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BACKGROUND: Dermatologic conditions affect the quality of life of patients, and many conditions require supportive treatment for effective healing
of damaged skin. OBJECTIVE: To evaluate the efficacy and safety of a repair balm containing panthenol, madecassoside, and a prebiotic complex

in patients with superficial wounds, in patients with irritant contact dermatitis, as adjunctive treatment for actinic keratosis, and as postprocedural
skincare. METHODS: Physicians from 5 Middle Eastern countries enrolled patients of all ages who used the repair balm for skin repair for superficial
wounds or irritant contact dermatitis, as adjuvant topical treatment for actinic keratosis, or for postprocedural care between February 2022 and
December 2023 for at least 1 week or until recovery. Physicians collected data during the initial and final patient clinic visits, including patient
demographics, symptom improvement, clinical scores, tolerability, patient satisfaction, and cosmetic acceptability. RESULTS: The panthenol- and
prebiotic-containing repair balm was associated with significant improvements in clinical outcomes compared to baseline. Erythema (93.6%) and
Investigator’s Global Assessment scores (85.3%) were significantly improved (P<0.001) following dermocosmetic application. Patients experienced
reduced burning sensation (96.1%) and improved quality of life following dermocosmetic application. The global efficacy of the repair balm was rated
good or excellent by 93.7% of patients (P<0.001), and 82.3% of patients reported high or excellent tolerability. CONCLUSION: Favorable tolerance
and global efficacy highlight the potential value of the repair balm in the management of various skin conditions requiring wound healing. Further
evaluation in patient subgroups of diverse clinical settings is warranted. KEYWORDS: Dermocosmetic, prebiotic comple, irritant contact dermatitis,
superficial wounds, clinical efficacy, quality of life

and barrier repair depend on a highly orchestrated sequence of cellular
and molecular events, making the restoration of the stratum corneum
a primary therapeutic target in dermatology.”® Management of many
dermatologic conditions that involve damage to the skin barrier, including
irritant contact dermatitis, actinic keratosis (AK) post-treatment care,
superficial skin wounds, postsurgical skincare, and postlaser care, often
requires the use of agents that promote the wound healing process.
Irritant contact dermatitis is a common type of contact dermatitis

hazardous chemicals, and mechanical abrasion, and it plays a

vital role in maintaining homeostasis and overall health. Skin
conditions impact 1.8 billion people worldwide.? In 2019, the burden of
skin diseases was estimated at 42.9 million disability-adjusted life-years.*
In Saudi Arabia, dermatitis affects approximately 24% of the population,
and skin infections, including those from superficial wounds, represent
about 18.5% of skin diseases.* The healing of damaged skin is a complex,

'I'he skin is a protective physical barrier against pathogens,

well-coordinated, and multifaceted process. It involves 3 sequential and
overlapping phases to restore skin integrity: the inflammatory phase, the
proliferative phase, and the remodeling phase.’ Topical compounds that
support all 3 phases of wound healing are particularly useful for managing
minor and superficial wounds.® Effective cutaneous wound healing

involving a nonspecific skin response to skin damage. Primary symptoms
include erythema, edema, vesicles, scales, and dryness. Patients may
also experience burning and stinging sensations and pain.’ AK treatment
typically disrupts the skin barrier, causing a transient reaction of stinging,
burning, itching, and erythema." Superficial skin wounds, including
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minor cuts and scrapes due to physical injuries
or minor surgical procedures, are common in
clinical settings. Furthermore, skin conditions
such as eczema or excoriated acne require
accelerated healing of damaged skin to

reduce the risk of infection. Postdermatologic
treatments such as laser skin treatments,
microneedling, and postradiotherapy treatment
for patients with cancer often require the use

of topical agents that promote skin wound
healing."" Furthermore, the rising frequency of
dermatologic procedures, including ablative and
nonablative lasers, cryotherapy, photodynamic
therapy, and chemical peels, necessitates
optimized postprocedural care protocols to
accelerate barrier recovery, minimize downtime,
and prevent complications.” In a Saudi Arabian
study, 23.6% of primary school children (mean
age of 10.3 years) had a skin condition, 11.3%
had allergic dermatoses, 11.8% had eczema, and
7.6% had acne.™ Additionally, in a dermatology
clinicin Saudi Arabia, contact dermatitis
represented 4.7% of 1,244 cases of skin disease.”

