
VEDOKIDS study: 

Predicting response to Vedolizumab in Paediatric Inflammatory Bowel Diseases 

including drug levels: A multi‐center prospective Pan‐European cohort study  

(P‐ECCO and the Porto group of ESPGHAN) 
 
 

Call for Paediatric Centers: 

We would like to invite you to join our study if you have potential 

patients in your clinics. 
 
 
BACKGROUND 
Results from the adult GEMINI trials demonstrated clinical efficacy of Vedolizumab (VDZ) 
in induction and maintenance of remission in both ulcerative colitis (UC) and Crohn's 

disease (CD). Recent real life cohorts in adults support the effectiveness of VDZ in inducing 
and maintaining remission. 
In paediatrics, there are very limited data on the use of VDZ besides two retrospective 
case series, both from North America. One showed a 14 wk remission rate of 76% and 

42%, in UC and CD, respectively. In contrast, the other reported steroid-free remission 
rates of 5%, 15% and 20% at 6, 14 and 22 weeks, respectively, in both UC and CD. Data 

on immunogenicity and TDM of VDZ is conflicting in adults and non-existent in children 
although trough levels are of particular importance given the large weight heterogeneity 
and potential pharmacokinetic variability in children.  
 
AIM 
We aim to prospectively explore the real life short and longer term outcomes of VDZ in 
paediatric IBD (including growth) and to develop a prediction model for treatment success 

based on VDZ trough levels and other clinical and laboratory variables.  
 
METHODS 
This is a one-year prospective multicenter cohort study of children under the age of 18 
years, diagnosed with CD, IBDU or UC commencing on VDZ for any reason (but not to 
prevent post–operative recurrence), including blood and stool collection. Those completing 
the one-year study will be eligible to another two year extension follow-up period (total 

follow-up period three years). Patients will be managed according to local prescribing 

practices. VDZ dosing frequency may be increased to q 4wks in those not achieving 
remission with VDZ or losing response thereafter.  
Samples (stool and serum) will be collected for calprotectin, TDM, microbiome and other 
biomarkers, stored locally and shipped to a central lab at the conclusion of the study. Data 
will be entered prospectively into a web-based REDcap secured system.  

16 sites are already engaged in the study and are at different stages of their ethics 
approval. Currently we have sites in Israel, UK, Austria, Denmark, Finland, Germany, 
Slovenia and The Netherlands. Our aim is to enroll at least 120 children within the next 18 
months.  
 
We would like to invite you to join our study if you have potential patients in your 
clinics.  

 
For further information, please contact: 
 
Dana Marcus, VEDOKIDS Project Manager  
The Paediatric Gastroenterology and Nutrition Institute 
Shaare Zedek Medical Center, Jerusalem, Israel 

danam@szmc.org.il 

 
Or the PI’s of the study: 
 
Dan Turner, Shaare Zedek Medical Center, Jerusalem (turnerd@szmc.org.il) 
Richard Russell, Glasgow, Scotland (richardrussell@nhs.net) 
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