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Table S1.  Independent Ethics Committee (IEC)/Institutional Review Board (IRB) List. 

Site Name Name and Address of IEC/IRB 
West Tennessee Research Institute 
Suite 400 
369 North Parkway 
Jackson, TN 38305 
USA 

Central: 
Chesapeake IRB 
Suite 110 
6940 Columbia Gateway Drive 
Columbia, MD 21046 
USA 

Enverus Medical Research 
Suite 603 
13737 96 Ave 
Surrey, BC V3V 0C6 
Canada 

Central: 
Research Review Board Inc. 
Suite 203 
1913085 Yonge Street 
Richmond Hill, ON L4E 0K2 
Canada 

Schlosspark-Klinik-Akademisches 
Lehrkrankenhaus der Charité 
Universitätsmedizin Berlin Innere Medizin II, 
Rheumatologie 
Heubnerweg 2 
14059 Berlin 
Germany 

Central: 
Ethikkommission der Medizinischen 
Fakultät  
Ludwig-Maximilians-Universität München 
Pettenkoferstraβe 8a 
80336 München 
Germany 

Universitätsklinikum Frankfurt Centrum für 
innovative Diagnostik und Therapie 
Rheumatologie / Immunologie GmbH 
Universitätsklinikum Frankfurt 
Haus 33B  
Theodor-Stern-Kai 7,  
Frankfurt am Main, 60590  
Germany 

Central: 
Ethikkommission der Medizinischen 
Fakultät  
Ludwig-Maximilians-Universität München  
Pettenkoferstraβe 8a 
80336 München 
Germany 

Hospital Universitario A Coruña Complexo 
Hospitalario Universitario A Coruña - 
CHUAC  
Servicio de Reumatología Servicio de 
Reumatología Unidad de Investigación 2ª 
planta  
C/ Xubias  
84 A Coruña 15006  
Spain 

Central: 
Comite de Etica de la investigacion con 
medicamentos 
Hospital Clinic de Barcelona 
Calle Villarroel 170 
08036 Barcelona 
Spain 
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Carol and Frank Morsani Center, MDC 
81  
Floors 1 & 6  
13330 USF Laurel Drive 
Tampa, FL 33612 
USA 

Central: 
WIRB  
Suite 120 
1019 39th Ave SE 
Puyallup, WA 98374 
USA 

Hospital Universitario de La Princesa 
Servicio de Reumatología Secretaría planta 9 
C/ Diego de León 62 
28006 Madrid  
Spain 

Central: 
Comite de Etica de la investigacion con 
medicamentos 
Hospital Clinic de Barcelona 
Calle Villarroel 170 
08036 Barcelona 
Spain 

Centre Hospitalier du Mans Service de 
Rhumatologie  
194 av Rubillard  
Le Mans 72037  
France 

Central: 
Comité de Protection des Personnes 
TOURS – région centre-ouest 1  
Hôpital Bretonneau – CHRU Tours,  
2 bd Tonnelle,  
37044 TOURS Cedex 9 
France 

Low Country Rheumatology, PA 
2860 Tricom Street 
Charleston, SC 29406 
USA 

Central: 
Chesapeake IRB 
Suite 110 
6940 Columbia Gateway Drive 
Columbia, MD 21046 
USA 

Arthritis and Osteoporosis Associates 
Building 1 
4247 Route 9 North  
Freehold, NJ 07728 
USA 

Central: 
Chesapeake IRB 
Suite 110 
6940 Columbia Gateway Drive 
Columbia, MD 21046 
USA 

SKiN Centre for Dermatology  
775 Monaghan Road South  
Peterborough, ON K9J 5K2 
Canada 

Central: 
Research Review Board Inc. 
Suite 203 
1913085 Yonge Street 
Richmond Hill, ON L4E 0K2 
Canada 
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Centre Hospitalier de Hautepierre, Service de 
Rhumatologie  
1 av de Molière  
Strasbourg 67098 
France 

Central: 
Comité de Protection des Personnes 
TOURS – région centre-ouest 1 
Hôpital Bretonneau – CHRU Tours 
2 bd Tonnelle 
37044 TOURS Cedex 9 
France 

Hôpital Trousseau Service de Rhumatologie  
Avenue de la République 
Chambray Les Tours Cedex 37171 
France 

