2011-004910-41 Summary
Title: A Randomised Controlled Trial to assess a food supplement (baker’s yeast extract) to support immune function and prevent cold and flu symptoms in a 50 to 70 year old population
Start Date: 2012-01-16
Study completed: 2012-04-30
Overall trial status: Completed
Main Contact: Philip C. Calder

Contact details: Human Development and Health Academic Unit, Faculty of Medicine, University of Southampton, Southampton, United Kingdom
NIHR Southampton Biomedical Research Centre, University Hospital Southampton NHS Foundation Trust and University of Southampton, Southampton, United Kingdom
Study design: Randomised placebo-controlled double-blind trial 
Intervention: 
Once-daily β-1,3/1,6 glucan (Wellmune 250 mg/d) was conducted over 90d with community-dwelling adults ages 50 to 70y 

Primary outcome measure
The principal research objective is to assess the ability of a daily 1-3 1-6 glucopolysaccharide food supplement to prevent or reduce the number of cold and flu symptoms compared to a placebo capsule in a group of 50-70 year olds over a 90 day period. It also aims to assess the severity of any reported symptoms in those taking the supplement compared to placebo. We aim to measure this via daily completion by the participants of a brief health diary stating 1 (=no cold/flu symptoms), 2 (= cold symptoms - from a defined list) or 3 (=flu symptoms - from a defined list). If a participant reports two or more symptoms for two consecutive days then they contact the study team and start to complete a Wisconsin Score (WURSS-21) form which measures the total number and severity of all cold or flu symptoms and the impact this is having on ability to perform everyday tasks

Secondary outcome measures
The secondary objective is to assess the effect of the supplement on immune function compared to the placebo treatment. It is proposed this is measured by comparing a blood and saliva sample at the start (Day 0), mid-point (Day 45) and end of the study period (Day 90). This will measure blood markers of immune function (cytokines and chemokines) at resting baseline and again after the blood sample has been tested with a substance mimicking an immune challenge (called LPS). This objective therefore aims to provide information to better understand the supplement's potential for improving immune function and increasing resistance to infection. A further secondary objective is to assess for any difference in the perception of general health and quality of life between those taking the active supplement and placebo treatment. This will be measured using a validated questionnaire called SF-8.
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