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Research Questions: 
1. What is the effectiveness of Palforzia (powder capsules/packet) and Viaskin Peanut (patch) for peanut allergy? 
2. What are the harms of powder capsules/packet and peanut patch for peanut allergy? 

 
Conclusions: 

 The evidence included in the review is based on findings from the 2020 Drug Effectiveness Review Project (DERP) report on powder capsules/packet for 
Peanut Allergy. 

 There were 5 studies included in this review. All used a baseline, double-blind, placebo-controlled food challenge (DBPCFC) test plus either laboratory or 
skin-patch testing to confirm peanut allergy. There was variation across studies regarding threshold of peanut protein consumption needed to elicit 
symptoms, and therefore ranges of allergy severity included.  

 Efficacy was defined as ability to consume peanut protein on exit DBPCFC test without symptoms. Quantity of peanut protein varied across studies for this 
endpoint from 300 mg to 5,000 mg or as a set increase from baseline, such as 10 times more at exit than baseline eliciting dose. 

 Low quality studies showed that at 12 months powder capsules/packet (67% to 79%; number needed to treat [NNT] 2) were significantly able to increase 
pass rate for a DBPCFC test when compared to placebo (4% to 19%). 

 Very low quality evidence showed that recipients of powder capsules/packet were more likely to require use of epinephrine outside of a food challenge, 
when compared to patients taking placebo (14% vs 6.5%; Absolute risk reduction [ARR] 7.5%, number needed to harm [NNH] 13). Outcome reported in 1 of 
2 studies.  

 Epinephrine use during exit DBPCFC was less common in powder capsules/packet patients (9% and 10%) than those taking placebo (42% and 53%) (ARR 33% 
and 43%, NNT 3). Outcome not graded. 

 No serious adverse events were observed in 1 study. In a second study, 4.3% of powder capsules/packet and 0.8% of placebo patients experienced severe AE 
outside of the DBPCFC. 

 Low quality evidence showed that powder capsules/packet patients were more likely to discontinue due to adverse events than placebo patients in 2 RCT 
(21% vs. 0% and 11.6% vs. 2.4%). Mild gastrointestinal side effects were the most common cause, though moderate and severe reactions such as anaphylaxis 
and systemic allergic reactions were also reported.  

 There are no data related to quality of life, emergency department use, or hospital admission.  

 There are no data to determine duration of effect, if ongoing medication use or low-dose peanut consumption can sustain desensitization, and the 
comparative effectiveness of the two products. 
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Recommendations: 

 Create “Immunotherapy Desensitization” PDL class within Immunology. 

 Designate Palforzia (powder capsules/packet) as non-preferred based on clinical information. 

 Implement Prior Authorization criteria to ensure appropriate use of Palforzia (powder capsules/packet) for funded conditions. 
 
Background: 
 
The purpose of this DERP report is to summarize the efficacy and harms from powder capsules/packet and peanut patch, which are potential immunotherapy 
treatment options for peanut allergy.  
 
Peanut allergy affects approximately 2% of children and adults, and generally persists over the lifetime. Symptoms range from mild, such as tongue tingling, to 
severe, which can result in circulatory collapse, respiratory distress, and death. Peanuts are ubiquitous in the food supply, and while a single peanut is generally 
250 to 300 mg, some people can exhibit objective allergic reactions with ingestion of only 5 to 10 mg of peanut protein. Patients generally focus on dietary 
avoidance combined with symptom management using antihistamines and epinephrine after accidental ingestion/exposure. 
 
