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A randomised, double-blind, placebo-controlled and parallel-
arm trial to assess the effect of homoeopathic medicines on
chronic rhinosinusitis
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Background: Chronic rhinosinusitis (CRS) is a significant health problem impacting health related quality of life. Objectives: This study
assesses the efficacy of individualised homoeopathy (IH) in LM potency in CRS. Methods: A randomised, double-blind and placebo-controlled
trial on patients with CRS was undertaken at four institutes, from July 2012 to December 2013. Eligible participants were randomised to
IH in LM-potencies (n = 60) or a similar placebo (n = 60). Primary outcome was change in the total symptoms score (TSS) (area under the
curve [AUC]) and in sinus nasal outcome test 22 over 3 months. Intention-to-treat approach was used for analyses. Results: TSS AUC over
3 months was less in the homoeopathy group compared to the placebo group but was statistically insignificant (IH: 1303.1 £ 612.2; P=1380.1
+ 811.8; 95% CI: —336.9, 182.9; P = 0.56). The absolute difference in TSS from baseline had a statistically significant difference at day 60
(mean difference = 4; 95% CI: 0.3-7.7, P = 0.03) and day 75 (mean difference =3.8; 95%: 0.1-7.5, P = 0.04) favouring homoeopathy. The
global assessment by the investigator and patient showed satisfactory improvement at day 60 mean difference = 0.6, 95% CI: 0.27-0.86, P
=0.0001 and day 75 mean difference = 0.5, 95% CI: 0.27-0.84, P = 0.0001, respectively. A positive trend was observed in rhinoscopy score
in homoeopathy group (mean difference: 0.9, 95% CI: —0.00—1.8, p=0.05). There was no difference in computed tomography scan scores
of paranasal sinuses between the groups. Conclusion: This study provides a positive trend to support the effect of individually selected
homoeopathic remedies in patients with CRS and warrants further evaluation.
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is, one in eight Indians suffer from chronic sinusitis in India,
having great personal and economic impact.™

INTRODUCTION

Chronic rhinosinusitis (CRS) is the most common upper

respiratory tract infections. It is the chronic or acute, unilateral,
or bilateral inflammation of the mucous membrane of the nose
and one or more paranasal sinuses. When the symptoms and
signs persist for 12 or more weeks with no complete resolution,
it is said to be chronic.! The cause of CRS is multifactorial;
anatomic, genetic and environmental, leading to a vicious cycle
ofinfection, swelling and blockage./”' It is characterised by two
or more symptoms like anterior or posterior nasal discharge,
nasal blockage or congestion, reduction or loss of smell, facial
pain or pressure plus either endoscopic signs of polyps or
discharge or edematous mucosa in middle meatus suffered for
12 weeks or more.! An estimated 134 million Indians, that
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It is the leading cause of poor health interfering with
patients’ quality of life and in turn loss of productive time.™
A wide range of medical/surgical modalities is available for
its management. Medical therapy includes antibiotics,
corticosteroids, decongestants, antihistamines, mast-cell
stabilisers, anti-leukotrienes, nasal douching, immunotherapy
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and reduction of environmental factors are used frequently.”
It is considered to be the fifth most common disease for an
antibiotic prescription.’”! Overuse and inappropriate selection
of antibiotic drugs are associated with increased drug resistance
for respiratory pathogens leading to chronic disease and
increased treatment costs.>¢! Further, the use of systemic
steroids for long- and/or short-term CRS is debatable and
benefits over risks are case to a case basis.[”

Nasal saline irrigation (both as a sole modality and as an
adjunct to medical treatment) is found to be beneficial,®
while surgical treatment is reserved for refractory cases only."!
Although ample treatment alternatives exist, the complete
treatment of CRS remains an unmet need and no treatment
regimen is found to be complete treatment.!'”

Homoeopathy has been playing a key role in managing
respiratory disorders.['! Tt has been observed that patients
seeking homoeopathic treatment had a better overall outcome
than those on conventional treatment. Available evidence
shows the effects for both individualised and complex
homoeopathic treatment for sinusitis. Much research has
been done with complex homoeopathy showing clinical
effectiveness for sinofrontal with reduced cost.'>!*! Studies
with individualised homoeopathic treatment on sinusitis have
also shown improvement in symptoms as well as the quality
of life.l"*151 Witt et al.l'" studied 134 patients of chronic
sinusitis on homoeopathic treatment and found significant
improvement. Nayak et al.["! reported a cohort study on
550 patients with improvement in symptoms of sinusitis by
3 months, along with radiological improvement over a period
of 6 months of follow-up.

