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A pragmatic, open-label study to evaluate the response of homoeopathic
treatment in vitiligo

Abstract

Background: Homoeopathy is commonly used by patients suffering from vitiligo. The treatment response
needs to be assessed on standardised scales in pragmatic settings. Objective: The study aimed to
evaluate response to homoeopathic treatment in vitiligo severity and quality of life using the vitiligo area
scoring index (VASI) score, Vitiligo European Task Force (VETF) score and dermatological life quality
index (DLQI) score. Materials and Methods: This study was undertaken in dermatology outpatient
departments at 11 research institutes of the Central Council for Research in Homoeopathy. Participants,
in the age group 18-60 years, any gender, presenting with at least one vitiligo skin patch above the size of
2 cm x 2 cm were included and invited to participate in the study and were regularly followed up over a
period of one year. Participants completing one-year follow-up were included in a long-term assessment
for another two years. Results: A total of 361 participants were enrolled, 266 completed one-year
treatment; 139 continued treatment for additional twelve months, and 62 participants completed three
years. Change in VASI and VETF area scores was not significant over one year. Post hoc test identified
change in score for the VETF stage as significant at 6 months (p = 0.013), 9 months (p = 0.000), and 12
months (p = 0.000) from baseline. The spread score reduced significantly from baseline (p = 0.000), as
also the change in mean scores of DLQI (p = 0.000), patient (p = 0.000) and physician global assessments
(p = 0.000). Conclusion: The extent of depigmentation in vitiligo (staging) and spread decreased
significantly along with improvement in quality of life with regular homoeopathic treatment.
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Background: Homoeopathy is commonly used by patients suffering from vitiligo. The treatment response needs to be assessed on standardised
scales in pragmatic settings. Objective: The study aimed to evaluate response to homoeopathic treatment in vitiligo severity and quality of
life using the vitiligo area scoring index (VASI) score, Vitiligo European Task Force (VETF) score and dermatological life quality index
(DLQI) score. Materials and Methods: This study was undertaken in dermatology outpatient departments at 11 research institutes of the
Central Council for Research in Homoeopathy. Participants, in the age group 18-60 years, any gender, presenting with at least one vitiligo
skin patch above the size of 2 cm X 2 cm were included and invited to participate in the study and were regularly followed up over a period
of one year. Participants completing one-year follow-up were included in a long-term assessment for another two years. Results: A total of
361 participants were enrolled, 266 completed one-year treatment; 139 continued treatment for additional twelve months, and 62 participants
completed three years. Change in VASI and VETF area scores was not significant over one year. Post hoc test identified change in score for
the VETF stage as significant at 6 months (p = 0.013), 9 months (p = 0.000), and 12 months (p = 0.000) from baseline. The spread score
reduced significantly from baseline (» = 0.000), as also the change in mean scores of DLQI (p = 0.000), patient (p = 0.000) and physician
global assessments (p = 0.000). Conclusion: The extent of depigmentation in vitiligo (staging) and spread decreased significantly along with
improvement in quality of life with regular homoeopathic treatment.
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INTRODUCTION stress, generation of inflammatory mediators, and melanocyte

e . . . . detachment mechanism.["
Vitiligo is an autoimmune, depigmenting skin disorder

characterised by the selective loss of melanocytes, which leads ~ Vitiligo is classified into two primary forms: Non-segmental

to pigment dilution in the affected areas of the skin, resulting vitiligo (NSV) and segmental vitiligo (SV) by an international
consensus. NSV is the most common form of vitiligo,

accounting for 72-95% of the cases. The vitiliginous lesions
are usually symmetrically distributed and new patches may

in a totally amelanotic, non-scaly chalky-white macule with
distinct margins.!"! Vitiligo patches can appear anywhere on
the skin, but the most commonly affected sites include the area
around the orifices, the genitals, or any sun-exposed areas such _ .
as the face and hands. The hair and, rarely, the eyes may also c G G i i O Dl ikl
. 1 . entral Council for Research in Homoeopathy, New Delhi, India.
be affected.>*! The mechanism behind melanocyte destruction E-mail: drdivyataneja@gmail.com
can be multifactorial including genetic, and autoimmune
responses including both innate and adaptive, oxidative
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appear throughout the patient’s life. The disease is progressive
with subsequent flare-ups. NSV is frequently associated
with auto-immune disorder of personal origin or related to
family history. The pathogenesis of SV and NSV shares an
overlapping inflammatory pathogenesis, including the initial
release of proinflammatory cytokines and neuropeptides
elicited by external or internal injury, with subsequent vascular
dilatation and immune response.™

