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ABSTRACT

Hand eczema is one of the most frequent dermatological diseases, with an incidence increased during
the COVID-19 pandemic. The impact on life quality is considerable, giving rise to the need for a
psycho-dermatological approach. This is a Randomized Control Trial (RCT) evaluating, either by the
dermatological or psychological point of view, the effectiveness of an emollient and rehydrating topical
product (Rilastil Difesa Sterile® cream) versus a standard treatment (i.e. moisturizing basic cream) in a
group of 51 healthcare workers suffering from hand eczema during the COVID-19 pandemic. The
enrolled subjects were randomized into a treatment or a control arm, treated for 8weeks, and
monitored through a clinical score (HECSI) and questionnaires evaluating the impact of the pathology
and treatment on quality of life (DLQI and QOLHEQ). A psychometric evaluation was performed using
the SCL-90 R, OCI-R, and CPDI scales. Our data, despite not reaching the statistical significance,
demonstrated that both the clinical and psychological scores decreased mostly in patients treated with
Rilastil Difesa Sterile® cream when compared to those treated with simple topical emollients. Moreover,
we observed a high level of psychic suffering in dermatological patients and a parallel change in
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dermatological and psychological indicators, thus confirming their connection.

Introduction

Hand eczema (HE) is one of the most common and persistent der-
matological disease with a relapsing course and variable duration
(1,2). The prevalence of the chronic condition is difficult to esti-
mate because many affected patients do not seek treatment (3,4).
Indeed, HE represents 9-35% of the occupational diseases and
affects 2-10% of the general population with a lifetime prevalence
of 14.5% (4-6), recognizing as main risk factors atopic dermatitis,
contact allergy, exposure to irritants, wet work, and frequent hand
washing (5,7,8).

During the recent COVID-19 pandemic, the World Health
Organization (WHO) and other health care authorities recom-
mended frequent hand washing and disinfection to prevent the
virus transmission (9,10). In this context, hand hygiene habits of
the population have been changed both in the workplace and at
home (11-13). Especially, healthcare workers (HCWs) are exposed
to wet work and irritants, and most of them had to dramatically
change their hand hygiene routine; so, the prevalence of occupa-
tional dermatoses, such as HE, has increased during the pandemic
(11,14,15).

HE has a long-lasting negative impact on quality of life with an
economic burden for the society (16). The symptoms, such as itch-
ing and pain, cause sleep disorders and inability to participate in
social activities involving the hands (16,17). Furthermore, when the

HE is work-related, patients may sometimes have to change their
job (16). Clinical signs (scaling, redness, vesicles and hyperkerato-
sis) also contribute to negative esthetic modifications and in
severe cases lead to embarrassment, social isolation and depression.

The negative impact of dermatological diseases on the patient’s
quality of life led to the birth of the Psychodermatology, a recent
field of study and research, resulting from the convergence of
Psychiatry and Dermatology (18,19). It concerns the study of
mind-skin connection (19), focusing on their mutual interactions
(18,19). The mostly used classification of psychodermatological dis-
orders consists of four groups of conditions: i) primary psychopa-
thology focused on the skin, ii) psychophysiological dermatoses,
iii) cutaneous sensory disorders, iv) secondary psychiatric disorders
(19,20). The ‘primary psychopathology focused on the skin’ group
includes all the conditions in which a primary psychopathological
disease may cause subtle skin lesions (19,20), as in the case of
body dysmorphic disorder (21). The ‘psychophysiological dermato-
ses’ include all the skin diseases that are stress-induced or
stress-worsened, involving for example psoriasis and hyperidrosis
(19,22) The ‘cutaneous sensory disorders’ are a cluster of abnormal
skin sensations that have no evidence of skin alterations that may
be responsible for the unpleasant sensation (19). The last group is
the group of ‘secondary psychiatric disorders, also known as ‘dis-
figuring skin condition], which includes the psychological conse-
quences of a skin disease that has a severe impact on the body
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image of the patients and on their quality of life, for the severity
of the illness or for its localization on the body (19,23,24), such as
atopic dermatitis or HE.

