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The content that follows is written in the language in which it was presented and 

is adapted from the abstracts and oral sessions from the CDDW and ECCO 2019 

meetings. News from CDDW 2019 are presented first to match the chronological 

order in which the two conferences occured.  
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CDDW & ECCO 2019
Select members of the CARE™ Gastroenterology Faculty attended Canadian Digestive Diseases Week 
(CDDW) held in Banff, Alberta from March 1st-3rd, 2019, as well as the 14th Congress of European Crohn’s and 
Colitis Organisation (ECCO) held in Copenhagen, Denmark from March 6th-9th, 2019. 

This report includes a summary of key news and updates in inflammatory bowel disease (IBD) from CDDW 
and ECCO 2019.  

A general summary of CDDW is included in this report along with a meeting summary and abstract content 
from ECCO 2019 - augmented with perspectives from the CARE™ Faculty.     

Beyond the summarized news and therapeutic developments from CDDW and ECCO 2019 that 
follow, a key takeaway from both meetings was that patients benefit from education and two-way 
discussion with their physician.

I am pleased that a patientCARE™ Faculty, comprised of specialists, allied health professionals and 
representatives from patient groups, has been developed to consider patient centric education. 
Joint effort between the CARE™ Gastroenterology and patientCARE™ Faculties presents great 
opportunity for the delivery of consistent and reliable information.  An overview of the first 
iteration of this collaboration can be found at the end of this report - a resource/guide on biologics/
biosimilars along with links to CARETM endorsed patient centric resources
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HIGHLIGHTS FROM CDDW & ECCO 2019



•   BACKGROUND  
•   FIRST CARETM GASTROENTEROLOGY/patientCARETM COLLABORATION
 - BIOLOGICS AND BIOSIMILARS BASICS  

CDDW & ECCO 2019 MEETING SUMMARIES 

•   OVERVIEW OF CDDW 2019 
•   OVERVIEW OF ECCO 2019

IBD ABSTRACTS OF INTEREST - ECCO 2019

•   EXCLUSIVE ENTERAL NUTRITION FOR CROHN’S DISEASE
•   LONG-TERM CONTROL OF ACTIVE INFLAMMATION IN CROHN’S DISEASE
•   AN EMERGING TREATMENT TARGET IN INFLAMMATORY BOWEL DISEASE 
     - HISTOLOGIC REMISSION
•   OPTIMIZING THE USE OF EXISTING AGENTS
•   USTEKINUMAB FOR INFLAMMATORY BOWEL DISEASE
•   ADALIMUMAB VERSUS VEDOLIZUMAB FOR ULCERATIVE COLITIS 

patientCARETM

CONCLUSIONS

•   FINAL THOUGHTS FROM THE CARE™ FACULTY 

1. 

2.

4.

3.

—   01

—   02

—   11

—   10

TABLE OF  
CONTENTS



Overview of ECCO 2019  

The 14th Congress of European Crohn’s and Colitis Organization continues to increase in popularity globally among 
clinicians and researchers interested in IBD, as a forum for information exchange and networking. This year’s meeting 
did not disappoint, as topical and informative state-of-the-art lectures were interspersed among presentations of 
cutting-edge research.

Overview of CDDW 2019  

Canadian Digestive Disease Week 2019 brought together clinicians, researchers and educators from across Canada 
and around the world for lively discussion and debate, with the shared goal of improving the lives of patients living 
with a spectrum of gastrointestinal and liver disorders. 

At this year’s meeting, Dr. Anne Griffiths (The Hospital for Sick Children) was recognized for her contributions to IBD 
research and clinical care, and delivered the McKenna lecture with a superb overview of pediatric IBD therapy. In a 
subsequent clinical symposium focused on IBD, a complex case of Crohn’s disease undergoing transition from pediatric 
to adult care presented by Dr. Cynthia Seow (University of Calgary) provided background for a summary by Dr. Griffiths 
on the new Canadian Association of Gastroenterology clinical practice guidelines for management of pediatric Crohn’s 
disease, which are currently in press. Dr. John Marshall (McMaster University) then reviewed the current landscape of 
IBD therapy, discussing both individualized first-line therapy and treatment sequencing. Although certain scenarios 
may favour specific therapeutic classes and/or agents, selecting medications for most patients involves shared 
decision-making with a good understanding of short- and long-term patient preferences. These plenary sessions were 
complemented by small group break-out sessions and other aspects of IBD-related care, such as endoscopic scoring 
systems, in-patient nutrition, comorbid liver disease, sexual health, and cannabis.
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OP05.  CROHN’S DISEASE EXCLUSION DIET IS EQUALLY EFFECTIVE BUT BETTER TOLERATED THAN EXCLUSIVE 
ENTERAL NUTRITION FOR INDUCTION OF REMISSION IN MILD-TO-MODERATE ACTIVE PAEDIATRIC CROHN’S 
DISEASE: A PROSPECTIVE RANDOMISED CONTROLLED TRIAL.  
A. Levine et al. 

