
EFFISAYIL OBSERVE:
A real-world descriptive study of patients with generalized pustular psoriasis (GPP) in the USA
—

Mark G. Lebwohl,1 Raj Chovatiya,2,3 Laura K. Ferris,4 Kori Stetter,5 Becca S. Feldman,5 Brent E. Mancha,6 Ikenna Unigwe,6 Nichiren Pillai,7 Bhargav Lakshminarasimhan,7 Jason Guercio,6 Alice B. Gottlieb8

1. The Kimberly and Eric J. Waldman Department of Dermatology, Icahn School of Medicine at Mount Sinai, New York City, NY, US A; 2. Rosalind Franklin University of Medicine and Science Chicago Medical School, North Chicago, IL, USA; 3. Center for Medical Dermatology + Immunology Research, Chicago, IL, USA; 4. University of North Carolina, Chapel Hill, NC, USA; 5. OM1 Inc., Boston , MA, USA; 6. Boehringer Ingelheim 
Pharmaceuticals Inc., Ridgefield, CT, USA; 7. Boehringer Ingelheim International GmbH, Ingelheim am Rhein, Germany; 8. Depart ment of Dermatology, UT Southwestern Medical Center, Dallas, TX, USA. 

Objective

To describe the real-world disease burden, treatment patterns, and healthcare resource utilization (HCRU) among patients with GPP
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HCRU, healthcare resource utilization; ICD, International 
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Study design

• Non-interventional observational cohort study which analyzed retrospective 
real-world data from the OM1 Real-World Data Cloud (OM1, Inc., Boston, MA) of 
patients with a GPP diagnosis 

Methods

• Patients were categorized into the following cohorts: GPP-only, GPP+PsO (GPP and 
comorbid plaque psoriasis [PsO]), and GPP-all (GPP-only and GPP+PsO)

• Statistical tests were performed to assess differences across subgroups 
(e.g. chi-square tests for categorical variables; ANOVA for continuous variables)

Synopsis
• GPP is a chronic, neutrophilic inflammatory disease, driven by dysregulation of the 

interleukin-36 pathway, and associated with systemic symptoms and high 
disease burden1,2

• The estimated prevalence of GPP in the USA is 0.9 per 10,000 individuals3

• Given the rarity of GPP, real-world data describing treatment patterns and HCRU 
associated with the disease are limited4

• To address this knowledge gap, the EFFISAYIL OBSERVE study collected real-world data 
from the medical records of a representative cohort of patients with GPP in the USA

Inclusion criteria: 
• GPP diagnosis: either an ICD-9 

diagnosis of 694.3 or ICD-10 
diagnosis of L40.1

• Linked medical claims and EMR 
data for ≥180 days following 
GPP diagnosis

• ≥1 healthcare encounter 
beyond the 180-day period

Variables assessed:
• Demographics
• Comorbidities
• Laboratory results
• GPP treatments
• HCRU

Day 0 
(GPP diagnosis)

Day 365Day 180

HCRU assessment period 
(365 days post Day 0)

Variable assessment 
period 

(180 days post Day 0)

Study period: 1/1/2013–9/13/2024

Conclusion

GPP was associated with a high prevalence of cardiometabolic comorbidities (e.g. hypertension, obesity), suggesting the presence of chronic systemic inflammation as observed with elevated levels of CRP and ESR 

GPP was also associated with a substantial burden to the healthcare system, with ~20% of the GPP-all patients visiting the ER in the first 12 months since diagnosis highlighting the need for accurate and early diagnosis to reduce HCRU burden

Data on treatment use highlight the need for the increased adoption of targeted therapies, based on improved understanding of IL-36 driven GPP pathogenesis, which can reduce the burden of disease

Demographics and baseline characteristics

Results

• Some key demographic differences were identified in GPP+PsO patients 
compared with GPP-only patients

• While sex and ethnicity were similar across the subgroups, the mean 
age was older in the GPP+PsO versus the  GPP-only subgroup

• Furthermore, the GPP+PsO subgroup had a higher percentage of 
patients from the South region and with Medicare insurance, but a 
lower percentage of patients with Medicaid insurance, versus the 
GPP-only subgroup

Comorbidities

Clinical laboratory results

Treatment use

Healthcare resource utilization

*The statistical test for difference is between the GPP+PsO vs GPP-only subgroups. †ANOVA. 
‡Chi-square test. 

