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Background: Eyelid eczema (EE) is frequently observed in patients with an allergic or atopic diathesis. As for atopic eczema, 
restoring the skin barrier of the periocular region together with relieving clinical signs and symptoms is important in the management 
of EE. This study assessed the benefit and tolerance of a dedicated dermocosmetic (DC) in subjects with EE.
Materials and Methods: Open-label study in adults with EE and sensitive skin. The DC was applied twice daily for 28 days. 
Dermatological signs (eczema, desquamation/dryness, erythema, swelling, roughness) and symptoms (itching, prickling, heat/burning 
sensation, tightness) on the periorbital region, as well as ophthalmological evaluation were assessed at Day 0, 14 and 28. Subjects 
assessed quality of life (QOL) using DLQI, the perceived benefit and cosmetic acceptability of the DC.
Results: Overall, 41 subjects were included; 59% were women. The mean age was 52.4±15.8 years; all subjects had periorbital 
sensitive skin. The DC immediately reduced the intensity of itching, prickling, heat/burning sensation and tightness. Clinical signs and 
symptoms had all significantly (p<0.001) improved by Day 14 and were sustained to Day 28. The DC significantly (p<0.001) 
improved the perception of irritation (73%) and swelling (66%) while soothing (59%) the periorbital skin regions at Day 28. QOL had 
improved at Day 28 (0.82±1.0) compared to Day 0 (4.17±2.23). No local adverse reactions were reported. Ophthalmological 
examinations paralleled the excellent dermatological tolerance of DC.
Discussion: The tested DC is highly efficacious in reducing clinical signs and symptoms of eyelid eczema and was well tolerated.
ClinicalTrials.gov Identifier: NCT05540496.
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Introduction
Eyelid eczema (EE) is clinically and therapeutically clearly delineated but remains a heterogeneous entity.1–3 In addition 
to frequent resistance to therapy and a tendency to relapse, its diagnostic is difficult and treatment challenging to 
dermatologists and ophthalmologists.4

Its aetiology may have different origins. It can be associated with atopic dermatitis, or due to contact dermatitis. 
Allergens commonly triggering eyelid eczema comprise fragrances, metals, neomycin, oleamidopropyl dimethylamine, 
tosylamide formaldehyde resin, benzalkonium chloride, and other preservatives.3,5 Moreover, topical ophthalmic treat
ments may cause EE as well.6

The tested dermocosmetic (Toleriane® Dermallergo Eye Cream, La Roche-Posay Laboratoire Dermatologique, 
France; hereafter DC) has been specifically developed to restore the skin barrier of the periocular region and to provide 
relief from signs and symptoms of EE. The DC contains niacinamide, fractions of the probiotic Sphingobioma and 
a soothing compound (Neurosensine®, La Roche-Posay Laboratoire Dermatologique) that acts on skin sensitivity in 
decreasing erythema, irritation, and pruritus, all frequently observed in periorbital eczema.7,8

This study assessed the local tolerance and efficacy of a novel DC in subjects with EE.
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Patients and Methods
This open-label, observational and exploratory study was conducted at one investigational site at Batumi, Georgia. 
According to local regulatory guidelines of Georgia, this type of trial testing marketed cosmetics does not require 
approval from local ethics committees. However, the local ethics committee of Batumi, Georgia, was informed about this 
study. The study respected the principles of the Declaration of Helsinki and has received the Clinical Trial Identifier 
Number NCT05540496. Subjects meeting recruitment criteria were recruited at the investigational site upon invitation to 
participate in this study and provided written informed consent. The study was performed under ophthalmological and 
dermatological control in adult female or male subjects of any age with EE ground (blepharitis, epiphora, chronic 
whimpering/watery eyes) and sensitive skin. Sensitive skin was defined as a condition of subjective cutaneous hyper- 
reactivity to environmental factors or exposome.9

Dermatological signs (desquamation/dryness, eczema, erythema, palpebral swelling, roughness on a scale from 0=non 
to 5=very severe) and symptoms (itching, prickling, heat/burning sensation, tightness on a visual analogue scale (VAS) 
from 0=none to 5=very severe) in the periorbital region, ophthalmological signs and symptoms as well as tear film 
breakup time and colorimetric examination of the cornea and conjunctiva were assessed at Day 0, 14 and 28. Subjects’ 
quality of life (QoL) was assessed using DLQI, and the efficacy and cosmetic acceptability of the DC was self-assessed 
by patients on a scale from 0=not satisfied at all to 5=very satisfied.10

The DC was applied twice daily for 28 days. Usual skin care was allowed. The use of eye makeup, pharmacological 
treatments on eyelids and ophthalmological surgery was prohibited during the study.