The worldwide prevalence of vitiligo ranges between 0.4%
and 2%.5! In India, the point prevalence of vitiligo amongst
dermatological patients was identified to be 9.98% in
outpatients of four hospitals across the country.l® In vitiligo, the
prevalence of family history, consanguinity, and hypothyroid
disorders are high.” Psychiatric morbidity is identified to be
as high as 63.93% in vitiligo patients along with depression,
discomfort, social problems, cognitive impairments,
embarrassment, and physical limitations being significantly
higher than in non-vitiligo persons.!®!

The treatment of vitiligo is considered to be a challenge with
camouflage and psychological support being the mainstay of
treatment, which can additionally include phototherapy, topical
and systemic immunosuppressants, and surgical techniques,
to reduce spread and encourage re-pigmentation.””! These
treatments, however, neither provide a permanent effect nor
are free from side effects.!"!

Patients frequently approach homoeopathic practitioners for
treatment, and positive treatment responses are reported in
the literature.'! A number of case reports!!>'! identify the
usefulness of Homoeopathy being used over a long duration.
A retrospective study of a series of fourteen cases of vitiligo
treated with individualised homoeopathic medicines showed
that prolonged periods of psychological stress might be involved
in the onset and progression of vitiligo and Homoeopathy can
be more successful during the early development of a disease,
even before conventional medicine usually begins.!'”! Central
Council for Research in Homoeopathy (CCRH) developed
a vitiligo severity score, combining scores for the type of
vitiligo, depigmentation type, colour of hair, number of
patches, colour in the patch, the margin of patch and extent of
regimentation scale and used it on 432 patients.!'! This novel
scale looked promising, but lacked statistical validation. An
open-label pilot study on thirty participants analysed that
individualised homoeopathic treatment was associated with
significant improvement in standardised vitiligo assessment
scores after six months of treatment.['” A double-blind,
randomised, placebo-controlled pilot trial showed the efficacy
of the individualised homoeopathic medicines in the treatment
of sixty cases of vitiligo showed a higher mean reduction in
the Homoeopathy group over the placebo.”

Long-duration studies on the use of validated scales for the
assessment of treatment response are lacking in all systems of
medicine.l'*") Underlining these observations and limitations
from past studies, this study was undertaken to identify the
extent and type of response to homoeopathic treatments in

cases of vitiligo. Vitiligo area scoring index (VASI),!*"! Vitiligo
European Task Force (VETF)P?! scores, validated scales
providing measures of disease severity indexes and treatment
evaluation criteria compared to simple clinical photography
alone! were used and change in the quality of life was
measured by using dermatology life quality index (DLQI) on
a larger sample.

The study was approved by the Institutional Ethical Committee
of the CCRH and retrospectively registered with the Clinical
Trial Registry of India under CTRI/2018/01/011611. All
procedures were in accordance with the ethical standards of
the responsible committee on human experimentation and with
the World Medical Association Declaration of Helsinki: Ethical
Principles for Medical Research Involving Human Subjects.*

This study was planned as an open-label, real-time,
observational,? pragmatic study. The World Health Organization
describes the observational study as collecting findings on a
therapeutic or prophylactic treatment under routine conditions.
The objective of this study was to assess the effectiveness of
homoeopathic treatment in managing vitiligo, with a focus on
measuring the reduction in VASI scores, VETF scores, and
improvement in quality-of-life scores assessed using DLQI.

MareriaLs AND METHODS
Study design

This was an open-label, real-time, observational pragmatic
study.

Study setting

The study was conducted in the special dermatology outpatient
departments (OPDs) clinics operating at eleven research
institutes of the CCRH from February 2014 to December 2016.
The study was further extended till December 2019 to reach
the desired target. The dermatology clinics were managed
by trained homoeopathic practitioners with a postgraduate
degree in Homoeopathy and more than five years of research
and clinical experience. The clinics provided routine OPD
care to patients suffering from dermatological disorders using
homoeopathic medicines only. The diagnosis was made by
trained consulting dermatologists, who were practitioners of
modern medicine with a master’s degree in dermatology. The
participants’ case recordings, assessments and follow-ups were
made by the homoeopathic practitioners.

