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: CONCLUSION

A n al yS I S Of D at a f r O m a O Evident from Figure 1, the differences in HSUV between two adjacent health

states defined using the same outcome measure were larger than the

We present and contrast utility values for CD health states as defined
by endoscopy- and symptoms-based indices.

differences in HSUYV In the relevant health states between the two outcome

P h a,S e 3 R an d O m I Z Ed measures. While differences exist, especially among patients classified as

moderate-to-severe, this finding supports the notion that endoscopic outcomes
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Whether these utility cores are driven by CD or other related causes needs to be
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METHODS KEY RESULTS

m  Data were obtained from VIVID-1, a phase 3 trial comparing the m Intotal, 1,065 individuals (mean [standard deviation] age 36.2 [13.0];
efficacy of mirikizumab, ustekinumab, and placebo. 44.9% women) were included in the analysis.

m  Endoscopic outcomes, symptoms, and health utilities were m Uttty values (mean [95% confidence interval]) for SES-CD vs CDAI
measured using the Simple Endoscopic Score for Crohn's Disease were 0.85 (0.83-0.87) vs 0.87 (0.85-0.88) for remission, 0.81 (0.79-0.83)
(SES-CD), the Crohn’s Disease Activity Index (CDAI), and the EQ- vs 0.79 (0.77-0.80) for mild dls_ease, and 0.70 (0.69-0.71) vs 0.65 (0.64-
5D-5L (cross-walk, UK MVH value set), respectively. 0.66) f% mgoderate-to-severe disease.

m SES-CD and CDAI were categorized into remission (SES-CD<3; ] H CDAI
CDAI<150), mild disease (SES-CD: <=3 to <7 ; CDAI <=150 to T OSES-CD
<220), and moderate-to-severe disease (SES-CD>=7; CDAIl >= []

220). 1 __
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m We fit inear mixed models to estimate the associations between
health utilities and disease severity states. Least square means
and confidence intervals are presented.

m The linear mixed models had EQ-5D utility as dependent variable
and disease severity state (measure with CDAI or SES-CD) as
fixed effect and accounted for patient repeated measures. The
regression models included all time-points (baseline, weeks 12,
and week 52) and treatments.
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m The model assumed a compound symmetry covariance structure.

Health state utility value
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m Based on the regression coefficients we estimated linear

predictions for EQ-5D health utility of remission, mild disease, and Remission Mild Moderate-
moderate-to-severe disease measured using CDAIl and SES-CD, severe
respectively. Figure 1. Health state utilities for CDAI vs. SES-CD by patient health state

Table 1: Baseline demographics and clinical characteristics of the total
participants of VIVID-1 (all treatment groups)

Simple Endoscopic Score Crohn’s Disease

for Crohn's Disease (SES-CD) S= Activity Index (CDAI)

Baseline Characteristic Participants (N=1065)

Female, n (%) 478 (44.9) G{W"’; Ulcer Size ) C’ Ntumlber of liquid/soft )
. : | s stools

Age (years), (median) 33.0
Race, n(%)*a (&% Ulcerated surface ) C% Abdominal pain )

American Indian/Alaska Native 6 (0.6) - b >

. eneral well-being

Asian 264 (25.1)

Black/African American 23 (2.2) Presence of

White 753 (71.7) complications

Multiple 4 (0.4%) Use of anti-diarrheal )
Ethnicity, n (%) medications

Hispanic/Latino 17.0 (15.7) backed cell volume

Not Hispanic/Latino 91.0 (84.3) (PCV)
Weight (kg), mean (SD) 68.0 (18.3)

Weight
BMI (kg/m2), mean (SD) 23.4 (5.5) < =19 )
Duration of CD (years), median (Q1, Q2) 4.9 (1.9, 9.7) _
CDAI, mean (SD) 321.1 (87.9) Figure 2. Parameters assessed by SES-CD and CDAI
’ | | SES-CD is a scoring system to evaluate disease severity in patients with Crohn's disease and involves internal examination.
SES-CD, mean (SD) 13.5 (6.5) CDAI is a scoring system which uses clinical data to quantify patient symptoms.
Prior biologic failure, n (%)*c 517.0 (48.5) Reterences - N
1. Torres J, Mehandru S, Colombel JF, Peyrin-Biroulet L. Crohn's disease. Lancet. 2017;389(10080):1741-55. Epub 20161201.

*a N= 1050 (Number of participants with non-missing data, used as denominator). 2. Turner D, Ricciuto A, Lewis A, D'Amico F, Dhaliwal J, Griffiths AM, et al. STRIDE-II: An Update on the Selecting Therapeutic Targets in Inflammatory Bowel Disease
*H N= 108 (Only includes responses from US sites). (STRIDE) Initiative of the International Organization for the Study of IBD (IOIBD): Determining Therapeutic Goals for Treat-to-Target strategies in IBD.

* i defined f . di : : ] f inad : | Gastroenterology. 2021;160(5):1570-83. Epub 20210219.
c Failure detined as reasons for prior treatment discontinuation are: loss o response, ina equate response or Intolerance to 3. Koutroumpakis E, Katsanos KH. Implementation of the simple endoscopic activity score in crohn's disease. Saudi J Gastroenterol. 2016;22(3):183-91.
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Abbreviations: BMI = body mass index; CD = Crohn’s disease; CDAI = Crohn’s Disease Activity Index; n = number of _ . . . y o
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