Serum immunoglobulin E (IgE) levels and skin-prick testing are common tools to identify sensitivity to a food substance. Thresholds may vary and in clinical trials 
are often an IgE level of ≥ 0.35 kUA/L  or ≥ 0.7 kUA/L or a skin wheal ≥ 3 mm, ≥ 6 mm, or ≥ 8 mm. However, sensitization does not always translate into allergy. 
Many patients will tolerate a food challenge despite sensitization. Peanut allergy diagnosis is therefore clinical and necessitates known consumption of the 
offending agent. A DBPCFC is the gold standard to assess efficacy of a study drug for peanut desensitization, however there are administration challenges and 
limitations. These are conducted over 2 days in which both patient and assessor are blinded; one day containing a placebo and the other the allergen. Protocols 
and assessment criteria (e.g., subjective or objective symptoms) vary, and there is no “standard threshold” of tolerated peanut consumption for successful 
desensitization. Desensitization rarely results in the ability to consume any amount of peanut without symptoms. DBPCFC should be done at baseline and, after 
treatment with the study product, using more of the allergen. Figure 1 illustrates a stepwise increase in allergen consumption in DBPCFC often seen in peanut 
immunotherapy research studies. 
 
The Oregon Health Plan prioritized list includes funding for peanut allergy treatment in guideline note 203. Pharmaceutical treatment with medications to 
reduce severity are included on line 123 when specified criteria are met. Peanut allergy must be diagnosed clinically based on history of serious reaction or 
anaphylaxis, with skin or serologic testing, and with a DBPCFC. Any treatment must be by, or in consultation with, an allergist or immunologist.  
 
 
 
 
 
 
 
 
 
 



 

     February 2021 

Figure 1. Single and Total Dose for Double-blind Placebo Controlled Food Challenge  
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* Equivalent to approximately one peanut. 
Note: Consuming the 100 mg single dose without symptoms, but then developing symptoms at the 300 mg is categorized as an eliciting dose of > 100 mg or > 144 mg total dose. 

 
See Appendix 1 for Highlights of Prescribing Information for powder capsules/packet from the manufacturer, including Boxed Warnings and Risk Evaluation 
Mitigation Strategies (if applicable), indications, dosage and administration, formulations, contraindications, warnings and precautions, adverse reactions, drug 
interactions and use in specific populations. 
 
Methods: 
The June 2020 drug class report on powder capsules/packet and peanut patch for Peanut Allergy by the Drug Effectiveness Review Project (DERP) at the Pacific 
Northwest Evidence-based Practice Center at the Oregon Health & Science University (OHSU) was used to inform recommendations for this drug class. The 
literature search was conducted through March 2020. 
 
The original report is available to Oregon Pharmacy and Therapeutics Committee members upon request.  
 
The purpose of the DERP reports is to make available information regarding the comparative clinical effectiveness and harms of different drugs. DERP reports are 
not usage guidelines, nor should they be read as an endorsement of or recommendation for any particular drug, use, or approach. OHSU does not recommend 
or endorse any guideline or recommendation developed by users of these reports. 
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Summary Findings: 
 
There was heterogeneity across studies particularly for inclusion criteria, definition of peanut allergy, exclusion criteria, and definition of successful 
desensitization. Study descriptions are included below with results by graded outcome described in Table 1.  
 
Efficacy: 
 
Palforzia (powder capsules/packet): 
 
Palforzia (powder capsules/packet) was approved for peanut allergy immunotherapy for patients ages 4 to 17 on January 31st, 2020. 
 
ARC001 
A phase 2, placebo-controlled randomized-controlled trial (RCT) of 56 patients based in the US was conducted to compare powder capsules/packet to placebo. 
(Moderate RoB) Patients were 4 to 26 years of age with a clinical history of peanut allergy with an eliciting dose (ED) of ≤ 100 mg and sensitivity demonstrated 
by IgE ≥ 0.35 kUA/L or skin prick wheal ≥ 3 mm. Patients were excluded for a history of frequent or repeated severe or life-threatening anaphylaxis, eosinophilic 
gastrointestinal disease, or severe/uncontrolled asthma. Graduated doses of powder capsules/packet were mixed into age-appropriate foods and given to 
participants, with a goal of 300 mg/day by week 34. An exit DBPCFC was done after 2 continuous weeks of powder capsules/packet 300 mg/day, this resulted in 
79% powder capsules/packet versus 19% placebo patients tolerating an ED of ≥300 mg at 34 weeks [ARR 60%, NNT 2; relative risk (RR) 4.12, 95% CI 1.8 to 9.2, 
P<0.001].  
 