The objective of this study, was to evaluate in a group of HCWs
suffering from HE during the COVID-19 pandemic in a
North-Western Italy Hospital, the efficacy of a topical product with
an emollient and rehydrating action (Rilastil Difesa Sterile® cream)
versus a standard comparative product represented by a moistur-
izing basic cream. The possible impact on the quality of life and
any improvement related to the treatment were also assessed
through psychometric indicators.

Materials and methods
Study design

A prospective randomized controlled trial was conducted in June
2021 among students and employees of Maggiore della Carita
Hospital, Novara, Italy. Subjects were recruited from a cross sectional
study aimed to estimate the prevalence of HE among the HCWs in
a North Italy Hospital after the third waves of COVID-19 pandemic.
The methodology and the data of this survey are reported else-
where (25). Of 863 survey respondents, we considered only subjects
who had at least three self-declared symptoms of HE among ery-
thema, scaling, little vesicles, fissures and edema. Respondents with-
out email or telephone number, with less than 18years old and who
did not give consent to be recalled for dermatological evaluation
were excluded. Then, subjects were contacted, and a visit was per-
formed (t0). If self-reported symptoms were confirmed, they were
randomly assigned to a two treatment groups: Rilastil Difesa Sterile”
cream vs comparative cream (moisturizing basic cream). Then
patients were visited after 1 (t1) and 2 (t2) months of treatment. At
each visit (t0, t1, t2) dermatological evaluation was done while
information on psychological scores based on self-reported ques-
tionnaire were recorded only at t0 and t2.

Treatment

The product utilized in our study is a sterile cream particularly
suitable for subjects with sensitive and reactive skin. Due to its
protective, emollient, soothing and rehydrating action, it promotes
the homeostasis of the skin barrier by reducing itching, burning
and other discomfort and is indicated in case of intolerance to
common cosmetic products and predisposition to allergic or
eczematous manifestations. The cream is packaged in a PPAT
(Premium Protection Airless tube) with non-return valve to ensure
sterility, high barrier and without metal parts.

The active ingredients and their characteristics are shown in
Table 1. The cream was supplied free of charge by the pharmaceu-
tical manufacturer to patients enrolled in this study.

The treatment provided to the control group was a simple
moisturizing basic cream with the following ingredients: water,
petrolatum, liquid paraffin, alcohols, stearic acid, urea, and para-
bens. Even the moisturizing basic cream was provided free of
charge to the patients at the enrollment.

For each treatment arm the indication was to apply the prod-
uct twice a day for two months.

Outcome

Dermatologic evaluations were performed using the following indi-
cators: i) HECSI (Hand Eczema Severity Index), with score between 0

Table 1. Composition of Rilastil Difesa sterile” cream.
ACTIVE INGREDIENTS FUNCTIONS

PLUKENETIA VOLUBILIS  a-linolenic acid (Q3) and linoleic acid (Q6): linoleic
SEED OIL acid is the precursor of ceramides, and plays a

decisive role in stabilizing cell membranes and

keeping the skin’s barrier function intact, limiting
water loss.

Blend of triglycerides of vegetable origin with
occlusive properties and reduction of
transepidermal water loss similar to conventional
petroleum jelly.

Emollient agent (analogue of squalene naturally
present in human sebum). Used to restore the
barrier function of the epidermis, prevents
dryness and excessive flaking of the skin.

Promotes water retention in the stratum corneum of
the epidermis by exerting an intense moisturizing
activity and preventing dehydration

O L USOIL

SQUALANE

GLYCERIN

(clear) and = 117 (very severe); ii) DLQI (Dermatology Life Quality
Index), with score between 0 (no effect at all on patient’s life) and
30 (extremely large effect on patient’s life); iii) QOLHEQ (Quality Of
Life in Hand Eczema Questionnaire), with score included <8 (no
impairment) and >80 (very severe impairment) (26-28).

Psychometric evaluation was performed using the following
scales: i) Symptom Checklist-90 Revised (SCL-90 R); ii)
Obsessive-Compulsive  Inventory-Revised (OCI-R); iii) Covid-19
Peritraumatic Distress Index (CPDI).

SCL-90 R is a self-administered questionnaire exploring the
severity of both internalizing (depression, somatization and anxi-
ety) and externalizing (aggressiveness, hostility, impulsivity) symp-
toms over the previous week (29). It includes nine subscales:
Somatization (SOM); Obsessive-compulsive (O-C); Interpersonal
sensitivity (I-S); Depression (DEP); Anxiety (ANX); Hostility (HOS);
Phobic anxiety (PHOB); Paranoid ideation (PAR); and Psychoticism
(PSY). There are seven additional items (OTHER) that explore dis-
turbances in appetite and sleep (29).