The impact of skin conditions such as
irritant contact dermatitis, AK, and superficial
wounds on patient quality of life (QoL) can
be profound. These conditions often cause
significant physical discomfort as well as
emotional and psychological distress, affecting
daily activities and overall wellbeing. They can
also negatively impact a patient’s self-image,
leading to feelings of isolation, loneliness, and
low self-esteem.’®" Studies have demonstrated
that effective management of these skin
conditions can lead to substantial improvements
in QoL, highlighting the need for effective
management to improve patient experiences
and outcomes.'s" The Dermatology Life Quality
Index (DLQI) is a widely used and validated tool
for measuring health-related QoL in patients
with dermatologic conditions.”

A repair balm containing a prebiotic complex,
5% panthenol, madecassoside, and moisturizers
has been shown to have positive effects on
wound healing and skin barrier restoration for
various skin conditions, including excoriated
acne, contact or allergic dermatitis, xerosis cutis,
sunburns, and postprocedural skin healing, and
for patients undergoing chemotherapy and
radiation.” Panthenol, also known as vitamin B5,
is a powerful humectant that enhances the skin's
barrier function, retains moisture, and promotes
healing by stimulating cell regeneration
while soothing irritated skin with its anti-

inflammatory properties.” The unique prebiotic
complex combines sugars, vegetal extracts, and
fermentation extracts." Prebiotics support the
growth of beneficial bacteria, maintaining a
balanced microbiota crucial for the skin’s natural
defense mechanisms, thereby protecting against
harmful pathogens and reducing inflammation.”
Madecassoside, derived from Centella asiatica,

is known for its potent anti-inflammatory and
antioxidant properties, aiding in skin repair and
regeneration by promoting collagen synthesis
and calming irritated skin.? Together, these
components work synergistically to enhance
barrier function, maintaining a balanced
microbiota, providing essential nutrients for
repair and regeneration, and delivering effective
moisturizing and anti-inflammatory benefits.

Beyond topical barrier repair, the broader
field of regenerative dermatology is rapidly
evolving. Recent experimental research has
explored advanced modalities such as plant-
derived and human-derived exosome injections,
polydeoxyribonucleotide, and hyaluronic acid
rejuvenating complexes to enhance collagen
remodeling, angiogenesis, and skin wound
healing. While these injectable and cellular
approaches represent the frontier of tissue
regeneration, foundational daily skincare
remains anchored in effective topical barrier
restoration.”-%

Given the complex nature of skin wound
healing, a comprehensive approach that
incorporates effective wound healing agents
and considers the impact of skin conditions on
patient QoL is essential. Although there is an
increased interest in advanced wound healing
agents, data on the use of healing cream in the
Middle East remain limited. Data on efficacy,
tolerability, and patient satisfaction related to
the use of healing cream with prebiotic complex,
panthenol, and madecassoside in Saudi Arabia
are particularly scarce. Therefore, this study aims
to evaluate the efficacy and safety of a repair
balm containing panthenol, madecassoside, and
a prebiotic complex in patients with superficial
wounds, in patients with irritant contact
dermatitis, as an adjunct treatment for AK, or for
postprocedural skincare.

METHODS

Study design. This observational study
was conducted between February 2022 and
December 2023. Patients were screened,
identified, and enrolled by 64 physicians
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(dermatologists, pediatricians, or general
practitioners) from 47 private healthcare

clinics across 5 Middle Eastern countries (Saudi
Arabia, United Arab Emirates, Qatar, Kuwait,
and Bahrain). Eligible patients participated in 2
clinic visits: the initial visit in which the repair
balm was first applied and the final evaluation
visit, which occurred after at least 1 week of
repair balm application or until recovery. During
the initial visit, informed consent was obtained
from all patients or their caregivers, and the
physician recorded patient demographics, clinical
characteristics, and treatment characteristics
using a standardized case report form. At the
final visit, physicians verified compliance with
the repair balm application and evaluated
parameters of global efficacy, tolerance, patient
satisfaction, and cosmetic acceptability using a
standardized case-report form. The physician’s
clinical evaluation and the patient’s subjective
evaluation and QoL were also recorded at initial
and final visits.