Results: Seventy-eight patients meeting inclusion exclusion criteria were randomised to CDED+PEN (40)or to EEN (38), four withdrew 
because of intolerance to diet by 48 h (all EEN). Seventy-four remaining patients (mean age 14.2 ± 2.7 years) were included in the 
remission analysis. Median PCDAI at baseline was 25 (IQR 20–35) for CDED and 27.5 (IQR 18.75–32.5) in EEN; p = 0.89. Tolerance 
was present in 39/40 (97.5%) CDED and in 28/38(73.7%) EEN (p = 0.003). Poor compliance was similar [7/40 (17.5%) vs. 8/34 
(23.5%); p = 0.52]. Week 6 ITT CS-free remission PCDAI ≤10 occurred in 32/40 (80%) in CDED vs. 25/34 (73.5%) with EEN (p = 0.51). 
Using the more stringent PCDAI < 10, remission was 30/40(75%) CDED and 20/34 (59%) EEN p = 0.38. Median CRP decreased 
from Week 0 to 6 in both groups (23.6 to 5 g/l with CDED; p < 0.001; 24 to 4 g/l with EEN; p < 0.001). Sustained CS free remission 
at Week 12 PCDAI ≤10 was 28/40 (70%) with CDED+PEN and 14/34 (41.2%), in the EEN followed by PEN +free diet p = 0.01. 
 
Conclusion: Both diets result in high rates of ITT CS free remission with a significant decrease in inflammation. CDED with PEN has superior 
tolerance and sustained remission by Week 12. These data support the use of CDED+PEN as a first-line therapy for children with luminal 
mild-to-moderate active CD. They also support the concept that diet plays a role in inflammation in CD.

CARETM FACULTY PERSPECTIVES: 

As medical therapy of IBD continues to advance, attention at ECCO has turned in parallel to non-pharmaceutical approaches including 
diet. Exclusive enteral nutrition (EN) has been a mainstay of therapy for induction of remission among children but is poorly tolerated by 
some. The Crohn’s disease exclusion diet (CDED) excludes specific dietary constituents thought to adversely affect intestinal physiology. 
Levine et al (OP05) found CDED with partial EN to be better tolerated and more likely to yield sustained remission than exclusive EN 
in a 12-week randomized controlled trial. 

EXCLUSIVE ENTERAL NUTRITION FOR CROHN’S DISEASE 

IBD ABSTRACTS OF INTEREST - ECCO 2019 
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OP35. ENDOSCOPIC AND DEEP REMISSION AT 1 YEAR PREVENTS DISEASE PROGRESSION IN EARLY CROHN’S 
DISEASE: LONG-TERM DATA FROM CALM.  
R. Ungaro et al. 

Results:  
Abstract OP035 – Figure 1. Kaplan–Meier estimates of CD disease progression based on endoscopic remission at 1 year 
 

Conclusion: Early CD patients who achieve endoscopic or deep remission after 1 year of intensive treatment are less likely to have 
disease progression over a median of 3 years. 

CARETM FACULTY PERSPECTIVES: 

Control of active inflammation has important implications for avoiding the long-term complications of IBD, and guidance on the goals 
of therapy continue to emphasize objective assessment of disease activity. This concept was underscored at ECCO by results from 
long-term follow-up of patients enrolled in the CALM study (OP35).  In its controlled phase, CALM found that adjusting treatment of 
Crohn’s disease based on both symptoms and biomarkers led to higher rates of mucosal healing than using symptoms alone. As the 
CALM study cohort was then observed over a median follow-up of 3 years, endoscopic remission and deep remission (both clinical 
and endoscopic remission) predicted lower rates of clinical progression of Crohn’s disease. These results emphasize the need for 
scheduled endoscopic monitoring of Crohn’s disease. 