Participants

Participants of age group 18—60 years of any gender presenting
with at least one vitiligo skin patch above the size of 2 cm by
2 cm were invited to participate in the study. Participants must
have had the patch for a minimum period of three months and
a maximum period of ten years. Participants using topical/
systemic treatments, laser or light-based vitiligo treatments or
using immune-modulating oral medications for vitiligo in the
past eight weeks were excluded from the study. Those with
evidence of skin conditions (like pityriasis versicolor, pityriasis
alba or post-inflammatory hypopigmentation) other than

.Indian Journal of Research in Homoeopathy | Volume 18 | Issue 3 | July-September 2024




Taneja, et al: Homoeopathy for Vitiligo

vitiligo that would interfere with evaluations of the effect of
study medication on vitiligo were also excluded from the study.

Voluntary written informed consent was obtained from them,
and those consenting to participate were included in the study.
The details of these participants were recorded at baseline
and subsequent follow-ups in a specific format composed
of homoeopathic case recording details and assessment
questionnaires. Those who refused to participate were provided
similar treatment in the OPD, except their case details were
recorded in their OPD cards and were not used for study
assessments. After the completion of one-year follow-up, the
participants were requested to continue treatment in the OPD, as
a continuum of care. Retaining the pragmatic design and to assess
the real-time clinical experience in homoeopathic dermatological
outpatients, the treatment and status of these participants were
recorded at each follow-up on the same parameters as in the
originally designed study. This was continued for an additional
period of two years. A similar methodology has been used in
another study being conducted in these dermatological OPDs
on psoriasis and is reported elsewhere.!*®!

Intervention

Homoeopathic drugs, as detailed in the standard Homoeopathic
Materia Medicas and the Homoeopathic Pharmacopoeia
(India/US), were used in the study on the basis of symptom
similarity (homoeopathic principle). The drugs identified for
the trial were procured from a Good Manufacturing Practices
compliant pharmaceutical firm. Medicines were dispensed in
sugar globules of standard size 30. Only a single medicine was
used at a time. The selected medicine was prescribed in 6C
potency at the start of treatment, twice a day. During the period
of the study, the potency was raised sequentially as per the
need of the case in pursuance of the homoeopathic principles.

The investigator was asked to keep a photographic record of
the lesions of the cases. Prior permission from the participants
was taken for keeping the photographic evidence of the lesions.
The identity of the participants was concealed while taking
the photographs. The photographs were taken from the same
angle and light settings at baseline and subsequent follow-ups.
A soft copy of the photographs was maintained. Data were
recorded on a pre-designed case recording form and managed
on an MS Excel® spreadsheet at each of the study centres. The
data were compiled at CCRH headquarters, Delhi, in a single
master chart and were analysed.

Outcomes

The primary outcome measures were the vitiligo area severity
index (VASI) and VETF scores, evaluated at baseline and every
month for the entire follow-up period. VASI is a validated scale
measuring the extent and degree of depigmentation estimated
as a function of body surface area and present depigmentation.
Scores range from 0 (no depigmentation) to 100 (complete
depigmentation of the entire body). The VETF evaluates area
of vitiligo lesions (based on rule of 9), staging (cutaneous and
hair pigmentation in vitiligo patches and the disease is staged
as 0-3 on the largest macule in each body region, except

hands and feet, which are assessed separately and globally as
one unique area, score range is from 0 to 15) and spread of
lesions (from —1 indicating regressive Vitiligo to +1 indicating
progressive Vitiligo for each of five body regions, thus giving
a range from —5 to +5).

Secondary outcome measures included the DLQI?” and simple
digital photography every month. The DLQI index ranges
from 0 to 30, with one involving the least and 30 affecting all
aspects of life. Subjective assessment was also performed using
Patient (PtGA) and Physician (PhyGA) Global Assessments
on a Visual Analogue Scale (VAS) of 0—-10.

Sample size

Considering this to be an OPD-based pragmatic study at
the dermatology OPD, each centre was requested to enrol
a minimum of 30 cases for a total of 330 cases. Since the
centres have a variable patient inflow, centres with a higher
inflow of cases were told to continue enrolment to a maximum
of 60 cases. Enrolment was continued from March 2014 to
December 2019 but was limited to three years only at each
individual centre. The target was to enrol the maximum number
of cases during the study period to analyse the treatment effect
in all cases rather than on a specific sample.