PALISADE 
A phase 3, placebo-controlled RCT of 499 patients across North America and Europe was conducted to compare powder capsules/packet to placebo. (High RoB) 
Patients were aged 4 to 55 years, though the prespecified population was 4-17 years and the 56 patients aged 18 to 55 years were enrolled for a separate 
analysis. Results below reflect data from the 4-17 year old participants only. Patients required the same peanut allergy and sensitization thresholds as in ARC001 
and had similar exclusion criteria. Graduated doses of powder capsules/packet up to a goal of 300 mg were given, with a maintenance dose continued for 24 
weeks. An exit DBPCFC was conducted after 52 weeks and 67.2% powder capsules/packet and 4% of placebo patients were able to tolerate an ED ≥ 600 mg [NNT 
2; risk difference (RD) 63.2%, 95% CI 53.0 to 73.3%, P<0.001; RR 16.6, 95% CI 7.0 to 39.4, P<0.001]. 
 
RoB of these studies was downgraded due to financial conflicts of interest among authors, differential lost to follow-up, manufacturer involvement, limited 
generalizability, and composite outcomes.  
 
 
 
 
 
 
 
 



 

     February 2021 

Viaskin Peanut (patch): 
 
Viaskin Peanut (patch) is not currently a FDA approved product and was denied approval in August 2020 due to patch adhesion concerns. Modifications and 
additional human studies were requested.  
 
PEPITES 
A phase 3, placebo-controlled RCT of 356 patients in North American, Western Europe, and Australia was conducted to compare peanut patch (250 µg) to 
placebo patches. (Moderate RoB) Patients were 4 to 11 years of age with of ED of ≤ 300 mg and IgE ≥ 0.7 kUA/L or skin prick wheal ≥ 6 mm.  A low ED of ≤ 10 mg 
was present for 11.5% of patients. Individuals with uncontrolled asthma or a history of severe anaphylaxis were excluded. The patches were applied for an 
increasing proportion of the day over 2 weeks to a goal of 24 hours/day. At week 52, an ED ≥ 300 mg in the low ED group or ≥ 1000 mg in the high ED group was 
tolerated in 35.3% peanut patch and 13.6% placebo patients (ARR 21.7%, NNT 5; RD 21.7%, 95% CI 12.4 to 29.8%, P=0.001; RR 2.6, 95% CI 1.59 to 4.23, 
P=0.0001). While statistically significant, this outcome did not meet the prespecified relevance criterion of ≥ 15% RD for the lower bound of the CI as determined 
by the study protocol.  
  
COFAR 
A phase 2, placebo-controlled RCT of 74 patients was conducted to compare 100 µg, 250 µg, and placebo patches. Included were 4 to 25 year-olds with a 
physician diagnosis or a combination of history of peanut allergy and IgE ≥ 0.35 kUA/L and an ED of ≤ 600 mg on oral food challenge. Patients were excluded for a 
history of severe anaphylaxis or chronic diseases. At week 52, an ED ≥ 5044 mg (total, see Figure 1) or 10-fold increase from baseline tolerated dose was met in 
48% of 250 µg peanut patch vs. 45.8% of 100 µg peanut patch vs. 12% of placebo patients (statistical variance not reported).  
 