The above studies with individualised homoeopathic treatment
add to hypothesis-generating studies. Therefore, a randomised,
double-blind and placebo-controlled trial was undertaken
to evaluate the efficacy of individualised homoeopathic
medicines in managing CRS.

MarteriALs AND METHODS
Study design and setting

A randomised, double-blind and placebo-controlled parallel
arm trial was conducted between July 2012 to December
2013 at four centers Central Research Institute (H), Noida
(Now Dr. D. P. Rastogi Central Research Institute, Noida),
Regional Research Institute (H), Guwahati, Regional Research
Institute (H), Jaipur (Now Central Research Institute) and
Regional Research Institute (H), Shimla. All procedures were
in accordance with the guidelines of Good Clinical Practice,
India.l'®! and Helsinki Declaration of 1975, as revised in
(2013).'"I The trial is registered at Clinical Trial Registry, India
on 3 January, 2012 (CTRI/2012/01/002320). The protocol was
approved by the Institutional Ethics committee of the council
and is published.['

Patients were enrolled in the study after fulfilling the
study criteria and obtaining written informed consent. The

investigators responsible for prescription were institutionally
qualified homoeopathic physicians with an experience over
20 years. They were trained and sensitised about outcome
tools used for assessment and other protocol aspects. The
pharmacists were trained in the blinding, and concealment
procedure. Modern medicine ear, nose and throat (ENT)
consultants were engaged at each center for proper diagnosis
and assessment during follow-ups.

Participants
Patients suffering from CRS were enrolled as per the preset
inclusion and exclusion criteria.

Patients suffering from CRS (with or without nasal polyps) as
defined in European Position paper on rhinosinusitis and polyps
2007, aged 18-60 years, of both genders, with presence of
two or more symptoms one of which was nasal blockage/
obstruction/congestion or nasal discharge (anterior/posterior
nasal drip), with or without facial, pain/pressure, with or
without reduction or loss of smell for >12 weeks and written
informed consent were included in the study.

Patients with a serious underlying medical condition (e.g.,
severe renal or hepatic disease), history of malignancy, patients
who had taken any medication before entry into the study (were
enrolled after washout period of 15 days), patients who had
taken topical steroids within 4 weeks before the study therapy
(were enrolled after washout period of 1 month), atrophic
rhinitis, complications of CRS, significant psychological
problems and pregnant lactating women were excluded form
the study.

Intervention sample size

The allocation of intervention, a priori was designed to allocate
in the ratio of 2:1 (Homoeopathy: Placebo). The effect size
in the previous study was found to be 0.8. Therefore, in this
present study, using an effect size of 0.8, with power 95%,
o = 0.05, intervention: placebo = 2:1, the sample size was
calculated to be 63:31. Therefore, 94 subjects were required. As
the trial was multi-centric (four centres), for equal distribution,
considering 10% drop out rate, the total sample size was
rounded to 120 patients. However, for statistical rigor, the
allocation was made in the ratio of 1:1.

Randomisation and allocation

The investigators and participants were blinded to the
intervention allocation. The pharmacist dispensed medicines
according to arandomised assignment sequence to homoeopathy
or placebo group, generated by http://www.randomizer.org/
in the ratio of 1:1. Only the principal investigator and the
coordinating team had access to the randomisation codes,
and none of these were involved in the patient’s assessment.

Individualised Homoeopathic intervention (IH)

After enrollment, the patient’s symptoms were analysed,
repertorised and a group of medicines was short-listed. The
final selection of medicine was made in consultation with
materia medica. Patients were then randomised to either the
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homoeopathic group or the placebo group. Before prescription
patients were kept for a run-in period of 14 days to ensure the
presence of symptoms suffered and to remove the effect of
treatment taken if any.

