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Methods: The feasibility and outcomes of homeopathic therapy in a group of type-2 di-
abetes mellitus patients with diabetic neuropathy were studied in a prospective observa-
tional study. Patients were followed from baseline (T0) for 6 months (T1) and for 12
months (T2), treatment was adjusted as necessary. Primary outcome was diabetic neu-
ropathy symptom (DNS) score, secondary outcomes were clinical evolution and short-
form-36 (SF-36)-evaluated quality of life (QOL).

Results: Homeopathy was used in 45 patients, 32 of whom completed the observation
study, and in parallel the conventional therapy outcomes were observed in 32 patients, 29
of whom completed the study. DNS improved in both groups during the observation pe-
riod, but the change with respect to baseline was statistically significant only in Homeo-
pathic group at T1 (P=0.016). Over the course of the observation there was a substantial
stability of the electroneurophysiological values, blood pressure and body weight in both
groups, a slight decrease of fasting blood glucose and glycated haemoglobin in Homeo-
pathic group. QOL scores showed an improvement in Homeopathic group only. The cost
of conventional drugs decreased in Homeopathic group from 114 €/month to 94
€/month at T1.

Conclusion: Complementary homeopathic therapy of diabetic neuropathy was feasible
and promising effects in symptom scores and cost savings were observed. Homeopathy
(2009) 98, 17-25.
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Introduction

Public demand for complementary therapies including
particular for homeopathy is increasing, because patients
are not completely satisfied with conventional treatments
for many conditions. It is therefore necessary to initiate
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constructive and documented comparison between the
different therapics and their possible integration, particu-
larly in situations where conventional medicine is lim-
ited. Recent multi-practitioner pilot studies have
indicated that systematic recording of clinical data in ho-
meopathy is both feasible and capable of informing fu-
ture research,'®

In this study. diabetic neuropathy in a group of type-2 di-
abetes mellitus patients was considered. Patients affected
with this disease often have polyneuropathies causing
pain, functional limitations and worsening of the quality
of life (QOL). Diabetes is often (>50% of cases) compli-
cated by peripheral neuropathy: a painful, often debilitating
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condition, which may be associated with ulcers of the lower
limbs and in even death due to autonomic neuropathy.

Unfortunately. in terms of therapy little can be done for
the ncuropathy. So, while future hopes lie in the advance-
ment of rescarch into potential pharmacological agents,
for the present particular emphasis is placed on prevention,
especially the early and careful control of glycaemia. It is
common experience that most type-2 diabetic patients, be-
sides dictary interventions, receive more than onc drug, in-
cluding oral antidiabetic drugs and insulin; however. good
control of glycaemia may be achieved in only about 25%
of patients. To obtain better results, the treatment should in-
clude multidisciplinary efforts. A simple biochemical-lubo-
ratory approach is not sufficient, other mental, emotional
and spiritual dimensions also need 1o be treated.”"

Given this. an attempt at treatment based on associating ho-
meopathy with traditional therapy appears justified. On the
basis of our previous experience in other chronic and neuro-
logical pathologies.”'"" the hy;‘mthcsis that justifies the
homeopathic approach is that it might bring further improve-
ment in the local symptoms of the disease and in the QOL.
compared to conventional therapy alone. A first exploratory.
observational, study was thus undertaken. taking advantage
of the existence of a long-standing collaboration between ho-
meopaths and conventional doctors in the Quarenghi Clinic
(Bergamo, I). which has a formal agreement with Lombardia
Region of the ltalian National Health Service. for care and re-
habilitation services. Participation in this observational study
was proposed to the patients who came to this medical centre.
For ethical reasons and duc to the observational nature of the
design, the choice whether to take advantage of the homeo-
pathic treatment (free of charge) was left to the patient after
he/she had been given adequate information. The study com-
prised two nonrandomised groups, treated for 1 year either
with homeopathic therapy (and conventional therapy when
necessary). or with conventional therapy alone.