Central: 
Comité de Protection des Personnes 
TOURS – région centre-ouest 1  
Hôpital Bretonneau – CHRU Tours,  
2 bd Tonnelle 
37044 TOURS Cedex 9 
France 

Desert Medical Advances  
Suite A-6 
72855 Fred Waring Drive  
Palm Desert, CA 92260 
USA 

Central: 
Chesapeake IRB 
Suite 110  
6940 Columbia Gateway Drive 
Columbia, MD 21046 
USA 

Universitätsklinikum Tübingen, Medizinische  
Universitätsklinik Innere Medizin II, 
Onkologie, Hämatologie, Rheumatologie, 
Immunologie, Pulmonologie 
Otfried-Müller-Str. 10 
Tübingen 72076 
Germany 

Central: 
Ethikkommission der Medizinischen 
Fakultät  
Ludwig-Maximilians-Universität München  
Pettenkoferstraβe 8a 
80336 München  
Germany 

Asahikawa Medical University Hospital 
Dermatology  
1-1-1 Midorigaokahigashi 2-jo 
Hokkaido, Asahikawa 078-8510 
Japan 

Local: 
The IRB of Asahikawa Medical University 
Hospital  
1-1-1 Midorigaokahigashi 2-jo 
Hokkaido, Asahikawa 078-8510 
Japan 

China Medical University Hospital 
No.2 Yuh-Der Road, 
Taichung 40447  
Taiwan 

Local: 
Research Ethics Committee 
China Medical University & Hospital 
2 Yude Road 
Taichung 40447 
Taiwan (R.O.C.) 
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Kiljavan Lääketutkimus Oy Donnerinkatu 
5 
Hyvinkää 05800 
Finland 

Central: 
HUS tutkimuseettiset toimikunnat  
Medisiininen eettinen toimikunta 
Biomedicum, Helsinki 2 C 
PL 705 00029 HUS 
Finland 

Practice of Internists "Nasz Lekarz"  
TorunUnpublic Health Center 
"Our Doctor" Private Practice  
Szczytna Street 20  
Torun 87-100 
Poland 

Central: 
Komisja Bioetyczna  
Kujawsko-Pomorskiej OIL w Toruniu 
Ignacego Danielewskiego 6 
87-100 Toruń 
Poland 

Keio University Hospital Rheumatology  
35 Shinanomachi 
Shinjuku-ku, Tokyo, 160-8582 
Japan 

Local: 
The IRB of Keio University Hospital  
35 Shinanomachi 
Shinjuku-ku, Tokyo 160-8582 
Japan 

Rheumatologe - Gastroenterologe - 
Physikalische Medizin  
Romanstraβe 9 
München-Nymphenburg 80639 
Germany 

Central: 
Ethikkommission der Medizinischen 
Fakultät  
Ludwig-Maximilians-Universität München  
Pettenkoferstraβe 8a 
80336 München 
Germany 

Altoona Center for Clinical Research, P.C. 
175 Meadowbrook Lane  
Duncansville PA 16635 
USA 

Central: 
Chesapeake IRB 
Suite 110  
6940 Columbia Gateway Drive 
Columbia, MD 21046 
USA 

Taipei Veterans General Hospital 
No. 201, Section 2, Shih-Pai Road 
Taipei 11217 
Taiwan 

Local: 
Institutional Review Board  
Taipei Veterans General Hospital 
201 Sec. 2, Shih-Pai Road  
Taipei 11217 
Taiwan  

Inland Rheumatology Clinical Trials, Inc. 
1238 East Arrow Highway 
Upland, CA 91786 
USA 

Central: 
Chesapeake IRB 
Suite 110 
6940 Columbia Gateway Drive  
Columbia, MD 21046 
USA 
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CHU Nantes Hôtel Dieu  
Consultation Rhumatologie RCB aile sud  
1 place Alexis Ricordeau  
Nantes 44093 
France 

Central: 
Comité de Protection des Personnes 
TOURS – région centre-ouest 1  
Hôpital Bretonneau – CHRU Tours,  
2 bd Tonnelle,  
37044, TOURS Cedex 9 
France 

Seattle Rheumatology Associates 
Suite 600 
601 Broadway  
Seattle, WA 98122 
USA 

Central: 
WIRB  
Suite 120 
1019 39th Ave SE  
Puyallup, WA 98374 
USA 

Clinic Medical Center; Nowa Sol 
Glowackiego 8d/2  
Nowa Sol 67-100 
Poland 

Central: 
Komisja Bioetyczna  
Kujawsko-Pomorskiej OIL w Toruniu 
Ignacego Danielewskiego 6 
87-100 Toruń 
Poland 

