssen Research & Development, LLC Clinical Trial
Study Director
Janssen Research & Development, LLC

Locations: United States, Alabama

. oA . -
R sting
Birmingham, Alabama, United States 35294

United States, California

BiovinE : c Medvin-Clirical-R
R ing]
La Mirada, California, United States ;-96638
- SinaiMedieal-
R iting]
Los Angeles, California, United States 96648

https://clinicaltrials.gov/ct2/history/NCT02407236?A=34&B=35& C=merged#StudyPageTop 7128
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R iting]
Newport Beach, California, United States 92666

Torrance, California, United States 96565

. . Medical-Offi
R iting]

Vallejo, California, United States 94589
United States, Colorado

Seuth-DenverPC
R ing}
Lone Tree, Colorado, United States ;86424

United States, Connecticut
Conneetieut-Gt
R ing}
Farmington, Connecticut, United States ;-66632
Chase-Medieal-ResearchLLEC
PWithdrawn]

United States, District of Columbia

- . .
R iting]
Washington, D.C., District of Columbia, United States 2006+

United States, Florida

. v-of Flori
Petive: iting}

Gainesville, Florida, United States 32646
Flerida-CenterFor-Gastroenterelogy
R iting]

Largo, Florida, United States -337#F#
A-PlusReseareh
R iting]

Miami, Florida, United States 33444
Advaneed-Medical-Researeh-Center
R ing]

Port Orange, Florida, United States -3242#
R iting}

Tampa, Florida, United States -33606
Shafran-Gastreenterology-Center
R iting]
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Winter Park, Florida, United States 32789
FloridaMed: Stinie—PA.
R iting]

Zephyrhills, Florida, United States 33542
United States, Georgia
E . .
R iting]

Atlanta, Georgia, United States 36322

Decatur, Georgia, United States 36033
Gastroenterolgy-Assoeiates-of- Central-GA
R ing]

Macon, Georgia, United States -34264
R iting}

Suwanee, Georgia, United States 36624
United States, Idaho
Grand-Teton-Gastroenterology
Phetive: iting}

Idaho Falls, Idaho, United States 83484
Ynited-S inei

Withdrawni

United States, lllinois

= . i Medh -
R ing]
Chicago, lllinois, United States 66642

Northe P SysternE .

R iting]
Evanston, lllinois, United States 66264
. v Medical-c
Withdrawn}

UrbanaHireis; United-States; 64864 Urbana, lllinois, United States
United States, Indiana

: isC R F .
R iting]
Indianapolis, Indiana, United States ;4623%

United-States; lowa

PWitherawn]

United States, Kansas
Health-SeienceResearch-Center
R iting]

Pratt, Kansas, United States 67424
United States, Kentucky
Fri-State-Gastroenterology-Assee
Petive: iting}
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Crestview Hills, Kentucky, United States 4464+
. v ofK
R iting]
Lexington, Kentucky, United States ;46566
. veof isville-827-S = S
R iting]
Louisville, Kentucky, United States 406202
United States, Louisiana

Bi . Special -
R sting]

Houma, Louisiana, United States 78366

. R 2
R sting]

Shreveport, Louisiana, United States 74463
United States, Maryland

Gastro-Genter-Of- Maryland
R iting]
Columbia, Maryland, United States 24645

United States, Massachusetts

Massachusetis-General-Hospital— Boston
R sting]
United States, Michigan

. tv-of Michi
R ing]

Ann Arbor, Michigan, United States 48469
e i .e-a Eesea e S“Hte e v .e .ga y l:l:e
R iin]

Chesterfield, Michigan, United States ;48647#
- torDi .
PWithdrawn]

Troy, Michigan, United States ;480698

Ypsilanti, Michigan, United States 48497
United States, Minnesota
M Chni
R sing

Rochester, Minnesota, United States 55965
United States, Mississippi

ersitv-of MississioniMedical-C

R sting

Jackson, Mississippi, United States 39246

United States, New Jersey
SeuthJersey-Gastroenterology
PActive: iting]

Marlton, New Jersey, United States -08053
Morri M :
R iting]
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Morristown, New Jersey, United States 67962
United-States; NewYork
Albany-Medical-Center
PWithdrawn]
United States, New York
Seientif
Phetive: iting}
Brooklyn, New York, United States 44235

R iting]