LONG-TERM CONTROL OF ACTIVE INFLAMMATION IN CROHN’S DISEASE 

Abstract OP035 – Figure 2. Kaplan–Meier estimates of CD disease progression based on deep remission at 1 year.
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OP12. TARGETING INFLAMMATION IN ULCERATIVE COLITIS BY INHIBITING GLUCOSE UPTAKE.  
R. Gropp et al. 

Results:  
Frequencies of activated CD4+ cells (CD4+ CD69+, CD4+ CD134+) were significantly affected by ritonavir and copanlisib. 
 
 
 
 
 

AN EMERGING TREATMENT TARGET IN IBD - HISTOLOGIC REMISSION 

Ritonavir affects frequencies of CD4+ T-cell subtypes.  
 

Copanlisib predominantly inhibited glycolysis induced by activation of CD4+ cells with anti CD3+ / CD28 antibodies and activation of 
monocytes induced by LPS. Mice benefited from treatment with ritonavir as indicated by decreased clinical (p = 0.05) and histological 
(p = 7e−0.5) scores and Glu levels (p = 0.02). PCA analysis revealed a clustering of ritonavir treated mice with control mice.

Principal component analysis discriminates between the control group, ethanol-challenged group and ritonavir-treated group.  
 

Conclusion: Targeting metabolic pathways might open up new avenues for therapeutic interventions. Patients might benefit from 
FDA-approved drugs as copanlisib or ritonavir. 
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OP14. IMPROVED ENDOSCOPIC OUTCOMES AND MUCOSAL HEALING OF UPADACITINIB AS AN INDUCTION THERAPY 
IN ADULTS WITH MODERATELY TO SEVERELY ACTIVE ULCERATIVE COLITIS: DATA FROM THE U-ACHIEVE STUDY.  
W.J. Sandborn et al. 

Results:  
A total of 250 patients were randomised with a mean (SD) age of 42.3 (14.2) years and a mean (SD) disease duration of 8.2 (2.5) 
years. At baseline, 77.6% had prior use of biologics, 36% had an Adapted Mayo Score >7, and 79% had an endoscopic subscore of 3. 
At Week 8, a dose–response relationship was observed for all efficacy endpoints. The proportion of patients achieving endoscopic 
improvement, endoscopic remission, histological improvement, histological remission, and mucosal healing was statistically 
significantly higher (p < 0.05) in the upadacitinib 30 and 45 mg QD groups vs. the placebo group (Table). 
 
Abstract OP014 – Table. Proportion of patients achieving endoscopic improvement, endoscopic remission, histological improvement, 
histological remission, and mucosal healing at Week 8.

Conclusion: In this dose-ranging 8-week induction study, upadacitinib 30 and 45 mg QD consistently demonstrated significant 
improvement in endoscopic outcomes, histological outcomes, and mucosal healing compared with placebo in patients with 
moderately-to-severely active ulcerative colitis. 

CARETM FACULTY PERSPECTIVES: 

An emerging treatment target in IBD is histologic remission, and histology is increasingly being reported as an endpoint of clinical 
trials in ulcerative colitis. Histologic metrics such as the NANCY index are being validated and will help to standardize reporting of 
histologic disease activity in both clinical trials and clinical practice (DOP68). Furthermore, novel technology such as magnifying 
endoscopy with optical chromoendoscopy may allow real-time assessment of histologic activity of IBD (DOP67). In a phase 2 trial 
reported at ECCO, the oral sphingosine-1-phosphate receptor modulator etrasimod was more effective than placebo for inducing 
both endoscopic and histologic remission in ulcerative colitis (OP12). The oral selective JAK-1 inhibitor upadacitinib also improved 
ulcerative colitis histology in a secondary analysis of the U-ACHIEVE phase 2 study (OP14), as did the pan-JAK inhibitor TD-1473 in a 
phase 1b trial (DOP53). Although histology is not recommended presently as a treatment target for routine practice, it is emerging 
as an important discriminant of efficacy for future and emerging therapies.
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Endpoints, n (%) Placebo 
n=46

