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Individualised homoeopathic medicine versus placebo in
the pain management of knee and hip osteoarthritis: A
double-blind, randomised controlled trial

Azizul Islam Khadim', Vivek Kumar Shail', Kanak Kumar', Sabiha Naaz', Abhijit Chakma?
'R.B.T.S. Government Homoeopathic Medical College and Hospital, Muzaffarpur, Bihar, India, 2Regional Research Institute for Homoeopathy, Agartala, Tripura, India

Background: Osteoarthritis (OA) is a progressive, degenerative disease affecting large weight-bearing joints. The severity of symptoms varies
among individuals; whereas pain and stiffness are the most troublesome complaints. Homoeopathic medicines have the potential to manage pain
episodes. Objective: The aim of the study was to assess the effect of individualised homoeopathic medicine (IHM) in managing the pain of knee
and hip OA. Methods: A prospective, double-blind, randomised (1:1) placebo-controlled trial was conducted on 60 individuals suffering from OA
at R.B.T.S. Govt. Homoeopathic Medical College and Hospital, Muzaffarpur. Visual analogue scale for pain (Score-A-1), stiffness (Score-A-2)
and loss of function (Score-A-3) was the primary outcomes and the OKHQOL scale (Score-B) was the secondary outcome. The outcomes were
measured at baseline and after 3 months. Comparative analysis was done to detect group differences. Intra and intergroup analysis was done by
paired and unpaired t-tests, respectively. Results: Statistically significant results were observed in both intra and intergroup outcomes (P < 0.05,
at 95% CI). The group differences in Score-A-1 (mean difference: —5.83, 95% CI: —6.71t0—4.94, P <0.001), Score-A-2 (mean difference: —5.43,
95% CI: —6.38t0—4.48, P < 0.001), Score-A-3 (mean difference: —5.60, 95% CI: —6.50t0-4.69, P < 0.001) and in Score-B (mean difference:
—106.87,95% CI: —142.77 t0—70.96, P < 0.001) were statistically significant after 3 months. However, the improvement was much better in the
IHM group than in the placebo group. The frequently indicated medicines were Rhus toxicodendron, Medorrhinum, Bryonia and Syphilinum.
Conclusion: This study shows that IHMs can improve the pain in knee and hip OA, as well as the quality of life.
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INTRODUCTION significant for diagnosis. Clinical diagnosis is established using
the standard American College Rheumatology guidelines.’**

()}lsteoarthrgls (SAI) 1S ? cl.1roln1c de.lgenezgtl\./e. ils(;)'rd.er Radiological imaging such as magnetic resonance imaging
characterised by the loss ofarticular cartilage, diminished joint (MRI) and X-ray is helpful for the diagnosis of OA.B! OA is
space, hypertrophy of the margins of bone with subchondral

sclerosis and biochemical and morphological changes of the
synovial membrane and joint capsule.!"

the second most common rheumatologic problem and it is
the most frequent joint disease with a prevalence of 22-39%
in India.l'! OA is more common in women than in men, but
Softening, ulceration and focal disintegration of the articular the prevalence increases dramatically with age. Nearly 45%
cartilage are pathological alterations in the late stage of OA. ~ of women over the age of 65 years have symptoms, while
Synovial inflammation also may occur. Pain, particularly =~ radiological evidence confirms that 70% of OA cases are in
after prolonged activity and in the weight-bearing joints, is
the common complaint, whereas stiffness is experienced after
inactivity. It is probably not a single disease but represents GG ML I DG re)
Inactivity. p. .y g. oY . p ; Regional Research Institute for Homoeopathy, JK Kobra Para Road,
the result of various disorders leading to joint failure. It is Khumulwng, Agartala, Tripura, India. E-mail: dr.abhijit24@gmail.com
also known as degenerative arthritis, which commonly affects
the hands, feet, spine and large weight-bearing joints, such
as the hips and knees.["? Clinical symptoms of OA are very
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those over 65 years of age. OA of the knee is a major cause of
mobility impairment, particularly among females.¢! OA was
estimated to be the tenth leading cause of nonfatal burden."

In most cases of OA, no apparent cause is identified, which
is referred to as primary OA. Primary OA is mostly related
to ageing. It can present as localised, generalised or erosive
OA. Secondary OA is caused by another disease or condition.
However, based on pathogenesis, OA has two clinical forms:
Primary OA which occurs in the elderly, more common in
females and secondary OA which can occur at any age due to
previous wear or injury.)