• Approximately one-third and one-quarter of GPP-all patients presented with 
elevated  CRP and ESR levels, respectively, within 180 days of GPP diagnosis

• Biologic use was limited in all cohorts

• GPP+PsO patients were more likely to use a 
wider range of medications targeting plaque 
PsO, including biologics, than patients with 
GPP-only (e.g. adalimumab: 6.1% [n=202] vs 
3.0% [n=213]; secukinumab: 4.2% [n=137] vs 
1.5% [n=108])

• The only targeted biologic therapy 
(spesolimab), which was approved for GPP by 
the US FDA in September 2022, accounted 
for <0.5% of prescriptions5

• The most common comorbidities in the GPP-all cohort were primarily metabolic/cardiovascular-
related and dermatologic

GPP-all cohort

• ≥1 all-cause outpatient visit(s) within the 
12-month follow-up: 98.9% (n=9,914/10,026) 

• Annual median (IQR) visits per patient: 7 (4–12)

• GPP-related outpatient visit: 83.5% 

• Median (IQR) visits over the 12 months: 1 (1–2) 

GPP-all cohort

• ≥1 all-cause hospitalization(s): 12.4% 
(n=1,244/10,026) 

• Median (IQR) length of stay: 6 (3–12) days

• ER visits:  21.3% (n=2,132/10,026)

GPP-all (N=10,313)

GPP-only (N=7,022)

GPP+PsO (N=3,291)

Patients (%)

34%

(n=3,488)
32%

(n=3,291)
29%

(n=3,016)
28%

(n=2,902) 
26%

(n=2,636)
23%

(n=2,357)
22%

(n=2,250)
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Comorbidities present in >20% of GPP-all patients (N=10,313)

GPP-related medications prescribed in >5% of patients

*Value is higher than the reference range. †The statistical test for difference is between the GPP+PsO vs 
GPP-only subgroups. ‡Chi-square test. 

Outpatient visits

GPP-only vs GPP+PsO

• The GPP+PsO cohort utilized all-cause 
outpatient services significantly more 
frequently than the GPP-only subgroup

• Annual median (IQR) visits per patient: 
7 (4–12) vs 8 (5–15)

GPP-only vs GPP+PsO

• ≥1 all-cause hospitalization(s): 
12.9%  (n=876/6,809) vs 11.4% 
(n=368/3,217) 

• Median (IQR) length of stay:  5.5 
(3–12) days vs 6 (3–13) days

• ER visits: 21.3% (n=1,449/6,809) vs 
21.2% (n=683/3,217)

Hospital/ER admissions

CRP elevated* in ESR elevated* in

GPP-all

GPP-only

GPP+PsO

30.0%
(n=126/420)

39.3%
(n=55/140)

p=0.042†‡

32.3%
(n=181/560)

24.4%
(n=120/491)

31.0%
(n=44/142)

25.9%
(n=164/633)

p=0.179†‡
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Topical corticosteroids

Oral corticosteroids

Phototherapy

Topical antibiotics

Methotrexate

Vitamin D analogs

Vitamin D combinations

Apremilast

Adalimumab
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6.6%

6.1%

13.6%
14.5%
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8.7%
2.4%

22.2%

8.0%

7.1%

3.9%

4.1%
2.6%

3.0%
4.2%
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3.0%

GPP-all GPP-only GPP+PsO P value*

Patients, n 10,313 7,022 3,291 -

Mean age (SD) 55.3 (18.0) 54.4 (18.9) 57.5 (15.6) <.001†

Female, n (%) 6,667 (64.6) 4,554 (64.9) 2,113 (64.2) 0.521‡

White, n (%) 7,971 (87.5) 5,404 (87.8) 2,567 (86.8) 0.109‡

Insurance status, n (%)

<.001‡

Commercial 4,114 (50.8) 2,788 (50.9) 1,326 (50.5)

Medicare 2,703 (33.3) 1,796 (32.8) 907 (34.5)

Medicaid 503 (6.2) 395 (7.2) 108 (4.1)

Multiple 741 (9.1) 478 (8.7) 263 (10.0)

Other 44 (0.5) 22 (0.4) 22 (0.8)

Census region, n (%)

<.001‡

Northeast 1,306 (12.7) 944 (13.5) 362 (11.0)

Midwest 1,768 (17.2) 1,309 (18.7) 459 (14.0)

South 6,103 (59.3) 4,010 (57.2) 2,093 (63.7)

West 1,123 (10.9) 750 (10.7) 373 (11.3)
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