IH in LM-potencies (0/1-0/14) was started with 0/1 potency
(in both acute and chronic cases) followed by successive
higher potencies for 3 months.['”) The medicine was
prepared with one globule (poppy-seed size) of the medicine
dissolved in 120 mL of distilled water; containing 2.4 ml
(2% v/v) dispensing alcohol followed by ten uniformly
forceful downward strokes against the bottom of the phial.
Patients were instructed to mix 3 teaspoonful (15 mL) of
the solution with 8 teaspoonful (40 mL) of water in a glass
stirred thoroughly and to take one teaspoonful (5 mL) of this
medicinal solution as one dose, rest to discard. The next dose
of the same potency or the next potency was prepared fresh
every time by the same procedure.

At each follow-up, change in symptoms after administration
of medicine or placebo was monitored based on homoeopathic
principles. In chronic cases, the medicine was repeated every
day or every alternate day in a single dose while in acute
episodes, 2—6 hourly or even oftener depending on the intensity
of symptoms.

Placebo

Patients in the placebo (PL.) group received placebo in a similar
manner as of the homoeopathic group. However, it constituted
of an un-medicated poppy-size sugar globule impregnated

with dispensing alcohol, and any change triggered after
administration was followed by placebo only.

Other remedy

If the patient had a worsening episode or increased discomfort
of the existing symptoms, saline nasal spray was advised to
both groups as a temporary relief remedy. The use of saline
spray was based on the judicious decision by the investigator/
ENT consultant.

Outcomes

The primary outcome measures were area under the curve
(AUC) in the total symptoms score (TSS) over 3 months from
baseline and changes in sinus nasal outcome test 22 (SNOT-
22)2% in 3 months. SNOT-22 is a revised version of SNOT-
2021 with two additional items addressing nasal obstruction
and smell/taste problems. Both the TSS and SNOT-22 were
assessed every 15 days for a period of 3 months. The secondary
outcome measures were as follows: change in SNOT-22 at
6" month, change in nasal rhinoscopy (at 3 and 6 months)
and change in sinuses through computed tomography (CT)
scan (over 3 months) using Lund-Mackay!**! score (LMS)
which gives a maximum score of 24 or 12/side covering all
the sinuses, change in absolute eosinophil count (AEC) (over
3 months), number of acute exacerbation-chronic rhinos-
sinusitis (AE-CRS) during the observation period supported by
rhinoscopy findings, number of AE-CRS in between the groups
and changes in global assessment by the patient (PtGBA) and
physician (PhGBA) (at 3 and 6 months).

Assessed for eligibility (n=322)

Excluded (n=202)
* Declined to participate (n=62)
* Not meeting inclusion criteria (n=140)

A4

A4

Atrophic rhinitis (n=1)

Pregnancy (n=4)

Systemic diseases (n=10)
Complications of chronic rhinosinusitis
(n=7)

Randomized (n=120)

CT Scan report negative (n=118)

b

v

v

Allocated to homoeopathy (n=60)

Allocated to placebo (n=60)

;

v

Lost to follow-up for symptoms assessment (n=9)
After baseline (n=3)
After 30 days follow-up (n=1)
After 60 days follow-up (n=1)
After 90 days follow up (n=1)
After 120 days follow-up (n=2)
After 150 days follow-up (n=1)
CT scan cannot be repeated (n=17)

Lost to follow-up for symptoms assessment (n=8)

After baseline information (n=2)
After 45 days follow-up (n=1)

After 75 days follow-up (n=1)

Up to 90 days follow-up (n=1)

Up to 150 days follow-up (n=3)

CT scan cannot be repeated (n=15)

v

Analysed ITT (n=60)

Figure 1: Flow chart

v

Analysed ITT (n=60)
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Table 1: Baseline demographic and clinical characteristics