The cervical and lumbosacral spine, hip, knee and first
metatarsal joints are frequently impacted. Many persons
with X-ray evidence of OA have no joint symptoms, while
the prevalence of structural abnormalities is important for
understanding the disease pathophysiology. On the other hand,
the prevalence of symptomatic OA is more important from the
clinical and public health perspectives. The two major joints
affected are the knee and hip where severe impairment occurs.
Knee OA is more prevalent than hip OA.27

The response of the treatment in OA can be evaluated by
different scales, such as the visual analogue scale (VAS)
or osteoarthritis knee and hip quality of life (OKHQOL)
scale etc.[]

The pain of OA temporarily gets relieved with conventional
medical treatment, but may, in turn, cause headaches, rashes
and gastrointestinal and cardiovascular problems. As a result,
many patients are turning towards alternative therapies.!'*!"' The
rheumatic problem is the most common problem encountered
by alternative medicine practitioners.') However, scientific
research has so far not provided enough conclusive evidence
for the effectiveness of alternative medicines for managing
rheumatic problems.!'*!¥

In a double-blind, randomised and placebo-controlled study of
60 patients, a statistically significant reduction of pain, stiffness
and loss of function VAS scores and osteoarthritis research
society international scores was found with individualised
homoeopathic medicine (IHM). However, in their study, the
group differences were non-significant on every occasion and
concluded that homoeopathy was not superior to placebo in
managing pain of knee OA.[")]

Keeping in view the necessity and the high prevalence of
rheumatic conditions such as OA and paucity of robust
scientific evidence on homoeopathic management of OA pain,
the present study was conducted. Hence, the aim of the present
study was to evaluate the effectiveness of IHMs in managing
pain of knee and hip OA.

MareriaLs AND METHODS
Study design and settings

The study was a prospective, double-blind, randomised,
placebo-controlled and parallel-arm clinical trial conducted

in the outpatient department (OPD) and inpatient department
(IPD) of R.B.T.S Government Homoecopathic Medical
College and Hospital, Muzaffarpur, India, from May 2021 to
February 2022.

Participants

The patients who attended the OPD/IPD of R.B.T.S
Government Homoeopathic Medical College and Hospital,
Muzaffarpur, of either sexes, any religion, literate or illiterate,
residing in and around areas of the study site and suffering from
OA were screened for the following criteria for inclusion: Age
35-80 years, either sex, any socioeconomic strata, self-reported
or pre-diagnosed cases of OA or clinically diagnosed as OA as
per American College of Rheumatology criterial®* and willing
to participate in the study were included in the study.

Patients with known cases of systemic diseases, psychiatric
illness or other uncontrolled or life-threatening illnesses
affecting the quality of life or any organ failure, congenital
deformity (example: Genu varum, genu vulgum, etc.) of
physical disability or severe joint degeneration with marked
joint narrowing, pregnant and lactating females or those
with substance abuse and/or dependence, self-reported
immune-compromised state, undergoing homoecopathic
treatment for any chronic disease within the last 6 months
and who did not give consent for participation were
excluded from the study.

Sample size estimation

We planned to achieve a target sample of 60 patients (30 in
each group) within the stipulated time (0=0.05 and power
80%). Taking into account the maximum of 20% dropouts,
the total sample size was computed to be 72. A formal sample
size calculation could not be done.

Randomisation and allocation

Intervention or control was implemented as per the random
number chart created using the random number generator
software StatTrek. The chart was generated using six blocks
of'size restricted to 10 (6 X 10 = 60) plus another block of size
6 to maintain alike allocation between groups and a 1:1 ratio
easily; thus, the same number of patients was randomised to
either code 1 or 2, either to intervention or control.

Blinding

The double blinding method was adopted. The patients and
investigators were blinded throughout the study and were not
involved in random-number generation, code allocation and
dispensing of placebo/medicine to the patients. One of the
study investigators, who were in charge of giving patients
their medicine or placebo in accordance with the random
number list, was given access to the randomisation chart. The
pharmacist was also kept blinded throughout the study. Both
medicine and placebo were packed in identical glass bottles and
labelled with code, name of medicine and potency and were
dispensed according to the random number list. Unblinding
or disclosing of the randomisation codes was done after the
study had been completed.
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Intervention

IHM (experimental group)

Intervention was the indicated IHM in centesimal potencies,
selected in each case based on the totality of symptoms
according to homoeopathic principles. Appropriate repetition
was done at suitable intervals as per the requirement of the
case. Each dose consisted of 4-6 globules (No.30) medicated
with a single drop of the indicated homoeopathic dilution.
Each dose was directed to be taken orally on a clean tongue
with an empty stomach. Medicines were obtained from the
college pharmacy, which was procured from a GMP-certified
pharmaceutical company that is, SBL Pvt. Ltd. In subsequent
visits, the medicines and their potencies or doses and repetition
were done in compliance with the homoeopathic principles.

Placebo (control group)

After a detailed case recording, the patients allocated to the
control group were given a placebo, a non-medicinal substance
but identical in appearance to the IHM group, for a period of
3 months. Each dose consisted of 46 sugar globules (No. 30)
moistened with non-medicinal rectified spirit, to be taken orally
on a clean tongue with an empty stomach.

