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ABSTRACT

Objectives: The objectives of the study were to assess clinical profile (age of onset, age of presentation, gender, site of involvement, severity (stage),
type of vitiligo, triggering factors, and associated diseases), prescription patterns (monotherapy, combination therapy, oral, topical, and therapeutic
categories of drugs prescribed) and to monitor and report adverse drug reactions (based on World Health Organization [WHO] causality assessment
scale) in vitiligo patients.

Methods: A hospital-based prospective observational study was carried out by evaluating and assessing the clinical profile and prescription patterns
of 85 patients who attended dermatology venereology and leprosy (DVL) outpatient department at Sri Padmavathi Medical College for Women,
SVIMS, Tirupati, over a period of 6 months from June 2019 to December 2019.

Results: In our study, forty four (51.77%) patients were female, vitiligo vulgaris is the most common morphological type observed in twenty seven
(31.76%) patients. 31-50 years was the predominant age group. The mean age of onset and presentation was 38.35 (standard deviation of 18.37) and
43.27 (standard deviation of 17.96) years, respectively. Forty-one (48.23%) patients were having Stage 1 vitiligo. Fifty (58.85%) patients were having
vitiligo at more than 1 site. Twelve (14.11%) patients were having a positive family history of vitiligo. Thirty-seven (43.53%) patients had triggering
factors. Associated diseases were found in thirty (35%) patients. Combination therapy was given to sixty one (71.77%) patients. Topical medications
were given to fifty two (61.18%) patients. During the study, we did not have a single patient complaining of any adverse drug reaction.

Conclusion: Longer the time after appearance of vitiligo, lesser the number of patients attending follow-up. If vitiligo is diagnosed at the earliest
stage, more are the chances for complete repigmentation. Patients with a poor economic background are less bothered about their skin condition and
are not using medications properly.
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INTRODUCTION reactions of vitiligo patients in the dermatology outpatient department
was conducted in a tertiary care teaching hospital “Sri Venkateswara
Institute of Medical Sciences,” Tirupati, Andhra Pradesh, India, in

2019. The ethical clearance was obtained from the Institutional Ethics

Vitiligo is a psychologically debilitating and disfiguring disease
with localized depigmentation occurring due to progressive loss of

melanocytes [1] and is characterized by milky white sharply demarcated
macules affecting the people of any age, gender, and ethnicity [2] and
it has a major impact on patient’s quality of life and may negatively
affect the sexual relationship. Patients may experience a number of
psychological conditions such as shame, depression, and anxiety which
lead to low self-esteem and social isolation [1].

As data are scarce regarding the clinical profile and prescription
patterns of vitiligo in South India, therefore, this study aimed to examine
the clinical profile (age of onset, age of presentation, gender, site of
distribution, severity (stage), type of vitiligo, triggering factors, and
associated diseases), prescription patterns (monotherapy, combination
therapy, oral, topical, and therapeutic categories of drugs prescribed),
and adverse drug reactions in vitiligo patients based on the WHO
causality assessment scale presenting to the dermatology venereology
and leprosy (DVL) outpatient department (OPD) of Sri Venkateswara
Institute of Medical Sciences (SVIMS), Tirupati, Andhra Pradesh, India.

METHODS

Study design and ethical consideration
A hospital-based prospective observational study on the assessment and
monitoring of clinical profile, prescription patterns, and adverse drug

Committee with approved IEC NO. 921 from Sri Venkateswara Institute of
Medical Sciences and after obtaining informed consent from the subjects.

Inclusion criteria

Patients who were diagnosed with vitiligo and willing to participate
were considered for inclusion in the study. Pregnant women and
children were also included in the study.

Exclusion criteria

The following criteria were excluded from the study:
e Patient not willing to participate in the study.

e Patients with other depigmentary disorders.

Sample size
Eighty-five patients diagnosed with vitiligo were taken as sample size
and examined as per study guidelines.

Method of collection of data

On the day of the examination, all participants were taken informed
consent. Patient’s case sheets were analyzed for details such as age, gender,
diagnosis, and comorbid conditions. Besides, we have also assessed the
prescription patterns and checked for adverse drug reactions.
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Statistical analysis

The data were collected and recorded in a pre-designed proforma and
managed using Microsoft Excel worksheet during the final analysis.
Descriptive statistics were done for all data and were reported in
terms of mean values and percentages. All the data were assessed and
compared using pie diagrams, graphs, and bar diagrams.

RESULTS

A total number of 85 vitiligo patients were included in the study.

