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Outcomes

EFFICACY

• Peanut allergy (PA) is a common and often lifelong food allergy; with limited
treatment options, the standard of care is careful avoidance of peanuts and
prompt administration of epinephrine in cases of allergic reactions1

• Key outcomes of interest were the percentage of subjects in the VP250+VP250
group who reached an ED of ≥1000 mg after 36 months of active treatment,
and the difference between this and the percentage of subjects reaching an
ED of ≥1000 mg after 12 months of active treatment

Change in Eliciting Dose

• As a result of PA, many children and their families experience stress due to fear
of accidental exposure, difficulties managing everyday food-related activities,
and decreased quality of life2

• Additional endpoints included change from baseline to 36 months in ED and in
cumulative reactive dose (CRD), safety outcomes, changes in immunoglobulin
G4 (IgG4) and immunoglobulin E (IgE) over the 3-year period, and SU assessment

• Epicutaneous immunotherapy (EPIT) for PA aims to utilize the unique immune
properties of the skin to induce desensitization in allergic individuals3

Statistical Analyses

• The completer set was defined as all subjects from the safety set having
evaluable DBPCFC results at both Month 12 and Month 36

• The PEOPLE study is a 5-year, ongoing, open-label extension of the completed
Peanut EPIT Efficacy and Safety (PEPITES) study,6 a phase 3, double-blind,
placebo-controlled study that evaluated the safety, tolerability, and efficacy
of VP250 in children 4 to 11 years of age with PA

• The per protocol (PP) set was defined as those subjects who completed all
treatment according to the study protocol without major deviations that could
affect the assessment of the treatment effect, which included an evaluable
DBPCFC performed as required by the protocol at Month 12 and Month 36 and
adherence of ≥80%

OBJECTIVE

• ED was determined using the DBPCFC at PEPITES baseline (Month 0) and
endpoint (Month 12) and at Month 36 in PEOPLE

• To assess the efficacy, safety, and tolerability of VP250 therapy after 36
months of treatment (including 12 months of VP250 in PEPITES) in an openlabel follow-up study in children with PA

METHODS
Study Design
• PEOPLE is an ongoing 5-year open-label extension of the PEPITES study
designed to evaluate the long-term efficacy and safety of VP250 in children
(aged 4-11 years) with PA (Figure 1)
o Subjects in PEPITES were randomized (2:1) to receive a VP250 peanut
protein patch or a placebo patch applied daily on the interscapular area
• Subjects who completed the 12-month PEPITES study, including a doubleblind placebo-controlled food challenge (DBPCFC) at Month 12, were eligible
for enrollment in PEOPLE
• Interim 36-month results from subjects who were randomized to receive VP250
in PEPITES and proceeded to open-label VP250 in PEOPLE are reported here
o All subjects in PEOPLE received a daily dose of 250 μg peanut protein per
patch and were required to remain on a peanut-free diet

o At Month 12, the starting dose of the DBPCFC was 1 mg of peanut protein,
with escalation up to the highest dose of 2000 mg to reach a maximum total
cumulative dose of 3444 mg of peanut protein
o At Month 36, the starting dose of the DBPCFC was 1 mg of peanut protein,
with escalation up to the highest dose of 2000 mg peanut protein, possibly
repeated once to reach a maximum total cumulative dose of 5444 mg of
peanut protein
• Categorical variables were summarized using the number of observations
and percentages, and continuous variables were summarized using
descriptive statistics

RESULTS

PEPITES
250 µg (n=238)

213

198

N=356

184

148

• Of the 213 subjects who were randomized to the active treatment arm of
PEPITES and completed the 12-month trial, 198 (93%) subjects opted to enter
PEOPLE (Figure 2)
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• In subjects with a baseline (Month 0) ED of ≤10 mg (n=18), there was a 22.5fold increase in geometric mean ED (95% CI: 10.7-47.3).
• In those with a baseline ED >10 mg (n=123), the geometric mean ED increased
4-fold by Month 36 (95% CI: 3.2-5.0)
Figure 3. Three-Year Changes in Eliciting Dose (PP Population)
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• The most commonly reported treatment-related TEAEs in PEOPLE were
application site reactions, including erythema (63.1%), pruritus (45.5%), and
site swelling (20.2%); fewer subjects experienced local skin reactions over time

1,500

1120.4

944

1,000

500

• In PEOPLE, 1 subject experienced 1 possibly related event of mild anaphylaxis
that resolved without treatment; no treatment-related epinephrine intake
occurred in PEOPLE
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Adherence and Overall Discontinuations

M36

• Over 3 years of treatment, the mean rate of adherence was 98.1% (SD, 4.1) in
the safety set

PEOPLE per protocol (PP)