Variables Homoeopathy (n=60) n (%) Placebo (n=60) n (%) Pvalue
Gender
Male 27 (45.0) 37 (61.7) 0.07
Female 33 (55.0) 23 (38.3)
Age 34.149.7 35.5£9.7 0.43
Illness (years) 8.9+6.9 6.7+6.2 0.08
TSS 27.849.2 26.4+10.7 0.42
SNOT-22 53.9+£21.4 53.8421.9 0.99
CT-scan (Lund and Macay grading) 6.9+£5.4 7.5£5.9 0.65
Type of sinus affected*
Pansinusitis 29 29 0.70
Maxillary 16 20
Ethmoid 3 1
Frontal 1 0
Sphenoidal 0 1
Maxillary+ethmoid 7 5
Maxillary-+frontal 0 1
Maxillary+sphenoidal 0 1
Ethmoid+frontal 2 2
Sphenoidal+frontal 2 0
AEC-Biomarkers 300,205 337.5,172 0.95
Rhinoscopy 5.4£1.9 5.3£1.9 0.89
GAI 3.6+0.6 3.5+0.5 0.32
GAP 3.74+0.6 3.6+0.6 0.27
Nasal signs and symptoms present”
Nasal mucosa colour
Nasal Mucosa (erythematous) 44 (74.6) 45 (80.4) 0.53
Nasal mucosa Swelling/oedema
Either nostril 52 (96.4) 52 (98.2) 0.83
Left nostril 52 (94.5) 49 (96.1)
Nasal secretion consistency
Thin 16 (27.1) 16 (28.6) 0.23
Thick 40 (67.8) 40 (71.4)
Crusty 3(5.1) 0(0.0)
Nasal secretion
Moderate 32 (54.2) 28 (50.0) 0.82
Profuse 10 (16.9) 12 (21.4)
Discolored 46 (78.0) 44 (80.0) -
blood streaked 8 (13.6) 8 (14.3) -
Nasal obstruction 46 (76.6%) 48 (80%) 0.65
Face tenderness 54 (91.5) 52(92.9) 0.56
Post nasal dripping 55(93.2) 51(91.1) 0.56
Dental abnormalities 15(25.4) 15 (26.8) -
Halitosis 30 (50.8) 26 (46.4) -

*n, *mean+SD (standard deviation); median, inter quartile range. TSS: Total symptom score, SNOT-22: Sino-nasal outcome test, CT: Computed tomography,
GALI Global assessment by investigator, GAP: Global assessment by patient, AEC: Absolute eosinophilic count

Statistical methods

Efficacy data were analysed using the intention-to-treat
principle. After confirming the normal distribution of the
outcome, variable parametric tests were applied. Continuous
variables are presented as mean = SD, n (%) and median
(interquartile range [IQR]) for baseline characteristics, mean
+ SE, n (%) or median (IQR) for outcome variables. Missing
values were handled with the last observation carry forward
method. For the primary outcome measure (TSS), the area

under the curve was calculated following the trapezoid rule
at 3 months.?* Analysis was performed using the Statistical
Package for the Social Sciences, version 20.0 (IBM Corp., IBM
SPSS Statistics for Windows, Armonk, New York, USA). P <
0.05 was considered significant.

ResuLts

A total of 322 patients were screened for assessing eligibility
as per the inclusion and exclusion criteria, 202 patients were
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excluded and 120 were enrolled. Intention to treat approach
was followed using the last observation carried forward to
handle the missing values. There was an attrition rate of 15%
and 13% in the IH and Pl group, respectively. The flow of
patients is given in Figure 1. The study covered 53.3% of
males and 46.6% of females. The duration of illness was 8.9
+ 6.9 years, and 6.7 + 6.2 years in homoeopathic group and
placebo group, respectively. Table 1 shows the characteristics
and clinical findings at the baseline. The groups were
comparable at baseline.

Primary outcome

The AUC for TSS during 3 months was calculated in
both groups. A total of six measurements fortnightly were
considered. Independent #-test for the AUC TSS — was not
statistically significant between both the groups over 90 days
(IH: 1303.1 + 612.2; PL: 1380.1 + 811.8; 95% CI:=336.9,
182.9; P = 0.56). Independent ¢-test on the absolute
mean difference from baseline at time points on the 60" day
(mean different = 4; 95% CI: 0.3-7.7, P = 0.03) and 75" day
(mean different = 3.9, 95% CI: 0.1-7.5, P = 0.04) [Figure 2]
was statistically significant.

The changes in SNOT-22 show a trend of improvement towards
IH, but it was statistically insignificant at 90 days (IH: mean
+ SE: 30.8 = 2.4; Pl: mean + SE: 27.5 £ 2.9; 95% CI: 4.1,
10.8; P = 0.38) [Figure 3].