UPA  
7.5 mg QD 

n=47

UPA  
15 mg QD 

n=49

UPA  
30 mg QD 

n=52

UPA  
45 mg QD  

n=56

Endoscopic improvement 1 (2.2) 7 (14.9)* 15 (30.6)*** 14 (26.9)*** 20 (35.7)***

Endoscopic remission 0 3 (6.4) 2 (4.1) 5 (9.6)* 10 (17.9)**

Histologic improvement 3 (8.1) 15 (35.7)** 25 (55.6)*** 23 (52.3)*** 27 (56.3)***

Histologic remission 1 (2.6) 6 (13.6)+ 11 (24.4)** 16 (35.6)*** 23 (45.1)***

Mucosal healing 0 1 (2.1) 1 (2.0) 3 (5.8)* 8 (14.3)*

***, **, *, + statistically significant at 0.001, 0.01, 0.05, and 0.1 levels, respectively.  
UPA: upadacitinib; QD: once daily. 



 
OP16. A RANDOMISED, MULTI-CENTRE, DOUBLE-BLIND, PLACEBO-CONTROLLED STUDY OF A TARGETED RELEASE 
ORAL CYCLOSPORINE FORMULATION IN THE TREATMENT OF MILD-TO-MODERATE ULCERATIVE COLITIS: EFFICACY 
RESULTS.  
S. Bloom et al. 

Results:  
A numerical although not statistically significant advantage of ST-0529 over placebo was found for rates of clinical remission (ST-0529: 
13.2%; placebo: 6.3%, p = 0.2211) and clinical response (ST-0529: 30.2%; placebo: 18.8%, p = 0.1923). There were no differences between 
the treatment groups for mucosal and histological healing. ST-0529 was safe and well-tolerated. A post hoc subgroup analysis was 
performed to evaluate effects by disease severity. 
 
 

OPTIMIZING THE USE OF EXISTING AGENTS

Clinical remission and clinical response rates in subjects with moderate (baseline DAI ≥6) and mild (baseline DAI <6) disease  
(ITT, N = 118).

Conclusion: In this pilot study, ST-0529 given once daily, was safe, well tolerated, and showed a numerically higher, but not 
statistically significant difference in remission rate in patients with mild-to-moderate UC compared with placebo after 4 weeks of 
treatment. In the post hoc analysis, differences in the clinical response between treatment subgroups achieved statistical significance 
in some subgroups, the largest clinical response rate in moderate UC patients taking 5-aminosalicylates and/or steroids. These 
preliminary data, added to the data from a Phase 1 study, support further development of ST-0529 as a treatment for the induction 
and maintenance of remission in UC patients with moderate to severe disease.
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    Category 
    Disease Severity

n/N (%) Fisher’s Exact 
p-value Odds Ratio 95% CI p-valuea

ST-0529 Placebo

                                                                     Clinical Remission Rate

Moderate 3/40 (7.5) 1/53 (1.9) 0.3109 4.216 0.422 - 42.142 0.2205

Mild 4/13 (30.8) 3/12 (25.0) 1.0000 1.333 0.230 - 7.743 0.7486

                                                                     Clinical Response Rate

Moderate 14/40 (35.0) 9/53 (17.0) 0.0552 2.632 1.000 - 6.928 0.0499

Mild 2/13 (15.4) 3/12 (25.0) 0.6447 0.545 0.074 - 4.008 0.5514

aLogistic regression model including treatment as a covariate



 
OP18. PROACTIVE ADALIMUMAB TROUGH MEASUREMENTS INCREASE CORTICOSTEROID-FREE CLINICAL REMISSION 
IN PAEDIATRIC PATIENTS WITH CROHN’S DISEASE: THE PAEDIATRIC CROHN’S DISEASE ADALIMUMAB-LEVEL-
BASED OPTIMISATION TREATMENT (PAILOT) TRIAL.  
A. Assa et al. 