Study procedure

The study was conducted on the patients from May 2021 to
February 2022, after obtaining approval from the Institutional
Ethical Committee of the hospital. A random selection of
72 cases of knee and hip OA was screened for the study, as per
the inclusion and exclusion criteria. The enrolled participants
were randomised either to the IHM or placebo group and their
baseline data were recorded using a random number generator
at StatTrek and block randomisation. A detailed case-taking of
each participant was done, the symptoms were evaluated and
the totality of symptoms was framed in accordance with the
directions laid down by Dr. C. F. S. Hahnemann in the Organon
of Medicine.!'®! The homoeopathic medicine was finally
selected based on the instructions in the Organon of Medicine,
in consultation with RADAR software and Homoeopathic
Materia-Medica, as and when required.l'*'*! Each individual
patient was followed up regularly for 3 months.

Outcome assessment
The response and improvement of the patients were observed
in terms of primary and secondary outcomes.

Primary outcomes

VAS for pain, stiffness and limitation of physical function:
The scores were based on self-reported measures of symptoms
recorded with a single handwritten mark placed at 1 point,
along the length of a 10-cm line that represented a continuum
between the two ends of the scale ranging from ‘no pain’ on
the left end (0 cm) of the scale to the “worst pain’ on the right
end of the scale (10 cm).®

Secondary outcome

OKHQOL scale is a 10-point Likert scale ranging from ‘not
at all’ to ‘a great deal’ about the alterations in the quality of
life brought about by knee and hip OA."!

All the outcome measures were assessed at baseline (0 months)
and 3 months, respectively. A specially designed Microsoft
MS Office Excel 2007 spreadsheet (master chart) was used
for data extraction.

Statistical techniques and data analysis

The analysis was done for the effect of individualised
homoeopathic and placebo treatment on knee and hip OA
cases with the help of standard statistical methods. The
baseline data (categorical and continuous) were presented in
terms of absolute values, percentages (%), mean + standard
deviation (SD) etc., as appropriate. Paired t-test was used to
analyse the intragroup changes that occurred in the values
of VAS and OKHQOL scores before and after treatment
as a result of the intervention. The intergroup differences
were tested using ‘Unpaired t-test” at the end of the study
(3 months). P < 0.05 (2-tailed) at 95% C.I was considered to
be statistically significant. The statistical calculations were
done using SPSS®-IBM® software version 22.12%

The present study is being reported as per the Consolidated
Standards of Reporting Trials (CONSORT) for randomised
trials and the RedHot guidelines for reporting data on
homoeopathic treatment.!-?

Ethical statements

The study protocol was approved by the Institutional Ethical
Committee (IEC) of R.B.T.S Govt. Homoeopathic Medical
College and Hospital (vide Ref. No.- RBTS/ETHICS-22,
Dated: 23 June 2020) and thereafter registered prospectively
in Clinical Trials Registry — India (CTRI) before enrolling the
patients in the study (CTRI1/2021/04/033278), Dated — 30 April
2021. Each patient was informed of the ethical issues related to
the study through the informed consent form which was duly
documented. The patients were instructed to report adverse
events, either directly or over the phone. The study protocol
conformed to the guidelines in the Declaration of Helsinki*!
on human experimentation and good clinical practice (GCP)
in India.l*4

ResuLts

Between May 2021 and February 2022, 72 patients of
Knee and Hip OA (OA knee n =39; OA hip n =22; both n
= 11) were screened for 2 months as per the pre-specified
inclusion and exclusion criteria. Out of these 72 screened
cases (OA knee: n =39; OA hip: n =22; both: n = 11), six
were excluded due to various reasons as reflected in the
study flow diagram [Figure 1]. A total of 66 patients met
the eligibility criteria and were enrolled into either placebo
or IHM group over a period of one month and followed-up
for a period of 3 months. During treatment, six patients
dropped out and 60 completed the trial (OA knee n = 36;
OA hip n = 18; both n = 6) [Figure 1]. Finally, 60 patients,
30 in the IHM group and 30 in the Placebo group, were
considered for outcome analysis. Baseline demographics
as illustrated in [Table 1] were similar for both the groups
(P> 0.05, 2-tailed).
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Screening as per eligibility criteria (n=72)

Excluded (n=6; 8.33%)
Reasons:

a) complicated with other
systemic illness (n=3);

b) Taking Homoeopathic
medicine (n=3)

v

Enrolment Meeting eligibility criteria, enrolled and randomized (n=66,
91.67%)
VL A\ 4
Intervention Received IHM (n=33) Received placebo (n=33)
Lost to follow up Lost to follow up
(n=3;9.09%); (n=3;9.09%);
Discontinued — — Discontinued
treatment without treatment without
giving reasons giving reasons
v v

Follow up Follow up (n=30; 90.91%) Follow-up (n=30; 90.91%)
l v
Analysis Per protocol analysis Per protocol analysis

