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An open label study to compare the efﬁcacy of topical mometasone
furoate with topical placental extract versus topical mometasone furoate
with topical tacrolimus in patients with vitiligo involving less than 10%
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ABSTRACT
Vitiligo is a common skin disorder affecting about 1 to 2% of the world population. The prevalence in Nepal is 2-3%.
This disease is associated with profound psychological distress. Though many treatment options are available none of
these are universally effective. The main objective of the study is to compare the efﬁcacy and rate of repigmentation
with use of topical steroid and topical placental extract versus topical steroid and topical tacrolimus 0.1% in treating
patients with localized vitiligo. One hundred patients visiting the dermatology outpatient department of Nepal
Medical College and Teaching Hospital with the diagnosis of vitiligo involving less than 10% of body surface area
were taken. 50 of these patients (Category A) were randomly selected and treated with topical steroid (Mometasone
furoate 0.1% cream) and Topical placental extract gel. Other 50 patients (Category B) were given the same topical
steroid with Topical Tacrolimus 0.1% cream. The patients were examined every month and ﬁnal outcome was
seen at the end of 3 months. Of the total 100 patients 51% were male and 49% were female. Seventeen percent of
patients had lesions over face and neck, 49% had lesions over the extremities and 34% had lesions over trunk. At
the end of 3 months the rate of repigmentation was better in patients of Category B than Category A and the result
was statistically signiﬁcant. Topical Tacrolimus 0.1% ointment could be better option for the treatment of localized
vitiligo when compared to topical placental extract but in combination with a steroid cream.
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promising results in the treatment of vitiligo.9-19 Topical
placental extract is quite commonly used in Nepal usually
in combination with topical steroid. As topical tacrolimus
has shown promising result in different studies we
conducted this study to compare the efﬁcacy of Topical
Placentral extract and Topical Tacrolimus when both
used in combination with Topical Mometasone Furoate
in patients with vitiligo of <10% body surface area.

INTRODUCTION
Vitiligo is a common skin disorder affecting about 1 to 2
% of the world population.1 The pattern of this disorder
differs in different countries and in various locations in
the same country. In Nepal the prevalance rate of this
disorder is found to be about 2.82%.2 In Western Nepal
its prevalance rate has been found to be about 2.14%.3
The disease is associated with profound psychological
distress, especially in people with colored skin. 4,5 Huge
armamentariums of therapies are available for the
treatment of this distressing disorder but none of these
are universally effective.

MATERIAL AND METHODS
Study design: A prosective study was conducted at the
dermatology outpatient department of Nepal Medical
College and Teaching Hospital. A detailed history
including age, sex, onset of lesions, distribution of
lesions, size of lesions, family history of lesion was
taken.

The exact mechanism of action of human placental
extract in vitiligo is not known but it is claimed to have
a mitogenic effect on the skin melanocytes as well as
a stimulatory effect on the process of melanogenesis in
surviving melanocytes.6,7

Patients: One hundred patients of age group 15 to 55
years with vitiligo with less than 10% body surface area
involved were included in the study and the patients
were randomly divided into 2 groups of 50 patients
each. Group A was treated with Topical Mometasone
furoate with Topical Placentral extract whereas Group
B was treated with Topical Momentasone furoate with

The role of topical steroid is well known and it has been
proven in many studies. Mometasone furoate is a non
ﬂuorinated topical steroid with high potency and safety
proﬁle.8
Tacrolimus a macrolide immunomodulator has shown
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Topical Tacrolimus 0.01%. Patients with lip and tip
vitiligo, pregnant or lactating women, patients who had
received some form of treatment within last 3 months
and patient with known hypersensitivity to either of the
drugs were excluded from the study. The patients were
asked to come for follow up once monthly and the ﬁnal
result was compared at the end of 3 months.
Evaluation of treatment efﬁcacy

Response to treatment: Table-1 shows the result of
treatment at the end of 3months in the two categories.
Among the patients who received Mometasone with
Placental extract 12 patients i.e. 24% did not show any
repigmentation at the end of 3mths. But in category B
who received Mometasone with Tacrolimus all the
patients showed some degree of repigmentation at the
end of 3 months.

