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INTRODUCTION

The 2021 virtual DDW and ECCO meetings both showcased exciting research that will advance the management of inflammatory 
bowel disease (IBD) in Canada. This CARETM report highlights key news and its potential impact for Canadian health care providers 
and patients.

Please visit https://ddw.org/education/abstracts/ for more information and links to the various options for accessing the full 
DDW abstract content.

The links to access full ECCO abstract content have been incorporated within this report.

CARE™ Gastroenterology Steering Faculty Lead

John Marshall 
MD, MSc, FRCPC, CAGF, AGAF

McMaster University
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CARETM Gastroenterology Faculty Perspective

The SEAVUE trial was the first head-to-head comparison 
of existing therapies reported in Crohn’s disease. While 
SEAVUE failed to demonstrate superiority of ustekinumab 
over adalimumab, it did highlight that both of these agents 
are associated with high rates of clinical and endoscopic 
response and rapid onset of action, with favourable safety. 

Dr. John Marshall provided a more in depth review of the 
SEAVUE trial highlights and Canadian impact.  
Click below to hear more!

Existing Therapies 

As new therapies are approved for treatment of IBD in Canada, clinicians are pressed to consider their relative efficacy and safety, to plan 
treatment sequences, and to match patients to drugs in a more precise and informed way. To date, these decisions have relied largely on 
observational data and network meta-analyses of individual placebo-controlled trials. 

DDW 2021 775d. Ustekinumab Versus Adalimumab for 
Induction And Maintenance Therapy In Moderate-To-Severe 
Crohn’s Disease: The SEAVUE Study.

Sands et al.

Conclusion: Both UST and ADA were highly effective in this 
population of biologic-naïve pts. Rates of clinical remission at 
W52 were not statistically significantly different between the 
treatment groups. The DC rates were numerically lower for UST. 
Safety results were consistent with prior experience for both 
treatments.

DDW 2021 742. Discontinuation Of Infliximab Therapy In 
Patients With Crohn’s Disease In Sustained, Complete Clinical-
Biochemical-Endoscopic Remission: A Double-Blinded, 
Placebo-Controlled, Randomized Clinical Trial. 

Buhl et al.

Conclusion: This first double-blinded placebo-controlled RCT 
of IFX withdrawal in Crohn’s disease patients strongly suggests 
that discontinuation of IFX leads to a considerable risk of 
relapse despite combined clinical, biochemical, and endoscopic 
remission.

CARETM Gastroenterology Faculty Perspective

This rigorously designed trial showed a surprisingly high rate 
of relapse upon infliximab withdrawal among patients with 
Crohn’s disease in deep remission. Furthermore, it is not clear 
from these data whether remission can be recaptured by 
restarting infliximab, as treatment interruption can promote 
development of anti-drug antibodies. These data provide a 
sobering reminder that remission of IBD is often sustained 
because of and not despite continued therapy.
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“These data provide a sobering reminder that 
remission of IBD is often sustained because of and 
not despite continued therapy.”

TM

http://
https://careeducation.ca/reports/care-perspectives-on-ddw-ecco-2021/


Please visit https://ddw.org/education/abstracts/ for more information and links to the various options for accessing the full DDW abstract content.

The links to access full ECCO abstract content have been incorporated within this report.
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New Agents 

Many patients with IBD remain fail or do not tolerate all existing advanced therapies. New options with novel mechanisms of action 
are needed. Key data from several clinical development programs were presented at DDW and ECCO. Several monoclonal antibodies 
targeting the p19 subunit of IL-23, including rizankizumab, are in late-stage clinical trials.

DDW 2021 775a. Risankizumab Induction Therapy In Patients 
With Moderate-To-Severe Crohn’s Disease With Intolerance 
Or Inadequate Response To Conventional And/Or Biologic 
Therapy: Results From The Phase 3 ADVANCE Study.

D’Haens et al. 

Conclusion: RZB 600 mg and 1200 mg was more effective than 
placebo at inducing clinical remission and endoscopic response 
at Week 12 in patients with moderate-to-severe CD. Both RZB 
doses were generally well-tolerated, and AEs were consistent 
with the known safety profile of RZB.

DDW 2021 648. Efficacy And Safety Of Filgotinib As Induction 
Therapy For Patients With Moderately To Severely Active 
Ulcerative Colitis: Results From The Phase 2B/3 SELECTION 
Study. 

Feagan et al. 

Conclusion: The SELECTION study population included a high 
proportion of dual-refractory patients and patients with severe 
endoscopic disease. Both doses of FIL were well tolerated. 
Filgotinib 200 mg was effective as an induction therapy for 
both biologic-naïve and biologic-experienced patients with 
moderately to severely active  UC.