Results:  
Eighty patients (54 males, mean age 14.1 ± 2.6 years, 43% with combination therapy with immunomodulators) were randomised, 39 
in the proactive, and 41 in the reactive groups. Baseline variables were similar between groups. The primary endpoint was met by 34 
children (87%) in the proactive group and 21 (49%) in the reactive group (p < 0.001, Figure). At Week 72, steroid-free clinical remission 
on adalimumab was noted in 32 (82%) in the proactive group and 19 (46%) in the reactive group (p < 0.001). Clinical indices, CRP, and 
faecal calprotectin correlated with adalimumab trough concentrations. Faecal calprotectin reduction rate was significantly higher in 
the proactive group. There were more patients undergoing dose/interval adjustments in the proactive group (32, 82% vs. 18, 44%,  
p < 0.001).

Kaplan–Meyer curve representing time to disease exacerbation.

Conclusion: Repeated proactive trough measurements together with tight control based on clinical indices, CRP, and faecal 
calprotectin were superior to tight control alone combined with reactive trough measurements resulting in higher corticosteroid-free 
sustained remission rates. ClinicalTrials.gov Identifier: NCT02256462. 

CARETM FACULTY PERSPECTIVES: 

While novel therapies offer excitement for the future, ECCO attendees learned about approaches to make more effective use of existing 
agents. For example, a novel formulation of cyclosporine, which provides colonic delivery with minimal systemic exposure showed an 
encouraging trend toward efficacy in an important pilot study (OP16). In addition, the PAILOT trial found that proactive therapeutic 
drug monitoring (TDM) led to higher rates of steroid-free remission among children with Crohn’s disease treated with adalimumab 
(OP18). Although target trough levels remain controversial and may vary among individual patients and clinical scenarios, this trial 
provides new level 1 evidence that TDM is helpful when using adalimumab.  

07

Group

0.0

0 12 24 36 48 60 72

0.2

0.4

0.6

0.8

1.0

C
um

 S
ur

vi
va

l

Time (weeks)

PROACTIVE 
REACTIVE



 
OP24. EFFECTIVENESS AND SAFETY OF USTEKINUMAB 90 MG EVERY 4 WEEKS IN CROHN’S DISEASE.  
M. Fumery et al. 

Results:  
Seventy-six patients, with a median age of 33 years (interquartile range [IQR], 27–42) and median disease duration of 12 years (IQR, 
7–16), were included. Optimisation was performed after a median of 4.5 months (IQR, 2.2–7.2) of ustekinumab treatment initiation. 
Ustekinumab was associated with corticosteroids and immunosuppressants in, respectively, 32% (n = 25/76) and 32% (n = 25/76) of 
cases. Clinical response was observed in 57% (n = 43/69) after a median of 2.1 months (IQR, 1.0–3.0). After a median follow-up of 8.2 
months (IQR, 5.2–12.0), 47% (n = 36/76) were still treated with ustekinumab, and 26% (n = 20/76) were in steroid-free clinical remission. 
Among the 29 patients with colonoscopy during follow-up, 10 had mucosal healing (no ulcers). At the end of follow-up, 35% (n = 27/76) 
were hospitalised, and 22% (n = 17/76) underwent surgery. Adverse events were reported in 9% (n = 7/76) of patients, including two 
serious adverse events (pneumonitis, infectious colitis). In multivariate analysis, colonic location (L2) (hazard ratio (HR), 4.6 (95% CI, 
1.8–8.4); p = 0.047), inflammatory behaviour (B1) (HR, 9.1 (95CI%, 1.2–16.5); p = 0.015) and duration of ustekinumab therapy before 
optimisation (HR, 3.2 (95% CI, 1.2–5.4); p = 0.043) were associated with clinical response at 2 months. 
 
Conclusion: This is the first study that evaluates the efficacy and safety of ustekinumab optimisation 90 mg q4W in CD. Two-thirds of 
patients recaptured response following treatment optimisation. Colonic location, inflammatory behaviour, and duration of ustekinumab 
therapy before optimisation were associated with clinical response at 2 months. 

 
OP37. EFFICACY AND SAFETY OF USTEKINUMAB AS MAINTENANCE THERAPY IN ULCERATIVE COLITIS: WEEK 44 
RESULTS FROM UNIFI.  
W.J. Sandborn et al. 

