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Abstract

Introduction

Objectives To evaluate the therapeutic efficacy and safety of 0.1% tacrolimus ointment versus
mometasone furoate 0.1% ointment in mild to moderate chronic hand eczema.

Methods It was a randomized control trial carried out in dermatology department unit-II,
KEMU/ Mayo Hospital, Lahore. Patients with mild to moderate chronic hand eczema were
enrolled with age range between 18-70 years, of either sex. We randomized the patients in two
groups A & B by balloting. Group A used tacrolimus 0.1% ointment twice daily for 6 weeks.
Group B used mometasone furoate 0.1% ointment twice daily for 6 weeks. The data were
collected and analyzed by SPSS version 18 and p-value <0.05 was taken as significant.

Results The study was completed by 102 patients, with 51 in each group, with mean age of 32
years and majority were married females. Both the treatment options were found to be equally
efficacious with PGA Score showing significant p value at the end of study (p-value = 0.042).
The side effects noted were itching and irritation. Irritation was observed in both treatment
groups but did not lead to discontinuation of the treatment as it was transient. This complaint
was seen more among the Group A patients.

Conclusion It is concluded from our study that 0.1% tacrolimus ointment and 0.1%
mometasone furoate ointment are equally efficacious and safe in the treatment of mild to
moderate chronic hand eczema.
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females.® The classification of hand eczema
is based on etiology, as well as, on

Hand eczema is a common condition, affecting
the hands which are mainly in contact with the
environment.>? It is associated with erythema,
erosions, scaling, crusting, lichenification and
itching, which can be very distressing leading
to psychological problems for the patients.>* It
is a common disease, mainly affecting
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morphology.” As the cause is multifactorial so
the treatment becomes difficult.?

Hand eczema is treated with emollients,
topical and systemic steroids, as well as,
protection of skin.**’ A single drug like
mometasone for a long-term has shown
promise.* Eczema has also been responsive to
treatment with topical calcineurin inhibitors.*
Other treatment options include short course of
systemic steroids, phototherapy, retinoids,
ciclosporine and other immunosuppressive
agents.*’
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Tacrolimus, made from fungus Streptomyces
tsukubanesis, is a calcineurin inhibitor and has
anti-inflammatory effects.®® Hand eczema has
been effectively treated with tacrolimus.®®
Inflammatory skin diseases like eczema are
also effectively treated with topical steroid
mometasone furotate.’

Katsarou et al.® conducted a randomized
controlled trial on thirty patients with hand
eczema and compared mometasone furoate
with tacrolimus. They did not find any
significant difference between the two groups.
Tacrolimus was found to be better tolerated
with a similar therapeutic effect.’ Rani et al. *°
in a multicentre trial on 180 patients found
mometasone furoate to be significantly
effective in treating chronic hand eczema.

In a study conducted by Schnopp et al.™* it was
found out that tacrolimus was as effective as
mometasone furoate in dyshidrotic plamar
eczema. The application of tacrolimus
ointment on twice daily basis for 12 weeks in a
randomized trial was compared with only
vehicle cream in patients who had used
glucocorticoids in the past.* Tacrolimus
showed greater subjective improvement (as
assessed by the patient) but no clear benefit
with regard to outcomes and recurrence time
was noted. "

This study was designed to evaluate the
therapeutic efficacy and safety of 0.1%
tacrolimus versus mometasone furoate 0.1% in
mild to moderate chronic hand eczema.

Methods

After approval from ethical committee, a
randomized control trial was carried out in
dermatology department unit-1l, KEMU/
Mayo Hospital, Lahore. The study was
completed by 102 patients, with 51 in each
group. Non-probability purposive sampling to
include patients was carried out with simple
random sampling for grouping of patients. We
divided the patients in two groups A and B.

Group A used tacrolimus 0.1% ointment and
Group B used mometasone furoate 0.1%
ointment.

Patients with mild to moderate chronic hand
eczema with ages between 18-70 years, of
either sex were enrolled. Patients with known
immunodeficiency disease, with comorbidities
like psoriasis, atopic dermatitis and patients on
systemic therapy (steroids or antihistamines)
for the last two months and topical therapy for
the last one month were excluded. Pregnant
females, patients with secondary infections
(bacterial  or  fungal), with  known
hypersensitivity to  corticosteroids  and
tacrolimus and presence of skin atrophy of
hands were also not taken in the study.