Study population. Participants were
individuals of all ages (range: 1-77 years)
who needed a treatment for skin repair
in superficial wounds or irritant contact
dermatitis, an adjuvant topical treatment for
AK, or postprocedural skincare. Skin indications
included irritative and cracked nonspecific
dermatitis, dry eczematides, rubbing irritation,
diaper rash, cheilitis or perléche (angular
cheilitis), vulvitis or balanitis, superficial burns,
and cracks and splits. Patients could have
also needed adjunctive therapy following AK
treatment with imiquimod and 5-fluorouracil.
Postprocedural skincare applications followed
noninvasive procedures without dermabrasion,
such as superficial peelings, photodynamic
therapy, cryotherapy, and lasers (pulsed-dye
laser, carbon dioxide [CO,] fractional laser,
alexandrite laser, and intense pulsed light),
or invasive procedures with dermabrasion,
such as Q-switched lasers, ablative CO,
laser, electrocoagulation, curettage, and
microneedling. Patients presented with a single
primary indication; concurrent indications were
not formally analyzed as overlapping categories
in this study.

Eligible patients received a prescription for the
Cicaplast Baume B5-+° repair balm, had lesions
that did not require other local medications, and
had a final follow-up visit scheduled at least
1 week after the first prescription application.
Individuals with infected lesions, those with



prescriptions for any topical medications for
specific lesion care, those who did not complete
both visits, or those with a dermocosmetic
application duration of <7 days were excluded
from the study.

Variables. Patient demographics included
age, sex, and country. Clinical evaluations
included skin phototype, indication, and lesion
size and location, as well as Investigator’s Global
Assessment (IGA) and evaluation of clinical signs
of erythema, desquamation, pigmentation,
cracks, edema, and skin scaling/crusts. Subjective
patient evaluations included information on the
symptoms of tightness, pain, burning sensation,
and tingling. Treatment-associated information
included the use of sunscreen, recommendation
of sun avoidance or coverage of skin with
clothing, use of hygienic measures, and the
duration and frequency of use of the panthenol-
and prebiotic-containing repair balm.

Data on the impact of dermocosmetic
application on QoL were collected using the
DLQI questionnaire for adult patients aged at
least 16 years and the Children’s Dermatology
Life Quality Index (CDLQI) for children aged 15
years or younger. Both questionnaires contain 10
questions and provide an overall score out of 30.
The overall score is classified as having no impact
on the patient’s life (0—1), weak impact on the
patient’s life (2—5), moderate impact on the
patient’s life (6—10), important impact on the
patient’s life (11—20), or very important impact
on the patient’s life (21-30).

Response rates were calculated based on
the numbers of patients or physicians rating
global efficacy as “excellent” or “good” and rating
global tolerance as “excellent” or “high”, as a
percentage of the total number of patients or
physicians where specified. Patient satisfaction
was assessed using a patient questionnaire,
capturing patients’ satisfaction with different
aspects of the repair balm using a 4-point Likert
scale (“very satisfied,"“satisfied,"“unsatisfied,”
or"“very unsatisfied”) compared to previous
wound-healing skin. The cosmetic acceptability
evaluation involved a patient questionnaire that
assessed the patient’s level of agreement using a
5-point Likert scale (“agree,”“somewhat agree,”
“somewhat disagree, “disagree,” or “neither
agree nor disagree”) to statements about the
product’s texture, absorption, and appearance on
the skin as well as its cosmetic properties.