(n=30; 90.91%)

(n=30; 90.91%)

Figure 1: Study flow diagram

Baseline data

The distribution of sociodemographic features including age,
sex, body mass index (BMI), socioeconomic status, physical
activity, family history and joints involved was similar between
the IHM and placebo groups. No significant differences (P >
0.05, 2-tailed) existed between the two groups, as determined
by unpaired #-tests and Chi-squared tests for continuous and
categorical variables, respectively; thus, ensuring comparability
of the two groups (P > 0.05, 2-tailed). The distribution of
outcome measures at baseline was also comparable (P >
0.05, 2-tailed) except in score-A-2 (¢ = 2.714, P = 0.009,
2-tailed) and Score-B (1=2.446, P=0.017, 2-tailed) [Table 1].

For intra-group comparison, paired-t tests were used, while
unpaired-t tests were used for inter-group comparison.
Improvements in primary and secondary outcomes were higher
in the IHM group, as compared to the placebo group.

Primary outcomes

Visual analogue scale for pain (score A-1°)

Intragroup differences were analysed by paired-t-test at baseline
and after 3 months and a statistically significant improvement
was seen in the IHM group. The mean changed from 7.80 +0.85
t02.57+2.32(¢=11.27, P<0.001, 2-tailed) in the IHM group

and from 8.07 = 0.91 to 8.40 + 0.72 in the placebo group (¢ =
—2.07, P=0.05, 2 tailed, statistically not significant) [Tables 2
and 3]. Unpaired t-test was used to analyse the group differences
after 3 months of treatment. In contrast to the placebo group,
the IHM group showed a marked reduction in scores. The
group differences were statistically significant (mean difference:
—5.83,95% CI: to —6.71—4.94, t=—13.17, df = 58 P <0.001,
2 tailed) after 3 months of treatment [Table 4].

Visual analogue scale for stiffness (score A-2’)
Intragroup reductions of scores in both IHM (P < 0.001,
2-tailed) and placebo (P = 0.013, 2-tailed) groups were
statistically significant. The mean reduction was from
7.93 £ 0.74 to 2.33 + 2.35 (¢ = 12.41, df = 29) in the [HM
group and from 7.33 £0.96 to 7.76 + 1.10 (t=—2.64, df =29)
in the placebo group. The group differences in VAS stiffness
scores favoured the IHM group over the placebo group and the
outcome was statistically significant (mean difference: —5.43,
95% CI: —6.38 to—4.48,t=—11.45, df =58 P <0.001, 2 tailed)
after 3 months of treatment [Table 4].

Visual analogue scale for loss of function (score A-3’)
The intra-group reductions of scores in both IHM (P <0.0001,
2-tailed) and placebo (P = 0.004, 2-tailed) groups were
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Table 1: Comparison of demographic characteristics of IHM and placebo groups at baseline (n=60)

Variables IHM group (n=30) Placebo group (n=30) P-value
Sex®
Male 12 (40%) 11 (36.7%) 0.791
Female 18 (60%) 19 (63.3%)
Age (years)*® 46.83+12.4 47.10£9.1 0.93
Body mass index (kg/m?)® 26.77+4.4 27.17+4.68 0.735
Socioeconomic status®
Poor 8 (26.7%) 6 (20%) 0.81
Middle 13 (43.3%) 15 (50%)
Affluent 9 (30%) 9 (30%)
Physical activity®
Sedentary 11 (36.7%) 10 (33.3%) 0.96
Light 7 (23.3%) 8 (26.7%)
Moderate 6 (20%) 7 (23.3%)
Heavy 6 (20%) 5(16.7%)
Family history®
OA/rheumatism 7 (23.3%) 5(16.7%) 0.52
Miscellaneous 23 (76.7%) 25 (83.3%)
Occupation®
House-wife 11 (36.67) 9 (30) 1.000
Teacher 5(16.67) 6 (20%)
Employee 4(13.33) 4(13.33)
Business 3 (10%) 5(16.67)
Worker 3 (10%) 2 (6.67)
Police officer 1(3.33) 0(0)
Auto-driver 2 (6.67) 2 (6.67)
Shop keeper 1(3.33) 2 (6.67)
Joints involved®
Knee 17 (56.7%) 17 (56.7%) 0.92
Hip 7 (23.3%) 8 (26.7%)
Both knee and hip 6 (20.0%) 5(16.7%)
Baseline data
SCORE °‘A-1°® 7.80+0.8 8.07+0.9 0.24
SCORE ‘A-2’® 7.93+0.7 7.33£1.0 0.009*
SCORE ‘A-37® 7.43£1.1 7.07+0.8 0.15
SCORE ‘B’ 254.27+61.9 218.33+51.4 0.017*