After taking informed written consent, patients
were randomly divided by balloting in two
equal groups. A detailed clinical history and
examination was carried out. Clinical
assessment of severity and treatment response
was done by physicians global assessment
(PGA) score as clear, almost clear, mild,
moderate and severe. The extent of disease
was estimated as the total percentage
involvement of the palms and dorsum of both
hands. In group A, patients applied 0.1%
tacrolimus ointment twice daily and in group
B, patients applied 0.1% mometasone furoate
ointment twice daily for 6 weeks or till
clearance, respectively. They were followed
up fortnightly for further 6 weeks. Clinical
photographs were recorded fortnightly to
compare with baseline photographs. Efficacy
was assessed at the end of the study. The
adverse effects experienced by the patient
were noted down to evaluate the safety of the
drug. All this information was recorded on a
pre-designed proforma.

The data were entered in SPSS version 18 for
analysis and Friedman’s test was applied. For
study variables including age, sex, marital
status and duration of disease descriptive
statistics were used. Frequency, percentage,
mean and standard deviation were used for
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presenting the demographic variables like age
and gender. Both groups were assessed by
using Chi-square test for treatment response.
Patients were stratified by duration of disease
to see its effect. For follow up comparison
Friedman test was applied. P value <0.05 was
taken as statistically significant.

Results

The study was completed by 102 patients with
51 patients in group A and B each. Mean age
of patients in both groups was 32.9+10.4 with
minimum being 18 years and maximum 70
years. According to the groups mean age in
group A and in group B was 31.2+8.2 and
33.5+£12.6 years, respectively. Minimum age
of patients in group A and in group B was 23
and 18 years while maximum age was 54 and
70 years, respectively. In group A, there were
29 male and 22 female patients, while in group
B there were 13 male and 38 female patients.
(Table 1)

In group A, 82.4% and in group B 78.4%
patients were married, while in group A, there
were 17.7% unmarried and in group B, 21.6%
patients were unmarried. In both groups, mean
duration of disease was 26.5+23. months with
minimum 12 months and maximum 148
months. In group A mean duration of disease

was 28 months and in group B mean duration
of disease was 23 months, respectively
(Figure 1). At baseline, 13 (25.5%) patients in
group A and 15 (29.4%) in group B had mild,
38 (74.5%) patients in group A and 36 (70.6%)
in group B had moderate PGA score (Table
1).

At 2" week, 35.3% had mild and 64.7% had
moderate disease in group A and in group B
37.3% had mild and 60.8% had moderate
disease. At baseline, 2™ and 4™ week no
statistically significant difference was seen in
PGA score in both groups. However, at 6"
week significant difference (p value=0.012)
was seen in PGA score in both groups and at
the last follow-up time period i.e. 12" week
mean PGA score was significantly different
within treatment groups but insignificant when
compared between groups, Table 1 and
Figure 1.

Different side effects were seen in both
treatment groups during follow-up time
duration. None of the patients in both
treatment groups had erythema,
photosensitivity or any other type of side
effects as a result of treatment in both groups.
However, itching and irritation was observed
in both treatment groups. In group A, during

Table 1 Comparison of PGA score in two study groups at base line and follow-up.

Group B P value
0.1% mometasone

furoate ointment

N=51)

Physicians global Group A
assessment score 0.1% tacrolimus
ointment
(N=51
Baseline
Mild 13 (25.5%)
Moderate 38 (74.5%)
At 6 weeks
Clear 33 (64.7%)
Almost clear 12 (23.5%)
Mild 6 (11.8%)
Moderate 0 (0%)
12th week
Clear 33 (64.7%)
Almost clear 12 (23.5%)
Mild 4 (7.8%)
Moderate 2 (3.9%)

0.657
15 (29.4%)
36 (70.6%)

0.012
18 (35.3%)

23 (45.1%)

10 (19.6%)

0 (0%)

0.104
21 (41.2%)
19 (37.3%)
9 (17.6%)
2 (3.9%)
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Figure 1 Comparison of mean PGA score both study groups over different follow-ups. P value < 0.001 (within
groups), p value < 0.418 (insignificant difference between groups), Friedman test was applied for comparison.

2" week till 12" week post-treatment itching
was seen i.e. 2" week=11, 4" week=11, 6"
week=3, 8" week=0, 10" week=0 and 12"
week=0. However, in group B, itching was
seen in patients during course of follow-up. i.e.
2" week=6, 4" week=5, 6" week=1, 8"
week=0, 10" week=0 and 12" week=0.
Despite this much difference in both groups
for itching no significant association between
itching and treatment groups was seen. On the
other hand, irritation was observed in patients
in both treatment groups during 2™ week till
8" week. Afterwards none of the patients
complained of irritation in both treatment
groups. During 2™ week till 8" week a
statistically significant association was seen
for irritation in relation to treatment groups. In
group A more patients complained about
irritation as compared to group B.