Statistical analysis. Statistical analysis
involved descriptive analysis using counts and
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percentages for categorical variables and mean
and SD for continuous variables. A comparison

of data between the initial and final visits was
undertaken using the paired ¢ test for continuous
variables and the McNemar test for categorical
variables. The response rate was calculated as
the percentage of patients showing >1 level

of improvement between the 2 visits. The
satisfaction rate was calculated as the percentage
of patients who reported being either “satisfied”
or “very satisfied” with the dermocosmetic.
Tolerance was determined by the percentage

of patients who rated their tolerance as high

or excellent. Cosmetic acceptability agreement
was assessed by the percentage of patients

who chose “somewhat agree” or“agree” for the
positive cosmetic properties of the product. All
statistical analyses were performed using Python
version 3.10, and hypotheses were tested at a
5% significance level using 2-sided tests. All
missing data were handled using available-case
analysis without imputation. Additionally, given
the observational and exploratory nature of

this study, no formal statistical adjustments for
multiple comparisons were performed.

Ethics. This observational study was
conducted in accordance with the Declaration
of Helsinki and local regulatory requirements
in each participating country. This type of
study involving a marketed cosmetic does not
require approval from a local ethics committee.
All participants, or their legal guardians if a
minor, provided written informed consent prior
to data collection. No additional diagnostic or
therapeutic procedures beyond the standard of
care were performed. Patient data were fully
anonymized to ensure confidentiality.

RESULTS

Patient demographics and clinical
characteristics. Following screening, a total of
451 patients were deemed eligible for the study.
Of the 451 patients, 107 missed 1 of the 2 patient
visits and 26 applied the dermocosmetic for <7
days and were therefore excluded.

Data from 318 patients were included for the
efficacy evaluation, whereas data from all 451
patients were used in the safety assessment.

The average age of the participants was 29.5
years (SD: 13.3), and most of the participants
were female (n=233; 73.3%). Most patients had
Fitzpatrick skin phototypes Il and IV (n=245;
77.0%). The primary indications for prescribing
the repair balm included postprocedural skincare

(n=159; 50%), dry eczematides (n=45; 27.8%),
and irritative and cracked unspecified dermatitis
(n=45; 27.8%; Table 1 and Supplemental
Table 1). The duration of prescription for the
repair balm varied, with most patients being
prescribed for 2 weeks (n=151; 47.5%); the
frequency of application was mainly 2 to 3 times
per day (n=287; 90.2%). Additional prescriptions
included sunscreen (n=221; 69.5%) and sun
exposure avoidance (n=235; 73.9%; Table 1).

Efficacy evaluation. (linical assessment.
Statistically significant improvements in IGA,
erythema, pigmentation, edema, desquamation,
and crack severity were observed at the final visit
compared to the initial visit (Figure 1). Physician
evaluation at the end of the treatment period
showed that 85.3% (n=252) of patients had a
significant improvement of at least 1 grade in
their disease severity (P<0.001). For erythema,
93.6% (n=295) of patients showed a significant
improvement (P<0.001), with 71.2% having no
erythema by the final visit. Pigmentation also
improved in 81.7% (n=180) of patients, with no
pigmentation observed in 74.0% of patients at the
final visit. Edema was reduced in 97.5% (n=201) of
patients, with 96.8% having no edema at the final
visit. Desquamation improved in 86.0% (n=242) of
patients, with 79.5% having no desquamation at
the final visit. Crack severity was reduced in 94.3%
(n=176) of patients, with 91.3% having no cracks
at the final visit.

Patient self-assessment. Patients reported
statistically significant improvements in pain,
burning sensation, tightness, and tingling
following application of the repair balm
(Figure 2). Patient self-evaluation at the end
of the treatment period showed that 98.8%
(n=242) of patients with pain at study inclusion
observed an improvement, with 90.5% reporting
no pain and 9.4% reporting mild pain. For burning
sensation, 96.1% of patients (n=282) showed
improvement, with 84.5% reporting no burning
sensation and 14.9% reporting a light burning
sensation. Improvement in skin tightness was
observed in 93.3% of patients (n=252), with
79.2% reporting no tightness and 19.9% and
1.0% reporting mild and moderate tightness,
respectively. A reduction in tingling was observed
in 96.1% of patients (n=230), with 91.9%
reporting no tingling. At the end of the treatment
period, redness was still present in only 12.3% of
patients.