In addition to the specific symptoms and signs of the pa-
thology. the objectives of the study included evaluation of
the changes in QOL, assessed by the short-form-36 (SF-
36) questionnaire. which is well validated'' " and has
been used for studies in non-conventional or complemen-
tary medicine."'*'® Thus documentation of the clinical
and psychological evolution and the peculiarity of the
homeopathy. which is never directed solely to the removal
of a symptom but to the overall treatment of the person.
were respected.

Study design

This was a nonrandomised. prospective, observational
study, with a follow-up of 12 months, of the clinical evolu-
tion and the QOL. in a group of patients receiving homeo-
pathic treatment as complementary care and in another
group receiving conventional therapy only. The patients
of Homeopathic group were treated according to homeo-
pathic therapy based on criteria of classical (individualized)
homeopalhy."7 The protocol was approved by the Scien-
tific Technical Committee of the Regione Lombardia
Health Service, and formally recorded the 24th of February
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2004. For such observational studies, the Ethical Commit-
tec approval was not required.

Patients with diabetic neuropathy. being treated at the
Quarenghi Clinic by the team of general medicine specialist
(C.Q.). diabetologist (A.S.) and neurologist (D.R.), were
classified according to severity, measured by diabetic neu-
ropathy symptom (DNS) scores. If the patient was eligible,
he was informed as to the possible treatment options, taking
care to present the possibility of homeopathic therapy in an
objective and neutral manner. All the patients who agreed
1o participate in the study received thorough information
concerning the possible therapies and the study. including
an information sheet. then signed the informed consent
form and the agreement to data processing.

Patients who choose homeopathic therapy received ho-
meopathic prescription from one of the four medical doc-
tors expert in classic homeopathy involved in this study
(R.P.. C.A.. G.C., ET.). Thesc doctors were qualified in
[talian post-graduate 3-year course Homeopathy Schools,
recognised by the Homeopathic Sciemific Medical Soci-
ety (Federazione ltaliana delie Associazioni dei Medici
¢ dei Veterinari Omeopati) and had a minimum 6-year ex-
perience of homeopathic practice. The follow-up required
2-3 further homeopathic visits in 1 year. with the same
doctor who made the first prescription. All the appoint-
ments were at the Quarenghi Clinic. The follow-up of
the diabetic diseasc and of neuropathy. irrespective ol
the study group to which patients belonged. was carried
out by means of the diagnostic tests and the conventional
treatments available (diet, insulin or oral hypoglycaemic
agent, physiotherapy) by the conventional medical tcam
of the Quarenghi Clinic (A.S.. D.R., C.Q.). The Univer-
sity Department received the documentation, both con-
ventional and homeopathic, in a coded and anonymous
form and the results were analysed by three rescarchers
(P.B., V.P.. M.E.Z.). All the data were collected and cata-
logued in three phases: (1) Time 0 (TO. baseline. before
treatment), (2) Time 1 (T1. 6 months of treatment), and
(3) Time 2 (T2, 12 months of treatment).

Criteria for inclusion or exclusion

All consecutive patients attending to the Clinic during
the recruitment period and having suitable characteristics
were asked to participate in the study. Patients with a di-
agnosis of diabetic polyneuropathy were included, with
the cxclusion of other possible causes of polyncurop-
athy. The following patients were excluded: patients
with neoplasia, acquired immune deficiency syndrome
(AIDS), chronic inflammatory diseases (e.g. Crohn's
Disease, rheumatoid arthritis), patients with a history
of or currently suffering from alcohol abuse. Alzheim-
er's disease, patients who were mentally unstable or
for any reason incapablec of completing the question-
naires, patients with homeopathic therapies already in
progress. macrocytic anaemia due to folic acid and
B12 deficiencies. Patients were withdrawn from the
study if deviation from protocol occurred, for life threat-
ening conditions, and according to patient’s choice or in-
ability 10 attend the Clinic.



End points

The primary outcome measure was DNS score.'” We
used this because it is one of the most utilized scores for di-
abetic neuropathy, it is routinely used in the clinic where the
study was conducted, and is less subjective than QOL
scores, because it is scored by the physician. The score
goes from 0 (polyneuropathy absent) to 4 (one point for
the presence of each of the following symptoms more
than once per week in the last two weeks: (a) unsteadiness
in walking; (b) burning, pain or weakness in the legs or feet;
(¢) tingling sensation in the legs and feet; (d) areas of numb-
ness, insensibility in the legs or feet). The DNS score is val-
idated, easy to carry out and has a high predictive value in
the screening of diabetic polyneuropathy.