Discussion

The treatment of hand eczema is frustrating as
there are very few safe and effective options.
A need for an effective and safe modality is
continuously been searched for. Topical
corticosteroids though mainstay of therapy for
hand eczema have multiple side effects with
their long-term use. A search for better
alternative is still going on. Our study is part
of that effort in which we tried to find an
effective and safe option for this very common
problem in our country.

Our study was conducted to compare the effect
of topical tacrolimus ointment and
mometasone furoate ointment in mild to
moderate chronic hand eczema. Additionally,
distribution of disease in various demographic
features like age, gender, severity and duration
were also identified. Globally used Physicians
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global assessment (PGA) score was employed
to assess the effect. This score was used
because it is relatively comprehensive and
self-explanatory, and it has been widely
employed in other national and international
studies, as well.>® Different other studies
assessing effects of treatment in hand eczema
patients have used proformas other than PGA.
The reason we used this instrument was
because of its ease of use and being less time
consuming.

The mean age of patients was 31 years in
group A and 33 years in group B in our study,
which correlates with the study by Katsarou et
al.® in which mean age was 34 and 39 years
respectively in each group whereas a different
mean age was observed in a study by Schnopp
et al.** in which the mean age was 43 years
and age range was between 23-54 years.

According to the gender in group A there were
29 males and 22 female patients. While in
group B there were 13 male and 38 female
patients. The number of female patients
enrolled in our study was higher which
correlates with the studies conducted by
Katsarou et al.?, Schnopp et al.** and Shri et
al.® It indicates that females suffer from
chronic hand eczema in a greater proportion as
compared to males. It could be due to the fact
as observed in our study that females are more
involved in household work which exposes
them to various allergens which might be the
reason for their coming to the hospital in
greater number even for mild to moderate
hand eczema.

For assessing the severity of hand eczema in
patients, PGA score was used. This score has
already been performed in various studies and
reliable results are achieved through it.>¢ Thus
using this scale, it was seen that majority of
patients suffered from moderate hand eczema
in our study. Number of female patients again
was higher who had moderate disease than
males (p value=0.012). In other studies, also,
gender differences were found to be significant

for eczema severity.>® Our findings could be
explained by the fact that in our society the use
of irritants in the form of detergents, root
vegetables, hand creams and misuse of
steroids by the females to cover up or to treat
hand eczema can worsen the disease.

In group A and in group B mean duration of
disease was 28.27+6.47 and 24.01+5.83
months, respectively. The mean duration was
38.6 months (range 12-184 months) in the
study by Schnopp et al.**

We also studied the effect of age and duration
of the disease on the severity of hand eczema.
Older age group had worse disease with
significant p value. Duration was shown to
have no significant effect.

The effect of treatment was studied in our
study by comparing the PGA score at baseline
and at the end of study. The treatment was
found to be equally efficacious in both groups
and the results were statistically significant
within each treatment group but insignificant
when compared with each other, as the results
of both treatment options were comparable
with each other. Similar results have been
observed in clinical trials conducted by
Katsarou et al.® and Schnopp et al. who
reported no difference between the efficacy of
tacrolimus when compared with topical
steroids. Schliemann et al.* also found
tacrolimus to be efficacious and tolerable in
the treatment of occupational hand dermatitis.
Krejci-Manwaring et al.*> and Alomar et al.™®
also reported the same in their study on use of
tacrolimus in hand eczema. Rani et al.* found
mometasone furoate ointment treatment to be
safe and effective in chronic hand eczema
which concurs with our study.

Different side effects were seen in both
treatment groups during follow up time
duration. The side effects mainly reported
were transient pruritus and irritability after
application of topical tacrolimus and
mometasone furoate in some patients but the
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symptoms were statistically insignificant in
both groups. None of the patients in both
treatment groups had erythema,
photosensitivity, atrophy or any other type of
side effects as a result of treatment. Similar
results were observed in the studies conducted
by Katsarou et al.” and Schnopp et al.** Both
treatments were safe and effective in treatment
groups.

Conclusion

It is concluded from our study that 0.1%
mometasone furoate ointment and 0.1%
Tacrolimus ointment are equally efficacious
and safe in the treatment of mild to moderate
chronic hand eczema.

Further studies with longer follow up to assess
relapse of disease should be conducted.
Studies should also be done to see the role of
Tacrolimus in severe type of chronic hand
eczema.
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