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Introduction:
• The FDA approval of Palforzia (PTAH) for peanut 

oral immunotherapy (OIT), has significantly 
changed treatment strategies for peanut allergic 
patients.

• Two phase 3 randomized placebo-controlled trials 
(PALISADE and ARTEMIS) have demonstrated 
the effectiveness of once-daily Palforzia 
dosing in desensitizing patients.

• This study (ARC004 trial) served as an exploratory 
open-label extension to the PALISADE study to 
assess the safety and efficacy of alternative 
peanut OIT maintenance regimens.



Study Demographics:

Focus of trial was on patients 4-17 years of age subsequently re-enrolled into 
ARC004 from the PALISAIDE trial.

261 of the 358 patients that were re-enrolled into the ARC004 trial 
completed the study, including 53.9% (55 of 102) from the PTAH-naïve 
group and 80.5% (206 of 256) from the PTAH-continuing group.





Methods:

• Participants who completed the PALISADE trial were 
invited to participate in the ARC004 trial.

• Patients initially in the placebo arm of PALISADE 
(PTAH-naïve patients) underwent up-dosing for 22-
40 weeks and subsequent maintenance dosing at 
300 mg/d for 24-weeks. 

• Patients in the treatment arm of PALISADE who 
passed the end of study 300 mg OFC were enrolled 
into 1 of 5 cohorts with different dosing regimens.

• All patients at the end of the study were eligible for 
a double-blind placebo-controlled OFC to peanut, 
with a maximum dose of 2000 mg





Results: Desensitization
• Desensitization rates were higher in daily dosing 

cohorts compared to non-daily dosing cohorts.

• Desensitization response rates, were highest in 
cohort 3A, which had the longest duration of 
daily dosing (56 weeks).

• Desensitization response rates were lowest in 
cohort 2, which received q48 hr dosing for 4 
weeks, followed twice weekly dosing for 24 
weeks.





Results: 
Safety and 
Tolerability

• Most patients in both the PTAH-continuing 
cohorts and PTAH-naïve cohort experienced 
at least one adverse reaction.

• When exposure-adjusted for adverse 
events, rates were lower in daily dosing 
cohorts vs. Non-daily dosing cohorts.

• 18 patients (6.1%) from the non-daily dosing 
cohorts reverted to daily dosing due 
to adverse events.

• However, the incidence of severe adverse 
events was low in both daily (2.1%) and non-
daily (2.7%) dosing cohorts.







Summary:
• Continued daily dosing of PTAH beyond 1 year 

appears to be safe and effective.

• Biomarkers suggest further improvement in 
immunomodulation beyond the first year of OIT.

• Daily dosing of PTAH has less exposure-adjusted 
adverse events and fewer severe systemic allergic 
reactions, compared to other regimens.

• After approximately 2 years of continued daily 
treatment with PTAH, 80% of participants were 
desensitized to 2000 mg of peanut protein.



Future
Directions

• This study was limited by the open-label trial 
design, as well as the age restriction to 4-17 
years of age.

• Future studies are needed to assess long-
term impacts on tolerance and 
immunomodulation of these alternative 
dosing regimens.

• Additional subjective data from patients and 
caretakers could help provide additional 
insight into compliance with alternative 
dosing regimens.

• Follow-up studies exploring efficacy in 
patients with comorbid conditions and 
younger patient populations is needed.



Questions?
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