Over the course of the observation other clinical data in-
cluding normal monitoring of diabetes, such as arterial
blood pressure, weight, fasting blood glucose, glycated hae-
moglobin were obtained and systematically filed. Function
of sensory and motor nerves was assessed by electroneuro-
physiological tests (Time 0 and 2). The studies on electrical
conductivity of the nerves were carried out by stimulating
a peripheral nerve (e.g. ulnar, sural. or peroneal) and record-
ing the rate of transmission and amplitude of the signal.

The homeopathic symptoms were obtained and the
homeopathic follow-up was carried out according to the
methods of classical, individualized homeopathy. In brief.
the symptoms under evaluation (homeopathic symptoms)
must reflect the particular details expressed by the patient,
rather than the typical symptoms of the pathology. Homeo-
pathic symptoms of the patient collected in this manner
must not be too many or too few (no less than three and
a maximum of 10, but this may change according to the in-
dividual). When selecting symptoms. the homeopath gives
preference to symptoms that are intense or unusual and
present both at the time of the visit and during the
previous months or vears (historical symptoms). The pre-
scribing requires the use of the repertory and it is preferable
(although not obligatory) to use a computerised repertory.
Once the homeopathic symptoms have been chosen and
a series of candidate remedies selected with the help of
the repertory. the doctor prescribes a single medicine. by
comparing the ensemble of the symptoms and the signs
presented by the patient with those associates with various
medicines proposed in the Materia Medica. When carrying
out the follow-up, any new symptoms that may appear arc
judged according to the so-called Hering principle. The
dilutions of the homeopathic medicines were at the homeo-
pathic doctors discretion, but the Centesimal Hahneman-
nian (CH) scale was generally used.

The SF-36 score comprises & dimensions.'''™!” The
score in each dimension ranges from 0 (worst possible) to
100 (optimal). These dimensions are: Physical functioning
(low scores indicate difficulties in physical activities includ-
ing walking, dressing or bathing, work). Role limitations
due to physical problems (difficulty with work or other
daily activity because of physical health), Bodily pain, Gen-
eral health (subjective consideration of his/her health and
perspectives for the future), Vitality (tiredness, absence of
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physical energy), Social function (interference of physical
and emotional problems with social activities), Role limita-
tions due to emotional problems (difficuity with work or
other daily activity due to emotional problems), and finally
Mental health (anxiety or depression). The patients com-
pleted the questionnaire on alone according to the instruc-
tions given orally. The doctors involved in the study were
instructed in detail on administering the questionnaire.
Once the responses had been completed, the questionnaire
was given back to the doctor or nurse, who checked if it
was complete (if not, it was returned to the patient for com-
pletion). Patients did not have access to their earlier re-
sponses. Under no circumstances did the homeopathic
doctors have access to the questionnaires, nor could they in-
fluence the patients at the moment of completing them.

Cost of medicines

The monthly cost of the drugs taken was calculated on
the basis of the consumption of medicines in the previous
month and their costs. For conventional medicines, this is
obtained by multiplying the Unit Cost, (the cost of each tab-
let. capsule or vial), by the number of tablets, capsules or
vials taken in 1 month. The monthly cost for insulin was ob-
tained in a similar manner multiplying the cost of 1 Interna-
tional Unit by the monthly consumption. For eye drops the
cost of one drop was multiplied by thc monthly consump-
tion. The price of the pharmaceutical products was taken
from the following sources: Ministero della Salute (Minis-
try of Health). Department for the Evaluation of Medicines
and Pharmacovigilance: Guide for the use of pharmaceuti-
cals, 2003 and A. Menarini: Pharmaceutical Repertory
SSN, September 2004. The medicines were supplied by
the Clinic, with no additional costs to the patient. The costs
for medicines for homeopathic therapy lasting a period of 1
month considering 1 single-dose and 5 drops three times per
day are as follows: (a) 30 CH or 200 CH single-dose €4.30;
(b) cost of 1000 CH single-dose €10.00; (¢) 30 ml bottle of
drops €14.00.

