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The Benefits of the Proposition 

No Outcome 
measures 

Grade of evidence Summary from evidence review 

1. Survival Not measured   
 

2. Progression 
free survival 

Not measured  

3. Mobility Not measured  

4. Self-care Not measured  

5. Usual 
activities 

Not measured  

6. Pain Not measured  

7. Anxiety / 
Depression 

Not measured  

8. Replacement 
of more toxic 
treatment 

Not measured  

9. Dependency 
on care giver / 
supporting 
independence 

Not measured  

10. Safety Adverse events 
identified [C] 

See below for details of adverse 
events 

11. Delivery of 
intervention 

Not measured  

 

 
 
 

 

Other health outcome measures determined by the evidence review 

No Outcome 
measure 

Grade of evidence Summary from evidence review 

1. Steroid-free 
remission at 14 
weeks 

Grade C This outcome looks at the steroid-
free remission rates 14 weeks after 
starting vedolizumab.  
 
Steroid-free remission at 14 weeks 
was observed in 37% (15/41) 



children and young people with 
ulcerative colitis or unclassified 
inflammatory bowel disease.  
These results suggest that 
vedolizumab may be effective at 
inducing remission at 14 weeks in 
some children and young people 
with refractory ulcerative colitis or 
unclassified inflammatory bowel 
disease.  
 
These results should be interpreted 
with caution because the study is 
small, uncontrolled and 
retrospective. Weaknesses in the 
study’s design and conduct mean it 
is subject to bias and confounding, 
is difficult to interpret and cannot 
support firm conclusions. The 
results also included children with 
unclassified inflammatory bowel 
disease which may affect the 
applicability of the findings. 

2. Steroid-free 
remission at 22 
weeks 

Grade C This outcome looks at the steroid-
free remission rates 22 weeks after 
starting vedolizumab.  
 
Steroid-free remission at 22 weeks 
was observed in 34% (14/41) 
children and young people.  
Three children and young people 
who were in remission at week 14 
were not in remission at week 22, 
two children and young people who 
were not in remission at week 14 
were in remission at week 22. 
 
These results suggest that for most 
children and young people whose 
ulcerative colitis or unclassified 
inflammatory bowel disease was in 
remission by week 14, vedolizumab 
was effective in maintaining 
remission to week 22. However, 3 
children and young people did not 
remain in remission. Vedolizumab 
was effective in inducing remission 
after 22 weeks in a small number of 



children and young people who 
were not in remission by week 14.  
 
See above for limitations of the 
study. 

3. Steroid-free 
remission at last 
follow-up 
(median 24 
weeks) 

Grade C This outcome looks at the steroid-
free remission rates at the last 
follow-up date. 
 
Steroid-free remission at last 
follow-up was observed in 39% 
(16/41) children and young people. 
 
These results suggest that, after a 
median follow-up of 24 weeks, 
vedolizumab was effective in 
maintaining remission in the same 
proportion of children and young 
people who achieved remission at 
week 14. The authors did not report 
whether these were the same 
participants so it is not possible to 
say whether those who initially 
achieved remission were still in 
remission at the last follow-up date. 
 
See above for limitations of the 
study. 

4. Surgical 
resection 

Grade C This outcome looks at the number 
of children and young people who 
needed surgical resection over the 
follow-up period (median 24 
months). 
 
Fifteen percent (6/41) children and 
young people needed surgical 
resection during the follow-up 
period. 
 
These results suggest that despite 
vedolizumab treatment, some 
children and young people will still 
need surgery. The non-
comparative study design means it 
is not possible to say whether this 
is more or less than the number 
who would need surgery without 
vedolizumab treatment. 
 



See above for limitations of the 
study. 

5. Steroid use at 14 
weeks 

Grade C This outcome looks at the number 
of children and young people using 
corticosteroids 14 weeks after 
starting vedolizumab.  
Steroid use was 26% (9/34) at 
week 14 compared with 69% 
(27/39) at baseline.  
These results suggest that 
vedolizumab use reduces steroid 
use. No statistical analysis was 
reported.  
 