Statistical methods

The study being pragmatic based on population data had a
presumption of normality and so parametric tests were applied.
Data are presented as mean + standard deviation for continuous
variables (age, duration of illness, VASI at baseline, VETF for
area, staging and spread at baseline and baseline patient and
global physician assessments) and as number (percentage)
for categorical variables (gender). Repeated measure analysis
of variance (ANOVA) was conducted to identify a change in
continuous variables, for data recorded at every three months.
The improvement of vitiligo for therapy is compared to that
of psoriasis in general and is more slow. It is suggested to
equate a 50% reduction in VASI score (VASI 50) as a clinical
improvement of a 75% reduction in PASI score (PASI 75),!%!
according to which improvement was identified. The data was
handled as per the Intention to Treat (ITT) approach.

ResuLts

Participant flow

Over a period of three years, 970 participants were screened.
Out of these, 609 participants were excluded and 361
participants of vitiligo were enrolled. All participants
completed the initial three months of treatment, which reduced
to 344 at the end of six months and 297 at nine months.
Only 266 participants completed one-year treatment. The
number of participants continuing treatment for an additional
twelve months was 139. Further follow-ups were reduced to
62 cases at 36 months [Figure 1].

Baseline characteristics
Out of 361 participants, 116 (32%) were between the age of
18-30 years, 90 (25% each) in 31-40 years and 41-50 years
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and 65 (18%) in 51-60 years. There were 168 males (47%)
and 193 females (53%). The baseline characteristics of the
participants enrolled are given in Table 1.

Change in outcome parameters

Change in VASI and VETF Area score was not significant over
one year [Table 2]. Post hoc test identified change in score
for the VETF stage as significant at six months (p = 0.013),
nine months (p = 0.000), and twelve months (p = 0.000) from
baseline. The VETF Spread score reduced significantly from
baseline (p = 0.000) to three months onwards, as also change
in DLQI, PtGA and PhyGA [Table 2].

Change in scores at 24 months of treatment

Data from 139 participants completing 2-year treatments
were analysed. The mean scores of all parameters reduced
significantly as compared to the baseline. VETF Area score
levelled off after 15 months, stage levelled off after one year,
and spread scores after six months [Table 3]. DLQI reduced
significantly over two years, whereas PtGA and PhyGA
levelled off after one year of treatment.

Change in scores at 36 months of treatment

In 62 participants completing 3-year treatments, additional
years of treatment had no significant change in any of the
scales [Figures 2 and 3].

Medicines prescribed

A total of 23 medicines were used as the first prescription,
out of which seven (7) medicines were used frequently
[Table 4]. No adverse events from treatments were identified.
The assessments of the participants were made clinically
as well as with scales to identify subsequent prescriptions.
A few representative cases are presented showing images
captured before, during and after treatment [Supplementary
Figures 1-4, available online only]. Among the participants
completing twelve months of treatment, 14 continued with
the same medicine in 6C potency; in 138 the potency was
increased progressively and 73 participants, required a change
in medicine. The prescriptions following the first prescription,
both for the medicine and dosage, were as per the principles
of Homoeopathy based on the symptoms of the participants.
The symptoms of the participants with more than 50%
improvement in the VASI scale are compiled to identify the
most referred indications for a prescription from the literature
[Supplementary Table 1, available online only].

Discussion

This open-label pragmatic study was conducted on patients
reported in the dermatology OPD to evaluate the response of
homoeopathic treatment in vitiligo using validated scales for
interpreting the outcome on scientific parameters. The results
indicated that there was a progressive reduction in the VASI
score (F = 2.385, p = 0.112). The reduction in VETF score
for stage (F = 9.123, p = 0.000) and spread (¥ = 103.165,
p = 0.000) was statistically significant, whereas there was no
change in the VETF area score (F = 0.617, p = 0.473).

Assessed for eligibility

n =970
Excluded (n = 609)
»| On other treatments, no consent,
v wanted to use local applicants,
suffering from very small patch,
E:_rggid vitiligo for more than 10 years

\4

Completed 1 year follow up
n =266

A4

Completed 2 years follow up
n=139

!