The OCI-R is a 18-items questionnaire, containing six subscales
that explore the severity of typical obsessive symptoms: washing,
checking, ordering, obsessing, hoarding, mental neutralizing (30).
The mean score of patients affected by OCD is 28; in the general
population a score > 21 is considered as a risk for OCD (31).

The CPDI is a 24-items questionnaire used to evaluate the risk
of developing a Post-Traumatic Stress Disease due to the Covid-19
pandemic (32). The total score range is 0-96, and the final score is
obtained dividing this score to 100: a final score <28 indicates no
distress, scores from 28 to 51 represent mild to moderate distress,
a score >51 stands for severe distress (32).

Statistical analysis

Study data will be collected and managed using the REDCap elec-
tronic data capture tools hosted at Universita del Piemonte Orientale.

A descriptive analysis was conducted considering subjects over-
all and separately for treatment group. Absolute and relative per-
centages were reported for categorical variables while mean and
standard deviation or median and interquartile range for numeri-
cal ones, as appropriate.

To evaluate possible diversities in term of clinical and psycho-
logical outcome, differences among t1 and t0 (when data avail-
able) and t2 and t0, separated for treatment and control group
were calculated and parametric and non-parametric tests were
used. Then, the clinical scores were categorized based on litera-
ture, and we considered clinically significant improved only



subjects who moving from worst score categories to higher ones.
Moreover, for clinical scores, repeated measures models were per-
formed to consider of all data available. Each clinical score was
considered in a separate model as outcome and time and treat-
ment were used as covariates.

Finally, the association between clinical improvement (consid-
ered in dichotomous way) and difference among psychological
score was assessed using non-parametric test.

A p-value of 0.05 (two tails) was considered statistically signifi-
cant and all the analysis were conducted using the Intention-to-
treat approach. The software used was SAS 9.4.

Sample size and randomization

Participants will be blind randomly assigned to receive treatment
vs control in a 1:1 ratio. An independent statistician generated the
random allocation sequence with random block sizes of four and
six patients and the list was integrated in the REDCap.

The primary objective of the study was to evaluate the differ-
ence of HECSI at t1 and t2 respect to t0. Assuming a medium dif-
ference (effect size = 0.4) between baseline and two months
treatment among treated and control group, with a two tailed first
type error of 0.05 and a power of 0.80 (with an intra-subject correla-
tion coefficient of 0.90), at least 20 patients for groups were needed.

Results

Of the 3000 subjects who were invited to participate, 863 (28.8%)
completed the survey; 51 of these respected the inclusion criteria
for this study. Of subjects enrolled in the RCT, 34 (66.67%) had
three self-declared cutaneous HE signs among erythema, scaling,
little vesicles, fissures, and edema, 10 (19.61%) had 4 signs, and
the remaining 7 (13.73%) all five. Then, 27 subjects were randomly
assigned to treatment and 24 to the control group (Figure 1).

The sample was mainly composed of females (n=41, 80.39%)
and the mean age was 38.49 (SD 13.28) years. Most patients were
medical doctors (n=15, 29.41%) and nurses (n=14, 27.45%) but
only 27.45% (n=14) of subjects worked in COVID-19 wards during
the pandemic. The most frequent self-reported diseases related to
HE were allergic rhinitis (n=15, 29.41%), atopic dermatitis (n=15,
29.41%), and contact skin allergies (n=12, 23.53%), followed by
allergic conjunctivitis (n=8, 15.69%) and asthma (n=7, 13.73%).
Descriptive statistics are reported in Table 2. No statistical differ-
ences (p>0.05) were observed among the groups, indicating that
the randomization worked properly.

Dermatologic indices

The main dermatologic indices were evaluated (see Table 3); the
median values were 8 [IQR 5-22] for HECSI, 2 [IQR 1-6] for DLQI, 23
[IQR 11-48] for QOLHEQ. No statistically significant differences
were observed among groups (p-value: HECSI 0.5730, DLQI 0.6021
and QOLHEQ 0.9401). In Figure 2 we reported a raw graphical rep-
resentation of indices in time, separated for treatment.