Results:  
Baseline (induction Week 0) demographics, UC disease characteristics, concomitant UC medications, and medication history were 
generally similar among treatment groups. Significantly greater proportions of UST q8w and q12w patients were in clinical remission 
at Week 44 (43.8% and 38.4%, respectively) vs. PBO patients (24.0%; p < 0.001 and p = 0.002, respectively). Significantly greater 
proportions of UST q8w and q12w patients maintained clinical response through Week 44 and achieved endoscopic healing and 
corticosteroid-free clinical remission vs. PBO patients. Clinical remission through Week 44 was maintained for a significantly greater 
proportion of q12w patients and a numerically greater proportion of q8w vs. PBO patients. 
 
Abstract OP037 – Table 1. Primary and key secondary endpoints. 

USTEKINUMAB FOR IBD

PERSPECTIVES FROM CDDW & ECCO 201908

PBO SCa UST 90 mg SC q12w UST 90 mg SC q8w

Number of randomised patients 175 172 176

Patients in clinical remission at Week 44b 42 (24.0%) 66 (38.4%)  
p=0.002

77 (43.8%) 
p<0.001

Patients maintained clinical response  
through Weekc 78 (44.6%) 117 (68.0%)  

p<0.001
125 (71.0%) 

p<0.001

Patients achieved endoscopic healing  
at Week 44d 50 (28.6%) 75 (43.6%)  

p=0.002
90 (51.1%) 
p<0.001

Patients in clinical remission and not  
receiving corticosteroids at Week 44b 41 (23.4%) 65 (37.8%) 

p=0.002
74 (42.0%) 

p<0.001

Patients who maintained clinical remission 
through Week 44 among patients in remission 

at maintenance baselineb
17/45 (37.8%) 26/40 (65.0%) 

p=0.011
22/38 (57.9%) 

p=0.069



 
 
The proportions of patients with AEs, serious AEs, infections, and serious infections in the UST groups were generally comparable to 
PBO group. The proportions of patients who discontinued study agent were lower with UST q8w and q12w vs. PBO. Among the primary 
population in the maintenance study: no deaths, 2 malignancies other than NMSC (1 colon cancer,q8w; 1 papillary renal cell carcinoma, 
q12w) were reported. One patient-reported NMSC (2 SCC events, q12w). 
 
Abstract OP037 – Table 2. Summary of key safety findings through Week 44. 
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Conclusion: Both UST 90 mg q8w and q12w SC achieved clinical remission and maintained clinical response and were effective 
in achieving endoscopic healing and corticosteroid-free remission among patients with moderate–severe UC induced into clinical 
response with single IV dose of UST. The safety for UST in UC patients was consistent with the known safety profile of UST in CD. 

a Patients who were in clinical response to ustekinumab IV induction dosing and were randomised to placebo SC on entry into this 
maintenance study.  

a Patients who were in clinical reponse to ustekinumab IV induction dosing and were randomised to placebo SC on entry into this  
  maintenance study. 
b Mayo score ≤2 points, with no individual subscore >1.  
c Decrease from induction baseline in the Mayo score by ≥30% and ≥3 points, with either a decrease from induction baseline in the  
  rectal bleeding subscore ≥1 or a rectal bleeding subscore = 0 or 1.  
d Also described as endoscopic improvement in the appearance of the mucosa and defined as a Mayo endoscopy subscore = 0 or 1.  
 
 

CARETM FACULTY PERSPECTIVES: 

Approaches to ustekinumab dose optimization in Crohn’s disease were also discussed at ECCO. In a cohort of 76 patients escalated 
from 90 mg every 8 weeks to 90 mg every 4 weeks subcutaneously due to loss of response, two thirds of patients recaptured 
response (OP24). As an alternative approach, intravenous reinduction with ustekinumab induced complete clinical, biochemical and 
endoscopic remission of Crohn’s disease in 29% of patients with either partial response or loss of response (P472).  Ustekinumab is 
also being studied for treatment of ulcerative colitis. Results from the UNIFI trial reported at ECCO showed this agent to have efficacy 
for induction of clinical, endoscopic and histologic remission at 8 weeks in both biologic-exposed and biologic-naïve patients with 
ulcerative colitis (DOP71, P312). At week 44 of UNIFI, continued ustekinumab therapy among initial responders also increased rates 
of clinical and endoscopic remission (OP37).