Secondary outcomes

Nasal rhinoscopy showed a trend of improvement towards
the TH group at day 90 (at the end of 3™ month) but was not
statistically significant (P = 0.05). Similarly, the changes
at 6 months were also non-significant (P = 0.66). The CT
scan changes in sinuses with LMS showed no differences
between the groups (difference: —0.48, 95% CI, P=0.07). The
percentage of patients in whom there was complete resolution
in sinuses in CT scan at day 90 was higher in the IH group, that
is, 25.6% (n = 11) out of 43 reported and 11.1% (n = 05) out
of'45 reported in the P1 group, but the results were statistically
non-significant (Chi-square = 3.09, P = 0.07).

AEC indicated a non-significant difference between the groups
(P =0.09) at the end of 90 days [Table 2].

IH showed statistically significant improvement compared
to placebo in PtGBA and by the investigator in the 3" month
(P <0.001) and in the 6" month by the patient (P = 0.05) and
by the investigator (P = 0.05), respectively [Table 2].

The AE-CRS at the end of 180 days between IH (mean = SE:0.9
+0.2) and placebo (mean + SE: 0.9 + 0.2) was not significant
(95% CI=-0.58, 0.47, P = 0.85).

The medicines prescribed and indicated at baseline are
shown in Table 3. A total of 20 medicines were prescribed.
In IH group, Silicea (n = 15), Lycopodium clavatum (n = 8),
Calcarea carbonica (n =T) Pulsatilla nigricans (n = 6), Kali
bichromicun (n=5), Phosphorus (n=4), Natrum muriaticum
(n=13), Arsenicum album (n=?2), Ignatia amara (n =2), Kali

p=0.03

p=0..04

p=0.07 Homoeopathy
20.00-{ PRicebo
15.00-

10.004

5.004

Mean difference of TSS score from baseline

0.00-
15

45 60 75
Error Bars: 95% ClI

. 30 .
Time in days

Figure 2: Changes in total symptom score score over 3 months

& group
= Homeopath
40.0 p=033 P=045 [@pacens

p=036 _p=0.25

30.07

20.0

10.0+

Mean change in SNOT 22 from baseline

0.0~

45 60

Time in days

Error Bars: 95% CI

Figure 3: Changes at different time points in sino-nasal outcome test-22

ioddatum (n=2), Sulphur (n =2) and Mercurius solubilis, Nux
vomica, Sepia and Staphysagria to one each were prescribed.
While in the pl. group, the medicines prescribed were: Silicea
(n=14), L. clavatum (n="7), P. nigricans (n="7), Phosphorus
(n=Y5), N. muriaticum (n=5), Nux vom. (n=13), Staph. (n=13),
Kali chromium (n=3), C. carbonica (n =2) and A. album (n
=2), Sulphur (n = 2), Kali carbonicum (n = 2), Kali iodatum,
Graphites, Lachesis, Nitric acid and Thuja to one each. The
pattern of prescription was similar in both groups.

Adverse events

No harmful effects, unintended effects, homocopathic
aggravations or serious adverse events were reported from
either group of patients during the intervention period. Two
adverse events were reported, one each in the IH for fatigue and
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Table 2: Primary and secondary outcomes

Variable IH PI Mean different between the groups 95% CI Pvalue
TSS (AUC) over 90 days 1303.1£79.0 1380.1+104.8 77 -336.9, 182.9 0.56*
TSS-absolute change
0-30 12.6+1.2 11.9+1.2 0.7 2.6 t0 4.9-0.7 0.65
0-45 14.1£1.2 11.241.2 2.9 t0 6.5 0.11
0-60 16.8+1.3 12.8+1.4 4.0 0.3t07.7 0.03*
0-75 16.4+1.2 12.6+1.4 3.8 0.Ito7.5 0.04*
0-90 17.1£1.3 13.5+11.2 3.6 04t075 0.79
SNOT (change 0-90) 30.8+2.4 27.542.9 33 -4.1,10.8 0.38%
SNOT (Change 0-180) 35.9+2.5 33.543.0 24 -5.3,10.2 0.57*
CT-score (change 0-90) 2.1+£0.6 2.6+0.6 -0.5 24,14 0.61%*
CT complete resolution 11 (25.6) 05 (11.1) - - 0.07T
CT partial/no resolution 32(77.4) 40 (88.9) -
Rhinoscopy (change 0-90) 3.240.3 2.340.3 0.9 -0.0, 1.8 0.05%*
Rhinoscopy at (change 0-180) 3.540.3 3.340.3 0.2 -0.7, 1.1 0.66*
AEC (change 0-3) 0.00, 166.5 30, 152.50 - - 0.099
PhGBA (change 0-3) 1.440.1 0.8+0.1 0.6 0.27,0.86 0.0001*
PhGBA (change 0-6) 1.340.2 0.9+0.1 0.4 —0.00, 0.84 0.05%
PtGBA (change 0-3) 1.440.1 0.9+0.1 0.5 0.27,0.91 0.0001*
PtGBA (change 0-6) 1.440.1 0.8+0.2 0.6 0.14,0.98 0.01*
No. of AE-CRS at 6" month 0.9+0.2 0.9+0.2 0.0 —0.58, 0.47 0.85%