Completed 3 years follow up
n=62

Figure 1: Participant flow

Table 1: Baseline characteristics of participants

Variables N=361
Age (mean+SD) 38.44+12.18
Duration of illness (years)

Mean+SD 5.71+4.72
Classification of Duration of Illness (years)

<5 160 (46.9)

5-15 164 (48.0)

More than 15 17 (5)

Missing data 20
Baseline VASI 5.82+8.87
Baseline VETF

Area 7.57£11.23

Stage 5.17£3.11

Spread 1.67+2.00
Baseline DLQI 5.92+4.36
Baseline PtGA 7.15+£2.14
Baseline PhyGA 6.72+£2.17

VASI: Vitiligo area severity index, VETF: Vitiligo European Task Force,
DLQI: Dermatology life quality index, PtGA: Patient global assessment,
PhyGA: Physician global assessment

This study assessed all participants reporting in the OPD with
vitiligo on validated scales, who were followed up for a period
of one year or subsequently those who continued with the
treatment. Out of 361 enrolled participants, 266 participants
completed one year of follow-up, 139 participants continued
it for 24 months, and only 62 participants continued treatment
for 36 months of time. Out of 95 participants, who did not
complete one-year follow-up, six had shown improvement with
more than a 50% decrease in VASI scores and five had shown
marked deterioration with more than a 50% increase in their
VASI scores, whereas the remaining 84 % had no change or
change <50% (increase or decrease) in scores. No change in
vitiligo patches could be a reason for participants to discontinue
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Figure 2: Mean vitiligo area scoring index and area, stage and spread scores over 36 months of treatment
Table 2: Change in mean scores after 1 year of treatment (n=266)
Scales used Baseline Follow-up F value p-value*
3 months 6 months 9 months 12 months
VASI 5.82+8.87 5.69+8.85 5.49+8.59 5.49+8.93 5.41+8.87 2.385 0.112
VETF area 7.57£11.23 7.42+11.23 7.84+13.70 7.45+11.53 7.39+11.52 0.617 0.473
VETF stage 5.1743.11 5.08+3.11 4.95+3.14 4.85+3.00 4.77+2.97 9.123 0.000
VETF spread 1.67+2.00 ~0.34+1.83 ~0.59+1.73 ~0.58+1.83 ~0.66+1.66 103.165 0.000
DLQI 5.92+4.36 5.33+4.08 4.89+4.13 4.57+4.21 4.12+4.02 62.143 0.000
PtGA 7.15+2.14 6.79+2.04 6.57+2.13 6.3242.14 6.17+2.19 43.893 0.000
PhyGA 6.72+2.17 6.38+2.08 6.2242.11 5.95+2.14 5.85+2.21 38.768 0.000

VASI: Vitiligo area severity index, VETF: Vitiligo European Task Force, DLQI: Dermatology life quality index, PtGA: Patient global assessment,

PhyGA: Physician global assessment

*Repeated measure ANOVA; p<0.05 is considered as significant; p values are given as exact up to 3 decimal places

the treatment. However, specific causes for attrition could not
be ascertained as participants who were not improving and
those showing improvement both left the study on their own
accord. Assessment of factors leading to loss to follow-up;
therefore, should be a factor to be ascertained in future studies
with long duration follow-up.

Every participant was treated with individualised
Homoeopathy approach. Only centesimal potencies were
used in the study and repetition of doses was made as per
the protocol and need of the case. Any sign of improvement
supported by scores like VASI and VETF was followed by
a placebo, and it was allowed to follow the action of the last
dose applied from time to time as per the need of the case.
It was also observed that improvement in lower potencies,
especially in 6C and 30C were sustainable for a longer period
than the use of subsequent higher potencies. The prescription

versus susceptibility analysis to identify the best-suited
potency for each individual case is, however, out of the scope
of this paper.