Data evaluation based on age- and gender-wise distribution

Out of 85 subjects, 51.77% were female (n=44) and 48.23% were male
(n=41). The majority of subjects were under the age group of 31-50
years (n=31) constituting 36.4% followed by age group of 51-70 (n=25)
constituting of 29.4% and age group 11-30 years (n=23) constituting
of 27% and least were observed in the age group of <10 years (n=1)
constituting of 1.17% of total subjects (N=85) (Table 1).

Data evaluation based on age of onset of vitiligo

The onset of vitiligo is more prevalent in the age group of 31-50 years
(n=37) constituting 43.5% and less prevalence in the age group of <10
years (n=6) which constitutes 7% (Table 2).

Data evaluation based on types of vitiligo

In our study, vitiligo vulgaris is observed in more number of patients 27
(31.76%) followed by focal vitiligo 18 (21.17%), acrofacial vitiligo 14
(16.47%), mucosal vitiligo 13 (15.29%), segmental vitiligo 06 (7.05%),
mixed vitiligo 06 (7.05%), and vitiligo universalis 01 (1.17%) (Fig. 1).

Distribution of data based on stages of vitiligo

In our study, we have observed more number of patients with Stage 1
vitiligo. Forty-one (48.23%) had come to seek medical attention than
other stages which reveals that patients were quick to spot any minor
changes related to skin and wanted to get rid of it as quickly as possible

Table 1: Age- and gender-wise distribution of vitiligo patients

Age (years) Male Female Number of patients
n=41 n=44 n=85
(48.23%) (51.77%) (%)

<10 0 1(2.27) 1(1.17)

11-30 11(26.82)  12(27.27)  23(27.05)

31-50 13 (31.70) 18 (40.90) 31 (36.48)

51-70 14 (34.14)  11(25) 25 (29.42)

71-90 3(7.33) 2 (4.54) 5(5.88)

Table 2: Age of onset of vitiligo

Age (years) Male (%) Female (%) Number of
B _ patients
n=41 n=44 n=85 (%)
<10 4(9.75) 2 (4.54) 6 (7.05)
11-30 11 (26.83) 12 (27.27) 23 (27.05)
31-50 16 (39.03) 21 (47.75) 37 (43.54)
51-70 9 (21.95) 7 (15.90) 16 (18.84)
71-90 1 (2.44) 2 (4.54) 3(3.52)

Table 3: Triggering factors of vitiligo

Triggering factor No. of patients (85) Percentage (%)

Autoimmune disorders 6 7.06
Stress 5 5.88
Hypothyroidism 3 3.53
Trauma 8 9.41
Chemical exposure 3 3.53
Heredity 12 14.11
No factors 48 56.47
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to prevent further deterioration. After Stage 1 patients, Stage 2 patients
were more 21 (24.70%), followed by Stage 4 patients 11 (12.94%),
Stage 3 patients 7 (8.23%), and Stage 5 patients 5 (5.90%) (Fig. 2).

Distribution of data based on site of vitiligo
In our study, it was clearly evident that vitiligo at more than 1 site 50
(58.85%) is observed in most of the patients (Fig. 3).

Triggering factors of vitiligo

Majority of the patients 12 (14.11%) had a positive family history
followed by trauma 8 (9.41%). Nearly 44% of patients were having
triggering factors involved in our study (Table 3).
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Fig. 2: Distribution of data based on stages of vitiligo

Table 4: Comorbid conditions observed in vitiligo patients

Associated diseases Total Percentage
Diabetes mellitus 4 4.7
Psoriasis 3 3.5
Hypertension 2 2.35
Rheumatoid arthritis 2 2.35
Pernicious anemia 1 1.18
Pharyngitis 1 1.18
Bronchial asthma 1 1.18
Prostatomegaly 1 1.18
Hodgkin’s disease 1 1.18
Myalgia 1 1.18
Coronary artery disease 1 1.18
Spondylosis 1 1.18
HTN+CAD 2 2.35
HTN+Nephrotic syndrome 1 1.18
PA+HTN+CAD+PM+BA 1 1.18
PA+DM+Hypoadrenalism+Hypothyroidism 1 1.18
HoT+Osteoporosis 1 1.18
DM+HTN 2 2.35
DM+HTN+HoT 1 1.18
DM+HoT 1 1.18
Lichen planus+Actinic cheilitis 1 1.18
No associated diseases 55 64.7

HTN: Hypertension, CAD: Coronary Artery Disease, PA: Pernicious Anemia,
PM: Prostatomegaly, BA: Bronchial Asthma, HoT: Hypothyroidism
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Comorbid conditions observed in vitiligo patients