PBO SCa UST 90 mg SC q12w UST 90 mg SC q8w

Randomised patients 175 172 176

Average duration of 
follow-up (weeks) 42.3 41.8 42.2

Average exposure  
(number of administrations) 7.1 7.3 7.4

Patients who died 0 0 0

Patients with 1 or more 
                                      • Adverse events 
                                      • Serious adverse events 
                                      • Infections 
                                      • Serious Infections 
                                      • AEs leading to DC of study agent 
                                      • Malignancies (excluding NMSC)

138 (78.9%)
17 (9.7%) 

81 (46.3%) 
4 (2.3%) 

20 (11.4%)
0

119 (69.2%) 
13 (7.6%)

58 (33.7%) 
6 (3.5%) 
9 (5.2%) 
1 (0.6%)

136 (77.3%) 
15 (8.5%) 

86 (48.9%) 
3 (1.7%) 
5 (2.8%) 
1 (0.6%)

Legend for Table 1. Primary and key secondary endpoints (Abstract OP037). 



 
OP34. VARSITY: A DOUBLE-BLIND, DOUBLE-DUMMY, RANDOMISED, CONTROLLED TRIAL OF VEDOLIZUMAB VERSUS 
ADALIMUMAB IN PATIENTS WITH ACTIVE ULCERATIVE COLITIS.  
S. Schreiber et al. 

Results:  
A total of 769 patients were randomised to VDZ (n = 383) or ADA (n = 386) at 330 sites in 37 countries and received at least one 
dose of study drug. At Week 52, VDZ showed significantly better rates of clinical remission (primary endpoint) and mucosal healing. 
Overall clinical remission rates at week 52 were 31.3% (n = 120/383) for VDZ and 22.5% (n = 87/386) for ADA (P = 0.0061). Mucosal 
healing (Mayo endoscopic sub-score ≤1) at Week 52 was achieved in 39.7% (n = 152/383) of patients treated with VDZ and in 27.7% (n 
= 107/386) of patients treated with ADA (P = 0.0005). Corticosteroid-free remission rates at Week 52 showed a numerical but non-
significant difference in favour of ADA. Overall, 62.7% and 69.2% of patients treated with VDZ and ADA, respectively, experienced an 
adverse event (AE). Serious AEs occurred in 11.0% and 13.7% of patients treated with VDZ and ADA, respectively. Exposure-adjusted 
rates of infections were 33.5% and 43.5% in patients treated with VDZ and ADA, respectively; few infections were considered serious in 
either group.

Conclusion: This is the first study to directly compare two biological agents in IBD. VDZ was superior to ADA in achieving clinical 
remission and endoscopic mucosal healing at Week 52, while VDZ and ADA were both generally safe and well-tolerated, in patients with 
moderately to severely active UC.

 
FINAL THOUGHTS FROM THE CARE™ FACULTY  
With innovative therapies on the horizon, novel approaches to monitoring and optimizing existing agents, and exciting insight 
into pathophysiology, the future of our patients with IBD is indeed bright. 
 
 
 
 
 

 
OP26. LONG-TERM SAFETY OF VEDOLIZUMAB IN ULCERATIVE COLITIS AND CROHN’S DISEASE: FINAL RESULTS FROM 
THE GEMINI LTS STUDY.  
R. Panaccione et al.

Results:  
A total of 894 patients with UC and 1349 with CD enrolled in GEMINI LTS for a planned treatment duration of 9 years. All patients had 
received ≥1 prior conventional therapy. Adverse events (AEs) occurred in 93% of UC patients and 96% of CD patients; most frequent 
were UC (36%) and CD (35%) exacerbations and nasopharyngitis (UC, 28%; CD, 25%;). No new trends were observed for infections, 
malignancies, infusion-related reactions, or hepatic events. Serious AEs (SAEs) were reported in 31% of UC patients and 41% of CD 
patients; disease exacerbation was the most frequent SAE in both cohorts (UC, 13%; CD, 17%). VDZ was discontinued due to AEs 
in 15% of UC patients and 17% of CD patients, with UC or CD exacerbation (9% and 8%, respectively) the most frequent reason for 
discontinuation. There were no cases of progressive multi-focal leukoencephalopathy and 10 (UC, 4; CD, 6) deaths during the study. 
Clinical response was maintained long-term in patients who continued to receive VDZ throughout the entire study; however, the efficacy 
analysis was limited due to the expected, protocol-defined, patient loss to follow-up. 
 
