
Response to Mullie and Vankrunkelsven. 

 
Authors: Lucas Wauters MD1,2, Tim Vanuytsel MD1,2   

1) Department of Gastroenterology and Hepatology, University Hospitals Leuven, Leuven, Belgium 

2) Translational Research in Gastrointestinal Disorders (TARGID), KU Leuven, Leuven, Belgium 

 
Correspondence: Tim Vanuytsel, University Hospitals Leuven, Herestraat 49, 3000 Leuven, Belgium. 

Email tim.vanuytsel@uzleuven.be, Tel. +3216 341973, Fax +3216 330723· 

  

mailto:tim.vanuytsel@uzleuven.be


We thank Dr. Mullie and Vankrunkelsven for their interest in our study.1  

A concern was raised that the additional 50mg of maltodextrin in the placebo formulation may have 

confounded our results. Besides the studies mentioned in their letter, we also note the paper 

commented by Burns et al.,2 which showed significant differences in terms of fecal macronutrient 

excretion and microbiota for resistant maltodextrin at a dose of 50g compared to equal amounts of 

maltodextrin.3 Besides the absence of important adverse events for 50g of (resistant) maltodextrin,3 

this was also not expected for the 1000-fold smaller difference in maltodextrin between the placebo 

and verum in our study. Indeed, gastrointestinal (GI) adverse events were similar (3% vs. 15%, p=0.12) 

and no immunological or microbial changes from baseline were found for 350mg of maltodextrin,1 

which is similar to a previous probiotic trial in irritable bowel syndrome (IBS) using 1g of maltodextrin 

as placebo.4  Even if previous studies suggested a relation between maltodextrin and bowel disorders, 

presence of IBS was never predominant in our study and overlap was comparable to epidemiological 

data. Also, reported IBS-prevalence at baseline was similar between groups (44% vs. 55%, p=0.33). 

Altogether, we do not believe that the inclusion of maltodextrin in placebo and verum had any 

contribution to clinical efficacy or adverse events. 

We confirm the lack of quantitative dietary intake, as already acknowledged in the limitations,1 and 

would like to point out the common inclusion of maltodextrin as placebo for dietary interventions in 

the referred meta-analysis.5  

We would also like to clarify the inclusion of subjects with at least mild (≥ 1) baseline postprandial 

distress syndrome (PDS) scores, as predefined in the statistical analysis plan before database lock. 

Although arbitrary, the higher cut-off for clinical response (0.7) compared to the minimum clinically 

important difference (0.5) of the daily diary was chosen to maximize the potential gain over placebo. 

Even if inclusion of subjects with low baseline PDS-scores indeed reduced the gain over placebo, 

positive probiotic effects on symptom scores from baseline were confirmed in all subjects. 



Immunological and microbial changes were also assessed in all subjects and associated with clinical 

efficacy.1 

Despite the exploratory nature of this study, as repeatedly acknowledged in the methods and 

discussion, the results are of major interest for further trials and a first step to establish the position 

of these probiotics especially considering their safety and beneficial immune and microbial effects. 
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