Majorly diabetes mellitus (10.58%) and hypertension (10.58%) were
associated in more number of vitiligo patients, followed by psoriasis,
hypothyroidism, and anemia (Table 4).
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Fig. 3: Distribution of data based on site of vitiligo

B Monotherapy

I Combination therapy

Fig. 4: Prescription patterns - Therapy

1%

M oral
M Topical

¥ Both Oral & Topical

Fig. 5: Prescription patterns - Dosage forms

Table 5: Therapeutic category of drugs prescribed to vitiligo

S.No. Therapeutic categories of drugs Total Percentages

1. Topical corticosteroids 69 34.5
2. Topical calcineurin inhibitors 55 27.5
3. Human placental extract 16 8

4. Decapeptide lotion 12 6

5. Topical calcipotriol 4 2

6. Topical psoralens 3 1.5
7. Oral psoralens 11 5.5
8. Oral corticosteroids 2 1

9. Other orals (Vitamins and antioxidants) 28 14
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Prescription patterns based on therapy
Combination therapy was given to most number of patients 61
(71.77%). Monotherapy was given to only those patients 24 (28.23%)
who had very less depigmentation (Fig. 4).

Prescription pattern based on dosage forms

Majority of patients were given topical medications (61.18%) followed
by both oral and topical (37.64%) and oral medications were given only
to 1 patient (1.18%) (Fig. 5).

Therapeutic category of drugs prescribed to vitiligo
Corticosteroids were prescribed to more number of patients (34.5%)
than calcineurin inhibitors (27.5%). Topical psoralens were given to the
least number of patients (1.5%). In children, topical tacrolimus showed
good results than corticosteroids (Tables 5 and 6).

Patients - Follow-up

Only 17 (20%) patients attended for follow-up and majority of them
were Stage 1 patients and they had seen improvement after treatment.
When other patients were enquired on phone for the reason for their
non-arrival, most common reason was less repigmentation is observed
(Table 7).

DISCUSSION

A total of 85 patients were enrolled in our study but only one out of
five patients turned for follow-up. The majority of patients missed the
follow-up, when patients were called to know the reason for not turning
up, we've got varying reasons from patients such as the hospital is far
from their native place, cost of drugs is high, and very slow recovery
rate. The most common one was less repigmentation after a few weeks
(<4 weeks) of treatment. Here, patients were expecting results even
before the completion of the whole treatment duration. However, there
is a significant improvement observed in Stage-1 patients who had
taken treatment immediately, so they’ve turned for follow-up multiple
times.

Slight female predominance was observed in our study with male:female
ratio of 1:1.07 and same results were obtained from similar types of
studies by Fatani et al. in Saudi Arabia and Turkey but our results were
contrasting to that of Chinthaamani [11,12].

In our study, vitiligo vulgaris is observed in a greater number of
patients (31.76%) followed by focal vitiligo (21.17%), acrofacial vitiligo
(16.47%), mucosal vitiligo (15.29%), segmental vitiligo (7.05%), mixed
vitiligo (7.05%), and vitiligo universalis (1.17%). However, similar
studies in North India conducted by Agarwal et al. showed that a
greater number of patients were having acrofacial vitiligo (44%). This
shows contrasting epidemiological data between the north and south
states of India [13].

About 43.51% of patients were suffering from localized vitiligo when
compared to 56.49% of patients from generalized vitiligo which is in
contrast to the study conducted by Fatani et al. in Saudi Arabia and
Turkey which had 60.7% of localized vitiligo and 39.3% of patients
suffering from generalized vitiligo [11].

The predominance of patients in 31-50 years age group (36.48%) was
observed. It attributed to the fact that this age group people are more
concerned about their appearance in public and are more likely to seek
medical attention which supports the study of Chinthaamani which had
35.33% of patients of similar age group [12].

The mean age of onset in our study was 38.35 years with a standard
deviation of 18.37. The mean age of onset for Fatani et al. study in Saudi
Arabia and Turkey was 24 years and a study by Mahajan et al. in North
India had a mean age of onset of 20.5 years [11,14].