*Independent #-test, Mann whitney U-test, TChi square was applied. Bold indicates statistically significant at P<0.05. Values are presented in mean+SE
(standard error); median, inter quartile range, TSS: Total symptom score, SNOT-22: Sino-nasal outcome test, CT: Computed tomography, AEC: Absolute
eosinophilic count, AE-CRS: Acute exacerbation - chronic rhinos-sinusitis, AUC: Area under the curve, PtGBA: Global assessment by the patient,

PhGBA: Global assessment by the physician

Table 3: Medicines prescribed in the study

S.No. Name of medicine Total Homoeopathy Placebo
L. Silicea 29 15 14
2. Lycopodium clavatum 15 8 7
3. Pulsatilla nigricans 13 6 7
4. Calcarea carbonica 9 7 2
S. Phosphorus 9 4 5
6. Kali Bichromicum 8 5 3
7. Natru, muriaticum 8 3 5
8. Arsenicum album 4 2 2
9. Nux vomica 4 1 3
10. Staphysagria 4 1 3
11. Sulphur 4 2 2
12. Kali iodatum 3 2 1
13. Ignatia amara 2 2 0
14. Kali carbonicum 2 0 2
15. Graphites 1 0 1
16. Lachesis 1 0 1
17. Mercurius solubilis 1 1 0
18. Nitricum acidum 1 0 1
19. Sepia 1 1 0
20. Thuja occidentalis 1 0 1

in the P1 group for cephalgia. Both participants took analgesics
for the relief of symptoms.

Discussion

This double-blind, randomised and controlled trial with TH
versus placebo conducted on 120 patients showed significant

improvement in the PtGBA as well as the investigator
(physician). The study also reflected small though non-
significant differences in the TSS, SNOT-22 scores, CT scan
and rhinoscopy. The treatment with IH followed the classical
method of homoeopathic prescription. Hahnemann’s latest Q
potencies® or renewed dynamised potencies as mentioned
in his 6" edition of Organon were used for the treatment. The
pharmacists and investigators were given training on the study
process and conduct before its initiation. The randomisation
chart was accessible to the pharmacist and chief coordinator of
the study who were not involved directly in the interrogation
or prescription to the patient. After acquiring the data in
predesigned excel format from the study sites, the codes
were concealed until statistical analysis was done by the
biostatistician, for inferences.

A recent study by Mishra et al.?% also showed similar results
when using SNOT-20, NRS scale for symptoms and EQ-5D-
SL questionnaire as the outcome measures wherein the results
were insignificant with a sample size of 62, whereas, in our
study, we used the latest version of SNOT-22 which included
two important symptoms nasal obstruction and loss of smell,?”!
TSS based on the European position paper on rhinosinusitis
and nasal polyps 2007.7) Our study also focused on CT scan
with LMS, a validated measure and sensitive to perceive the
changes in CRS radiologically.?*

Although the difference as per the protocol-defined
outcomes has not been achieved in all aspects, post hoc
analysis at different time points has shown a difference in
the TSS score at the 60" and 75" day of treatment showing
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a trend in the treatment differences. There was a significant
difference in the perception by both the patient and
physician in their symptomatic improvement at the 3™ and
6" month, respectively, which supports the positive effect of
homoeopathy. This was also observed in studies by Witt et
al." and Nayak et al.,'> but the latter studies were cohort
studies with one group of patients.

