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RATIONALE
• Although validated instruments for assessing psychosocial and quality-of-life (QoL) outcomes

exist, these instruments were not designed to evaluate research outcomes in pediatric food
allergy clinical trials, highlighting the need for patient-reported outcome (PRO) tools specifically
designed for use in evaluating potential food allergy treatments1-3

• Epicutaneous immunotherapy (EPIT) is an innovative treatment approach for peanut allergy that
uses the skin’s immune properties to promote desensitization over time, while limiting systemic
allergen exposure4

• The VIASKIN® Peanut Patch is a novel approach to treating peanut allergy that utilizes EPIT by
applying a patch containing 250 μg of peanut protein (1/1000th of 1 peanut kernel) to intact skin
to induce allergen desensitization 5-9

• The ongoing Phase 2 trial, THRIVE (ISRCTN63504081), will assess the efficacy and safety of
EPIT with VIASKIN® Peanut Patch to achieve ad libitum (ad lib) peanut consumption in infants
with peanut allergy aged 6-12 months at treatment initiation; efficacy is being evaluated based on
peanut consumption (following 3 years of treatment) and caregiver-reported outcomes10

• THRIVE is an ongoing Phase 2 trial investigating the efficacy and safety of daily EPIT via VIASKIN® Peanut Patch to achieve ad lib consumption of peanuts in infants with peanut allergy 
• Results are expected to inform future immunotherapy protocols and, using a patient-centered approach, improve understanding of whether EPIT with VIASKIN® Peanut Patch can 

support meaningful dietary incorporation of peanut alongside clinically relevant patient-and caregiver-centered outcomes in young children with peanut allergy 
• By capturing caregivers’ assessments of treatment experience, THRIVE seeks to evaluate treatment goals beyond the clinical trial setting for oral FCs. This is one of the first food allergy 

immunotherapy trials to prospectively incorporate a study-specific caregiver-reported measure, and the first time that this form of tool has been developed specifically for EPIT

KEY POINTS

• THRIVE is an ongoing, 48-month, single-arm, open-label, Phase 2 trial that began enrollment in 
May 2026 and is estimated to complete in 2031. The study design is outlined in Figure 1
– Participants from clinical trial sites in Australia, Canada, and the UK will receive VIASKIN® 

Peanut Patch daily for 36 months, followed by an open oral food challenge (FC) at month 36
to determine ad lib peanut consumption regimens during months 37-48

– Peanut allergy was assessed via clinical history and confirmation by an investigator (Figure 2)

PLANNED CAREGIVER-REPORTED ASSESSMENT
The THRIVE Caregiver-Reported Outcome Questionnaire

• To describe the novel design of the THRIVE Phase 2 trial, which will assess the efficacy, safety,
and parent and caregiver-reported outcomes of VIASKIN® Peanut Patch treatment in achieving
ad lib peanut consumption in infants with peanut allergy

Figure 5. THRIVE Caregiver-Reported Outcome Questionnaire Sample 
Statements and VAS
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VAS, visual analog scale.

Responses are marked along the horizontal range

A.

Peanut allergy diagnosis based on clinical history and diagnostic assessment

• History of peanut ingestion with
anaphylaxis (CoFAR grade 3 or 4)  
OR

• History of peanut ingestion reaction 
on FC*

Open-label 
treatment period

• Discontinue VIASKIN® Peanut Patch
• Consume ≥2g of peanut protein every 2 weeks

VIASKIN®

Peanut Patch
(250 µg of 

peanut protein)

Open oral food challenge‡ (maximum dose of 2500 mg)

Follow-up 
(+2 weeks)

M12 M24 M36 M48 (primary 
outcome analysis)

Peanut consumption period*
(groups based on M36 food challenge results)

Consumed entire M36 food challenge 
without DLS†

Screening period 
(N≈250)

Key inclusion 
criteria
• Infants aged 

6-12 months
• Weight ≥7 kg
• Confirmed 

peanut allergy
• Currently 

following a strict 
peanut-free diet

THRIVE questionnaire

*Caregivers will determine the peanut protein consumption regimen and type of peanut-containing food based on family lifestyle/convenience and 
discussions with the investigator; a list of potential foods and approximate peanut protein amounts will be provided to caregivers. Group 3 will not take 
part in the peanut consumption period but will continue to be followed. †Consortium for Food Allergy Research DLS as defined in protocol. ‡At month 48, 
a group 2 subset undergoes the open oral food challenge, as defined in the protocol. 
DLS, dose-limiting symptoms; M, month.

Treatment 
start

Up to 15 
clinical sites 

(Australia, Canada, UK)

B.