Mineola, New York, United States 44564
BethisraelH-Medieal-Center
Pitherawn]

New York, New York, United States 18663

Poughkeepsie, New York, United States 42664

Yniversity-of Rochester
= iing]
Roeheste 3 New-Yo k,‘Hﬂfted_St‘ateS‘. —1‘4642',

PWithdrawn]
M foreMedical-C
[Suspended}
The Bronx, New York, United States 1046+
United States, Ohio

s Sinei c . iation—tne.
R iting]

Cincinnati, Ohio, United States ;45249
Greattakes-Gastroenterology
Petive: iting}

Mentor, Ohio, United States ;44660

United States, Oregon
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) . Sl
R ing]

Portland, Oregon, United States ;-97248
United States, Pennsylvania
- B Special
R iting]

Doylestown, Pennsylvania, United States 48964
Penn-State Hershey-Medical-Center
R iting]

Hershey, Pennsylvania, United States 47833

. ty-oE P P S ¢ Mediei

R iting]

Philadelphia, Pennsylvania, United States 49404

Sayre, Pennsylvania, United States ;48846
Ynited-S _Seuth-Caroki

United States, Tennessee

GastreOne
R iting}
Germantown, Tennessee, United States 38438

Quality-Medical-Researeh- Nashville

{Cempleted]
Nashvi €5 TeRfessee; United-States _37'2'1'1'y

United States, Texas

ES Bi veDi -
R ing]
Dallas, Texas, United States #7523+
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Houston, Texas, United States 778306

Southlake, Texas, United States #6692
Bi . Soecial £
R sting

Tyler, Texas, United States #5764

United States, Utah
A ClinicalR
R iting]
Salt Lake City, Utah, United States 84462
: ClinicalR
R iting]
West Jordan, Utah, United States ;84088

United States, Virginia

- : . T
R iting]
Chesapeake, Virginia, United States ;23320

- . :

; —hi - Fairfax, Virginia, United States

Roanoke, Virginia, United States ;24646
United States, Washington

Virainia Medieahc
R sting
Seattle, Washington, United States 98464
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Australia
i Medical-C

{Cempleted}
Bedford, Australia 5642

Menash-Health, Monash-Medical-Centre

Phetive: iting}
ClaytonAustralia, 3168 Clayton, Australia
Concord Hespitat

Phetive: iting}

Sai . \ . M

R iting]
Fitzroy-Australia,—3665 Fitzroy, Australia

c ForDbi Y

{Completed}
Five Dock, Australia ;2646

c . ! .
Petive: iting]
GarranAustratia; 2665 Garran, Australia
Aopati .
Phetive: iting}
Heidelberg;-Australia,3084 Heidelberg, Australia

Liverpooh-Australia; 2470 Liverpool, Australia
T : . ChiricalR . cocti B

MelbourneAastralia 3664 Melbourne, Australia

Seuth-BrisbaneAustratia 4184 South Brisbane, Australia

Austria

S i e Medizi
{Cempletedi

Salzburg;-Austria, 5020 Salzburg, Austria
Withdrawn}
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Wien;-Austria;—1+090 Wien, Austria

Belgium
CZAZi .
Petive: iting}
Antwerpen,Belgium 2018 Antwerpen, Belgium
YZ-Gent
Phetive: iting}
GentBelgium-9666 Gent, Belgium
Az-Groeninge
HAetive- iting}
Kertrijflc Belgium; 8560 Kortrijk, Belgium

Leuven,Belgium;-3000 Leuven, Belgium

tiege;Belgium, 4000 Liége, Belgium

Pleven;Bulgaria; 5866 Pleven, Bulgaria

Reusse-Bulgaria, 7062 Rousse, Bulgaria
Medi - Sevi EC
HAetive- iting}

SeviieveBulgaria, 5400 Sevlievo, Bulgaria

PActive: itingl
Sefia; Bulgaria;4202 Sofia, Bulgaria
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Varna, Bulgaria 79646

Canada, British Columbia

Vaneouver British-ColumbiaCanada V62 2K5 Vancouver, British Columbia, Canada

Vietoria, British-Columbia-CanadaV8V-3M9 Victoria, British Columbia, Canada
Canada, Manitoba

B MedicatArts-Clint
R iingl
Brandon, Manitoba, Canada ;- R#A-BNF#
Mot Sei 5
Hhctive- iing}
rRipeg; } - - Winnipeg, Manitoba, Canada