Generally, the dermatologic indicators decreased in time, and
particularly the reduction was higher in T2 vs TO than T1 vs TO.
Moreover, treated subjects seem to have a higher improvement
than non-treated ones, even if no statistical differences were
observed (Figures 3 and 4).

Then, considering the scores categorized, we observed that at
baseline the majority of subjects had a HECSI almost clear (n=37,
72.55%), 9 (17.65%) moderate, 3 (5.88%) severe, and 2 (3.92) very
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Figure 1. Flow chart of RCT design.

Table 2. Demographical and clinical data of subjects enrolled in RCT, separately

for treatment group.

VARIABLE All (n=51) Non-treated (n=24) Treated (n=27)
Gender
Male 10 (19.61) 5 (20.83) 5(18.52)
Female 41 (80.39) 19 (79.17) 22 (81.48)
Age, years
Mean (SD) 38.49 (13.28) 38.88 (13.55) 38.15 (13.28)
Median [Q1-Q3] 37 [26; 51] 35.5 [27; 52] 37 [25; 48]
Occupational sector
Nurse 14 (27.45) 6 (25.00) 8 (29.63)
Medical doctor 15 (29.41) 8 (33.33) 7 (25.93)
Medical/nursing students 6 (11.76) 2 (8.33) 4 (14.81)
Social worker in public 6 (11.76) 1(4.17) 5 (18.52)
health service
Lab technician 3 (5.88) 1(4.17) 2 (7.41)
Administrative 3 (5.88) 2 (8.33) 1(3.7)
Physiotherapist/ speech 2 (3.92) 2 (8.33)
therapist
Other 2 (3.92) 2 (8.33)
COVID-19 wards
Yes 14 (27.45) 5 (20.83) 9 (33.33)
Comorbidities
Allergic rhinitis 15 (29.41) 7 (29.17) 8 (29.63)
Atopic dermatitis 15 (29.41) 9 (37.5) 6 (22.22)
Contact skin allergies 12 (23.53) 7 (29.17) 5 (18.52)
Allergic conjunctivitis 8 (15.69) 5 (20.83) 3(11.11)
Asthma 7 (13.73) 3 (12.5) 4 (14.81)
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severe. The effect of disease on quality of life (DLQI) was absent
for 20 (39.22%) patients, small for 15 (29.41%), moderate for 9
(17.65%) while for 5 (9.80%) and 2 (3.92%), the effect was very

Table 3. Difference of median [IQR] values of dermatologic indices separated for
non-treated and treated.

severe and extremely severe, respectively. Finally, slight, and mod-
erate impairment was observed for 19 (37.25%) and 14 (27.45%)
individuals, while 9 (17.65%) subjects had no impairment and
17.65% had severe (n=7, 13.73%) or very severe (n=2, 3.92%).
When comparison among times (T1 vs TO and T2 vs TO) was
conducted in term of score improvement, no statistically signifi-

N All Non-treated Treated P-value cant differences between groups were observed. Generally, the
HECSI improvement was between 15% to 45% in T1 vs TO and higher
Baseline 51 8 [5-22] 7.5 [3.5-27] 9 [7-16] 0.5730 than 40% in T2 vs TO (Table 4).
E vs $8 jg _65 ['19;12] ‘255 [_723.~5;105] ;5; ['91?314 g;gg? Finally, the models that considered time and treatment con-
DL(\SSI =6 [122] Sl -7shz4 o firmed the results reported above. The treatment seems associated
Baseline 51 2 [1-6] 2.5 [1-5] 2 [1-7] 0.6021 with a decrease in dermatological scores in each model (-9.74
T1 vs TO 46 -1 [-2,0] -1 [-2,0.5] -1 [-2,0] 0.8850 [95% Cl —22.51; 3.03], —0.20 [95% ClI —2.86; 2.46], and —3.03 [95%
I)zo\fHTI?Q 43 =1 [-4,0] -1 [-2,0] =1 [-4,0] 0.8311 Cl —14.59; 8.52] for HECSI, DLQI, QOLHEQ, respectively). However,
Baseline 51 23 [11-48] 25 [1144] 2150 (048]  0.9401 no statistical 5|gr'1|f|cance was found betwgen groups (p>0.10).
T1 vs TO 46 —55[16: 0] -25[18 2.5] -7 [-14: =3] 02167 Moreover, the estimates suggested that the time had stronger and
T2 vs TO 41 -7 [-23; 0] -7 [-17;0] -85 [27;11  0.7670 significant reduction in scores (Table 5). Median percentual varia-
P-values of non-parametric tests are also reported. tions are reported in supplementary materials (Table 51).
HECSI pLal QOLEHQ
g =3 g a "—’ T . ° o % 8 7 i T é g ° s
c.-g QQ T QE:' QEE} . LQ