The mean age of presentation was 43.27 years with a standard deviation
of 17.96.
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Table 6: Line of treatment and drugs used in vitiligo

Treatment chart [3-10]

S.No. Treatment Topical Physical

Systemic Surgical

e Corticosteroids
¢ Clobetasol propionate - 0.05%
¢ Betamethasone
dipropionate - 0.05%
Diflorasone diacetate - 0.05%
Halobetasol propionate - 0.05%
e Amcinonide - 0.1%
¢ Betamethasone valerate - 0.1%
e Desoximetasone - 0.25%
¢ Fluocinolone acetonide - 0.2%
e Halocinonide - 0.1%
e Triamcinolone acetonide - 0.5%
e Fluticasone - 0.01%
¢ Hydrocortisone - 0.1%
¢ Calcineurin inhibitors
e Tacrolimus - 0.03%, 0.1%
¢ Pimecrolimus - 1%
2 Second line e Calcipotriol - 0.005%
e Tacalcitol - 20 mcg/gm
e Decapeptide - 1 mg/ml
¢ Placental extract
¢ Complete depigmentation
¢ 20% Monobenzyl ether of
hydroquinone

1 First line

light
(PUVA)

o Ultraviolet-B
(narrowband)
e Psoralen and
ultraviolet-A

o Topical PUVA
e Excimer laser

¢ Janus kinase
Inhibitor: Tofacitinib - 5 mg
¢ Antioxidants

¢ Pulse Therapy
¢ Prednisolone -0.3mg/kg
¢ Methyl prednisolone -

» Grafting
e Mini-grafting
¢ Epidermal grafting

0.8 mg/kg (max 32 mg) e Thin dermal - epidermal
e Betamethasone/ grafting
Dexamethasone - ¢ Non-cultured epidermal
2.5 mg/day suspension
¢ Cyclophosphamide - ¢ Melanocyte
50 mg with betamethasone transplantation

Table 7: Patients - Follow-up

Follow-up No. of patients (85) Percentage
Turned up 17 20
Did not turn up 68 80

In our study, we have observed that more number of patients with
Stage 1 vitiligo (48.23%) had come to seek medical attention than
other stages which reveals that patients were quick to spot any minor
changes related to skin and wanted to get rid of it as quickly as possible
to prevent further deterioration. Stage 1 patients who persisted with
treatment had partial to complete repigmentation. After Stage 1
patients, Stage 2 patients were more in number (24.70%).

In our study, it was clearly evident that vitiligo at more than 1 site
(58.85%) is observed in most of the patients. It supported a similar
study done by Vora [15].

In our study, the majority of the patients (14.11%) had a positive
family history followed by trauma (9.41%). Stress (~ 6%) also plays
an important role in triggering vitiligo. Nearly 44% of patients were
having triggering factors involved in our study to that of 33% of patients
having triggering factors in a study by Mahajan et al. [14].

Majorly diabetes mellitus (10.58%) and hypertension (10.58%)
were associated in a greater number of vitiligo patients, followed by
psoriasis, hypothyroidism, and anemia.

Combination therapy was given to the greatest number of patients
(71.77%). Here, combination was given to patients who did not get
repigmentation after using monotherapy. Monotherapy was given to
only those patients who had very less depigmentation.

Majority of patients were given topical medications (61.18%) followed
by both oral and topical (37.64%) and only oral medications were given
to 1 patient (1.18%).

Topical corticosteroids were prescribed to a greater number of patients
(34.5%) than calcineurin inhibitors (27.5%). Oral psoralens and oral
corticosteroids were given to 5.5% and 1% of patients, respectively. In
children, topical tacrolimus showed good results than corticosteroids [16].

Corticosteroids were prescribed more to adult patients who had a
recent onset of vitiligo followed by calcineurin inhibitors. Patients who
were initially given corticosteroids, if they did not respond to treatment,
during follow-up, they were given calcineurin inhibitors or the regimen
was changed to either oral mini-pulse therapy or with the combination
of topical calcipotriol for better results [16,17].

During the whole study duration, we did not have a single patient
complaining of any ADR, as all the doses, drugs were prescribed by
taking all the patient’s factors and history into consideration by the
dermatologist.

Limitations of the study

e  Majority of patients did not attend follow-up.

e Patients were non-adherent to medications.

e Surgical treatments were not done for any patient.

CONCLUSION

The present study is focused on assessing and monitoring clinical
profiles, prescription patterns, and adverse drug reactions in vitiligo
patients. If vitiligo is diagnosed at the earliest stage, more are the
chances for complete repigmentation. Longer the time after the
appearance of vitiligo, lesser the number of patients attending follow-
up. Patients with a poor economic background are less bothered about
their skin condition and are not using medications properly. Stress will
provoke vitiligo, so patients should attend some awareness programs to
reduce stress which may help in controlling the progression of vitiligo
to a certain extent.

Vitiligo remission is a very slow process. For Patients... To yield good
results... Patience, persistence with treatment is required.
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