Canada, Ontario

London—Ontario—CanadaNEASAS London, Ontario, Canada

; o5 ; Sudbury, Ontario, Canada

Mentreal-Quebee-Canada, H1+F2M4 Montreal, Quebec, Canada

HradeeKralove-Czeechia, 50012 Hradec Kralove, Czechia

Pizen-Czeehia; 30460 Plzen, Czechia

Prague 4, Czechia 44824
F . . M
R iting]

Prahab-Czechia—156-06 Praha 5, Czechia
Petive: fing]

Praha7—-Czechia—176-64 Praha 7, Czechia
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Praha 9, Czechia

Aarhus, Denmark

Odense, Denmark

Amiens, France

- B SoialSaintAndre

Phetive: iting}
BerdeauxFranee 33676

Bordeaux, France

CHR : SoitalC .

Phetive: iting}
c

Phetive: iting}
Lyen+ranee; 69009

Lille, France

Lyon, France

Marseille, France

SRR . et SemtElo

Hhctive: iing}

Montpellier, France

Pierre-Benite, France 69495

Germany

Reims, France

Rennes, France

Saint-Etienne, France

Toulouse, France

- ik Charite-C :

Phetive: iting}

Berlin, Germany
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Essen-Germany; 4525+ Essen, Germany

Freiburg:-Germany, #9106 Freiburg, Germany

Hannover-Germany;-36625 Hannover, Germany
. . -~ < . e G
Phetive: iting}
Kiel-Germany, 24165 Kiel, Germany
G . . .
Phetive: iting}
Leipzigr-Germany, 044063 Leipzig, Germany

Linreburg-Germany, 24339 Liineburg, Germany
Medizini F Y . I

Mannheim,-Germany 68167 Mannheim, Germany
5 . 5 . : M
Minden-Germany, 32423 Minden, Germany

Minster-Germany 48155 Munster, Germany

Bealatenfired;, Hungary,H-8230 Balatonfiired, Hungary

BudapestHungary;—1688 Budapest, Hungary

BékésesabaHungary-5600 Békéscsaba, Hungary

Bebreeen,Hungary, 4625 Debrecen, Hungary

Miskete; Hungary,-3529 Miskolc, Hungary
HAetive- iting}
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MesenmagyarovarHungary-9260 Mosonmagyarovar, Hungary
ES M S . B . T

SzekszérdHungary, 7100 Szekszard, Hungary

SzombathelyHungaryH-9766 Szombathely, Hungary

SzékesfehérvérHungary-8660 Székesfehérvar, Hungary

VaeHungary, 2600 Vac, Hungary

PWithdrawn]
Afuletsrael18104
Israel

g . i Medicalc
HAetive- iting}

Beershebatsrael84164 Beersheba, Israel
BraiZion Medical-
Phetive: iting}

Haifa—tsrael—31648 Haifa, Israel
The Edith-Wolt Medical-C
R iing]

Helentsraeh-58166 Holon, Israel
ShaareZedek-Medical-Center
R iting]

Jerusalemisraeh-94634 Jerusalem, Israel
MeirMedieal-C
Petive: iting}

Kfar-Sabatsrack44284 Kfar-Saba, Israel
A Cali .
R iting]

Nahariyatsrael 22100 Nahariya, Israel
RebinMedieal-c _Beit .
Phetive: iting}

PetaehTerah—tsrack49466 Petach Tikvah, Israel
ES S Medieal-c
Phetive: iting}

FelAvivisraet-64239 Tel Aviv, Israel
The Chairm-S MedicalC
R iting]

FelHashomerisraelh-52624 Tel Hashomer, Israel
Japan
= ToshiRideC . . Chini
R iting]

Agee-ShiJapan,-362-0075 Ageo-Shi, Japan
A . = .
R iting]

Asahikawa,Japan,-070-8610 Asahikawa, Japan
ES Medi B . . .