Sustained Unresponsiveness

• Of those, 18 subjects opted to undergo a further DBPCFC at Month 38; 77.8%
(14/18) maintained an ED of ≥1000 mg
• Of the 4 subjects who did not maintain an ED of ≥1000 mg at Month 38,
3 subjects reached an ED of 300 mg and 1 subject reached an ED of 100 mg
Change in Peanut IgG4 and IgE Levels
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• IgE levels increased initially at the start of the study and then returned to
baseline, remaining around baseline through Month 36 (Figure 5B)
Figure 5. Relative Change in Peanut IgG4 (A) and IgE (B) Over the 3-Year Treatment
Period in the PP Dataset (n=141)
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• The incidence of treatment-emergent AEs (TEAEs) was 100% in the safety
population (n=198), with discontinuation due to TEAEs reported for 4 (2%)
subjects between the start of PEOPLE and Month 36
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• Peanut IgG4 levels progressively increased throughout the first 18 months of
treatment and remained at peak levels for the rest of the treatment to Month
36 (Figure 5A)
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• All 73 subjects who reached an ED ≥1000 mg at Month 36 were eligible to
continue the study for 2 additional months without treatment and were required
to maintain a peanut-free diet

PEOPLE PP (N=141) % of patients

3

1

2,000

n=100
Randomized to
placebo in PEPITES
and enrolled
in PEOPLE
(not included
in analyses)

M60

n=148
Study
completers
(36 months)

n=141
Per-protocol
population
(efficacy
analysis)

M0

M12

M36

*ED >2000 mg included subjects: passing the 2000-mg dose at M12 without stopping criteria, passing the 2000-mg dose at M36 without stopping criteria, OR starting
the second dose of 2000 mg at M36.
M0, baseline; M12, Month 12; M36, Month 36.

Cumulative Reactive Dose
• At Month 36, the mean CRD was 1768.8 mg, which is roughly equivalent to 6
peanuts (Figure 4)
o A total of 24.1% (34/141) of subjects reached a CRD of 3444 mg at Month
36 compared with 15.6% (22/141) of subjects at Month 12

(B)

• A total of 50 patients were not part of the completer set due to a not-conducted
or non-evaluable DBPCFC at Month 36, including 39 subjects who discontinued
the study before Month 36, with 27 discontinuing between Months 30 and 36
o DBPCFC fright/distaste was the most common reason (22/50) for completer
set exclusion

CONCLUSIONS
• The PEOPLE trial represents the largest long-term trial evaluating peanut
immunotherapy to date
• Approximately 3 of 4 subjects experienced an increase in their ED from
baseline, which suggests that subjects may have achieved desensitization and
a meaningful reduction of risks associated with accidental peanut exposure
and demonstrates that a majority of subjects benefited from EPIT for PA with
VP250 therapy
• An ED of ≥1000-mg peanut protein was achieved by 51.8% of subjects at
Month 36, with a particularly robust response seen in 13.5% of subjects who
tolerated a DBPCFC maximum cumulative dose of 5444 mg at Month 36
o Additionally, of the subjects who had a baseline ED of ≤100 mg, 67.4% (62/92)
reached an ED of at least 300 mg
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o Median CRD increased approximately 7-fold from baseline (144 mg) to Month
36 (944 mg)
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o SU was maintained by 78% of subjects who were eligible and opted to
participate in the assessment
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• VP250 was well tolerated over 3 years of treatment, with a safety profile that
was consistent with previous clinical findings
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• 13.5% (19/141) of subjects tolerated the full Month 36 DBPCFC of 5444 mg

Figure 2. Study Disposition
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• Of subjects with baseline ED ≤100 mg, 67.4% (62/92) reached an ED of at least
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• Overall, an increase in ED from PEPITES baseline (Month 0) to Month 36 was
observed in 75.9% (107/141) of subjects
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• All subjects who reached an eliciting dose (ED) ≥1000 mg at Month 36 were
eligible to continue the study for 2 additional months without treatment and
were required to maintain a peanut-free diet (sustained unresponsiveness [SU]
assessment). A further DBPCFC was administered at the end of this period
(Month 38)
Figure 1. Study Design

• At Month 36, 51.8% (73/141) of subjects reached an ED of ≥1000 mg,
compared with 40.4% (57/141) at Month 12 (11.3% difference; 95% CI: 2.8-19.6)
(Figure 3)
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Figure 4. Change in Mean CRD From Baseline to Month 36
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• An epicutaneous peanut patch containing 250 μg of peanut protein, Viaskin
Peanut 250 μg (VP250), has demonstrated safety and efficacy in clinical trials
of individuals with PA,4,5 and is currently under investigation as a potential
treatment for PA

• The safety population consisted of all VP250+VP250 subjects who received
at least 1 dose of VP250 in the PEOPLE study
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• VP250 may have the potential to durably modify immune response in children
with PA
• While longer-term data with EPIT will continue to accumulate with the current
study continuing to 5 years, the present study demonstrates that daily EPIT
for peanut allergy beyond 1 year leads to continued accrual of benefit, with
robust ED improvements that may translate into increased protection from
risk of accidental ingestion reactions
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