VIPES 
A phase 2b, placebo-controlled RCT of 221 patients in North American and Europe was conducted to compare 50 µg, 100 µg, 250 µg, and placebo patches. 
Patients 6 to 55 years of age were included if they had a clinical history of peanut allergy with an ED of ≤ 300 mg and IgE ≥ 0.7 kUA/L or skin prick wheal of ≥ 8 
mm. Individuals with chronic diseases, unstable asthma, and history of severe anaphylaxis were excluded. The patches were applied for an increasing proportion 
of the day over 2 weeks to a goal of 24 hours/day. At week 52, patients were able to tolerate an ED ≥ 1000mg or 10-fold increase from baseline ED in the 
following percentages (ARR and RR vs. placebo for all): 250 µg peanut patch 50% (ARR 25%, NNT 4; RR 2.0, 95% CI 1.2 to 3.4), 100 µg peanut patch 41.1% (ARR 
16%, NNT 7; RR 1.6, 95% CI 0.9 to 2.8), 50 µg peanut patch 45.3% (ARR 20%, NNT 5; RR 1.8, 95% CI 1.0 to 3.1), and placebo 25%. 
 
RoB of these studies was downgraded due to financial conflicts of interest among authors, composite outcomes, limited generalizability, and manufacturer 
involvement.  
 
Two additional studies for peanut patch were completed more than 5 years ago and do not have published results available, indicating possible publication bias. 
There are at least 15 additional studies for both products in process or recently completed, some with patient age ranges below the FDA powder 
capsules/packet approval of 4 to 17 years. Open-label extension studies may soon provide information related to longer-term outcomes.  
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Safety: 
 
Palforzia (powder capsules/packet): 
Adverse events (AE) in the two RCT were common and occurred with greater frequency in powder capsules/packet patients than placebo (96.6% and 98.7% 
compared to 84.6% and 95.2%). Most common AE were abdominal pain, vomiting, oral itching, hives, sneezing, cough, and shortness of breath. Use of 
epinephrine during food challenge was more common for placebo patients (42% and 53%) compared to powder capsules/packet treated patients (9% and 10%). 
Epinephrine use outside of the food challenge was only reported in PALISADE; 14% of powder capsules/packet and 6.5% of placebo patients required 
epinephrine use (ARR 7.5%; NNH 13; RR 2.16, 95% CI 1.05 to 4.43, P=0.003). Adherence information was collected but not fully reported. Hospitalization and 
emergency department use were not reported.  
 
No serious adverse events were observed in ARC001. In PALISADE, 4.3% of powder capsules/packet and 0.8% of placebo patients experienced severe AE outside 
of the DBPCFC. These included systemic allergic reactions, asthma exacerbations, and anaphylaxis. Treatment emergent AE (TEAE) were more common in 
powder capsules/packet treated patient than placebo patients across all age groups (86.1% to 69.7% in 4 to 11 years, 89.6% to 68.6% in 12 to 17 years, and 
87.8% to 78.6% in 18 to 55 years). Powder capsules/packet patients were more likely to discontinue due to adverse events than placebo in both RCT (21% vs. 0% 
and 11.6% vs. 2.4%). Mild gastrointestinal side effects were the most common cause, though moderate and severe reactions such as anaphylaxis and systemic 
allergic reactions were also reported.  
 
Viaskin Peanut (patch): 
Overall AE reported in 2 RCT and were more common in peanut patch patients than those receiving placebo (95.4% vs. 89% and 79.8% vs. 14.4%). These include 
primarily patch site reactions such as itching, redness, and swelling, but full analysis was not reported. Serious adverse events were similar in one study and 
more common in peanut patch patients than placebo in a second RCT. Severe TEAE were greater in peanut patch patients (3.8% to 17.9%; increasing with higher 
doses) versus placebo (7.1%). Discontinuations were similar for peanut patch (1.8% to 12.5%) and placebo recipients (0 to 8%) and were due to patch site 
irritation and dermatitis. 
 
