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Oleogel-S10 reduces dressing change burden and 
associated costs in patients with epidermolysis bullosa
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Figure 1. Trial design

Double-blind, randomized, controlled 
treatment phase (treatment gel applied 
to target and all other EB wounds)

90±7 days

Screening and enrollment 
(N=252)

Stratified randomization (1:1) by EB subtype 
and target wound size (cm2)*

(n=223)

Open-label phase 
(Oleogel-S10 applied to all EB 
wounds in all patients)

24 months

Oleogel-S10 + SoC non-adhesive 
wound dressing
(n=205)

Oleogel-S10 + SoC non-adhesive 
wound dressing
(n=109)

Control gel + SoC non-adhesive 
wound dressing
(n=114)

Primary endpoint: 
Proportion of patients with first complete 
closure of the target wound within 45 days 

JEB/Kindler (10 to <20)

JEB/Kindler (20 to <30)

JEB/Kindler (30 to <50)

DEB (10 to <20)

DEB (20 to <30)

DEB (30 to <50)

*Patients with EB simplex (EBS) were excluded following the 
implementation of protocol V4. Prior to this, 2 EBS patients 
were enrolled; DEB, dystrophic EB; EB, epidermolysis bullosa; 
JEB, junctional EB; SoC, standard of care
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Background and unmet need
• Epidermolysis bullosa (EB) is a rare hereditary skin disorder.1

• EB is characterized by skin fragility, recurrent blister formation, and impaired wound healing,1 leading to serious 
complications and devastating impact on the quality of life for patients and families.2

• Treatment of EB is focused on wound management,3 and dressing changes in junctional EB and dystrophic EB are 
commonly done every 1–2 days, often taking as much as 2–4h per day.4 The cost associated with dressing changes is high.5

• Reduction in dressing change burden is a major unmet medical need in EB.2

The EASE trial
• The EASE trial was the largest randomized, controlled clinical trial ever conducted in EB.6

• EASE compared the e�  cacy and safety of Oleogel-S10 (see panel) versus the control gel over 90 days (Figure 1).6

Time saved on dressing changes for patients 
and caregivers was 10.9h per week for 
Oleogel-S10 versus 4.0h for control gel

Almost 3 fewer dressing changes every 2 
weeks for patients treated with Oleogel-S10 
versus 1 less change for control gel

Signifi cantly more patients treated 
with Oleogel-S10 no longer required 
daily dressing changes

• Taking into account the reduced frequency of 
dressing changes together with the change in 
BSAP, we then conducted a cost impact analysis 
for Oleogel-S10 treated patients over the course 
of the EASE study (27 months).  

• At each visit, the number of patients with daily 
dressing changes was multiplied by the mean 
BSAP in cm2 and the cost of dressing/cm2 (costs 
in USD of standard non-adhesive dressings).

Birch Triterpenes formulated with 
sunfl ower oil form a thixotropic gel†

Scan or follow link to download poster or 
view a mobile-friendly version.

This material is intended for healthcare 
professionals only.

https://link.scimobi.com/KMWuLfN6Kv/b

Betulin 
Betulinic acid 
Lupeol 

Erythrodiol
Oleanolic acid 

Oleogel-S10 (birch triterpenes)4

Data on the reduction in the frequency of dressing changes in patients with daily dressing changes at baseline 
were transformed into reductions in time spent using historical data from Bruckner et al 2020.2 Data on the 
change in body surface area percentage a� ected by EB wounds and, reduced frequency of daily dressing 
changes and the unit costs of a standard, commonly used dressing brand were used to calculate the impact of 
Oleogel-S10 on dressing costs over 27 months.

Objective of current analysis:

To analyze the impact of Oleogel-S10 treatment on dressing 
change frequency, time spent on this procedure, and dressing 
costs for patients with the highest burden; those with daily 
dressing changes at baseline

Accelerated wound healing 
41.3% with Oleogel-S10 vs 28.9% with control gel (p=0.013)

Total body 
wound burden 

Mean change in EBDASI: 
–3.4 vs –2.8

Mean change in BSAP:
–4.3% vs –2.5%

4 palms reduction

Safety

Overall, the majority of AEs 
were mild or moderate

Similar TRAEs observed 
between both treatment 
groups (24.8% vs 22.8%)

Procedural pain

Improvement in 
procedural pain in 
patients ≥4 years old*

Incidence of target
 wound infection

0.9% versus 4.4%

Frequency of
dressing changes

1 less dressing change every 
2 weeks vs no change for 
control gel; p=0.001

*Wong-Baker FACES pain rating scale; Day 14: Oleogel-S10 vs control gel p=0.02; 
Day 90:Oleogel-S10 vs. control gel p=0.051
BSAP, body surface area percentage; EBDASI, epidermolysis bullosa disease 
activity and scarring index; TRAE, treatment-related adverse events

Open-label phase:5

Reassuring long-term safety profile ~50% reduction in BSAP over 27 months

*Di� erence is statistically signifi cant at Days 45, 60 and 90

EASE summary: Oleogel-S10 e�  cacy and safety in EASE3

†Thixotropic means the gel will become less viscous during 
application allowing it to be easily applied to EB wounds

*Data derived from the subgroup of patients requiring daily dressing changes at baseline

Oleogel-S10 can be applied to the wound or the dressing.
https://www.accessdata.fda.gov/drugsatfda_docs/label/2023/215064s000lbl.pdf

$

Data derived from the subgroup of patients requiring daily dressing changes at baseline

†The total cost of dressing changes for untreated patients (calculated by multiplying 
by the cost of dressings required to cover the BSAP of all patients with daily dressing 
changes at baseline for the treatment duration for double blind-phase (91 days) and 
open-label phase (2 years); BSAP, body surface area percentage; EB, epidermolysis 
bullosa; k, thousand; USD, United States Dollars

Saving USD$37.5k per patient over 27 months