CARETM Gastroenterology Faculty Perspective

The ADVANCE and MOTIVATE trials enrolled patients with 
Crohn’s disease who had significant disease activity and 
relatively long disease duration. Most subjects in ADVANCE 
and all subjects in MOTIVATE had failed previous biologic 
therapy, with many of these having failed at least two 
biologics and two classes of advanced therapy. Despite 
this, rizankizumab showed strong efficacy over placebo for 
induction of clinical remission and endoscopic improvement 
with reassuring safety, in both bio-naïve and bio-failure 
subgroups. Maintenance data from this clinical development 
program are awaited.

JAK inhibitors are orally administered small molecules that 
block cytokine-induced intracellular signalling. Tofacitinib 
is approved in Canada for treatment of ulcerative colitis, 
bur several other JAK inhibitors are in development. Both 
filgotinib and upadacitinib offer more selective JAK1 
inhibition and are in late-stage clinical trials for treatment of 
ulcerative colitis.

ECCO 2021 OP24. Efficacy and safety of upadacitinib induction 
therapy in patients with Moderately to Severely Active 
Ulcerative Colitis: Results from the phase 3 U-ACHIEVE study. 

Danese et al.

Conclusion: In patients with moderately to severely active UC, 
UPA 45 mg QD induction therapy was superior to PBO in inducing 
clinical remission/response, and endoscopic remission/response 
over 8 weeks; responses were significant and rapid. UPA 45 mg 
QD was well tolerated; safety was comparable with the known 
safety profile of UPA, and no new safety signals were identified.

Access the full abstract here: https://www.ecco-ibd.eu/publications/congress-abstracts/
item/op24-efficacy-and-safety-of-upadacitinib-induction-therapy-in-patients-with-
moderately-to-severely-active-ulcerative-colitis-results-from-the-phase-3-u-achieve-
study.html

CARETM Gastroenterology Faculty Perspective

SELECTION showed strong efficacy for filgotinib 
and U-ACHIEVE confirmed the previously reported 
U-ACCOMPLISH in finding strong efficacy for upadacitinib. 
Adverse events were rare, although only short-term induction 
data were reported. Safety data from the maintenance phases 
of the filgotinib and updacitinib development programs, 
as well as an ongoing study of the effect of filgotinib on 
spermatogenesis are awaited to determine whether more 
selective JAK1 inhibition can match or beat the efficacy of 
tofacitinib while improving safety and tolerability.

“Many patients with IBD remain fail or do not tolerate 
all existing advanced therapies. New options with 
novel mechanisms of action are needed.”

Both filgotinib and upadacitinib offer more selective 
JAK1 inhibition and are in late-stage clinical trials for 
treatment of ulcerative colitis.

JAK inhibitor Tofacitinib is approved in Canada for 
treatment of ulcerative colitis, but several other JAK 
inhibitors are in development. 

http://
https://www.ecco-ibd.eu/publications/congress-abstracts/item/op24-efficacy-and-safety-of-upadacitini
https://www.ecco-ibd.eu/publications/congress-abstracts/item/op24-efficacy-and-safety-of-upadacitini
https://www.ecco-ibd.eu/publications/congress-abstracts/item/op24-efficacy-and-safety-of-upadacitini
https://www.ecco-ibd.eu/publications/congress-abstracts/item/op24-efficacy-and-safety-of-upadacitini


Please visit https://ddw.org/education/abstracts/ for more information and links to the various options for accessing the full DDW abstract content.

The links to access full ECCO abstract content have been incorporated within this report.
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Novel Concepts

Many patients with IBD remain fail or do not tolerate all existing advanced therapies. New options with novel mechanisms of action 
are needed. Key data from several clinical development programs were presented at DDW and ECCO. Several monoclonal antibodies 
targeting the p19 subunit of IL-23, including rizankizumab, are in late-stage clinical trials.

ECCO 2021 OP31. RESTORE: Interim analysis of a Phase 2 study 
of QBECO SSI for the induction and maintenance of clinical 
and endoscopic remission in subjects with Moderate to Severe 
Crohn’s Disease. 

Bressler et al. 

Conclusion: Week 26 was the optimal endoscopic evaluation 
timepoint for QBECO SSI treatment and will be utilized in the 
larger RCT. Both biologics naïve and experienced patients 
showed response to QBECO SSI treatment by Weeks 26 and 52, 
with higher response rates in biologics naïve patients. QBECO SSI 
was well tolerated.