R sing
Bunkye-KuJapan,—143-8549 Bunkyo-Ku, Japan
Chi A .
R iting]
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Chiba;Japan,260-86+F Chiba, Japan

F . v Chi . .
Phetive: iting}
GChikushineshiJapan;818-8502 Chikushinoshi, Japan
Sai-Gastroenterology,Proctology
R iting]
Fujlidera;Japan,-583-002F Fujiidera, Japan
G Muricival-Medical-C
R iting]
Fukueka-KenJapan,802-0077 Fukuoka-Ken, Japan
MitoMedical-c
R ing}
Higashi-lbaraki, Japan -3++3193
. Nt .
R iting]
HiresakiJapan,036-8545 Hirosaki, Japan
R iting]
Hireshima,Japan,—+34-855¢ Hiroshima, Japan
Munict .
R iting]
Isesaki—Japan;-372-084++ Isesaki, Japan
Medi . . .
R iting]
twateJapan,-020-8505 Ilwate, Japan
Shi . . .
R iting]
{zumeJapan693-8504 Izumo, Japan
KagawaPrefeetural-Central-Hospital
R ting]
Kagawa,Japan,760-8557 Kagawa, Japan

Kageshima,Japan,892-0846 Kagoshima, Japan

: Medi . . .
Hetive: iting}
KehokuJapan;-926-6293 Kahoku, Japan

Kobe-Shi, Japan
CochiNat .
HAetive- iting}
KeehiJapan,+80-807+7F Kochi, Japan
‘ . . .
Phetive: iting}
KurumeJapan;-836-004+4 Kurume, Japan

NHOKyoto-Medical-Center
Kyeto;,Japan,612-8565 Kyoto, Japan
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Toki Tokito-Clinic-C -
IR ing]
Mideri-kuJapan,-336-0963 Midori-Ku, Japan

) i . .
R iting]
NagasakiJapan,-852-8162 Nagasaki, Japan

3 e .
R sing}
NaraJapan635-6622 Nara, Japan

c £ Mediel .
R ing]

NishinomiyaJapan;663-856+ Nishinomiya, Japan
Oita-Red-C .
Phetive: iting}

Oite;Japan,8+6-6033 Oita, Japan
5 SityC .
R iting]

OsakaJapan,534-6024 Osaka, Japan

Sage;Japan;849-850+ Saga, Japan
coiinkaiHimei-C .

Saga-KenJapan Saga-Ken, Japan

E? Chi .
R iting]
SaitamaJapan,362-0075 Saitama, Japan

ES . S Medical-C
R ting}
SakuraJdapan285-874+ Sakura, Japan

S 056 C .

SappereJapan,-060-6033 Sapporo, Japan

SendatJapan;-983-8520 Sendai, Japan

Shizueka,Japan,432-8064 Shizuoka, Japan

Sunte-GunJapan 44186144 Sunto-Gun, Japan

FekamatsuJapan,—+760-004F Takamatsu, Japan

FokyoJapan—165-84++ Tokyo, Japan

Fokyo,Japan—168-8642
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FoyamaJdapan; 9318533 Toyama, Japan

FeyotaJdapan4+6-1249 Toyota, Japan

FsuJapan,-544-8507 Tsu, Japan
AT . : . .
R iting]
Fsuehivra,Japan;-366-6653 Tsuchiura, Japan
A Medi . . .
Petive: iting}
Weakayama,Japan641-8510 Wakayama, Japan
v FPref 5 .
R iting]
YamanashiJapan,400-8506 Yamanashi, Japan

Korea, Republic of

i . D Medieal-c
R iting]
Daegu, Korea, Republic of -#06-#42

HAetive- iting}
{Completed}

Guri-Si, Korea, Republic of 44784
Asan-Medieal-Center
Phetive: iting}

Seoul, Korea, Republic of 85505

The o . . N
Phetive: iting}

Suwon-Si, Korea, Republic of 46247
Netherlands

: . Megi - . et :
Phetive: iting}
Arasterdar—Nethedards—H085-AZ Amsterdam, Netherlands
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. . 2 M .
Phetive: iting}

MaastrichtNetherlands6229-Hx Maastricht, Netherlands
New Zealand
. = .
Phetive: iting}

AvecklandNewZealand;—41442 Auckland, New Zealand
Chi .
Petive: iting}

Christchurch, New Zealand 8448
Phetive: iting}

Bunedin, NewZealand 9646 Dunedin, New Zealand
HuttHospitat
HAetive- iting}

Lower Hutt, New Zealand 5648
S SpesialistC A

{Completed}
MiferdNewZealanrd—0620 Milford, New Zealand

Poland

{Completed}
Gdansk—Poland—86-462 Gdansk, Poland

5 Woi ST TR

KrakewPeland-30-964 Krakow, Poland

tedzPoland-96-153 Lodz, Poland

PRutawyPeland24-160 Pulawy, Poland

SepetPoland; 81756 Sopot, Poland
FwoiaP oS inskie-C M

: iting]
Szezecin-Poland,71-270 Szczecin, Poland

- B A e "