Non-t trealed Treated Non—naled

Time

Trealed Non-t 'realed Treated

Time Time

Figure 2. Graphical representation of Measure of HECSI, DLQI and QOLHEQ for non-treated and treated subjects at TO, T1, T2. For HECSI, to better visualized the data
we do not show the three data that were higher than 100 (outlier values): 2 for non-treated TO and one for non-treated T1.

Figure 3. Three patients treated with Rilastil Difesa sterile®. improvement of erythema and scaling during the two months of treatment.
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Figure 4. Three patients of control group. Worsening of HE during the two months of treatment.

Table 4. Subjects who had an improvement: they moved from a worst to higher
score categories.

Improvement
N (%) N (%)

N Non-treated Treated p-value
HECSI
T1 vs TO 46 6 (30.00) 4 (15.38) 0.2922
T2 vs TO 43 8 (47.06) 11 (42.31) 0.7590
DLQl
T1 vs TO 46 8 (40.00) 9 (34.62) 0.7076
T2 vs TO 43 8 (47.06) 11 (42.31) 0.7590
QOLHEQ
T1 vs TO 46 8 (40.00) 12 (46.15) 0.6764
T2 vs TO 43 10 (58.82) 14 (53.85) 0.7480

Table 5. Repeated measures models considering as outcome the dermatological
scores (HECSI, DLQI, QOLHEC) and as covariate the time and the treatment.

Beta [95% Cl] p-value
HECSI
T1 vs TO —8.81 [-13.43; —4.19] 0.0002
T2 vs TO —11.80 [-17.27; —6.33] <0.0001
Treatment vs non-treated —9.74 [-22.51; 3.03] 0.1350
DLQI
T1 vs TO —1.23 [2.54; 0.08] 0.0656
T2 vs TO —-1.95 [-3.50; —0.39] 0.0142
Treatment vs non-treated —0.20 [-2.86; 2.46] 0.8828
QOLHEQ
T1 vs TO -9.99 [-17.77; —4.23] 0.0007
T2 vs TO —14.73 [-21.39; -8.07] <0.0001
Treatment vs non-treated —3.03 [-14.59; 8.52] 0.6071

Beta and 95% confidence intervals were reported both with p-values.

Psychometric assessment

Table 6 and Figure 5 report the results of the questionnaires at
baseline and the difference between the median scores at T2 and TO.

At baseline a median value of 9 [IQR 2-15] was observed for
CPDI, 4 [IQR 2-10] for OCI and 26.11 [IQR 4.44-55.55] for SCL-90.
Generally, in the non-treated group we observed higher scores,
though no statistically significant differences were recorded
(p-value 0.0657, 0.3475, 0.2012).

Table 6. Difference of median [IQR] values of psychological indicators separated
for non-treated and treated patients.

N All Non-treated Treated P-value
CPDI
Baseline 50 9 [2;15] 13 [5;21] 6 [1;14] 0.0657
T2 vs TO 32 —2.5 [-8.5;1.5] -5 [-9;2] 0 [-41] 0.2249
OCI-R
Baseline 50 4 [2;10] 5 [2;10] 4[2,13] 0.3475
T2vsTO 32 —-1.5 [-3;0] -2.5 [-3;-1] —-0.5 [-3;0] 0.1009
SCL
Baseline 50 26.11 27.77 17.77 0.2012
[4.44;55.55] [7.77,65.55] [4.44;53.33]
T2vsTO 32 —5.55 [-20;0] -11.67 —4.44 0.1809
[-36.66;-3.33] [-14.45,0]

P-values of non-parametric tests are also reported.