Access the full abstract here: https://www.ecco-ibd.eu/publications/congress-
abstracts/item/op31-restore-interim-analysis-of-a-phase-2-study-of-qbeco-ssi-for-the-
induction-and-maintenance-of-clinical-and-endoscopic-remission-in-subjects-with-
moderate-to-severe-crohn-s-disease.html

DDW 2021 Su472. A Translational Phase I Study Of 
Tauroursodeoxycholic Acid (TUDCA) To Reduce Symptoms 
And Er Stress In Active Ulcerative Colitis. 

Huang et al.

Conclusion: Preliminary results from a Phase I clinical trial 
demonstrate that the dietary supplement TUDCA is safe, well 
tolerated and is associated with significant clinical improvement 
in a majority of patients with moderate to severely active 
ulcerative colitis. Mucosal healing and reductions in markers of 
ER stress were observed in a subset of patients. Study completion 
and analysis of gene expression and microbiome are underway.

CARETM Gastroenterology Faculty Perspective

It has been hypothesized that the overactive adaptive immune 
response seen in IBD is a consequence of in inadequate 
innate immune response to luminal (or other) antigens. 
QBECO site-specific immunomodulator (SSI) is derived 
from inactivated gut bacteria and injected subcutaneously 
to enhance innate immunity. These preliminary data in 
Crohn’s disease are encouraging and suggest that this novel 
therapeutic approach warrants further formal study.

CARETM Gastroenterology Faculty Perspective

Endoplasmic reticulum (ER) stress can lead to protein 
misfolding, which can promote intestinal inflammation and 
play a role in the pathogenesis of IBD. Tauroursodeoxycholic 
acid (TUDCA) is a naturally occurring bile salt that has 
reduced signs of ER stress in preclinical models of IBD. This 
small translational phase I study showed that TUDCA induced 
clinical response and mucosal healing in patients with 
symptomatic ulcerative colitis. There were no serious adverse 
events, which might be expected for a naturally occurring 
compound. These data reflect our greater understanding of 
the pathogenesis of IBD and reinforce that there is more to 
its treatment than immune suppression.

Summary

The last decade has seen new therapies arrive at the bedside for patients, leading to robust discussion about head-to-head comparisons 
of efficacy and safety, treatment sequencing, and even treatment combination. However, many patients still fail or do not tolerate 
existing options. Novel treatments with mechanisms of action that go beyond immune suppression show promise and may diversify our 
approach to IBD. Continued investment in research and timely access to new therapies will improve the outcomes of Canadians living 
with IBD.

http://
https://www.ecco-ibd.eu/publications/congress-abstracts/item/op31-restore-interim-analysis-of-a-phas
https://www.ecco-ibd.eu/publications/congress-abstracts/item/op31-restore-interim-analysis-of-a-phas
https://www.ecco-ibd.eu/publications/congress-abstracts/item/op31-restore-interim-analysis-of-a-phas
https://www.ecco-ibd.eu/publications/congress-abstracts/item/op31-restore-interim-analysis-of-a-phas


THE 5TH ANNUAL CARE™ NATIONAL CONGRESS 

The CARE™ National Congress is an annual meeting bringing together representatives from the various CARE™ faculties, 
government, public and private payers to discuss  biosimilar adoption and access to innovation framed from a Canadian 
perspective and treatment reality.

Congress Objectives

• Provide a platform to discuss perspectives/policies on biosimilars and access to (affordable) innovationChallenges related to 
medication funding in Canada 

• Biosimilars are a reality in the Canadian landscape

• We (still) need to consider their impact and use

• Understand each others roles/challenges to support (optimal) Health Care in Canada

• Innovation improves patient outcomes

• How do we incorporate/afford innovative therapies and ensure equitable access to health care for all Canadians 

The program was chaired by Dr. John Kuruvilla, (CARE™ Hematology steering faculty chair) and Dr. Philip Baer, (CARE™ 
Rheumatology steering faculty chair). CARETM Gastroenterology Faculty Dr. John Marshall and Dr. Natasha Bollegala 
participated as part of this years panel.
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OTHER RECENT ACTIVITY WITH THE CARE™ GASTROENTEROLOGY FACULTY 

CARETM Congress: Biosimilars Update 
and Access to Innovation 2021 Report 

Coming soon: July 2021

https://careeducation.ca/reports/care-national-congress-2021-report/


GASTROENTEROLOGY FACULTY ANALYSIS:
BIOSIMILARS AND ACCESS TO INNOVATION FOR GASTROENTEROLOGISTS 
MANAGING PATIENTS WITH IBD 

Program overview 

This needs assessment was conducted by CARE™ gastroenterology faculty and overseen by steering faculty lead, Dr. John 
Marshall.