Statistics

Duc to the small sample size, different baseline values
and drop-outs (sec Results). the two groups were statisti-
cally compared only at the baseline. The comparisons
were carried out using the Pearson x° test for categorical
variables, the independent Student 7 test for continuous vari-
ables with normal distribution and the Mann-Whitney test
for variables with non-normal distribution. The outcomes
were evaluated in each group as changes of the values at
various observation times with respect to the values at base-
line. In each group (Homeopathic and Conventional), the
changes of the values at ditfcrent times were analysed using
analysis of variance (ANOVA) test for repeated measures
followed by post-hoc comparisons with Bonferroni correc-
tion (for variables with normal distribution) or the Friedman
test followed by posr-hoc comparisons with Wilcoxon test
(non-normal distribution). Differences with P <0.05 were
considered significant. The analysis of the outcomes as
compared to the baseline values was carried out according
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to the ““intention to treat™ (ITT) principle which takes into
account the drop-outs considering them cases that are not
improved.” In order to describe the effects, we calculated
also effect sizes as standardised mean differences (d) ac-
cording to the formula: (MEANpost -~ MEANbaseline)/
SDbascline.'®*! Effect sizes are regarded as being small
where d<0.3, moderate where ¢<(.8. high where
d>0.8."" The data were processed using Stata 9.2 soft-
ware (Www.stata.com).

Results

Patients included and drop-outs

45 patients were included in Homeopathic group (ho-
meopathic treatment and conventional treatment) and 32
patients in Conventional group (conventional therapy
alone) (Table ). Patients who withdrew from the study
were |3 from the Homeopathic gtoup (6 voluntary unspec-
itied withdrawals. 2 could not be contacted for follow-up,
1 serious heart disease. 1 stroke. | cognitive decline, 2 neo-
plasias) and 3 from the Conventional group (1 deccased. |
ncoplasia, | could not be contacted for follow-up). The 6
patiecnts who withdrew without specifying the reasons
were followed up by the diabetologist, who noted that their
withdrawal was not due to a specific dissatisfaction with the
treatment. but to practical difficultics in attending the addi-
tional homeopathic appointments. No serious adverse ef-
fects directly attributable 10 the homcopathic medicines
were reported either by patients or by doctors.

The characteristics of age and sex of the patients included
in the study are reported in Tablc 2. The two groups did not
show statistically significant differences in composition for
gender distribution (Pearson x“: P=0.651). In the Conven-
tional group the patients werc on average older than the
homeopathic group. but the difference was not statistically
significant (Mann-Whitney test: P =(.216).

All the patients in the two groups were affected by type-2
diabetes mellitus and at the recruitment in the study they
were under the following treatments: in Homeopathic
group. 15.6% diet only. 44.4% diet plus oral antidiabetic
drugs. 26.7% diet plus insulin, 13.3% diet plus oral antidi-
abetic drugs plus insulin: in Conventional group. 21.9%
diet only, 59.4% dict plus oral antidiabetic drugs, 16.6%
diet plus insulin, 3.1% diet plus oral antidiabetic drugs
plus insulin (the difference in treatment types was not statis-
tically significant: Pcarson X P=0.220).

Table 1 Cases treated and observation times (values in months)

Diabetic neuropathy score

The primary objective of the study concerned the severity
of the symptoms of polyneuropathy, evaluated using the
DNS score. These data are reported in Table 3. At baseline
(T0). the distribution of the scores (frequency of cases and
% of total) and the means were similar in the two groups
(Mann-Whitney test: P =0.596). There was a slight im-
provement in both groups over the course of time: in fact,
the number of cases with higher DNS scores and mean
values decreased during time. This improvement was statis-
tically significant in the Homeopathic group only (Friedman
test: P =0.044), particularly at the T1 (effect size: —0.27:
Wicoxon test: P =0.016).