Concerning the difference in time, in both groups there was a
decrease in the psychometric tests scores: in the control group,
CPDI was -5, OCI-R was —2.5, SCL-90 was —11.67, while in the
Rilastil Difesa Sterile’ cream group CPDI was 0, OCI-R was —0.5,
SCL-90 was —4.44. The non-treated group showed a greater
decrease in the questionnaire scores than the treated one, despite
no statistical difference were found.

Table 7 shows the association of dermatological (HECSI, DLQI,
QOLHEQ test) improvement with the psychometric score (CPDI,
OCI-R and SCL-90). Both in the successful and not successful
group of the HECSI, DLQI and QOLHEQ there was a decrease of
the CPDI, OCI-R and SCL-90 median scores; but seems that the
decrease was greater in the group with a successful dermatolog-
ical test. However, no significant differences were observed.

Discussion

This paper aims to evaluate: i) the clinical efficacy of Rilastil Difesa
Sterile® cream versus a standard treatment represented by a basic
moisturizing cream and ii) the possible impact of this treatment
on the quality of life in a group of HCWs affected by hand eczema
after the third pandemic wave in a University Hospital of
North-Western lItaly.
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Table 7. Association among psychometric and dermatological questionnaires:
dermatological score was considered in dichotomous way (improved vs
non-improved) while psychometric one in numerical way.

HECSI
IMPROVED NOT IMPROVED
n (%) me [q1-g3] n (%) me [q1-g3] p-value
CPDI 16 (50.00) —3.50 [-9.00; 0.50] 16 (50.00) —0.50 [-5.50; 3.00] 0.2082
DIFF
OCI-R 16 (50.00) —2.00 [-3.00; —1.00] 16 (50.00) —0.50 [-3.00; 1.00] 0.0962
DIFF
SCL-90 16 (50.00) —8.95 [-30.01; 16 (50.00) —3.33 [-16.12; 5.00] 0.1233
DIFF -2.78]
DLQI
IMPROVED NOT IMPROVED
n (%) me [q1-g3] n (%) me [q1-g3] p-value
CPDI 15 (46.88) —5.00 [-10.00;2.00] 17 (53.12) —2.00 [-3.00; 1.00] 0.2646
DIFF
OCI-R 15 (46.88) —3.00 [-3.00; 2.00] 17 (53.12) —1.00 [-2.00; 0.00] 0.6098
DIFF
SCL-90 15 (46.88) —7.78 [-42.23;0.00] 17 (53.12) —3.33 [-14.45; 0.00] 0.1835
DIFF
QOLHEQ
IMPROVED NOT IMPROVED
CPDI 17 (53.12) —4.00 [-9.00; 1.00] 15 (46.88) 0.00 [-3.00; 2.00] 0.1057
DIFF
OCI-R 17 (53.12) —1.00 [-3.00; 0.00] 15 (46.88) —2.00 [-3.00; 0.00] 0.7476
DIFF
SCL-90 17 (53.12) —7.78 [-25.56; 15 (46.88) —3.33 [-18.89; 5.55] 0.1776
DIFF -2.22]

Comparison was performed for t2 vs t0.

In our cohort, the frequency of HCWs hand eczema increased
from 38.1% in the pre-pandemic period to 51.1% in the post-COVID
era, as reported in our previous study (25) and following the liter-
ature (15,33-36), with a female preponderance (80.39%), as in
most published case series (9,37-39). The majority of patients were
medical doctors and nurses confirming the fact that not only
post-COVID hand hygiene habits allow the development of hand
eczema, but also the work activity itself, which in any case involves
the use of gloves and exposure to irritating substances (40).
Furthermore, as reported in the literature (40), in our series, the
main comorbidities associated with hand eczema were atopic der-
matitis and contact skin allergies.

The clinical characteristics of the group treated with the study
product and those of the control group were superimposable. Also,
the median values for dermatologic indices considered (HECSI, DLQI,

and QOLHEQ) didn't show statistically significant differences among
treatment and control groups. Surprisingly, despite the location and
persistence of the skin lesions clinically observed, their impact on
the patient’s quality of life was relatively scarce: in fact, at enroll-
ment, we observed relatively low scores in the DLQI questionnaire
in most of the patients, and only 7 patients have a severe or very
severe impact of the hand eczema on quality of life, with scores
that decreased of 1 point during the treatment for each category.