Results
Overall, 41 subjects were included; 59% were women. The mean age was 52.4±15.8 years; all subjects had periorbital 
sensitive skin. A total of 37% of the subjects had mixed, 34% dry and 29% normal periorbital skin.

The DC had an immediate effect 10 minutes after the first application in reducing the intensity of itching, prickling, 
tightness and burning sensation with an average decrease of one point on a 5-point scale. Clinical signs (Figure 1) as 
evaluated by dermatologists and symptoms (Figure 2) assessed by subjects had all significantly (p<0.05) improved on 
Day 14 and were sustained to Day 28.

At Day 28 (T10), the percentage of subjects with desquamation at Day 0 had decreased to 46%, that with eczema to 
18%, that with erythema to 51%, that with palpebral swelling to 59% and that with roughness to 13%. In parallel, at Day 
28, the percentage of subjects reporting itching at Day 0 decreased to 64%, that of prickling to 26%, that of heat/burn 
sensation to 18 and that of tightness to 23%.

Figure 1 Clinical signs as assessed by the dermatologists at Day 0, Day 14, and Day 28 (T10). All clinical signs had significantly (p<0.05) improved after 14 days and 28 days of 
daily use.
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According to the subjects, the DC significantly improved (p<0.05) the perception of irritation (73%) and swelling 
(66%) and had soothed (59%) the periorbital skin regions at Day 28 (Figure 3).

QOL had strongly improved at Day 28 (0.82±1.0) compared to Day 0 (4.17±2.23).
No local adverse reactions considered related to the DC were reported. Ophthalmological examinations paralleled the 

excellent dermatological tolerance of the DC with no ophthalmological side effects.

Discussion
Results from the present study show that the tested DC reduces clinical signs and symptoms of EE.

For both dermatologists and patients, the irritated aspect and swelling of the eye contours had significantly (p<0.0001) 
reduced after 14 days while the soothing feeling of the eye contours had strongly increased.

The periorbital skin is particularly sensitive and thus requires specific attention. Inappropriate cosmetic products, 
fragrances containing allergens may worsen EE leading to a painful and difficult to treat condition.11–13 Topical 

Figure 2 Subject reported symptoms at Day 0, Day 14, and Day 28 (T0). All subject-reported symptoms of palpebral eczema had significantly (p<0.05) improved at Day 14 
and Day 28 (T10).

Figure 3 Perception of the irritated, swelling, and soothed aspect of the eye contours at Day 0, Day 14 and Day 28. The eye contour had significantly (p<0.0001) improved 
according to the dermatologists and the subjects. Moreover, subjects reported a significantly (p<0.0001) improved soothed eye contour.
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corticosteroids are the mainstay for treatment of eczema. However, when used frequently or for longer periods, 
corticosteroids may induce local skin or even ocular adverse events.14 For these reasons, the use of specifically developed 
periorbital dermocosmetics that maintain or restore the natural skin barrier while also reducing potentially present clinical 
signs or symptoms of EE is interesting either as a monotherapy or as an adjunct to topical drugs to maintain their 
benefit.15,16 These products must present with specific qualities, should not contain any known allergens, must be very 
well tolerated and not cause any side effects which may further alter the damaged skin barrier.

The presently tested DC was beneficial and did not cause any dermatological or ophthalmological side effects and 
thus meeting all requirements for a periorbital DC.

Moreover, subjects easily accepted the product and were pleased with its use, texture and benefit resulting 
a remarkable improvement in their quality of life. These observations should not be neglected as compliance of use 
goes along with an increased benefit resulting in an improved quality of life.

While this exploratory study was not double-blinded and conducted in a small number of subjects, it nevertheless 
confirms that a specifically developed DC provides a substantial benefit in EE, thus potentially limiting the use of 
pharmacological active treatments such as topical corticosteroids over a prolonged period. Additionally, we acknowledge 
that 18% of the participants were not completely cleared from their periorbital eczema at the end of study period and may 
require pharmacological treatment.

In conclusion, the tested DC is beneficial in the clinical management of eyelid eczema.

Data Sharing Statement
Jerry Tan, the corresponding author will share upon reasonable request for 1 year after publication of this manuscript the 
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