SCORE °“A-1": VAS for pain; SCORE ‘A-2’: VAS for stiffness; SCORE ‘A-3": VAS for loss of function; SCORE ‘B’: OAKQOL; IHM: Individualised
homoeopathic medicine. *Continuous data presented at mean+standard deviation and unpaired t-tests applied. ®Categorical data presented as absolute values
and percentage and Chi-square tests applied. *P<0.05 considered as statistically significant

Table 2: Comparison of outcome measures in IHM group at baseline and after 3 months of treatment (n=30)

Outcomes Baseline (mean=SD) After 3 months (mean+=8D)  Mean difference 95% CI t, P-value (2-tailed)
Primary Outcome measures:
SCORE ‘A-1 7.80+0.85 2.57+2.32 523 4.28,6.18 11.28 <0.001*
SCORE ‘A-2’ 7.93£0.74 2334235 5.60 4.67,6.52 12.41 <0.001*
SCORE ‘A-3’ 7.43+1.14 2.07+2.21 5.37 4.38,6.35 11.17 <0.001*
Secondary outcome measures:
SCORE ‘B’ 254.27+61.89 113.73+83.80 140.53 112.63,168.43  10.30 <0.001*

SCORE ‘A-1’: VAS for Pain; SCORE ‘A-2’: VAS for Stiffness; SCORE ‘A-3’: VAS for Loss of Function; SCORE ‘B’: OAKQOL; SD: Standard deviation;
df: Degree of freedom. t,,: t score at 29 degrees of freedom. IHM: Individualised homoeopathic medicine. *P value calculated by paired t-tests; P<0.05
considered statistically significant

statistically significant. The change of mean score in the [HM 3]. The group differences in VAS for loss of function scores
group was from 7.43 + 1.14 to0 2.07+£2.21 (r=11.17, df = 29) were also statistically significant in the IHM group (mean
and in the placebo group from 7.06 + 0.78 to 7.67 + 1.09 difference: —5.60, 95% CI: —6.50 to —4.69, t = —12.43, df =
(t=-3.168, df = 29) after 3 months of treatment [ Tables 2 and 58, P <0.001, 2-tailed) a [Table 4].

.Indian Journal of Research in Homoeopathy | Volume 17 | Issue 3 | July-September 2023 137




Khadim, et al.: Homoeopathic medicines in the management of pain of knee and hip osteoarthritis

Table 3: Comparison of outcome measures of PLACEBO group at baseline and after treatment (n=30)

Outcomes Before treatment (mean+SD)  After treatment (mean+SD)  Mean difference 95% CI t, P-value
Primary Outcome measures:
SCORE “A-1’ 8.07+0.91 8.40+£0.72 -0.33 -0.67,-0.003  —2.07 0.05
SCORE “A-2’ 7.33+0.96 7.77£1.10 —0.43 -0.77,-0.09  —2.64 0.013*
SCORE “A-3’ 7.07+0.79 7.67£1.09 -0.60 -0.99,-0.21  —3.17 0.004*
Secondary outcome measures:
SCORE ‘B’ 218.33+51.39 220.60+51.30 -2.27 -3.61,-0.92  -3.45 0.002*

SCORE “A-1": VAS for Pain; SCORE “A-2’: VAS for Stiffness; SCORE ‘A-3’: VAS for Loss of Function; SCORE ‘B’: OAKQOL; SD: Standard deviation;
df: Degree of Freedom. t,.: t score at 29 degrees of freedom. IHM: Individualised homoeopathic medicine. *P value calculated by paired t-tests; P<0.05

considered statistically significant

Table 4: Comparison of outcome measures of IHM and PLACEBO group at the end of 3 months

Outcomes  Groups Baseline Mean+SD After 3 months Mean+SD Mean difference=SE ~ 95% Cl t,  P-value
Primary outcomes
SCORE IHM (n=30) 7.80+0.85 2.57+2.32 -5.83,0.44 -6.71,—-4.94 —13.17 <0.001"
‘A-1 PLACEBO (n=30) 8.07+0.91 8.40+0.72
SCORE IHM (n=30) 7.93+0.74 2.3342.35 —5.43,0.47 —-6.38,—4.48 —11.45 <0.001"
‘A2 PLACEBO (n=30) 7.33+0.96 7.77+1.10
SCORE IHM (n=30) 7.43+1.14 2.07£2.21 -5.60,0.45 -6.50,—4.69 —12.43 <0.001"
‘A-3 PLACEBO (n=30) 7.07+0.79 7.67+1.09
Secondary outcomes
SCORE ‘B’ IHM (n=30) 254.27+61.89 113.73+£83.80 -106.87,17.94 -142.77,-70.96 -5.96  <0.001°

PLACEBO (n=30) 218.33+51.39

220.60+51.30

SCORE “A-1’: VAS for pain; SCORE ‘A-2": VAS for stiffness; SCORE ‘A-3": VAS for loss of function; SCORE ‘B’: OAKQOL; SD: Standard deviation;
df: Degree of freedom; t,.: t score at 58 degrees of freedom. IHM: Individualised homoeopathic medicine. *P value calculated by Unpaired t-tests; £<0.05

considered statistically significant

Secondary outcome

OKHQOL scale (Score ‘B’)

