Modeled Quantitative Risk Reduction Through Epicutaneous Immunotherapy for Peanut Allergy:
Restaurant Meal Preparation With Shared Cooking Utensils and Equipment
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• Immunotherapy for peanut allergy has been demonstrated to increase the reaction
threshold (ie, the amount at which an individual experiences an allergic reaction), also
referred to as the eliciting dose (ED)1
• Epicutaneous immunotherapy (EPIT) for peanut allergy with a patch containing 250 μg
of peanut protein, Viaskin Peanut 250 μg (VP250), over a 12-month treatment period
was shown to be superior to placebo in increasing the threshold to which peanut-allergic
patients react in the phase 3 Peanut EPIT Efficacy and Safety (PEPITES) study5

• Three Asian dishes were prepared in a professional kitchen by a chef, and peanut residues
on shared kitchen utensils and equipment were measured after preparation of sauces
or single-serve meals

• Absolute risks (ARs) are presented as mean risk per eating occasion of a single-serve
meal prepared with a contaminated kitchen utensil or contaminated equipment

• Sauce residue determination was performed with or without a brief rinse with warm
water or a brief scrub with a brush and warm water (no soap or dishwasher assistance)

• When using shared uncleaned materials, baseline AR of allergic reaction varied
between 65% (equipment) and 74% (utensils) in VP250 and placebo groups (Figure 3)

• Residual sauce residue on cooking utensils and equipment was determined (by weight),
and derived amounts of peanut protein were used for modeling (Figure 2)

EXPOSURE

mg of peanut protein

RINSE

BRUSH

Figure 3. Predicted AR for an Unexpected Allergic Reaction for the Peanut-Allergic Study
Population at Baseline or After 12 Months of Treatment With VP250 or Placebo Patch
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• PEPITES was a phase 3, randomized, double-blind, placebo-controlled clinical trial to
assess the efficacy and safety of VP250 in 356 children aged 4 to 11 years with physiciandiagnosed peanut allergy5
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Table 1. Risk of an Allergic Reaction to Residual Sauce on Cooking Utensils and Equipment
in 2 Different Scenarios Assessed in 4 Different Study Populations

250 µg (n=238)

UTENSILS/EQUIPMENT
UTENSILS:
Whisks, tongs, spatulas,
soup ladles, spoons

PEPITES
Placebo (n=118)

EQUIPMENT:
Wok, sauce pan

SCENARIO
∙ No cleaning
∙ Quick cleaning with
water rinse or brush
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Table 3. RRR at the Month 12 DBPCFC for VP250 and Placebo Patch Populations (1L and
5L Sauce Meant for Multiple Servings)
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• Risk of allergic reaction in the peanut-allergic population when uncleaned shared kitchen
materials are used to prepare an “allergen-free” meal is substantial
• The ARs per eating occasion of a contaminated meal in this current study are higher than
those previously predicted for packaged foods, but the RRRs predicted by treatment
with VP250 for 12 months are similar to those previously found for packaged foods6
• The results of the study demonstrate substantial modeled risk reduction for allergic
reactions from accidental peanut restaurant exposures among peanut-allergic children
after 12 months of VP250, supporting the potential real-world clinical relevance of this
investigational immunotherapy
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Table 2. RRR at the Month 12 DBPCFC for VP250 and Placebo Patch Populations
(Single-Serve Meals)

• RRRs were also determined in an approach where utensils were used to prepare larger
volumes (1L or 5L) of sauce meant for multiple servings (Table 3)
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• RRRs following 12 months of VP250 were 47% when equipment was uncleaned and
86% when equipment was cleaned
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• The baseline and Month 12 ED results from PEPITES were used to model the potential
reduction in risk of having a reaction to peanut in a restaurant setting
Figure 1. Study Design
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METHODS

• Using this approach for single-serve meals, relative risk reduction (RRR) following 12
months of VP250 treatment were 40% when utensils were uncleaned and 71% when
utensils were given a quick rinse in warm water (Table 2)

o Treatment with VP250 for 12 months lowered the AR to 6%, with no change in risk
for placebo group (Figure 3)

Figure 2. General Overview of the Quantitative Risk Assessment Approach

OBJECTIVE

o Participants in PEPITES were randomized 2:1 to receive a VP250 peanut protein patch
or a placebo patch daily for 12 months (Figure 1)

• Baseline AR was 21% to 23% if shared utensils were quickly rinsed with warm water

• The quantitative risk assessments performed in this study incorporated these peanut
residue data as inputs into a Monte Carlo framework model to estimate the 4 different
study populations’ probability of an allergic reaction in 2 different scenarios (Table 1)

• It has been previously demonstrated that, following 12 months of VP250 treatment,
subjects from the PEPITES study were predicted to experience a 73% to 78% reduction
in risk of allergic reaction per eating occasion to a group of commonly consumed
packaged foods.6 Potential reduction in risks from restaurant kitchen exposures have
not been previously examined

• To investigate the treatment effect of VP250 on modeled risk of allergic reactions due
to accidental ingestion of peanut in a restaurant setting in children with peanut allergy

o Treatment with VP250 for 12 months lowered the predicted AR of reaction to 35%
to 44% with no change for the placebo group

Quantitative Risk Assessments
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• Eating meals outside the home is an important cause of exposure to peanut as
demonstrated by a retrospective study in Canada where 15 of 40 fatal reactions to
peanut occurred in a restaurant or catering setting4

RESULTS (RELATIVE RISK REDUCTION)
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• Management of peanut allergy relies upon avoiding consumption of peanut and use
of rescue medication.1 However, complete food allergen avoidance is difficult and not
often achieved2,3
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