Nayak et al." in their study reported 23% of patients whose
X-ray findings became normal after treatment for 3 months.
Similarly, our study also reports 25.6% in the homoeopathy
group and 11.1% in the control arm.

The 20 medicines prescribed in our study go well with the
suggestions by Witt et al., Nayak et al. and Peters et al.['%1528]
A clinically significant improvement in both treatment groups
as per the predefined protocol has also been reported in other
trials of homoeopathy.*3"

It was observed that improvements took place within the first
3 months of homoeopathic treatment, and they were still seen
afterwards which was found in the study on chronic sinusitis
by Witt et al.l'" However, the consistent improvement was not
observed in this study. This can be due to maintaining cause or
exciting cause that may have hampered the effectiveness of the
intervention. Further, it may be noted that being a short-term
study of 6 months, seasonal variations could not be recorded
or adjusted during analysis.

CoNncLusIoN

IH has shown positive directions but with non significance
statistically in the treatment of CRS. Further trials are
warranted.
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Un essai randomisé, en double aveugle, controlé par placebo et a bras paralléles pour évaluer I’effet des médicaments
homéopathiques sur la rhinosinusite chronique

Contexte: La rhinosinusite chronique (SRC) est un probléme de santé important qui a une incidence sur la qualité de vie liée
a la santé. Objectifs: Cette étude évalue I’efficacité de I’homéopathie individualisée (IH) dans la puissance LM dans le SRC.
Méthodes: Un essai randomisé, en double aveugle et contrdlé par placebo sur des patients atteints de SRC a été entrepris dans
quatre instituts, de juillet 2012 a décembre 2013. Les participants ¢ligibles ont été randomisés pour recevoir I’IH dans les
puissances LM (n = 60) ou un placebo similaire ( n=60). Le résultat principal était les modifications du score total des symptomes
(TSS) (aire sous la courbe) et du test de résultat nasal sinusal 22 (SNOT-22) sur trois mois. L’approche en intention de traiter a
été utilisée pour les analyses. Résultat: I’ASC du TSS sur trois mois était inférieure dans le groupe homéopathie par rapport au
groupe placebo, mais elle était statistiquement non significative (IH: 1 303,1 £ 612,2; P=1 380,1 + 811,8; IC a 95%: -336,9,
182,9 ; p = 0,56). La différence absolue de TSS par rapport au départ avait une différence statistiquement significative au jour
60 (diff. moyenne=4 ; IC a 95 % :0,3a 7,7, p=0,03) et au jour 75 (diff. moyenne= 3,8; 95%: 0,1 a 7,5 , p=0,04) favorisant
I’homéopathie. L’évaluation globale par I’investigateur et le patient a montré une amélioration satisfaisante au jour 60 (moyenne
diff. = 0,6, IC 95 % : 0,27 2 0,86, p = 0,0001) et (moyenne diff. = 0,5, IC 95 % : 0,27 a 0,84, p =0,0001) respectivement. Une
tendance positive a été observée dans le score de rhinoscopie dans le groupe Homéopathie (moyenne diff: 0,9, IC a 95%: -0,00
a 1,8, p=0,05). Il n’y avait pas de différence dans les scores de tomodensitométrie des sinus paranasaux. Conclusion: Cette
étude fournit une tendance positive a I’appui de I’effet des remeédes homéopathiques sélectionnés individuellement chez les
patients atteints de SRC et justifie une évaluation plus approfondie.

Eine randomisierte, doppelblinde, placebokontrollierte, parallel angelegte Studie zur Bewertung der Wirkung
homoopathischer Arzneimittel bei chronischer Rhinosinusitis