These data are in agreement (38) with those reported in the
literature from Ibler et al. with a difference in DLQI after treatment
of 0.78 points between the group of treatment and controls; in
other studies, the maximum scores varied from 7 to 9 (41,42); for
patients undergoing patch tests, the scores varied from 5 to 3 in
case of a positive test and from 5 to 1.5 for patients with negative
results. The impact of hand eczema on the patient’s quality of life,
based on the DLQI, would appear to be low, and completely null
after an intervention (43).

More interesting are the data obtained from the use of the
questionnaire  QOLHEQ, specifically prepared to evaluate the
impact of hand eczema on the quality of life and the patient’s
satisfaction (3,37). In our experience, the baseline scores obtained
using this questionnaire are higher, and the reduction after treat-
ment is greater; moreover, the results in terms of scores reduction
are in favor of Rilastil Difesa Sterile® cream.

In our study, the clinical evolution of the lesions was objec-
tively quantified through the HECSI score.

We observed a greater reduction after treatment in the group
of patients who applied Rilastil Difesa Sterile” cream, compared to
the control group treated only with emollients, with an overall
improvement of 9.74 points (treated vs non-treated - Tables 4 and
5). On the other hand, Ibler et al. obtained an overall improve-
ment of 3.10 in treated vs non-treated patients using unspecified
moisturizers and protective gloves, indirectly confirming the
greater efficacy of the product used in the present study. Indeed,
Loden et al. had demonstrated that patients affected by hand
eczema could delay relapses using a urea-containing cream. The
median time to eczema-relapse was 20days vs. 2days, respectively,
in the moisturizer and no treatment groups. In our study, we
observed a constant improvement during the two months of cure
for patients treated with with Rilastil Difesa Sterile” cream, so
much more than the 20days of delay of the recurrence with the
use of a simple moisturizing cream.

To date, there is still a gap in literature regarding the associa-
tion between psychometric and dermatological tests; however, it is



known that skin lesions cause psychological suffering in those
who carry them (44,45), and, therefore it can be expected that the
improvement of the dermatological lesions corresponds to a con-
sequent psychological improvement. This hypothesis was con-
firmed by our results. Nonetheless, some participants had
pathological scores: the maximum score of the OCI-R was 48.00 in
the control group and 52.00 in the Rilastil Difesa Sterile® cream
group, both above the cutoff for OCD. The maximum CPDI score
was 38.00 and 30.00 in the control and in the Rilastil Difesa Sterile”
cream group, respectively, suggesting a mild degree of distress.

Concerning the T2-TO differences in the psychometric question-
naires, all their scores decreased, even if no significant result was
found in either of the two groups. We hypothesize that the inclu-
sion in the study, regardless of the dermatological treatment
received, probably allowed the patient to feel ‘cared for’ and there-
fore the concerns about their skin disease was alleviated.

Regarding the association between the psychometric test and
the dermatological improvement, the group with a positive
response at the HECSI, DLQI and QOLHEQ had a higher decrease
in the median scores at the psychometric tests; the greatest differ-
ence can be observed with the HECSI test scores, corroborating
our hypothesis that when the dermatological lesion improves
there is an increase in mental well-being.

Our study suffers from some limitations: i) the monocentric design
with a relatively small number of patients enrolled, ii) the topical
treatment which can lead to poor adherence to therapy and there-
fore not provide realistic results, and iii) the self-administered psycho-
logical questionnaires. Its strengths are represented by the possibility
to study a well-characterized sample with similar risk factors for hand
eczema (i.e. a group of HCW during the COVID-19 pandemic) and by
the innovative combined psycho-dermatological approach.

In conclusion the data obtained from this study, although not fully
statistically significant either from a clinical or psychological point of
view, allow us to highlight important consideration: i) Rilastil Difesa
Sterile® cream seems to lead a greater improvement in patients suffer-
ing from hand eczema compared to simple topical emollients, both
through a direct comparison with a control group and through an
indirect comparison with literature studies; ii) dermatological and psy-
chological indicators change in a parallel way, confirming the connec-
tion of these two aspects; iii) finally, the fact that there is already a
high level of psychic suffering in dermatological patients indicates that
more studies in this field are needed.
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