The methodological strength of this study includes the
incorporation of the objective parameters for assessing the
status of the enrolled cases. Based on the currently available
literature, VASI and the VETF tools were proposed to offer
more accurate measures of disease severity indexes and
treatment evaluation criteria compared to simple clinical
photography alone. The study, though conducted by CCRH,
did not use the previously developed scale, since the statistical
validation of the scale has not been done. Changes in the
mean scores of VASI and VETF were assessed as outcome
parameters at baseline and at monthly interval during follow-
ups, after giving individualised homoeopathic medicines.
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2 i ccoooo Table 4: Medicines most frequently indicated
] 2388888 s :
z S SSSS3S S S. No. Medicines used No. of patients No. of cases
improved
(> 50%) in 1 year
g R 1 Sulphur 70 07
S S : 5 Q S < 2 Natrum muriaticum 65 04
b= % 3 Arsenicum album 64 08
é 4 Phosphorus 38 07
ThEoLgQ % 5 Calcarea carbonicum 34 05
ggjﬁﬁgﬁﬁﬁg 6 Sepia 20 04
é 5 E < g 5 % < 7 Lycopodium clavatum 18 02
P =
<
k> . . . .
- = The VASI scale combines depigmentation area and extent into
2 § E =8 § = Z a unified score, while the VETF score independently gauges
v o . .
N d g § a4 g o area, stage and spread. In cases where the depigmentation area
S 0 <t . O N . . .
TS T w8 SR remained largely unchanged, the spread of the depigmentation
£ was reduced, and a reduction in the stage of depigmentation
=] . . .
z occurred. No change in the area, therefore, reflected itself in
T zazxds vl - oY ’ .
I E S S e a non-significant reduction in the VASI score. The change in
- § § Q% i & ﬁ d E stage and spread is likely to have affected the quality-of-life
Yot T ey index score and the global assessment scores as well.
]
g However, VASI being a single score was used to assess overall
m £38 823853 Z improvement among the participants which was identified as
(%] i 3 ] 3 . . .. .
s 2 g g g g g g g 2 a 50% reduction in the score. Forty-one participants improved
£ S @ < T o S8 g by 50% or more at the end of one year. Out of these, 16
g E dropped out of treatment before completing two years, three
= - z cases were aggravated, and in the rest, 22 reported sustained
S E i % b § § E El improvement. Fourteen of these 41 participants continued the
S =4 24 & hon b treatment for three years, all of whom except one, continued
8 < T 8o %>,3 to improve. Additional 16 participants improved at the end of
. 2 two years and another eight improved at the end of 36 months.
ex g
= saRIFgs 2 g Whereas the disease-specific scores levelled off in participants
4 C A R o within 15 months of treatment, the DLQI score continued to
= AN I N 2 improve significantly. In participants continuing treatment for
g g three years, whereas the patient global assessment deteriorated,
"du: D 4o e S the DLQI score continued to reduce.
= A5 2E S =y
-E ¥ 39 & T9d [L: E In the previous study!® conducted at CCRH, assessments were
©» SETFSC &8 g made on a nominal scale, where 136 cases were identified to be
.‘:.3 § 5 progressive and 20 were identified to be stationary at baseline.
= g Out of these, at the end of treatment, only 30 cases showed
N o « s s
ko 283 § T ogE % progression, 103 showed a reduction in progression pace, and
© CR R - S I = 33 became stationary. In this study, the progression of vitiligo
» XTI 2 XS R|lx £ X
L) SIS A =l was assessed on VETF spread score, ranging from —1 to +1
= > & for each location. The mean score reduced from 1.67 = 2.00
o =
= & 0 —0. .83, 0. .73, 0. .83 and —0. .
o ;Q{ to —0.34 + 1.83, —0.59 + 1.73, —0.58 + 1.83 and —0.66 £ 1.66
S| 2 Cx&SdAaR|E at 3, 6,9 and 12 months, respectively. In the majority of cases,
e = S oy al ol g ool a2 > . . .
| 8 dddgdat 52 therefore, a complete repigmentation of lesions could not be
|2 P - I < observed but progression was checked markedly and here it
< @ K .
g gz corroborates with the earlier study conducted by CCRH.
<
= (e
= E o &§ 2 _g Vitiligo patients usually suffer social and emotional
- o = . . . .
‘:: Z E E E «|= % consequences including low self-esteem, social anxiety,
S |8 i E559 S %% &‘3' depression, stigmatisation and, in extreme cases, rejection by
= R moe e > A AR those around them.®?%! An important aspect of the therapeutic
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Figure 3: Mean dermatological life quality index, patient global assessment and physician global assessment scales over 36 months of treatment

response is the change in the quality of life of patients after
the treatment because of social stigma and psychological
stress associated with the disease. Changes in the mean scores
assessed for the improvements in quality of life using the DLQI
scale were significant, and this was seen in patients continuing
treatment over the years. The follow-up assessment was done
by a consultant dermatologist along with the study investigator
engaged in the project in all the study centres throughout the
study to avoid bias.

Sulphur, Natrum muriaticum, Arsenic album, Phosphorus and
Calcarea carbonicum were found to be the most frequently
prescribed medicines in this as well as the previously
conducted study.!'

The high attrition of patients over a period of three years
is a limitation of this study. About 73.68% of the enrolled
participants completed one year of treatment. Once the study
period was over, only 38.50% of the patients completed
two years of treatment and only 17.17% completed three years
of treatment. Further studies on vitiligo intending to undertake
long-term follow-ups need to identify the reasons for patient
attrition and also pre-empt measures to ensure the continued
participation of the patients. Furthermore, the second and
three years were routine OPD care and were not definitive study
periods. The participants, however, affirmed that they were
following the study guidelines, were on only homoeopathic
treatment and were not using any other treatment. However, the
possibility of other confounding factors which affect treatment
response cannot be completely eliminated. The study lacks
a control or a comparator arm and, therefore, lies low in the
hierarchy of evidence.