Intra-group reductions of scores in both IHM (P < 0.001,
2-tailed) and placebo (P = 0.004, 2-tailed) groups were
statistically significant. After 3 months of treatment, the mean
changed in the IHM group from 254.27 + 61.89 to 113.73
+ 83.79 (¢t = 10.30, df = 29) and in the placebo group from
218.33 £51.39 t0 220.60 = 51.29 (t=—3.45, df = 29) [Tables
2 and 3]. Group differences in OKHQOL scores are much in
favour of the IHM group over the placebo group and the result
was statistically significant (mean difference: —106.87, 95%
CI: —142.77 t0 =70.96, t = —5.96, df = 58, P <0.001, 2 tailed)
after 3 months of treatment [Table 4].

Frequently prescribed homoeopathic medicines

Nine different medicines were prescribed at the baseline
in the two groups [Table 5]. Rhus toxicodendron (n = 18;
30%), Medorrhinum (n = 14; 23.33%), Bryonia alba (n = 12;
20%) and Syphilinum (n = 6; 10%) were the most frequently
prescribed medicines as shown in Figure 2. The common
indications for prescribing these medicines are shown in
Table 6. Most prescriptions were based on the specific
pathological symptoms.

Homoeopathic intervention was found to be safe throughout
the study period, as neither any death nor any serious adverse
events were reported across the two groups. Two cases in the

Table 5: List of the most frequently prescribed medicines
at baseline between groups (N=60)

Name of the IHMs group Placebo group
medicine (n=30); N (%) (n=30); N (%)
Rhus toxicodendron 9(30) 9 (30)
Medorrhinum 7 (23.33) 7(23.33)
Bryonia alba 7(23.33) 5(16.67)
Syphilinum 3 (10) 3(10)
Ruta graveolens 1(3.33) 1(3.33)
Gnaphalium 1(3.33) 1(3.33)
Causticum 1(3.33) 1(3.33)
Arnica montana 1(3.33) 1(3.33)
Sulphur 0(0) 2 (6.67)

IHM: Individualised homoeopathic medicine

experimental group and one in the control group experienced
mild illness; the cases in the medicinal group were treated with
Rhus toxicodendron 30 cH and Arsenicum album 30 cH for
common colds, while the case in the control group was treated
with Belladonna 30 cH for tonsillitis.

Discussion

This double-blinded, randomised, placebo-controlled and
clinical study highlights the role of homoeopathic medicines
in the treatment of knee and hip OA. On thorough search, it
was realised that there is a paucity of conclusive evidence-
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Ruta

Sulphur
Syphyllinum
Medorrhinum
Gnaphalium
Causticum
Arnica

MEDICINES

Bryonia
Rhus Tox

30%

10 15 20
NO. OF CASES

Figure 2: Frequently prescribed homoeopathic medicines at baseline in both groups

Table 6: Indication of frequently prescribed homoeopathic
medicines

S.No. Frequently Common indications
indicated medicine

1. Rhus toxicodendron

« Pain in the joint with stiffness<in the
morning, cold>continued motion

* Restlessness and has to change their
position frequently

2. Syphilinum « Pain in the joint<at night, >change of
position, during daytime

* Pain increases and decreases gradually

« Falling of hair and excessive salivation

3. Medorrhinum « Pain, swelling with stiffness of the
joint<by motion, stretching, > in damp
weather

* Burning in hands and feet with fidgety
of legs or feet

4. Bryonia alba * Pain in the joint<from motion, > rest

* Dryness of tongue with profuse thirst of
cold water

« Constipation; stool- dry, hard

THM: Individualised homoeopathic medicine

based studies on the use of IHM in OA in databases, such as
PubMed, Google Scholar, Scopus, ScienceDirect and Web
of Science. As a result, we planned to carry out this study.
For assessing the response of the patients, two separate
scoring systems were utilised. These were VAS (Score A)
for pain, stiffness and limitation of physical function and the
OKHQOL (Score B) scale. Statistically significant changes
in various scores in the IHM group speak of the relevance of
homoeopathy in the treatment of OA.

There are a limited number of studies that provide similar
evidence. A study in the management of knee OA with
homoeopathy in 100 patients was in favour of its role. Bryonia
alba, Rhus toxicodendron, Calcarea flourica and Causticum
were the most indicated medicines.?!