Evaluation of patient QoL: DLQI for adults
and children. Patients reported a statistically



TABLE 1. Patient demographics and their clinical and
treatment characteristics

PATIENT INITIAL VISIT

DEMOGRAPHICS (N=318)
Mean (SD) 29.5(13.3)
Minimum—maximum 1-77

Missing, n (%) 43

Female 233(73.3)

Male 85(26.7)
Phototype,n(%) |

I 39(12.3)

1l 121(38.1)

v 124 (39.0)

v 18(5.7)

Missing 16 (5.0)
(Countryn(®)

United Arab Emirates 82(25.7)

Qatar 20(6.3)

Kuwait 49(15.4)

Bahrain 12(3.8)

Saudi Arabia 155 (48.7)

Dermatologist 310(97.5)

General practitioner 6(1.9)

Missing 2(0.6)
Prescrption indication,n(%) |

Postprocedure skincare 159 (50.0)

Superficial wounds,

iritant contact

dermatitis, and adjunctive 159 (50.0)

to actinic keratosis

medication
Lesionlocalization,n(%) |

Face 198 (62.3)

Other 23(7.2)

Trunk 22(6.9)

Limbs 20(6.3)

Hands 17(5.3)

Genital/anal area 16 (5.0)

Lips 10(3.1)

Folds 5(1.6)

Feet 3(0.9)

Missing 4(13)
lesionsizen®9

1t02 cm? 59(18.6)

3t0 10 cm? 153 (48.1)

>10 cm? 106 (33.3)

TABLE 1 CONTINUED. Patient demographics and their
clinical and treatment characteristics

PATIENT INITIAL VISIT
(N=318)

DEMOGRAPHICS

Once per day 5(1.6)
2 times per day 180 (56.6)
3 times per day 107 (33.6)
Ad libitum 3(0.9)
More 21(6.6)
Missing 2(0.6)

1 week 46 (14.5)

2 weeks 151 (47.5)

Until recovery 73(23.0)

>2 weeks 20(6.3)

Missing 28(8.8)
Sunscreenprescription,n(%) |

No 83(26.1)

Yes 221(69.5)

Missing 14 (4.4)
Sun exposure avoidance prescription, n (%) |

No 70 (22.0)

Yes 235(73.9)

Missing 13 (4.1)

No 183 (57.5)
Yes 115(36.2)
Missing 20(6.3)
No 122 (38.4)
Yes 177 (55.7)
Missing 19(6.0)

significant improvement in QoL, with a 63.5%
reduction for adults (initial score 9.6, final score
3.5; P<0.001) and a 57.0% reduction for children
(initial score 10.7, final score 4.6; P<0.001)
following the application of the repair balm
(Table 2, Table 3, Supplemental Table 2, and
Supplemental Table 3). In both children and
adults, the impact on the patient’ life changed
from moderate impact to weak impact following
the use of the repair balm.

Global efficacy, tolerance, and satisfaction
evaluation. The global efficacy of the repair
balm was rated “good” or “excellent” by 93.7%
of patients and 94.0% of physicians. The overall
tolerance was rated “high” by 82.1% of physicians
and 82.3% of patients (Table 4). The treatment
met the needs of 92.1% of patients, and the
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overall satisfaction of the repair balm was excellent
(96.8%; Figure 3).

Product cosmetic acceptability. Patient
evaluation of cosmetic acceptability of the
dermocosmetic during the final visit showed
that patients agreed with all of the cosmetic
acceptability items, with an agreement rate of at
least 89.5% for all items (Table 5, Supplemental
Table 4). Patients agreed or somewhat agreed that
the skin felt soothed (98.4%), moisturized (97.8%),
less irritated (95.8%), less tight (95.8%), and less
rough (97.5%), with an overall improvement in
appearance (97.2%), reduced discomfort (98.4%),
and reduced redness (98.4%) following use of the
repair balm. Patients also agreed or somewhat
agreed that the texture of the repair balm was
pleasant (95.9%), the product was easy to apply
(97.8%), and it was gentle on the skin (95.6%).