See above for limitations of the 
study. In addition, steroid use was 
only reported for 34 of the 41 
participants at week 14 and the 
authors did not report any missing 
data analysis. 

6. Mucosal healing Grade C This outcome looks at mucosal 
healing in a subgroup of 
participants. This was defined 
using an endoscopy score called 
the UCEIS.   
 
Thirteen children and young people 
had both baseline and follow-up 
colonoscopic assessment. Two of 
13 (15%) achieved mucosal 
healing at follow-up.  
 
These results suggest that 
vedolizumab use led to mucosal 
healing in a small number of 
children and young people in whom 
this outcome was measured. 
See above for limitations of the 
study. 

7. Stool 
calprotectin 
levels 

Grade C This outcome looks at stool 
calprotectin levels at baseline and 
at follow-up.  
 
Stool calprotectin was measured in 
20 children and young people at 
baseline and follow-up. There was 
a median decrease in calprotectin. 
Deep remission, defined as clinical 



remission with stool calprotectin 
<100 micrograms/g, was achieved 
by 30% (6/20) of children and 
young people in whom stool 
calprotectin levels were measured. 
 
These results suggest that 
vedolizumab may decrease stool 
calprotectin levels, a marker of 
intestinal inflammation.  
 
See above for limitations of the 
study. 

8. Discontinuation 
of vedolizumab 

Grade C This outcome looks at the number 
and reasons for discontinuation of 
vedolizumab in children and young 
people with ulcerative colitis, 
unclassified inflammatory bowel 
disease or Crohn’s disease. 
 
Vedolizumab was discontinued in 
22% (14/64) of children and young 
people throughout the follow-up 
period. The median (average) 
discontinuation time was 14 weeks.  
All but one discontinuation was 
because of poor response and 1 
discontinuation was because of 
chronic itch which stopped when 
vedolizumab was stopped. 
 
These results suggest that the 
main reason for discontinuing 
vedolizumab was because of poor 
response and that vedolizumab 
had to be discontinued in at least a 
fifth of participants.  
 
See above for limitations of the 
study. 

9. Serious adverse 
events 

Grade C This outcome looks at the number 
of serious adverse events over the 
follow-up period (median 24 
months) in both children and young 
people with ulcerative colitis, 
unclassified inflammatory bowel 
disease or Crohn’s disease. 
 



There were no reported serious 
drug related adverse events. 
 
See above for limitations of the 
study. In addition, it is not possible 
to know how the reduction in 
concomitant medicine use may 
affect this outcome and it is not 
possible to know what adverse 
events would present over a longer 
time period or in a larger group. 

10. Mild adverse 
events 

Grade C This outcome looks at the number 
and type of non-serious adverse 
events over the follow-up period 
(median 24 months) in both 
children and young people with 
ulcerative colitis, unclassified 
inflammatory bowel disease or 
Crohn’s disease. 
 
In total, 3 participants out of 64 
reported non-serious adverse 
events. These were: otitis externa 
with periorbital oedema, intractable 
itch, and mild shortness of breath. 
Discontinuation of vedolizumab 
was only necessary in the young 
person who developed intractable 
itch. It is not possible to say if these 
adverse events were in children 
and young people with ulcerative 
colitis or Crohn’s disease because 
the safety results were not reported 
separately. 
 
The adverse events reported in the 
study are similar to those listed in 
the summary of product 
characteristics (SmPC) for the 
licensed indication in adults with 
infusion-related reactions and 
hypersensitivity reactions, such as 
bronchospasm, being reported and 
skin and subcutaneous tissue 
disorders being common (incidence 
between 1 in 10 and 1 in 100).  
 
See above for limitations of the 
study. In particular, it is not 



possible to know how concomitant 
medicine use may affect this 
outcome and it is not possible to 
know what adverse events would 
present over a longer time period. 

 