The needs assessment was built off similar styled initiatives conducted by faculty over last 5 years. 

The aim is to assess how opinions and experiences with biosimilars have evolved, along with identifying outstanding needs 
and concerns.

The results from the needs assessment were also touch on during the recent CARE™ National Congress: Update on 
Biosimilars and Access to Innovation.

Needs Assessment distributed: April/May 2021

Target audience: Canadian gastroenterologists with focus on those in clinical practice who treat IBD.

Number of Needs Assessments sent: 400

Response from: 24 clinicians from across all regions. Program still open for response.

Key Takeaways
The response data provides the average of all responders

Agreement among responders that current clinical trial data on biosimilars are sufficient for treatment naïve patient 
to be started on a biosimilar.  3.8/5

Same responders are at best neutral to position that trial data on biosimilars are sufficient for stable patient to be 
switched from a reference drug to a biosimilar.  2.9/5

More data on biosimilar outcomes in a Canadian practice setting are needed.  3.8/5

Drug acquisition costs are only one component of the overall cost-benefit of biologic and other targeted therapies.  
4.1/5

I consider the quality of patient support programs when making treatment decisions.  4.6/5 

Biosimilar patient support programs are equivalent to those of their reference drugs. 2.7/5

Health care providers will be required to offer additional patient interaction time to implement non-medical 
switches.  4.9/5

Post-marketing surveillance studies are needed to measure the impact of non-medical switches.  4.7/5

Current polices will allow savings from biosimilar adoption to fund access to new therapies.  2.5/5
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FACULTY COMMENTARY

Studies establish that biosimilars have comparable safety and efficacy to that of their originator biologic, and that the risks 
associated with switching therapeutic agents appear no greater for biosimilars than they are for biologics. 

However, methodological considerations for trials testing non-medical switching to a biosimilar prompt questions. 

These questions include, but are not limited to: 

• Did the trial witness clinically significant differences? 

• Did the trial engage in a single switch or multiple switches? 

• Did the trial utilize a superiority, non-inferiority or equivalence study design? 

• Was the trial controlled, randomized and/or double blind? 

• Was the study adequately powered? 

• Was there adequate follow-up? 

• Were immunogenicity-related outcomes investigated? 

• Were individual patient-level outcomes investigated? 

Further study is required to determine the full clinical effects of switching – specifically, how multiple switches might 
affect patient immunogenicity. 

The current COVID pandemic has also altered patient access to in-person consult. Time required to explain a forced switch, 
manage the transition and monitor the patient is an added burden to the clinician and added stress to the patient.

CARE™ Gastroenterology faculty guidance on biosimilars, suggests that patients who are stable and doing well on 
biologics should currently not be switched for nonmedical reasons. 

For more information regarding CARE™ gastroenterology faculty guidance on biosimilars, please visit: http://www.
careeducation.ca/ guiding principles.
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RESPONSE DATA
1 2 3 4 5

Strongly  
Disagree

Neutral AgreeDisagree Strongly  
Agree

Current clinical trial data on biosimilars are sufficient for multiple 
switches among reference drugs and their biosimilars.

To what extent do you agree: 

17%  
Disagree

25%  
Neutral

50%  
Strongly Disagree

8% 
Strongly Agree

Current clinical trial data on biosimilars are sufficient for treatment 
naïve patient to be started on a biosimilar. 

To what extent do you agree: 

42%  
Agree

17%  
Disagree

8%  
Strongly 
Disagree

33% 
Strongly Agree

n=24

Current clinical trial data on biosimilars are sufficient for stable 
patient to be switched from a reference drug to a biosimilar.  

To what extent do you agree: 

42%  
Agree

17%  
Disagree

8%  
Neutral

25%  
Strongly Disagree

8% 
Strongly Agree

n=24

n=24

Please specify in which area more data on biosimilar outcomes in a 
Canadian practice setting are needed.

Long term efficacy and 
safety 40%

Pediatric patients 10%

Non-medical switch 30%

Impact on adherence 
with switch of PSP 20%

n=24

More data on biosimilar outcomes in a Canadian practice setting are 
needed.

To what extent do you agree: 

3.8  Average Response

Strongly Disagree Strongly Agree

n=24

In your opinion as an HCP, a stable patient should not be subject to 
nonmedical switch from a reference drug to its biosimilar.