DISCUSSION

In this observational study, the repair balm
containing panthenol, madecassoside, and a
prebiotic complex was associated with a significant
improvement in skin appearance and a reduction
in skin discomfort experienced by patients with
superficial wounds or irritant contact dermatitis
and patients using it for postprocedural skincare.
(linical assessments indicated that application of
the repair balm was associated with a reduction in
erythema, pain, and burning sensation. The QoL
of both adults and children was also significantly
improved following application of the repair balm,
with a reduction in the disease burden by 63.5%
and 57.0%, respectively. Additionally, the overall
efficacy and tolerance of the repair balm were
rated favorably by both patients and physicians,
with 93.7% of patients considering the treatment
“good” or “excellent” and 82.3% of physicians
expressing “high” or “excellent” tolerance to
treatment. These findings underscore the potential
of the repair balm as a valuable addition to the
treatment and management of skin conditions in
patients who present with specific skin types and
are exposed to the Middle Eastern climate.

The findings of this study are comparable to
previously published studies showing the efficacy
of the repair balm in managing various skin
conditions. A study conducted by Lueangarun et
al® demonstrated the efficacy of the repair balm
in patients following laser treatment. The repair
balm was shown to significantly reduce swelling,
scaling, crusting, and redness within 5 to 7 days of
treatment. In an open-label study involving 110
participants with sensitive facial skin, Zhang et al®®

45



46

[ ]
i " o
[re———T Y Trpusis rae. SLIL i ot LI
. ™ E]
- ~ &
= ™ il k! mn
L] i
I P
i W ] .
P T ™ = . ; W
7 = = o o " BT en
i n - a uE
WM T » T . 334 X
i i @
[T T —_ - Mosesi  Light sy Sews Slwet Light Wders Sew
scalunt | Fualvsl e - Fos v ol v« Fisaal v
(i} m
T s, Deptanins Comcha
Saagama e 1 Fom i nata WS [RrreemE——T Y
] ) ™
- = = e » -
= " =
£ ] f =
" in ™
= - iu T
@ = a3y El I 4
= A E wi » na me
» 3 s
] i W B ?J ¥ pd L T i
‘. : H ! ’ . . "
Ay Lght  Medemw  Seoes dpmant lge  bhdewn  Eevany e Lig lcdeme  Seoee
i vad - P ol i cnp - P v snaduad cTaal vl

FIGURE 1. Dermatologist assessment of the patient’s clinical condition for (A) IGA, (B) erythema, (C) pigmentation,
(D) edema, (E) desquamation, and (F) cracks. A significant improvement was observed in all the clinical conditions

evaluated by the doctor (P<0.001)
IGA: Investigator’s Global Assessment
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FIGURE 2. Patient self-assessment of (A) pain, (B) burning sensation, (C) tightness, (D) tingling, and (E) presence

of marks. A significant improvement in skin discomfort was observed in all the clinical conditions evaluated by the
patients (P<0.001)

demonstrated significant improvements in facial
skin sensitivity after applying a cream containing
panthenol, prebiotics, and probiotic lysate

for 28 days, with no adverse events reported.
Additionally, in a Chinese randomized trial, the
repair balm was shown to reduce decrustation
time and improve symptoms of erythema and
edema following 3 days of application in women
who had undergone ablative laser resurfacing.
Transepidermal water loss and erythema index
were also lower on Days 3 and 7 of application
of the repair balm.*' In an observational study
conducted in Poland, application of the repair
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balm twice daily for 14 days led to a significant
improvement in clinical condition in 84% of
patients, with reduced symptoms of erythema
(84.5%), desquamation (69.5%), and fissures
(54%). Patient satisfaction with the repair balm
was high, with 96% reporting the effectiveness of
the cream as“good” or “excellent.2 Additionally,
in a randomized double-blind exploratory study
of patients who received ablative fractional (0,
skin resurfacing laser treatment, the repair balm
was shown to improve skin repair, with faster and
greater healing, limited skin discoloration, and
decreased crust formation compared to repairing