Repigmentation was graded as follows:

Table-1: Grading of repigmentation in the 2 categories
Grading of
repigmentation

Grade 0 – absent repigmentation,
Grade 1 – slight (1-25%),

Grade 0
Grade I
Grade II
Grade III
Grade IV
Total

Grade 2 – moderate(26-50%),
Grade 3 – good (51-75%)
Grade 4 – excellent (76-100%)
Unprotected natural sunlight exposure was allowed in
all the patients.

Category Category
Total P-value
A
B
n
%
n
%
n %
12 24
0
0
12 12
16 32 18 36 34 34 0.00
7 14 13 26 20 20 0.00
8 16 10 20 18 18 0.00
7 14
9 18 16 16 0.00
50 100 50 100 100 100

The statistical analysis shows that the grade of
repigmentation in the two categories has p value less
than 0.05 which means it is highly signiﬁcant.

Statistical analysis: The data was analysed using SPSS
windows version 15. For statistical analysis Independent
Chi square test was used to compare the repigmentation
between the patients of Category A and Category B. P
value of <0.05 was considered signiﬁcant.

Table-2 shows the distribution of lesions in different sites
and the result of treatment with both the categories in
different sites. Treatment with Category B has resulted in
repigmentation in all the 50 patients independent of the site
of lesion. But with Category A in exposed areas like face
and neck all the patients has repigmentation and in covered
areas like upper limb, chest, abdomen, back and lower limb
some patients did not have repigmentation at all.

Ethical consideration: Informed consent was obtained
from the patients. Details of possible beneﬁts and adverse
effects were carefully explained and counseling about the
disease was done to the patients. The study was approved
by the ethical research clearance committee of Nepal
Medical College and Teaching Hospital.

Safety: The reported adverse effects were burning
sensation (in 5 patients) and pruritus (in 2 patients) in
Category B. In patients of Category A non of the patients
reported any side effects.

RESULTS
Patient data: Of the total 100 patients 51% was male
and 49% was female. Fig. 1 shows the distribution of
patients according to the age of onset of vitiligo which
shows that maximum number (35%) of patients belonged
to the age group 26-35 years. Family history of vitiligo
was present in 12% of patients.

DISCUSSION
In our study the distribution of vitiligo is almost same in
males and females. In a study conducted in Indian patients by
Handa S and Kaur I males constituted
54.5% of the group which is similar
to our result.20 But in contrast to
these studies there was slight but not
significant female preponderance
another study conducted by Kumar
et al in Nepal.3 Kovacs also referred
to a preponderance of females
among patients with vitiligo.1 Studies
conducted in India and Nepal show
that vitiligo begins during period of
active growth3,21,22 In our study also
28% have onset before 25 years and
63% have onset before 35 years.

Fig. 1. Distribution of patients according to age of onset of vitiligo
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Table-2: Correlation with site of lesions to response
with treatment (both Categories A and B)

Face and Neck
Upper Limb
Chest
Abdomen
Back
Lower Limb
Total

7
9
2
3
9
8
50

0
1
3
2
2
4
100

Very few studies have been conducted with use of topical
placental extract in vitiligo. In a study done by Imran
Majid topical placental extract when used in combination
with narrowband UVB therapy did not show a really
signiﬁcant advantage in comparison to narrowband
UVB alone.29 In our study also addition of Placental
extract to Topical Mometasone has not shown signiﬁcant
advantage in comparison to Topical Tacrolimus.

7
17
6
4
8
8
50

No
Repigmentation

Category B
Repigmentation
present

No
Repigmentation

Site of lesions

Repigmentation
present

Category A

In the studies where only Topical calcineurin inhibitors
have been used some percentage of patients do not show
any repigmentation even after 12 weeks of treatment. In
our study the advantage of adding topical Momentasone
to topical Tacrolimus is that at the end of 12 weeks all
the patients showed some degree of repigmentation and
this is very important for the patient satisfaction.

0
0
0
0
0
0
100

In conclusion,topical tacrolimus ointment is an effective
and well tolerated alternative treatment to be used along
with topical steroid for vitiligo. Using it alone may not
be as effective as using topical steroid but using it with
topical steroid like Mometasone furoate could result
in satisfactory repigmentation in signiﬁcant number of
patients. Besides because of it safety proﬁle after some
control of disease activity topical steroid can be stopped
but topical tacrolimus can be used for prolonged period.
But additional studies (multicenter, randomized doubleblind and placebo-controlled) still need to be conducted
even in our country to support the result of this study.