Hintergrund: Chronische Rhinosinusitis (CRS) ist ein bedeutendes Gesundheitsproblem, das die gesundheitsbezogene
Lebensqualitdt beeintrdchtigt. Zielsetzungen: In dieser Studie wird die Wirksamkeit der individualisierten Homdopathie (IH)
in LM-Potenz bei CRS untersucht. Methoden: Eine randomisierte, doppelblinde, placebokontrollierte Studie an Patienten mit
CRS wurde von Juli 2012 bis Dezember 2013 an vier Instituten durchgefiihrt. Die in Frage kommenden Teilnehmer wurden
randomisiert und erhielten entweder IH in LM-Potenzen (n=60) oder ein vergleichbares Placebo (n=60). Primédrer Endpunkt
waren Verdnderungen im Total Symptoms Score (TSS) (Flache unter der Kurve) und im Sinus Nasal Outcome Test 22 (SNOT-
22) iiber drei Monate. Fiir die Analysen wurde der Intention-to-treat-Ansatz verwendet. Ergebnis: Die TSS-AUC iiber drei
Monate war in der Homoopathiegruppe geringer als in der Placebogruppe, aber statistisch nicht signifikant (IH: 1303,1+612,2;
P=1380,1+£811,8; 95% CI: -336,9, 182,9; p=0,56). Die absolute Differenz im TSS gegeniiber dem Ausgangswert wies am Tag
60 (mittlere Differenz = 4; 95% CI: 0,3 bis 7,7, p=0,03) und am Tag 75 (mittlere Differenz =3,8;95%: 0,1 bis 7,5, p=0,04) einen
statistisch signifikanten Unterschied zugunsten der Homdopathie auf. Die Gesamtbeurteilung durch den Priifer und den Patienten
zeigte eine zufriedenstellende Verbesserung an Tag 60 (mittlerer Unterschied =0,6, 95% CI: 0,27 bis 0,86, p=0,0001) bzw. (mittlerer
Unterschied = 0,5, 95% CI: 0,27 bis 0,84, p=0,0001). Ein positiver Trend wurde beim Rhinoskopie-Score in der Homdopathie-
Gruppe beobachtet (mittlerer Unterschied: 0,9, 95% CI: -0,00 bis 1,8, p=0,05). Bei den CT-Scans der Nasennebenhohlen gab es
keinen Unterschied. Schlussfolgerung: Diese Studie liefert einen positiven Trend zur Unterstiitzung der Wirkung individuell
ausgewdhlter homoopathischer Mittel bei Patienten mit CRS und rechtfertigt eine weitere Bewertung.
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Un ensayo aleatorizado, doble ciego, controlado con placebo, de brazo paralelo para evaluar el efecto de los medicamentos
homeopaiticos en la rinosinusitis cronica

Fondo: La rinosinusitis cronica (CRS) es un problema de salud significativo que afecta la calidad de vida relacionada con la
salud. Objetivos: Este estudio evalua la eficacia de la homeopatia individualizada (IH) en la potencia de LM en CRS. Métodos:
Se realizo6 un ensayo aleatorizado, doble ciego, controlado con placebo en pacientes con CRS en cuatro institutos, desde julio de
2012 hasta diciembre de 2013. Los participantes elegibles fueron asignados al azar a IH en potencias LM (n=60) o un placebo
similar (n=60). El resultado primario fueron los cambios en la puntuacion total de sintomas (TSS) (area bajo la curva) y en la
prueba de resultado nasal sinusal 22 (SNOT-22) durante tres meses. Para los analisis se utiliz6 el enfoque por intencion de tratar.
Resultado: E1 AUC de TSS durante tres meses fue menor en el grupo de homeopatia en comparacion con el grupo de placebo,
pero fue estadisticamente insignificante (IH: 1303.1+612.2; P= 1380,1+811,8; 95% CI: -336,9, 182,9; p=0,56). La diferencia
absoluta en el TSS desde el inicio tuvo una diferencia estadisticamente significativa en el dia 60 (diferencia media = 4; 95%
CI: 0,3 a 7,7, p=0,03) y dia 75 (diferencia media = 3,8; 95%: 0,1 a 7,5, p=0,04) favoreciendo la homeopatia. La evaluacion
global realizada por el investigador y el paciente mostré una mejoria satisfactoria en el dia 60 (diferencia media = 0,6, 95% CI:
0,27 a 0,86, p=0,0001) y (diferencia media = 0,5, 95% CI: 0,27 a 0,84, p=0,0001) respectivamente. Se observé una tendencia
positiva en la puntuacion de la rinoscopia en el grupo de homeopatia (diferencia media: 0,9, 95% CI: -0,00 a 1,8, p=0,05). No
hubo diferencias en las puntuaciones de CT de los senos paranasales. Conclusion: Este estudio proporciona una tendencia
positiva para apoyar el efecto de los remedios homeopaticos seleccionados individualmente en pacientes con CRS y justifica
una evaluacion adicional.
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