The strengths of the study are the utilisation of multiple
assessment scales in spite of being conducted in pragmatic
settings and assessment by both homoeopathic physicians
and dermatologists. The medicines that can be most useful
and their indications are another useful addition to the study.
It is expected that this study will help clinicians arrive at
better clinical decision-making in terms of diagnosis for
vitiligo patients, augmented management of disease using the
validated outcome assessment parameters and improvement
of the quality of life of patients using DLQI and assessment
of the treatment being provided.

It was experienced from the study that there was substantial
clinical benefit to the patients enrolled in the study but to
identify true efficacy, an RCT study may be undertaken,
by calculating the power of the study and considering
the strengths and weakness of the biomedical research
strategies as possible to be applicable in such disease.
Many studies have demonstrated the associations of vitiligo
with thyroid disorders and other associated autoimmune
diseases, such as alopecia arcata, rheumatoid arthritis,
adult-onset diabetes mellitus, addison’s disease, pernicious
anemia, systemic lupus erythematosus, psoriasis and atopic
background.? The cytological level of melanocyte activity
may be measured in the future. These factors may further be
elaborated on in further experimental studies and pragmatic
trials.

The findings of the present study will further aid in designing
more robust designs like RCTs and pragmatic trials for
validation of the observations inferenced through the study and
will also aid as a reference tool in updating the homoeopathic
literature on the subject.
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CoNCLUSION

The extent of depigmentation and spread of vitiligo patches
decreased significantly along with improvement in quality of
life with regular homoeopathic treatment. Several small clinical
trials published so far provide positive results consistently with
replication, but larger, more definitive trials are necessary.
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Une étude pragmatique et ouverte pour évaluer la réponse du traitement homéopathique dans le vitiligo

Contexte: L’homéopathie est couramment utilisée par les patients souffrant de vitiligo. Frangais La réponse au traitement doit
étre évaluée sur des échelles standardisées dans des contextes pragmatiques. Objectif: L’étude visait a évaluer la réponse au
traitement homéopathique sur la gravité du vitiligo et la qualité de vie en utilisant le score de I’indice de notation de la zone
du vitiligo (VASI), le score de la Vitiligo European Task Force (VETF) et le score de I’indice de qualité de vie dermatologique
(DLQI). Matériel et méthodes: Cette ¢tude a été menée dans les services ambulatoires de dermatologie de 11 instituts de
recherche du Conseil central de recherche en homéopathie. Les participants, dans la tranche d’age de 18 a 60 ans, de tout sexe,
présentant au moins une plaque cutanée de vitiligo supérieure a 2 cm x 2 cm, ont été inclus et invités a participer a 1’étude et
ont été régulierement suivis sur une période d’un an. Les participants ayant terminé un suivi d’un an ont été inclus dans une
¢évaluation a long terme pendant deux années supplémentaires. Résultats: Un total de 361 participants ont été inscrits, 266 ont
terminé un traitement d’un an ; 139 ont poursuivi le traitement pendant douze mois supplémentaires et 62 participants ont terminé
trois ans. Frangais Le changement des scores de zone VASI et VETF n’était pas significatif sur un an. Le test post-hoc a identifié
le changement du score pour le stade VETF comme significatif a 6 mois (p = 0.013), 9 mois (p = 0.000) et 12 mois (p = 0.000)
par rapport a la ligne de base. Le score de propagation a diminué de manicre significative par rapport a la ligne de base (p =
0.000), tout comme le changement des scores moyens du DLQI (p = 0.000), des évaluations globales du patient (p = 0.000) et
du médecin (p = 0.000). Conclusion: L’étendue de la dépigmentation du vitiligo (stadification) et la propagation ont diminué
de manicre significative, parallelement a I’amélioration de la qualité de vie avec un traitement homéopathique régulier.

