List of Clinical Trials Approved by the NBRHC REB as of April 21, 2022

M16-000: A Multicenter, Randomized, Double-Blind,

Placebo-Controlled 52-Week Maintenance and an Open-Label

Extension Study of the Efficacy and Safety of Risankizumab in Subjects with Crohn’s Disease
Who responded to Induction Treatment in M-16-006 or M15-991 (Dr. S. Shulman)

747-304: Phase 3, Double-Blind, Randomized, Placebo-Controlled, Multicentre Study to
Evaluate the Efficacy and Safety of Obeticholic Acid in Subjects with Compensated Cirrhosis
due to Nonalcoholic Steatohepatitis (Dr. S. Gauthier)

M16-067: A Multicenter, Randomized, Double-Blind, Placebo-Controlled Induction Study to
Evaluate the Efficacy and Safety of Risankizumab in Subjects with Moderately to Severely
Active Ulcerative Colitis Who Have Failed Prior Biologic Therapy (Dr. S. Shulman)

M16-066: A Multi, Randomized, Double-Blind, Placebo- Controlled 52-week Maintenance and
an Open-Label Extension Study of the Efficacy and Safety of Risankizumab in Subjects with
Ulcerative Colitis Who Responded to Induction Treatment in M16-067 or M16-065

(Dr. S. Shulman)

M14-430: A Multicenter, Randomized, Double-Blind, Placebo Controlled Maintenance and
Long Term Extension Study of the Efficacy and Safety of Upadacitinib (ABT-494) in Subjects
with Crohn’s Disease, who completed the M14-431 or M14-433 Studies (Dr. S. Shulman)

Enhancing Evidence-based Practice for Youth and Emerging Adults with Early Psychosis:
Implementation and Evaluation in Diverse Service Settings. (Dr. A. Voineskos)

I6T-MC-AMAM - A Phase 3, Multicenter, Randomized, Double-Blind, Placebo- and Active-
Controlled, Treat-Through Study to Evaluate the Efficacy and Safety of Mirikizumab in Patients
with Moderately to Severely Active Crohn’s Disease (Dr. S. Gauthier)

M20-259 - A Phase 3, Multicenter, Randomized, Efficacy Assessor-Blinded Study of
Risankizumab Compared to Ustekinumab for the Treatment of Adult Subjects With Moderate
to Severe Crohn's Disease Who Have Failed Anti-TNF therapy (Dr. S. Shulman)

M20-371 - A Randomized, Double-Blind, Placebo-Controlled Study to Evaluate the Safety and
Efficacy of ABBV-154 in Subjects with
Moderately to Severely Active Crohn's Disease (CD): AIM-CD (Dr. S. Shulman)

Studies approved through Clinical Trials Ontario (CTO)
GEMINI Hospital Cohort Study Research Protocol (Dr. K. Gagne)

Outcomes of a higher vs. lower hemodialysate magnesium concentration: A pragmatic cluster
randomized clinical trial in hemodialysis centres (Dial-Mag Canada (Dr. T. Shulman)

PROTOCOL SB2640-CLIN-007 A PHASE 2B, MULTI-CENTER, DOUBLE-BLIND,
RANDOMIZED, PLACEBO-CONTROLLED STUDY OF THE SAFETY AND EFFICACY OF
TVB-2640 IN SUBJECTS WITH NONALCOHOLIC STEATOHEPATITIS

(FASCINATE-2) (Dr. S. Gauthier)