Nagoya City University Hospital, 
Dermatology  
1, Kawasumi, Mizuho-cho 
Mizuho-ku 
Nagoya, Aichi 467-8602 
Japan 

Local: 
The IRB of Nagoya City University 
Hospital  
1, Kawasumi, Mizuho-cho 
Mizuho- ku 
Nagoya-shi, Aichi 467-8602, Japan 

Rheumatology Center MUDr. Mostera, s.r.o. 
Mosnova 8  
Brno - Zidenice 615 00 
Czech Republic  

Central: 
Fakultni nemocnice v Motole 
V Úvalu 84 
150 06 Praha 5 -Motol, 
Czech Republic 

Arthritis and Rheumatology of Georgia, P.C. 
Suite 220 
980 Johnson Ferry Road, NE 
Atlanta, GA 30342 
USA 

Central: 
Chesapeake IRB 
Suite 110 
6940 Columbia Gateway Drive 
Columbia, MD 21046 
USA 

Bluegrass Community Research, Inc. 
330 Waller Avenue 
Lexington KY 40504 
USA 

Central: 
Chesapeake IRB 
Suite 110 
6940 Columbia Gateway Drive 
Columbia, MD 21046 
USA 
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Cliniques Universitaires Saint- Luc 
Service de Rhumatologie 
Avenue Hippocrate 10 
Bruxelles 1200 
Belgium 

Local: 
UZ Leuven - Campus Gasthuisberg 
Commissie Medische Ethiek 
Herestraat 49 
Leuven, 3000  
Belgium 

St.Luke's International Hospital 
Immuno-Rheumatology Center  
9-1 Akashi-cho  
Chuo-ku, Tokyo 104-8560  
Japan 

Local: 
The IRB of St.Luke's International 
Hospital 
9-1 Akashi-cho  
Chuo-ku, Tokyo 104-8560  
Japan 

K. Papp Clinical Research Inc. 
135 Union St. E 
Waterloo ON N2J 1C4 
Canada 

Central: 
Research Review Board Inc.  
Suite 203 
913085 Yonge Street 
Richmond Hill, ON L4E 0K2 
Canada 

Ethics, private practice  
2nd floor, loc. C  
1st May Street 13 
Olsztyn 10-117  
Poland 

Central: 
Komisja Bioetyczna  
Kujawsko-Pomorskiej OIL w Toruniu 
Ignacego Danielewskiego 6 
87-100 Toruń 
Poland 

Revma Praha s.r.o.  
Seydlerova 8  
158 00 Prague 5 - Stodulky  
Czech Republic 

Central: 
Fakultni nemocnice v Motole  
V Úvalu 84 
150 06 Praha 5 -Motol 
Czech Republic 

Hospital Universitario Virgen Macarena 
Servicio Reumatología Semisótano 
Av. Doctor Fedriani 3 
41009 Sevilla 
Spain 

Central: 
Comite de Etica de la investigacion con 
medicamentos 
Hospital Clinic de Barcelona 
Calle Villarroel 170 
08036 Barcelona 
Spain  
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Klinikum der Universität München - 
Campus Groβhadern 
Klinikum der Ludwig- Maximilians-Universität 
München,  
Medizinische Klinik und Poliklinik IV, 
Rheumaeinheit  
Pettenkoferstraβe 8a 
München 80336  
Germany 

Central: 
Ethikkommission der Medizinischen 
Fakultät  
Ludwig- Maximilians-Universität München  
Pettenkoferstraβe 8a 
80336 München 
Germany 

Rheumatology and interior office 
Kladno, Outpatient Clinic Ctyrobvod 
Unhostska 2533  
Kladno, 272 01 
Czech Republic 

Central: 
Fakultni nemocnice v Motole  
V Úvalu84  
150 06 Praha 5 -Motol 
Czech Republic 

Private Practice  
Rheumatology Outpatient Clinic  
Taborska 57 
140 00 Prague 4 -Nusle 
Czech Republic 

Central: 
Fakultni nemocnice v Motole  
V Úvalu 84  
150 06 Praha 5 -Motol 
Czech Republic 