In another study, to evaluate the efficacy of Rhus toxicodendron
in knee OA, positive results were obtained.**! A single-blind,
randomised and clinical study to assess the efficacy of

homoeopathic medicines on OA showed statistically significant
results in the IHM group. The frequently indicated medicines
were Bryonia alba, Medorrhinum, Pulsatilla pratensis, Rhus
toxicodendron, Arnica Montana, Causticum and Sulphur.*"

Our study outcomes somewhat coincide with the findings of
a previous study.!'” Where statistically significant reduction
of pain, stiffness and loss of function VAS scores and OA
Research Society International Scores were found in both
Homoeopathy and Placebo groups. However, in their study,
the group differences were not significant (P > 0.05) whereas
in our present study, both inter and intragroup analyses have
shown statistically significant improvement for both the scores
(P <0.05).

Being a double-blind, placebo-controlled, randomised and
clinical trial, the outcome of this study will provide reliable
evidence on the efficacy of IHM in the management of pain
of knee and hip OA. One of the drawbacks of this study was
that the sample size was relatively small. Moreover, since the
outcome measures in this study were only subjective, it is
more amenable to be influenced by the biases of the patients
lastly; the OKHQOL questionnaire was a lengthy one to be
entertained by the patients.

To validate the findings, more randomised and controlled
trials with larger samples should be conducted in the future,
particularly focusing on the effect on the objective parameters,
such as biochemical markers, ultrasonographic and MRI, as
well as the subjective symptoms.

Further, apart from the centesimal potencies, degenerative
diseases like OA can also be thought of being treated with
LM potency® to alleviate the acute pain and to ensure a
longstanding beneficial effect in a progressing pathology
like OA. Since OA is progressive in nature, it should be
addressed at the earliest to preserve unimpaired mobility
of the affected part/joint. This intervention provided by
homoeopathic constitutional aid could facilitate a complete
relief of the symptomatology associated with OA, without
any major adverse events. Further clinical trials are required
to substantiate the findings of this work.
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CoNCLUSION

In this randomised and placebo-controlled study, [IHMs have
shown beneficial effects in managing the pain of Knee and Hip
OA and also in improving the quality of life.
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Médecine homéopathique individualisée contre placebo dans la gestion de la douleur liée a ’arthrose du genou et de la
hanche: un essai controlé randomisé en double aveugle

Contexte: L’arthrose est une maladie dégénérative évolutive affectant les grosses articulations porteuses. La gravité des symptomes
varie selon les individus, tandis que la douleur et la raideur sont les plaintes les plus génantes. Les médicaments homéopathiques
ont le potentiel de gérer les épisodes douloureux.

Objectif : Evaluer I’effet de la médecine homéopathique individualisée dans la prise en charge de la douleur liée a I’arthrose
du genou et de la hanche.

Méthodes: Un essai prospectif, en double aveugle, randomisé (1:1), contr6lé par placebo, a été mené sur 60 personnes souffrant
d’arthrose a R.B.T.S. Gouvernement. Collége et hopital de médecine homéopathique, Muzaffarpur. L’EVA pour la douleur
(Score-A-1), la raideur (Score-A-2) et la perte de fonction (Score-A-3) étaient les principaux critéres de jugement et 1’échelle
OKHQOL (Score-B) était le critére de jugement secondaire. Les résultats ont été mesurés au départ et aprés 3 mois. Une
analyse comparative a été effectuée pour détecter les différences entre les groupes. L’analyse intra et inter-groupes a été réalisée
respectivement par des tests t appariés et non appariés.

Résultats: Des résultats statistiquement significatifs ont été observés dans les critéres de jugement intra et intergroupes (p <0,05, a
95 % IC). Les différences de groupe dans le score-A-1 (différence moyenne : -5,83, 1C 4 95 % -6,71 a-4,94, p<0,001), le score-A-2
(différence moyenne : -5,43, IC a 95 % -6,38 a -4,48). , p<0,001), Score-A-3 (différence moyenne : -5,60, IC a 95 % -6,50 a
-4,69, p<0,001) et dans le score B (différence moyenne : -106,87, IC a 95 % -142,77 a - 70,96, p<0,001) étaient statistiquement
significatifs apreés 3 mois. Cependant, I’amélioration était bien meilleure dans le groupe IHM que dans le groupe placebo. Les
médicaments fréquemment indiqués étaient Rhus toxicodendron, Medorrhinum, Bryonia et Syphilinum.

Conclusion: Cette étude montre que les médicaments homéopathiques individualisés peuvent améliorer la douleur dans I’arthrose
du genou et de la hanche, ainsi que la qualité de vie.