skincare. For patients with AKs treated with
artificial daylight photodynamic therapy, the
repair balm was shown to improve post-treatment
tolerance and led to faster healing compared to
patients not using the repair balm . For patients
with AKs treated with cryotherapy, the repair balm
in combination with boric acid solution, 3%, soaks
led to faster healing, reduced local skin reactions,
and greater cosmetic outcomes compared to boric
acid alone.® Additionally, for patients with AKs
treated with cryotherapy, the repair balm showed
a similar healing speed to a topical antibiotic.*
Finally, in an observational study conducted in
Greece, application of the repair balm in patients
with skin lesions requiring regenerative care led
to an improvement of >1 grade for all clinical
symptoms in at least 64.9% of patients, as well
as animprovement in QoL as demonstrated by
areduction in the DLQI and CDLQ! by 67.7% and
69.8%, respectively.”

Akey strength of the present study is that it
is the first to provide an in-depth analysis of the
repair balm use in the Middle East. This allows a
comprehensive understanding of the potential
benefits of the repair balm in the Middle Eastern
environmental and cultural context, which can
significantly influence skin health and treatment
outcomes. The study has a large sample size, which
enhances the generalizability and robustness of
the findings. The detailed assessment of linical
outcomes, patient satisfaction, QoL, and cosmetic
properties provides a holistic evaluation of the
product, further supporting the potential value
of the product in the management of a variety
of skin conditions. Nevertheless, there are
several limitations, including the observational
nature of the study, which lacks the control and
randomization inherent in clinical trials. As with
all observational studies, there is the possibility of
bias and confounding, and establishing causality
between the treatment and observed outcomes
is not possible, precluding causal inference. The
observed clinical improvements may be influenced
by other factors, including the natural wound
healing process, regression to the mean, and the
concomitant use of other skincare measures, such
as sunscreens and sun avoidance. Furthermore,
the reliance on subjective physician-evaluated
and patient-reported outcomes has the potential
to introduce a significant risk of expectation and
reporting bias, which may have contributed to
the high magnitude of reported improvements.
Patients were identified and enrolled by
dermatologists, pediatricians, or general



TABLE 2. Evaluation of patient quality of life: DLQ! individual items for adults

.
Symptoms (Q1) 255 1.7 (1.0) 0.6(0.7) <0.001 793
Feelings (Q2) 254 1.4(1.0) 0.4(0.7) <0.001 80.7
Daily activities (Q3) 254 1.0(1.0) 0.4(0.6) <0.001 73.8
Clothes (Q4) 254 0.8(0.9) 0.3(0.5) <0.001 73.9
Leisure (Q5) 254 1.1(0.9) 0.4(0.6) <0.001 771
Sport (Q6) 254 1.0(1.0) 0.5(0.7) <0.001 69.3
Work and school (Q7) 254 0.9(1.2) 0.3(0.7) <0.001 75.8
Personal relationships (Q8) 254 0.7(0.9) 0.3(0.5) <0.001 724
Sexual difficulties (Q9) 254 0.4(0.8) 0.2(0.4) <0.001 63.4
Treatment (Q10) 254 0.5(0.8) 0.2(0.5) <0.001 63.0
DLQI total score 254 9.6(6.9) 3.5(4.2) <0.001 64.2

DLAQI score significance: 0 to 1= no impact on patient’s life; 2 to 5 = weak impact on patient’s life; 6 to 10 = moderate impact on patient’s life; 11 to 20 = important impact on patient’s

life; 21 to 30 = very important impact on patient’s life

Patients not impacted at inclusion (“not at all”) without a change at final visit are excluded for response rate estimation

DLQI: Dermatology Life Quality Index

TABLE 3. Evaluation of patient quality of life: CDLQ! individual items for children