Electroneurophysiological parameters

The studies on the electrical conductivity of the nerves
are reported in Table 4. There were no differences between
groups at the baseline (7 test: P = 0.45 and 0.96 for sural and
ulnar nerves, respectively). Over the course of the year of
observation, in both groups there was essentially no change
in the values for those sensory nerves. No significant
changes were observed in cither the values for the peroneal
motor nerve and for the ulnar motor nerve (data not shown).

Other clinical data

Mcans of body weight and blood pressure (systolic and
diastolic) did not show differences between the two groups
or variations over the period of observation (data not
shown). Regarding the determination of fasting blood glu-
cose (Table 5) a slightly worse initial state was found in Ho-
meopathic group but this was not statistically significant (1
test: P =0.39). A slight improvement over time was seen in
this group. so that the glycaemia at T2 appeared to be lower
in Homeopathic group than in Conventional group (8,60
and 8.78 mmol/L. respectively). but these changes were
not statistically significant. Glycaemia trends were con-
firmed by the glycated haemoglobin (data not shown).
which at TO appeared to be slightly higher in Homeopathic
group. A slight drop in the glycated haemoglobin in Ho-
meopathic group and an increase in Conventional group
were observed over the course of time, but did not reach sta-
tistical significance.

Quality of life (QOL)
The results of the different variables of QOL are shown in
Figure 1 and two examples conceming specific parameters

Homeopathic group Conventional group
N Observation times N Observation times
Mean SD Min Max Mean SD Min Max

Time 0 (no. patients included) 45 - - - - 32 - - - -
Completed 6 months (Time 1) 35 6.7 1.0 6 10 31 6.3 05 6 7
Completed 12 months (Time 2) 32 12.6 1.2 9 15 29 12.3 0.8 10 14
Drop-outs between TO and T1 10 1
Drop-outs between T1 and T2 3 2

Homeopathy



Table 2 Age and sex of patients included

Homeopathic group Conventional group

Male Female Total Male Female Total

Sex 29 (64%) 16 (36%) 45 19 (59%) 13 (41%) 32
Age
Average 652 67.4 66.0 67.9 67.5 67.7
SD 8.3 8.8 85 87 13.9 10.9
Median 66 67 66 68 73 7

are given in Tables 6 and 7. At Time () the Physical Function
(Figure 1 and Table 6) was slightly but not significantly
worse in  Homeopathic  group (Mann-Whitney test:
P =0.58). This variable of the QOL., linked to motor capac-
ity. improved in Homeopathic group over the entire period
of observation (Friedman test: P=0.019), and post-hoc
analysis showed statistical significance at T2 (Wilcoxon
test: P =0.019). In the Conventional group there were sig-
nificant modifications in Physical Function (Fricdman
test: P =0.018), but the changes first showed a slight dete-
rioration, then a recovery. so that after 12 months this vari-
able was almost unchanged.

Role limitations due to physical factors showed improve-
ments in Homeopathic group. while in Conventional group
a worsening at T2 was observed. However, because of the
broad variations between patients and with time, these
changes were not statistically significant. Bodily Pain (pain
due 1o physical problems) improved in Homeopathic group
and worsened in Conventional group during the observation
period. but these changes were not statistically significant.
Similar trends, showing better outcomes in the Homeopathic
group, without reaching statistical significance, appeared in
the General Health and the Vitality scales.

Table 3 Diabetic neuropathy scores at the three observational times

Diabetic
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Sacial Functions showed a significant difference between
groups at the beginning (Mann—Whitney test: P =0.02),
then a slight improvement in both groups. In the Homeo-
pathic group, the improvement of Social Function in the
first 6 months (T1 vs. TO) was statistically significant
{Wilcoxon test: P = 0.04). The scores in the Role limitations
(work or other daily activities) due to emotional problems
were similar to those of the social functioning, with a signif-
icant difference between the two groups at TO and a statisti-
cally significant improvement in Homeopathic group.
during the first 6 months. Mental Health did not show sig-
nificant differences between the two groups at Time 0 (inde-
pendent 1 test: P =(1.14) and exhibited an improvement in
Homeopathic group. with a borderline statistical signifi-
cance (ANOVA: P =0.064). limited to the first 6-month
phase (paired  test with post-hoc Bonferroni: T1 vs. TO,
P =0.052) (Figure 1 and Table 7).