Individualisierte homéopathische Medizin versus Placebo bei der Schmerzbehandlung von Knie- und Hiiftarthrose: Eine
doppelblinde, randomisierte, kontrollierte Studie

Hintergrund: Arthrose ist eine fortschreitende, degenerative Erkrankung, die grof3e, das Gewicht tragende Gelenke betriftt.
Die Schwere der Symptome variiert von Person zu Person, wobei Schmerzen und Steitheit die l4stigsten Beschwerden sind.
Homoopathische Arzneimittel haben das Potenzial, Schmerzepisoden zu lindern. Zielsetzung: Bewertung der Wirkung
von individualisierten homdopathischen Arzneimitteln bei der Behandlung von Schmerzen bei Knie- und Hiiftarthrose,
Methoden: Eine prospektive, doppelblinde, randomisierte (1:1), placebokontrollierte Studie wurde an 60 Personen mit
Osteoarthritis am R.B.T.S. Govt. Homoeopathic Medical College and Hospital, Muzaffarpur, durchgefiihrt. VAS fiir Schmerzen
(Score-A-1), Steifheit (Score-A-2) und Funktionsverlust (Score-A-3) waren die priméren und die OKHQOL-Skala (Score-B)
die sekundédren Endpunkte. Die Ergebnisse wurden bei Studienbeginn und nach 3 Monaten gemessen. Um Gruppenunterschiede
festzustellen, wurde eine vergleichende Analyse durchgefiihrt. Die Intra- und Intergruppenanalyse erfolgte mittels gepaarter
bzw. ungepaarter t-Tests. Ergebnisse: Sowohl bei den Intra- als auch bei den Intergruppen-Ergebnissen wurden statistisch
signifikante Ergebnisse festgestellt (p<0,05, bei 95% CI). Die Gruppenunterschiede in Score-A-1 (Mittlere Differenz: -5,83,
95% CI-6,71 bis -4,94, p<0,001), Score-A-2 (Mittlere Differenz: -5,43, 95% CI -6,38 bis -4,48, p<0,001), Score-A-3 (Mittlere
Differenz: -5. 60, 95% CI -6,50 bis -4,69, p<0,001) und in Score-B (Mittlere Differenz: -106,87, 95% CI -142,77 bis -70,96,
p<0,001) waren nach 3 Monaten statistisch signifikant. Allerdings war die Verbesserung in der IHM-Gruppe wesentlich besser
als in der Placebo-Gruppe. Die am hiufigsten angegebenen Arzneimittel waren Rhus toxicodendron, Medorrhinum, Bryonia
und Syphilinum. Schlussfolgerung: Diese Studie zeigt, dass individualisierte homdopathische Arzneimittel die Schmerzen bei
Knie- und Hiiftarthrose sowie die Lebensqualitit verbessern konnen.
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Medicina homeopatica individualizada frente a placebo en el tratamiento del dolor de la artrosis de rodilla y cadera: Un
ensayo doble ciego, aleatorizado y controlado

Antecedentes: La artrosis es una enfermedad degenerativa y progresiva que afecta a las grandes articulaciones que soportan
peso. La gravedad de los sintomas varia de una persona a otra, pero el dolor y la rigidez son las molestias mas frecuentes. Los
medicamentos homeopaticos pueden tratar los episodios de dolor. Objetivo: Para evaluar el efecto de la medicina homeopatica
individualizada en el tratamiento del dolor de la osteoartritis de rodilla y cadera, Métodos: Se realiz6 un ensayo prospectivo,
doble ciego, aleatorizado (1:1) y controlado con placebo en 60 personas que padecian osteoartritis en el R.B.T.S. Gobierno de la
Facultad de Medicina y Hospital Homeopatico de Muzaffarpur. Los resultados primarios fueron la EAV para el dolor (puntuacion
A-1), la rigidez (puntuacién A-2) y la pérdida de funcion (puntuacion A-3), y el resultado secundario fue la escala OKHQOL
(puntuacion B). Los resultados se midieron al inicio del estudio y al cabo de 3 meses. Se realizé un analisis comparativo para
detectar diferencias entre grupos. Los andlisis intragrupo e intergrupo se realizaron mediante pruebas t emparejadas y no
emparejadas, respectivamente. Resultados: Se observaron resultados estadisticamente significativos tanto en los resultados
intragrupo como en los intergrupos (p<0,05, con un IC del 95%). Las diferencias entre grupos en la Puntuacion-A-1 (Diferencia
media: -5,83; IC del 95%: -6,71 a -4,94; p<0,001), la Puntuacién-A-2 (Diferencia media: -5,43; IC del 95%: -6,38 a -4,48;
p<0,001), la Puntuacién-A-3 (Diferencia media: -5. 60, IC del 95%: -6,50 a -4,69, p<0,001) y en la puntuacion B (diferencia
media: -106,87, IC del 95%: -142,77 a-70,96, p<0,001) fueron estadisticamente significativas después de 3 meses. Sin embargo,
la mejoria fue mucho mejor en el grupo IHM que en el grupo placebo. Los medicamentos frecuentemente indicados fueron Rhus
toxicodendron, Medorrhinum, Bryonia y Syphilinum. Conclusién: Este estudio demuestra que los medicamentos homeopaticos
individualizados pueden mejorar el dolor en la artrosis de rodilla y cadera, asi como la calidad de vida.
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