No studies included epinephrine use as an outcome, however the PEPITES RCT reported 4.2% of peanut patch patients and 5.1% of placebo patients had a 
serious TEAE outside of the DBPCFC, and all received epinephrine. Hospitalization was again not reported as an outcome, though 3 peanut patch recipients who 
accidently consumed peanut presented to the emergency department and received epinephrine.   
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Table 1: Summary of Results of Palforzia (powder capsules/packet) and Viaskin Peanut (patch) Randomized Controlled Trials 

Outcome Description GRADE 

Palforzia (powder capsules/packet) 

Change in severity of allergic response  
 
2 studies:  
N = 555 

Recipients of powder capsules/packet more likely to tolerate peanut protein at end of 
study compared to placebo.  
At 34 weeks: RR, 4.12; 95% CI, 1.8 to 9.2  
At 52 weeks: RR, 16.6; 95% CI, 7.0 to 39.4  

Low 

Use of epinephrine  
 
1 study: N = 499 

Recipients of powder capsules/packet were more likely to use epinephrine outside of 
DBPCFC than placebo recipients  
Estimates of epinephrine 14% for powder capsules/packet vs. 6.5% for placebo  

Very low 

Hospitalization or emergency department use No studies reported on this outcome  No rating 

Quality of life No studies reported on this outcome  No rating 

Overall adverse events  
 
2 studies:  
N = 555  

While common across all participants, overall adverse events were more common for 
powder capsules/packet recipients  
Estimates range from 96.6% to 98.7% for powder capsules/packet compared to 84.6% to 
95.2% for placebo at 34 to 52 weeks.  

Very low 

Serious adverse events  
 
2 studies:  
N = 555  

Serious adverse events were more common for powder capsules/packet recipients, 
however severe reactions (death, life threatening) were not observed.  
Estimates of serious adverse events range from 4.3% to 5.6% for powder capsules/packet 
compared to 0.8% to 1.6% for placebo recipients at 34 to 52 weeks.  
Neither study observed severe events (life-threatening or death).  

Very low 

Discontinuation of therapy due to adverse events  
 
2 studies:  
N = 555  

Powder capsules/packet recipients were more likely to discontinue due to adverse events 
(commonly gastrointestinal symptoms)  
Estimates of discontinuation ranged from 11.6% to 20.6% for powder capsules/packet 
compared to 0 to 2.4% for placebo at 34 to 52 weeks.  

Low 

Viaskin Peanut (patch) 

Change in severity of allergic response  
 
3 studies:  
N = 651 

Peanut patch recipients were more likely to tolerate peanut protein at 12 months 
compared to placebo in 3 studies using 250 μg dose. In 1 study, the lower bound of the 
confidence interval for the risk difference did not meet a prespecified clinically meaningful 
difference threshold.  
RD, 21.7; 95% CI, 12.4 to 29.8; P = .001  
RR, 2.6; 95% CI, 1.59 to 4.23; P < .001  
Reported RR 2.0 (95% CI, 1.2-3.4; no P value reported)   
 

Low 

Use of epinephrine  
 

Narrative description in 1 small study.  
Authors state no epinephrine was used by any individual to treat dosing symptoms.  

No rating 

Hospitalization or emergency department use  No studies reported on this outcome  No rating 
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Quality of life  
 

No studies reported on this outcome  
 

No rating  
 

Overall adverse events  
2 studies:  
 
N = 430  

Adverse events while common across all participants, appear more common for peanut 
patch recipients  
Estimates of adverse events ranged from 79.8% to 95.4% for peanut patch recipients 
compared to 14.4% to 89% for placebo at 12 months  

Very low  
 

Serious adverse events  
2 studies:  
 
N =577  

Serious adverse events appear similar for both peanut patch and placebo recipients in 1 
study but greater for peanut patch recipients in another.  
 

Very low  
 

Discontinuation of therapy due to adverse events  
 
3 studies: N = 651 

Discontinuation of therapy was no different for peanut patch recipients compared to 
placebo  
Estimates range from 1.7% to 12.5% for peanut patch compared to 0 to 8% for placebo.  