PActive: iting]

WarszawaPoland 64337 Warszawa, Poland

Wreetavw—Poland—50-449 Wroclaw, Poland
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Bueuresti—Remania—0167419 Bucuresti, Romania

Oradea; Remania 410167 Oradea, Romania

Fimiseara; Remania; 300002 Timisoara, Romania

Russian Federation

Seientifie-C for R . R oS
Phetive: iting]
trkutskRussianFederation 664003 Irkutsk, Russian Federation

Phetive: iting}
Keazan—RusstanFederation 426642 Kazan, Russian Federation
- Sl . £ RAS
R ing}
Moscow, Russian Federation ~H4#593

Nevesibirsk-RussianFederation, 636094 Novosibirsk, Russian Federation
F s B iution-'Seientific R e
Phetive- iting]

) ibirsk—Russian-F 0630447
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Rostov-On-Don, Russian Federation 344894

RyazanRussianFederation,-396639 Ryazan, Russian Federation

Saint Petersburg, Russian Federation 494645

St Petersburg, Russian Federation 49624+

St-Petersburg; RussianFederation, 195067 St.-Petersburg, Russian Federation

StavrepelRussian-Federation,- 355647 Stavropol, Russian Federation

UfaRussianFederation, 450074 Ufa, Russian Federation

Serbia
Clinical-C Serbi
R sting
Belgrade-Serbia;14-000 Belgrade, Serbia

Kragujevae-Serbia,—34000 Kragujevac, Serbia

Nis-Serbia;—18600 Nis, Serbia
Clinical-C Voivodi
R sting

Vejvedina,-Serbia; 21000 Vojvodina, Serbia
Slovakia

R ing]

Bratislava-Slevakia; 831-04 Bratislava, Slovakia
Phetive: iting}

Presov—Slovakia—0686-684 Presov, Slovakia
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PWithdrawn]
5 s ine—5800
Ukraine

Dnipropetrovska-derzhavra-medychna-akademiya
R iting]
DripropetrovskUkraine; 49044 Dnipropetrovsk, Ukraine

tranre-Frankivsik-Ykraine, 76668 Ivano-Frankivsk, Ukraine

Kiyv—Ukraine; 04107 Kiyv, Ukraine

Kyiv-Ukraine;- 04630 Kyiv, Ukraine

Eviv-Ykratre 796108 Lviv, Ukraine

5 -~ . .

Sdessa—kraire—65625 Odessa, Ukraine
: . ¢ . . " .

Phetive: iting}

Sumy-Ukraine; 40022 Sumy, Ukraine
T iam-Reai Shin .
Phetive: iting}

Yzhgered;-Ukraine;-88600 Uzhgorod, Ukraine

i 5 " . . M-
PActive: iting]
Vinnaytsia; Ukraine 24648 Vinnytsia, Ukraine

Zapeorizhzhia Ukraine; 69035 Zaporizhzhia, Ukraine
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Zhaperozhia,Ykraine, 69660 Zhaporozhia, Ukraine

United Kingdom

2 = .
R sting
Birmingham, United Kingdom B452FH

Cambridge; United-Kingdom;-€B2-2QQ Cambridge, United Kingdom
N akC S \Warwi . ST

Coventry-United-Kingdem,-CV2-2BX Coventry, United Kingdom
E B . SF o T

Beneaster,United-Kingdom, DN2-5LTF Doncaster, United Kingdom

EdinburghUnited-KingdomEH4-2XY Edinburgh, United Kingdom

tiverpeotUnited-Kingdom; F8XP Liverpool, United Kingdom

Londen,United-Kingdom NWA-2RG London, United Kingdom

Salford, United Kingdom -M6-8HB

Petive: iting]
Seuthampton,United-Kingdem,-SO616-6¥D Southampton, United Kingdom
G M :
HAetive- iting}
Sutton In Ashfield, United Kingdom NG474dJL

¥ IPDSharing

Plan to Share IPD:
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