To what extent do you agree: 

3.5  Average Response

Strongly Disagree Strongly Agree

n=24

Patients should ultimately be able to choose which biologic agent 
they receive. 

To what extent do you agree: 

2.8  Average Response

Strongly Disagree Strongly Agree

n=24

Drug acquisition costs are only one component of the overall cost-
benefit of biologic and other targeted therapies. 

To what extent do you agree: 

4.1  Average Response

Strongly Disagree Strongly Agree

n=24

I consider the quality of patient support programs when making 

treatment decisions.  To what extent do you agree: 

4.6 

Strongly Disagree Strongly Agree

n=24 Average Response

More clinical trials of biosimilars in IBD are needed.

To what extent do you agree: 

4

Strongly Disagree Strongly Agree

n=24   Average Response
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Biosimilar patient support programs are equivalent to those of their 

reference drugs.  To what extent do you agree: 

2.7  Average Response

Strongly Disagree Strongly Agree

n=24

Any additional time required to implement non-medical switches 
will be compensated adequately under current or proposed switch 

policies.  To what extent do you agree: 

2.3  Average Response

Strongly Disagree Strongly Agree

n=24

The COVID-19 pandemic has reduced patients’ overall access to 

health care providers.  To what extent do you agree: 

3.6  Average Response

Strongly Disagree Strongly Agree

n=24

The COVID-19 pandemic has made me reluctant to start patients on 

biologic therapy.  To what extent do you agree: 

2.3  Average Response

Strongly Disagree Strongly Agree

n=24

At the current stage of the COVID-19 pandemic implementation of 

non-medical switches should be delayed. To what extent do you agree: 

3.8  Average Response

Strongly Disagree Strongly Agree

n=24

I am satisfied with the therapeutic options currently available to my 

IBD patients.  To what extent do you agree: 

2.8  Average Response

Strongly Disagree Strongly Agree

n=24

The benefits of innovative new therapies warrant higher drug 

acquisition costs.   To what extent do you agree: 

3.4  Average Response

Strongly Disagree Strongly Agree

n=24

Current polices will allow savings from biosimilar adoption to fund 

access to new therapies.  To what extent do you agree: 

2.5  Average Response

Strongly Disagree Strongly Agree

n=24

Health care providers will be required to offer additional patient 
interaction time to implement non-medical switches. 
To what extent do you agree: 

4.9 

Strongly Disagree Strongly Agree

n=24 Average Response

The COVID-19 pandemic has reduced patients’ in-person access to 

health care providers.  To what extent do you agree: 

4.4

Strongly Disagree Strongly Agree

n=24 Average Response

Post-marketing surveillance studies are needed to measure the 

impact of non-medical switches.  To what extent do you agree: 

4.7 

Strongly Disagree Strongly Agree

n=24 Average Response

New biologic and other targeted therapies will provide greater benefits 

to patients than current therapies.  To what extent do you agree: 

4.3

Strongly Disagree Strongly Agree

n=24 Average Response
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CARETM (Community. Academic. Research. Education) Faculty is a  
Pan-Canadian group of leaders in their field who gather, discuss and 

address gaps in knowledge, to develop education initiatives that frame  
news from a Canadian perspective. 

The vision of the CARE™ Faculty is to share opinions and update Canadian 
specialists and allied healthcare providers with news and developments, 

framed from a Canadian perspective.

The mission of the CARETM Faculty is to enhance medical education,  
with the explicit goal of improving patient outcomes. 

Learn more at CAREeducation.ca

TM

All Meetings and Outputs  
Framed from a Canadian Perspective

CARETM GASTROENTEROLOGY FACULTY

This CARETM PUBLICATION provides educational updates on current trends in medicine. Content reflects the opinions, output and analyses of experts, investigators, 

educators and clinicians (“CARETM Faculty”), whose activities, while independent, are commercially supported by the noted sponsor(s). Program content is developed 

independently of sponsor(s). This content is intended for educational value only; to make scientific information and opinions available to health professionals, to stimulate 

thought, and further investigation. Decisions regarding diagnosis and/or management of any individual patient or group of patients should be made on individual basis 

after having consulted appropriate sources. Opinions expressed herein reflect the opinions and analyses of the experts who have authored the material. Support for the 

distribution of this report was provided by Janssen Canada. Copyright © 2021 by CARETM. All rights reserved. This publication or any portion thereof, in print, electronic 

copy or any other form, cannot be reproduced without the express written consent of CARETM. Any information, data, analysis, or results reproduced from another source 

remains the property of its authors. CARETM is a registered trademark. Canada (Registration No. TMA931,165). United States of America (Registration No. 5,024,819).