Very low  
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Appendix 1: Prescribing Information Highlights  
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Appendix 2: Prior Authorization Criteria 

 

Peanut (arachis hypogaea) allergen powder-dnfp (Palforzia) 
Goal(s): 

 To ensure appropriate use of desensitization products in patients with peanut allergies 
 
Length of Authorization:  

 Initial: 12 months 

 Renewal: Up to 12 months 
 
Requires PA: 

 Peanut (arachis hypogaea) allergen powder-dnfp (Palforzia) (both pharmacy and physician administered claims) 
 
Covered Alternatives:   

 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org 

 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/ 
 

Approval Criteria 

1. What diagnosis is being treated? Record ICD10 code. 

2. Is the diagnosis funded by OHP? 
 
Line 123, Guideline note 203 

Yes: Go to #3 No: Pass to RPh. Deny; not 
funded by the OHP. 

3. Is the request by, or in consultation with, an allergist or 
immunologist? 

Yes: Go to #4 No: Pass to RPh. Deny; not 
funded by the OHP. 

4. Is the request for continuation of current therapy?  Yes: Go to Renewal Criteria No: Go to #5 

5. Is the request for an FDA-approved indication and age? Yes: Go to #6 No: Pass to RPh. Deny; 
medical appropriateness   

6. Does the patient have a history of serious peanut allergy or 
anaphylaxis? 

Yes: Go to #7  No: Pass to RPh. Deny; not 
funded by the OHP   

http://www.orpdl.org/
http://www.orpdl.org/drugs/
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Approval Criteria 

7. Is there baseline documentation of number of epinephrine 
administrations and hospital/emergency department visits 
(if any) in past 12 months which were caused by presumed 
peanut exposure.  

Yes: Go to #8 
 
Epi administrations:_______ 
 
Hospital/ED visits:________ 

No: Pass to RPh. Deny; 
medical appropriateness   

8. Does the patient have a history of severe peanut reaction 
that included circulatory shock or need for mechanical 
ventilation? 

Yes: Pass to RPh. Deny; 
medical appropriateness   

No: Go to #9 

9. Does the patient have a peanut-specific positive IgE of ≥ 
0.35 kUa/L OR a skin prick test wheal of ≥ 3 mm? 
 

Yes: Go to #10 No: Pass to RPh. Deny; not 
funded by the OHP   

10. Does the patient have a peanut allergy confirmed with a 
double-blind, placebo-controlled food challenge? 

 

Yes: Go to #11 No: Pass to RPh. Deny; not 
funded by the OHP   

11. Does the patient have uncontrolled asthma, history of 
eosinophilic esophagitis, or other eosinophilic 
gastrointestinal disease? 

Yes: Pass to RPh. Deny; 
medical appropriateness   

No: Go to #12 

12. Are the healthcare setting and the prescriber certified in the 
Palforzia REMS program AND will the patient be enrolled in 
the REMS program upon PA approval? 

Yes: Approve for 12 months No: Pass to RPh. Deny; 
medical appropriateness   

 

Renewal Criteria 

1. Is the request for the full 300 mg daily maintenance dose of 

peanut allergen powder? 

 

Yes: Go to #3 No: Go to #2   
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Renewal Criteria 

2. Is the patient new to OHA FFS and has the patient not yet 

completed the initial dose titration prior to FFS enrollment? 

Yes: Approve for 12 months;  
Document baseline epinephrine 
use and hospital/emergency 
department visits 

No: Pass to RPh. Deny; 
medical appropriateness   

3. Has the patient had a reduced number of allergic attacks 
since beginning peanut allergen powder as evidenced by 
either: 

 Absence of, or reduction in the number of needed 
epinephrine administrations due to presumed peanut 
exposure  
OR 

 Absence of, or reduction in the number of 
hospital/emergency department visits due to 
presumed peanut exposure 

Yes: Approval for 12 months No: Pass to RPh. Deny; 
medical appropriateness   

 

 
P&T/DUR Review: 2/21 (SF) 
Implementation:  3/1/21 
   

 
 
 
 