In vitiligo involving less than 10% body surface area
the most common therapy used is topical steroid. But
the problem with the use of steroid in chronic disorders
like vitiligo is the adverse effects produced by prolonged
use such as atrophy and telangiectasia that also is more
common with Class 1 (very potent) topical steroid.23
Mometasone is a Class 2 (potent) steroid, but only half
as potent in suppressing the hypothalamic–pituitary–
adrenal axis as compared to very potent steroid and
produces limited local and systemic adverse effects.24,25
Mometasone alone has been proven to be effective in
the treatment of vitiligo with minimal side effects even
in children.23,26

REFERENCES

Topical calcineurin inhibitors has been an interesting 1. Kovacs SO. Vitiligo. J Amer Acad Dermatol 1998; 38: 647-66.
and innovative addition to the armamentarium of topical 2. Jha AK, Amatya B, Amatya A. Pattern of skin diseases in
Kathmandu, Nepal. Nepal J Dermatol Venereol Leprol 2002;
drugs used for vitiligo and they offer many advantages
15: 33-6.
over corticosteroids for the management of chronic
3. Kumar A, Neupane S, Parajuli S, Gurung D, Paudel U. Proﬁle
skin disorders in which prolonged treatment periods
of vitiligo in Western Nepal. Nepal J Dermatol Venereol
27
are needed. Among topical calcineurin inhibitors
Leprol 2010; 10: 40-3.
only Tacrolimus is available in Nepal till date and has 4. Mattoo SK, Handa S, Kaur I, Gupta N, Malhotra R.
Psychiatric morbidity in vitiligo: Prevalence and correlates
been used in treating vitiligo in the recent years only
in India. J Eur Acad Dermatol Venereol 2002; 16: 573-9.
unlike other countries where Tacrolimus as well as
pimecrolimus have been used for
a long time in the treatment of
vitiligo. Topical Tacrolimus alone
has been proven to be effective in
treatment of vitiligo in different
age groups in different studies
conducted in different parts of the
world. 9-19 Even in patients with
generalized vitiligo it has found
to be effective in combination
with NBUVB therapy.28,29 Topical
Tacrolimus has been shown to be
as effective as topical Clobetasol
propionate in a study conducted in
children.10,14
Fig. 2. Distribution of patients according to duration of vitiligo

3

Nepal Medical College Journal
18. Bhuvana K, Sarala N, Singh G, Kumar TN. Effect of
0.1% tacrolimus ointment in localized vitiligo: An open
uncontrolled trial. Indian J Dermatol 2011; 56: 445-6.
19. Kanwar AJ, Dogra S, Parsad D. Topical tacrolimus for
treatment of childhood vitiligo in Asians. Clin Exp Dermatol.
2004; 29: 589-92.
20. Handa S, Kaur I. Vitiligo: clinical ﬁndings in 1436 patients.
J Dermatol 1999; 26: 653-7.
21. Singh S, Pandey US, Pandey SS. Epidemiological proﬁle of
vitiligo in Northern India. J App Pharmaceutical Sci 2011;
1: 211-4.
22. Rajpal S, Atal P, Palaian S, Prabhu S. Clinical proﬁle and
management pattern of vitiligo patients in a teaching hospital
in Western Nepal. J Clin Diagnostic Res 2008; 2: 1065-8.
23. Köse O, Arca E, Kurumlu Z. Mometasone cream versus
pimecrolimus cream for the treatment of childhood
localized vitiligo. J Dermatolog Treat 2010; 21: 133-9.
24. Hoffmann K, Auer T, Stucker M et al. Comparison of skin
atrophy and vasoconstriction due to mometasone furoate,
methylprednisone and hydrocortisone. J Eur Acad Dermatol
Venereol 1998; 10: 137-42.
25. Prakash A, Benﬁeld P. Topical mometasone. A review of
its pharmacological properties and therapeutics use in the
treatment of dermatological disorders. Drugs 1998; 55:
145-63.
26. Masuria BL, Batra A, Kothiwala R K, Khuller R, Sing. Topical
mometasone furoate for the treatment of childhood vitiligo.
Indian J Dermatol Venereol Leprol 1999; 65: 219-21.
27. Stinco G, Piccirillo F, Forcione M, Valent F, Patrone P. An
open randomized study to compare narrow band UVB,
topical pimecrolimus and topical tacrolimus in the treatment
of vitiligo. Eur J Dermatol 2009; 19: 588-93.
28. Nordal E, Guleng G, Rönnevig J. Treatment of vitiligo
with narrowband-UVB (TL01) combined with tacrolimus
ointment (0.1%) vs. placebo ointment, a randomized right/
left double-blind comparative study. J Eur Acad Dermatol
Venereol 2011; 25: 1440-3.
29. Majid I. Does topical tacrolimus ointment enhance the
efﬁcacy of narrowband ultraviolet B therapy in vitiligo? A
left-right comparison study. Photodermatol Photoimmunol
Photomed 2010; 26: 230-4.
30. Majid I. Topical placental extract: Does it increase the efﬁcacy
of narrowband UVB therapy in vitiligo? Indian J Dermatol
Venereol Leprol 2010; 76: 254-8.

