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[bookmark: _GoBack]Childhood food allergy affects about 8% of US children.[footnoteRef:1] Recent research has revealed protective effects of early dietary introduction of allergenic foods on the development of food allergy for infants, including those at elevated risk.[footnoteRef:2],[footnoteRef:3],[footnoteRef:4] The goal of this study was to evaluate the safety and acceptability of a blend of 16 common allergenic proteins (peanut, soy, almond, cashew, hazelnut, pecan, pistachio, walnut, wheat, oat, milk, egg, cod, shrimp, salmon, sesame) combined with 400 IU of Vitamin D into a food supplement powder. Caregivers were instructed to mix the powder into a solid or liquid feeding once a day. All procedures were deemed exempt by the Northwestern University IRB. A national sample of healthy infants, 5-11 months of age, without severe eczema participated in the 28-day placebo period followed by a 28-day randomized, blinded, placebo-controlled period. Caregivers were instructed to feed the infant one packet of the food supplement powder per day, observe their infant for 2 hours after ingestion, and record, in a web-based diary, any symptoms or allergic-type reaction including anaphylaxis[footnoteRef:5] occurring within 2 hours of ingestion and any reaction-related prescribed medication or medical care. Caregiver perceptions of the food supplement’s smell, texture, and packaging, were also assessed. Figure 1 shows enrollment and completion rates of the study. Of the 8,400 food supplement ingestions, no infants had any allergic reaction nor received any prescribed medication or medical care. Of 14,252 placebo ingestions, 1% (N=250) resulted and 0.7% (N=61) of food supplement ingestions in a report of symptoms (e.g., cough, diarrhea). This study suggests that the food supplement is safe and feasible for infants. Future study should assess the effect of the food supplement on immunologic responses to the allergenic proteins and on the incidence of food allergy. [1:  Gupta RS, Springston EE, Warrier MR, Smith B, Kumar R, Pongracic J, Holl JL. The Prevalence, Severity, and Distribution of Childhood Food Allergy in the United States. Pediatrics. 2011;128 (1):e9-e17 ]  [2:   Fleischer DM, Spergel JM, Assa’ad AH, Pongracic JA. Primary Prevention of Allergic Disease Through Nutritional Interventions. J Allergy Clin Immunol. 2013;1:29-36. ]  [3:  Perkin MR, Logan K, Tseng A, et al. Randomized trial of introduction of allergenic foods in breast-fed infants. N Engl J Med. 2016; 374(18): 1733–1743.]  [4:  Du Toit G, Roberts G, Sayre PH, et al. Randomized trial of peanut consumption in infants at risk for peanut allergy. N Engl J Med. 2015; 372: 803-13. ]  [5:  Sampson et al. Second symposium on the definition and management of anaphylaxis: Summary report—Second National Institute of Allergy and Infectious Disease/Food Allergy and Anaphylaxis Network symposium. JACI. 2006; 117(2): 391–397] 
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