MEAN (SD) SCORE

Symptoms (Q1) 34 1.9(0.8) 0.5(0.6) <0.001 87.5
Feeling (Q2) 33 1.5(0.9) 0.5(0.7) 0.002 793
Friendship (Q3) 32 0.7 (0.8) 0.2(0.4) 0111 833
Clothes/shoes (Q4) 33 1.1(0.9) 0.5(0.6) 0.174 50.0
Leisure (Q5) 30 1.0(1.0) 0.4(0.6) 0.110 7.4
Swimming/sports (Q6) 29 1.0(1.1) 1.5(0.7) 0.139 73.7
School/holidays (Q7) 28 1.3(1.1) 0.5(0.8) 0.088 81.0
Teasing/bullying (Q8) 30 0.6 (0.6) 0.3 (0.6) 0.072 571
Sleep (Q9) 32 1.4(0.9) 0.5(0.8) 0.010 72.4
Treatment (Q10) 32 1.1(0.9) 0.4(0.8) 0.041 72.0
(DLQI total score 28 10.7 (5.5) 4.6 (4.6) <0.001 56.5

(DLQI score significance: 0 to 1= no impact on patient’ life; 2 to 5 = weak impact on patient’s life; 6 to 10 = moderate impact on patient’ life; 11 to 20 = important impact on patient’s

life; 21 to 30 = very important impact on patient’s life

Patients not impacted at inclusion (“Not at all”) without a change at final visit are excluded for response rate estimation.
(DLQI: Children’s Dermatology Life Quality Index

practitioners, potentially introducing selection
bias and affecting the representativeness of the
study population. Although the study included

a total of 451 patients, the sample size may

still be considered limited when evaluating the
efficacy and safety of the product across diverse
populations and conditions. Additionally, the
study did not include a placebo or control group,
which could introduce bias in the interpretation

of the results. The absence of a benchmark for
comparisons makes it difficult to definitively
attribute the observed improvements to the
product alone. Finally, this study was supported by
industry funding, and there is an inherent potential
for sponsorship influence on study design and data

interpretation; however, all data were collected in
real-world clinical settings to mitigate this risk.

Future research should expand the collection
of real-world data in the Middle East to elucidate
trends in the utilization of the repair balm across
diverse population subgroups and various skin
types. Such data will enable the identification of
specific needs and preferences in the Middle East,
facilitating the development of more targeted and
effective dermatologic treatments.

CONCLUSION

In this observational study, the repair balm
containing panthenol, madecassoside, and
a prebiotic complex was associated with an

JCAD

improvement in clinical skin conditions and QoL, as
well as a reduction in skin discomfort symptoms,
when used for the management of various skin
conditions requiring wound healing. The high
ratings of global efficacy and tolerance by both
patients and physicians underscore its potential
as a valuable addition to the management of
various skin conditions. However, further studies
are necessary to evaluate the economic impact
and cost-effectiveness of the repair balm in
clinical practice.
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TABLE 4. Overall efficacy and tolerability evaluation at final visit

CATEGORY N (%) RESPONSE RATE (%)

Average 19 (6.0)
Good 89(28.0
Physician - 2 94,0
Excellent 208 (65.4)
Missing 2(0.6)
Average 20(6.3)
Good 82 (25.
Patient % B3 937
Excellent 214(67.3)
Missing 2(0.6)
Low 34(7.5)
Physician High 110 (24.4) 82.1
Missing 27 (6.0)

Average

42(9.3)

Excellent

242 (53.7)

Response rates were calculated based on the numbers of patients or physicians rating global efficacy as “excellent” or
“good” and rating global tolerance as “excellent” or “high” as a percentage of the total number of patients or physicians
where specified
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FIGURE 3. Patient satisfaction assessment, including if the (A) treatment is soothing, (B) treatment has an immediate
calming effect, (C) treatment has a quick action to obtain normal skin, (D) treatment has an overall comfort of use, and
(E) treatment meets my needs, as well as their (F) overall satisfaction with the product and satisfaction (G) compared to
previous wound-healing skin.
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