5. Aghaei S, Sodaiﬁ M, Jafari P, Mazharinia N, Finlay AY.
DLQI scores in vitiligo: Reliability and validity of the Persian
version. BMC Dermatol 2004; 4: 8.
6. Sharma SK, Jain RK, Sharma AK. Topical human placental
extract for the treatment of vitiligo. Indian J Dermatol
Venereol Leprol 1988; 54: 199-201.
7. Suite M, Quamina DB. Treatment of vitiligo with topical
melagenine: A human placental extract. J Amer Acad
Dermatol 1991; 24: 1018-9.
8. Panja SK, Morwah A, Sharma SD. Double blind comparison
of mometasone furoate 0.1% and betamethasone valerate
0.12% cream in dermatosis. Indian J Dermatol 1991; 36: 21-7.
9. Grimes PE, Soriano T, Dytoc MT. Topical tacrolimus for
repigmentation of vitiligo. J Amer Acad Dermatol 2002;
47: 789-91.
10. Lepe V, Moncada B, Castanedo-Cazares JP, Torres-Alvarez
MB, Ortiz CA, Torres-Rubalcava AB. A double blind
randomized trial of 0.1% tacrolimus vs. 0.05% clobetasol
for the treatment of childhood vitiligo. Arch Dermatol 2003;
139: 581-5.
11. Travis LB, Weinberger JM, Silverberg NB. Successful
treatment of vitiligo with 0.1% tacrolimus ointment. Arch
Dermatol 2003; 139: 571-4.
12. Silverberg NB, Lin P, Travis L, Farley-Li J, Mancini
AJ, Wagner AM et al. Tacrolimus ointment promotes
repigmentation of vitiligo in children: A review of 57 cases.
J Amer Acad Dermatol 2004; 51: 760-6.
13. Silverberg JI, Silverberg NB. Topical tacrolimus is more
effective for treatment of vitiligo in patients of skin of color.
J Drugs Dermatol 2011; 10: 507-10.
14. Ho N, Pope E, Weinstein M, Greenberg S, Webster C, Krafchik
BR. A double-blind, randomized, placebo-controlled trial of
topical tacrolimus 0·1% vs. clobetasol propionate 0·05% in
childhood vitiligo. Brit J Dermatol 2011; 165: 626-32.
15. Lo YH, Cheng GS, Huang CC, Chang WY, Wu CS. Efﬁcacy
and safety of topical tacrolimus for the treatment of face and
neck vitiligo. J Dermatol 2010; 37: 125-9.
16. Radakovic S, Breier-Maly J, Konschitzky R et al. Response
of vitiligo to once- vs. twice-daily topical tacrolimus: a
controlled prospective, randomized, observer-blinded trial.
J Eur Acad Dermatol Venereol 2009; 23: 951-3.
17. Sardana K, Bhushan P, Kumar GV. Effect of tacrolimus on
vitiligo in absence of UV radiation exposure. Arch Dermatol
2007:143: 119-20.

4