Eine pragmatische, offene Studie zur Bewertung der Wirkung einer homoéopathischen Behandlung bei Vitiligo

Hintergrund: Homdopathie wird hiufig von Patienten angewendet, die an Vitiligo leiden. Der Behandlungserfolg muss in
pragmatischen Umgebungen anhand standardisierter Skalen bewertet werden. Ziel: Ziel der Studie war es, den Erfolg der
Behandlung von Vitiligo in Bezug auf Schweregrad und Lebensqualitét mithilfe des Vitiligo Area Scoring Index (VASI), des Vitiligo
European Task Force (VETF) und des Dermatological Life Quality Index (DLQI) zu bewerten. Materialien und Methoden:
Diese Studie wurde in dermatologischen Ambulanzen an 11 Forschungsinstituten des Zentralrats fiir Homdopathieforschung
durchgefiihrt. Teilnehmer im Alter von 18 bis 60 Jahren, jeden Geschlechts, die mindestens einen Vitiligo-Hautfleck tiber einer
Grofe von 2 x 2 cm aufwiesen, wurden zur Teilnahme an der Studie eingeladen und iiber einen Zeitraum von einem Jahr regelméaBig
nachbeobachtet. Teilnehmer, die die einjédhrige Nachbeobachtung abgeschlossen hatten, wurden in eine Langzeituntersuchung
fiir weitere zwei Jahre einbezogen. Ergebnisse: Insgesamt wurden 361 Teilnehmer aufgenommen, 266 schlossen die einjdhrige
Behandlung ab; 139 setzten die Behandlung fiir weitere zwolf Monate fort und 62 Teilnehmer schlossen die Behandlung drei
Jahre lang ab. Die Verdnderung der VASI- und VETF-Bereichswerte war innerhalb eines Jahres nicht signifikant. Im Post-hoc-
Test wurde eine signifikante Veranderung des Wertes fiir das VETF-Stadium nach 6 Monaten (p = 0.013), 9 Monaten (p = 0.000)
und 12 Monaten (p = 0.000) vom Ausgangswert ermittelt. Der Ausbreitungswert verringerte sich vom Ausgangswert signifikant
(p = 0.000), ebenso wie die Verdnderung der Durchschnittswerte des DLQI (p = 0.000), der Patienten- (p = 0.000) und der
Gesamtbeurteilung des Arztes (p = 0.000). Fazit: Das Ausmal3 der Depigmentierung bei Vitiligo (Staging) und die Ausbreitung
nahmen signifikant ab, wéhrend sich die Lebensqualitét bei regelméBiger homoopathischer Behandlung verbesserte.
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Un estudio pragmatico, abierto para evaluar la respuesta del tratamiento homeopatico en vitiligo

Antecedentes: La homeopatia es comunmente utilizada por pacientes que sufren de vitiligo. La respuesta al tratamiento debe
evaluarse en escalas estandarizadas en entornos pragmaticos. Objetivo: El estudio tuvo como objetivo evaluar la respuesta al
tratamiento homeopatico en la gravedad del vitiligo y la calidad de vida utilizando la puntuacion del indice de puntuacion del area
de vitiligo (VASI), la puntuacion del Grupo de trabajo europeo sobre vitiligo (VETF) y la puntuacion del indice de calidad de vida
dermatolégica (DLQI). Materiales y métodos: Este estudio se llevo a cabo en departamentos ambulatorios de dermatologia en
11 institutos de investigacion del Consejo central para la investigacion en homeopatia. Se incluyeron participantes, en el grupo
de edad de 18 a 60 afios, de cualquier género, que presentaban al menos una mancha cutanea de vitiligo de mas de 2 cm x 2 cm
y se les invit6 a participar en el estudio y se les hizo un seguimiento regular durante un periodo de un aflo. Los participantes
que completaron un aflo de seguimiento fueron incluidos en una evaluacion a largo plazo durante otros dos aios. Resultados:
Se inscribieron un total de 361 participantes, 266 completaron un afio de tratamiento; 139 continuaron el tratamiento durante
doce meses adicionales y 62 participantes completaron tres afios. EI cambio en las puntuaciones del area VASI y VETF no fue
significativo durante un afo. La prueba post hoc identifico el cambio en la puntuacion para la etapa VETF como significativo
alos 6 meses (p = 0,013), 9 meses (p = 0.000) y 12 meses (p = 0.000) desde el inicio. La puntuacion de propagacion se redujo
significativamente desde el inicio (p = 0.000), como también el cambio en las puntuaciones medias de DLQI (p = 0.000),
evaluaciones globales del paciente (p = 0.000) y del médico (p = 0.000). Conclusion: La extension de la despigmentacion en
el vitiligo (estadificacion) y la propagacion disminuyeron significativamente junto con la mejora en la calidad de vida con el
tratamiento homeopatico regular.
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