
• EPITOPE included a dose-ranging substudy in which participants received either VP containing 100 µg 

peanut protein (VP100), VP250, or placebo, followed by a 12-month, randomized, double-blind, placebo-

controlled (DBPC) trial to assess the efficacy and safety of VP250 in peanut-allergic toddlers aged 1 

through 3 years6 (Figure 2)

− 362 participants were randomized 2:1 to 12 months of VP250 or placebo

− Eligible participants who completed the Month 12 DBPC food challenge could enroll in the OLE for up 

to a total of 3 years of active treatment 
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Figure 2. EPITOPE and OLE Study Design 
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Figure 4: Yearly Event Rates of APC by Treatment Group 

Table 1: ED Association With APC Reaction Severity by Participant* 
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• EPIT with VIASKIN peanut patch demonstrated reduced rates of reactions related to accidental peanut consumption in young children compared to those treated with placebo in the 

EPITOPE clinical trial

− Further reductions are observed with increased time on treatment and increased eliciting dose in the open-label extension study

• These results suggest the potential of the VIASKIN peanut patch, if approved, to provide real-world effectiveness, including mitigating accidental peanut consumption reactions

• Allergic reactions due to accidental peanut consumption (APC) are 

common among peanut-allergic children, despite strict avoidance1

• VIASKIN®, a patch-based technology platform, is currently being 

investigated for the treatment of peanut allergy. This novel approach 

to epicutaneous immunotherapy (EPIT) involves the administration 

of a peanut patch (VP) containing 250 µg peanut protein (VP250) to 

intact skin to induce desensitization2-6 (Figure 1)

− The safety and efficacy of 12 months VP250 have been 

previously investigated in phase 3 randomized clinical trials2,3,6

• Previous results of EPIT with VP in toddlers aged 1 through 3 years 

in the EPITOPE study and first year of the EPITOPE open-label 

extension (OLE) trial demonstrated reduced rates of allergic 

reactions following APC compared with placebo6,7

• To characterize APC in peanut-allergic children aged 1 through 3 years through Year 2 of the EPITOPE 

OLE trial

• Data on APCs occurring during EPITOPE and the OLE were collected prospectively and

analyzed longitudinally 

• The associations between efficacy outcome and rate of APC events and related allergic reactions were 

analyzed by treatment group and over 2 years of treatment

− Data include participants receiving both VP100 and VP250

• Continuous data were summarized, and annual event rates were determined

• For participant-level analyses, the most recent APC was analyzed if multiple events occurred

• Beyond Month 12, further increases in eliciting dose (ED) were observed following long-term active 

treatment in the OLE

− In VP participants, the proportion with an ED ≥1000 mg was 84.6% after 3 years of active 

treatment; in placebo-crossover participants, the proportion with an ED ≥1000 mg after 2 years 

of active treatment was 67.7%

• Over 3 years of treatment, there were 88 APCs reported in 75 participants; 13 participants had 

2 APCs (Figure 3)

• Yearly event rates of APC, with or without reaction, declined over time (Figure 4)

− The yearly event rate of APC-related reactions decreased by 3.8-fold (from 11.4 to 3.0) and 

1.3-fold (from 6.0 to 4.5) for placebo-crossover and VP participants, respectively, between 

EPITOPE and the OLE Year 2 

Figure 5. Timing of APCs With and Without Reaction in EPITOPE and OLE 

• Participants without an APC-related reaction tended to have longer time on active treatment than those 

with a reaction (Figure 5)

Figure 1: VP250 Patch

*Participants were categorized based on the highest severity of reaction upon APC. 

OFC, oral food challenge.

Values within bars indicate number of APC.  

Total participants 128 285 99 205

Total APCs 18 30 6 34

Total APCs with 

reaction, n (%)
15 (83.3) 18 (60.0) 5 (83.3) 18 (52.9)

Boxplot shows distribution of time on active treatment in APCs with and without reactions, in EPITOPE and OLE. The 

solid black line with grey shading indicates the mean and standard deviation, which are also annotated in the table along 

the x-axis. Each point represents an APC and is colored by the participant’s randomization in EPITOPE. 

N 15 33 17 23
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• Participants who reached a higher ED were less likely to experience a reaction following APC 

(Table 1)

− 23/40 (58%) participants with ED ≥1000 mg did not experience a reaction following APC vs 

8/35 (23%) with ED <1000 mg 

− Most participants (22/30) with an ED ≥2000 mg did not experience an adverse reaction to APC 

• Of the reactions that occurred, the majority (77%) were mild in nature and none were severe

EPITOPE and OLE

• EPITOPE: N=362*

• OLE: N=266

• Study sites in the US, Canada, 

Europe, and Australia 

• Key inclusion criteria: baseline ED 

≤300 mg, psIgE >0.7 kUA/L, and 

skin prick test ≥6 mm 

M0 M24

M36

M36M12

OLEEPITOPE

Randomized 2:1

VP250 VP250

Placebo VP250

M0 M12 M24

Timing of current analysis

DBPCFC completed 

DBPCFC planned

DBPCFC, double-blind, placebo-controlled food 

challenge; ED, eliciting dose; M, month; psIgE,

peanut-specific immunoglobulin E.

*An additional 51 participants were randomized

2:2:1 to VP100, VP250, or placebo in a

dose-ranging substudy and were eligible to enter

the OLE.

Yearly event rate of APCs with reaction
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