OBJECTIVE

METHODS

Figure 2. THRIVE Peanut Allergy Diagnosis

• No history of peanut ingestion 
OR

• History of peanut ingestion reaction
(CoFAR grade 1 or 2) not on FC 

Met two of the following three criteria:
• SPT ≥8 mm
• Peanut-specific IgE† ≥5.0 kUA/L
• Ara h 2–specific IgE† ≥1.0 kUA/L

OR

Met all of the following criteria:
• Dose-limiting symptoms to ED 

≤2500 mg of peanut protein during FC‡

• SPT ≥2 mm OR
• Peanut-specific IgE ≥0.1 kUA/L OR
• Ara h 2–specific IgE ≥0.kUA/L

CONFIRMATION OF PEANUT ALLERGY

SELECT 
CONFIRMATION 

CRITERIA

*Treatment satisfaction, independent of criteria 1 or 2, was rated on a VAS from strongly disagree to strongly agree, in response to: 
Overall, I am satisfied with the treatment experience taking into consideration the following (1) amount of peanut consumed during the study, including food 
challenge(s), (2) ease of use of the patch, (3) side effects associated with the patch; (4) impact on our family’s life.
ad lib, ad libitum; FC, food challenge; M, month; VAS, visual analog scale.

• The primary endpoint is the proportion of participants achieving ad lib peanut consumption at
month 48, defined using oral FC tolerated dosing, consumption patterns, and caregiver-reported
treatment satisfaction (Figure 3)

• A novel THRIVE-specific caregiver-reported questionnaire was developed through an iterative
process involving multidisciplinary food allergy experts, and was reviewed by two independent
patient advocacy groups to ensure clinical relevance and caregiver acceptability

• The questionnaire will be provided before treatment initiation and at months 36 and 48 to 
evaluate caregiver expectations and treatment experience with VIASKIN® Peanut Patch over time

Figure 1. THRIVE Study Design

• Continue VIASKIN® Peanut Patch
• Consume ≥1 g of peanut protein every 2 weeks

Tolerated single dose of 600-650 mg of peanut 
without DLS† but have DLS at higher doses

• Discontinue VIASKIN® Peanut Patch
• Maintain peanut-free diet

Did not reach a dose of at least 600 mg 
of peanut without DLS†

METHODS
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Primary endpoint: Proportion of participants achieving ad lib consumption at month 48 

Consumed and tolerated at least 
the M36 FC single highest 
tolerated dose in a single sitting on 
≥2 separate occasions, at least once 
between M43 and M48

OR
Participant tolerated

and was compliant with 
peanut consumption 
≥75% of the time 

Consumed and tolerated ≥4 g of 
peanut protein in a single sitting 
on ≥2 separate occasions, at least 
once between M43 and M48 Caregiver/parent-reported 

outcome assessment 
indicates satisfaction* 
with the participant’s 
treatment outcome

OR

Group

Group

Figure 3. THRIVE Primary Endpoint

*FC within 3 months of visit 1, with ED of ≤2500 mg and protocol-defined CoFAR dose-limiting symptoms. 
†Measured within 3 months of entry, including screening. ‡FC during screening with ED of ≤2500 mg as outlined in protocol.
Ara h, Arachis hypogaea; CoFAR, Consortium for Food Allergy Research; ED, eliciting dose; FC, food challenge; Ig, immunoglobulin; SPT, skin prick test.

THRIVE questionnaire

• The THRIVE caregiver-reported outcome questionnaire captures domains extending beyond 
traditional QoL measures, including caregiver expectations before treatment, treatment burden, 
confidence in allergy management, perceived treatment benefit, impact on daily activities, and 
treatment satisfaction (Figure 4)

– Each statement is given a response using a visual analog scale, rating from 
“strongly disagree” to “strongly agree” (Figure 5B)

• Caregiver-reported treatment satisfaction has been incorporated as a clinically meaningful 
component of the primary endpoint, recognizing that successful food allergy treatment should 
be evaluated not only by oral FC outcomes but also by meaningful improvements in the 
everyday experiences of patients and families

QoL, quality of life.

Caregiver expectations before treatment

Treatment burden

Confidence in allergy management

Perceived treatment benefit

Impact on daily activities

Treatment satisfaction

Traditional QoL measures

Diet liberalization

Figure 4. THRIVE Caregiver-Reported Outcome Questionnaire Domains

Risk / outcome expectations

Social / dietary limitations

Emotional impact

Food anxiety

• Disruption to my child’s routine 
and day-to-day life was minimal

• The risk of my child experiencing 
any allergic reaction to a food 
containing peanut has decreased

• My child’s ability to be included in 
social activities has improved

• There are fewer restrictions on the type 
and variety of foods my child may eat

• My child’s quality of life has improved

Example 
answer

COMPLEMENTARY
TREATMENT-SPECIFIC 

INFORMATION

– Sample statements are shown in Figure 5A