Osaka City University Hospital, Dermatology 
1-5-7 Asahi-machi 
Abeno-ku, Osaka 545- 8586 
Japan 

Local: 
The IRB of Osaka City University 
Hospital 
1-5-7 Asahi-machi,  
Abeno-ku, Osaka 545- 8586 
Japan 

HUS Meilahden Kolmiosairaala 
Reumatologian klinikka 
Haartmaninkatu 4 
Helsinki, 00290 
Finland 

Central: 
HUS tutkimuseettiset toimikunnat  
Medisiininen eettinen toimikunta  
Biomedicum  
Helsinki 2 C  
PL 705, 00029 HUS  
Finland 

PV-Medical s.r.o. - Medical House Revmavita 
Stefanikova 477  
Zlin 760 01  
Czech Republic 

Central: 
Fakultni nemocnice v Motole  
V Úvalu 84  
150 06 Praha 5 -Motol  
Czech Republic 



9 
 

Chung Shan Medical University Hospital 
No. 110, Sec. 1, Jianguo N. Rd.  
South District 
Taichung, 40201  
Taiwan 

Local: 
The Institutional Review Board  
Chung Shan Medical University Hospital 
No. 110, Sec.1, Chien-Kuo N. Road  
Taichung 402 
Taiwan  
 
 Dr.Biziel UnivHosp #2 

Rheumat & Connec.Tissue Disease, Bydgoszcz  
Nicolaus Copernicus University in Bydgoszcz, 
Rheumatological and Connective Tissue 
Disorders 
Ujejskiego Street 75  
Bydgoszcz 85-168, Poland 

Central: 
Komisja Bioetyczna  
Kujawsko-Pomorskiej OIL w Toruniu,  
Ignacego Danielewskiego 6 
87-100 Toruń  
Poland 

Mie University Hospital,  Dermatology  
2-174, Edobashi  
Tsu, Mie 514-8507 
Japan 

Local: 
The IRB of Mie University Hospital 
2-174, Edobashi  
Tsu, Mie 514-8507  
Japan 
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Table S2. Treatment-emergent AEs Among Patients Who Enrolled to the Open-

Label Extension Study Throughout Their Entire Risankizumab Exposure 

AEs, n (%) 

Risankizumab 

N=145 

Any AE 107 (73.8) 

Drug related AEs 34 (23.4) 

Serious AE 6 (4.1) 

Drug related serious AEa 1 (0.7) 

Severe AE 7 (4.8) 

AE leading to drug discontinuationb 5 (3.4) 

AEs of Special Interest 

Infection 67 (46.2) 

Opportunistic infection 0 

Tuberculosis, latent 2 (1.4) 

Serious infectionc 2 (1.4) 

Serious hypersensitivity 0 

Adjudicated MACE 3 (2.1) 

Any malignant tumor 1 (0.7) 

Any malignancy excluding NMSC 1 (0.7) 

Depression 3 (2.1) 

Deaths 0 
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AE, adverse event; MACE, major adverse cardiovascular events; NMSC, non-melanoma skin 

cancer. 

aUrosepsis.  

bAEs leading to discontinuation included psoriatic arthropathy (n=2), urosepsis (n=1), ischemic 

stroke (n=1), and acute coronary syndrome, ischemic cardiomyopathy, and glomerular filtration 

rate abnormal in 1 patient.  

cSerious infections included urosepsis in 1 patient and staphylococcal infection, pneumonia 

haemophilus, and pneumonia pseudomonal in 1 patient. 
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Figure S1. ACR20/50/70 and PASI75/90/100 Responses During the 52-Week Open-

Label Extension. Observed-case analysis. ACR American College of Rheumatology; 

PASI, Psoriasis Area Severity Index. 
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Figure S2. Change From Core Baseline in HAQ-DI, SF-36 PCS, and SF-36 MCS 
Response During the 52-Week Open-Label Extension. Observed-case analysis. HAQ-
DI, Health Assessment Questionnaire Disability Index; MCS, Mental Component 
Summary, PCS, Physical Component Summary; SF-36, Short Form Health Survey 36. 
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Figure S3. Mean Change in mTSS from Core Study Baseline at Week 24 of the Core 

Study* and Week 24 and 48 During the Open-Label Extension. OLE, open-label 

extension; mTSS, modified Total Sharp Score. Observed-case analysis. *Week 0 of open-

label extension for those entering the extension study. 

 

 

 

 