Conclusion: The final GEMINI LTS results provide evidence that VDZ has a safety profile suitable for long-term treatment of UC and 
CD. In this carefully monitored population receiving VDZ in a clinical trial setting, there continue to be no unexpected or new safety 
concerns. 
 
 

ADALIMUMAB VERSUS VEDOLIZUMAB FOR ULCERATIVE COLITIS 

CONCLUSIONS

PERSPECTIVES FROM CDDW & ECCO 201910

CARETM FACULTY PERSPECTIVES: 

Perhaps the most significant trial of existing therapy reported at ECCO was VARSITY (OP34). VARSITY compared adalimumab versus 
vedolizumab in a head-to-head double-dummy design, among patients treated for active ulcerative colitis. Vedolizumab was found to 
yield higher rates of clinical and endoscopic remission after 52 weeks at standard dosing (OP34). There was no effect on steroid-free 
remission, however the study did not have steroid tapering or addition rules, so it is not clear the role steroids played in the study 
outcome. Whether differences in clinical and endoscopic remission would be attenuated by using higher doses of either agent and/or 
using proactive TDM will be subject to great discussion. The long-term safety of vedolizumab was emphasized in another presentation 
by results from open-label follow-up of the GEMINI study cohort, which found no new safety signals over a median follow-up of over 
3 years (OP26).



 
BACKGROUND  
Patient education and two-way communication between patients and their physician have been shown to improve outcomes in IBD.

The patientCARE™ Faculty was formed in January 2019 to deliver on/re-purpose CARE™ education content tailored to patients.   
The patientCARE™ Faculty includes: specialists, allied health professionals and representatives from patient groups.

The creation of patientCARE™ allows for the delivery of patient centric content based on/consistent with information originally produced 
by CARE™ gastroenterology faculty for physicians and other healthcare professionals.

 

patientCARE™ 
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BIOLOGICS AND BIOSIMILARS BASICS  

A HEALTHCARE RESOURCE FOR DISCUSSION WITH PATIENTS

Select biologic therapies are going off patent, and competitive 
molecules such as biosimilars are being introduced.

CARE™ Faculty acknowledge that biosimilar adoption has the potential 
to lower healthcare costs, with the proviso that patients (and their 
families) understand the therapeutic options being considered.

Patients on biologic therapy and those who may be put on 
therapy, benefit from patient education that frames treatment 
choice and options appropriately. Education can ultimately 
impact compliance and patient outcome.

Recognizing the impact of biologics and limited available patient-
centric resources on biosimilars, the CARE™ Gastroenterology 
Faculty in collaboration with patientCARE™ have created a  healthcare 
resource for patients, families and their provider to use together, called 
“Biologics and Biosimilars Basics”. This patient-focused resource covers 
a scientific review of biologics (which includes biosimilars), the unique 
regulatory pathway of biosimilars, and an overview of recent clinical 
data implications within the Canadian healthcare system.

“Biologics and Biosimilars Basics” is based on the CARE™ 
Gastroenterology Faculty Biosimilars Primer (2018) and the nurse/
allied health care iteration that was developed and distributed 
in Fall 2018. The aim for this new resource is to deliver consistent, 
reliable information with content appropriately framed for  
patients and families. 

At the time of writing, review of and endorsement from various patient 
groups for this piece is underway.

This patient-centric primer will be introduced to government, public and 
private payers at upcoming CARETM events as an effective education 
resource to engage patients and patient groups across Canada.

This resource will soon be available on-line at www.CAREeducation.ca 
and will be distributed to gastroenterology allied health care providers 
and patient groups across Canada. Updates will follow at the CARE™ 
program being  held at DDW in May and in the CARE™ perspectives 
conference report from DDW, (Summer 2019).

General Specialist  
Primer on Biosimilars (2017) 

Gastroenterology Primer on 
Biosimilars (2018)

Biologics and Biosimilars Basics 
A Healthcare Resource/Guide 
for Discussion (Spring 2019)

Gastroenterology Primer on 
Biosimilars - Nurse Version 

(2018)

Additional CARETM endorsed patient centric resources:  
www.badgut.org 

www.biosimilaroptions.ca



The 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 CARETM Faculty is to share opinions and update Canadian 
specialists with news and developments from key conferences  

framed in 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 www.CAREeducation.ca
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