Consumption and costs of medicines

Table 8 reports the monthly cost of conventional medi-
cines, with reference 1o month prior to the visit at the three
observation times. At TO the consumption of medicines was
higher in Homeopathic group than in the Conventional
group (Mann-Whitney test: P =().007). In the first 6 months
there was a decrcase in consumption in Homeopathic group
and an increase in Conventional group. These changes ap-
proached but did not reach the statistical significance (Wil-
coxon test: P=0.071 and 0.089. respectively). In the
second 6 months there was increased consumption in
Homeopathic group while Conventional group remained
substantially stable.

The homcopathic medicines prescribed most often were
Calcarea Carbonica (6 cases), Ignatia (3), Phosphorus

’

Time DNS scores  Homeopathic group Conventional group
Frequency of cases % of total Mean score + SD  Frequency of cases o of total  Mean score + SD
TO 0 12 26.7 1.40 ¢ 1.21 10 31.2 1.26 £ 1.06
1 15 333 10 31.2
2 9 20 7 219
3 6 13.3 5 15.6
4 3 6.7 0 0
T1 0 21 46.7 1.07 - 1.25 14 43.8 1.06 + 1.15
1 10 222 8 25.0
2 6 13.3 6 18.8
3 6 13.3 3 94
4 2 44 1 3.1
T2 4] 17 378 1221127 16 50 0.94 : 1.21
1 13 28.9 8 25
2 6 133 3 94
3 6 133 4 125
4 3 6.7 1 3.1
P 0.044 0.259
T1vs.TO Efect sizei -0.27 -0.19
* 0.016 0.350
T2vs. TO  Effect size!; -0.15 ~-0.30
P 0.146 0.182

* Friedman test.

" Negative valuss indicate clinical improvement, positive values indicate worsening.
** Signed-rank test (Wilcoxon).
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Table4 Electrophysiological conductivity studies of sensory nerves

Time Parameter Homeopathic group Conventional group

N Mean SD N Mean SD
TO Sural® 45 271 27 32 317 2.64
Right 44 1739 114 31 1727 1269
ulnar
T2 Suralt 45 2.88 297 32 315 2.58
Right 44 188 1293 31 16.74 1538
ulnar
T2 vs. TO Sural” Effect 0.063 -0.008
size';
P 0.26 0.93
Right Effect 0.124 -0.042
ulnar sizey
P 0.38 0.80

Mean and SD values are P-P Amp. (uV).

Values of sural nerve are mean of left and right legs measure-
ments.
* Positive values indicate clinical improvement, negative values in-
dicate worsening. .
* Paired ttest.

(3). Medhorrimum (3), Thuja (2), Nux Vomica (2), Lycopo-
divm (2). Natrum muriaticum (2). Carcinosinum (2), fol-
lowed by numerous others prescribed in individual cases.
The dilutions/dynamizations most used were 30 CH (21
cases), followed by 15 CH (9 cases) and by 200 CH (6
cases), and other sporadic occasions 5 CH. 7 CH, MCH
and MK were used. In general. it was noted that in the sec-
ond and third prescriptions the homeopathic potency pre-
scribed tended to increase. The overall cost for 1 month
of therapy with homcopathic medicines was from €18.30
(30 CH or 200 CH dilutions) to €24.00 (1000 CH).

Discussion

The object of this research was homeopathic therapy
in diabetic neuropathy. carried out at professional
practice level. in a Clinic where the collaboration with
conventional doctors was operative. Through this obser-
vational study new knowledge was gained regarding the
results of homeopathic therapy and conventional therapy

Table 5 Fasting blood glucose

Time Homeopathic group Conventional group

N Mean SD N Mean SD

TO 45 879 259 32 834 1.79
T1 45 873 315 32 878 2.96
T2 45 8.60 3.60 31 8.78 2.97
P 0.703 0.419
T1 vs. TO Effect -0.023 0.246

size’;

P 1.00 0.68
T2 vs. TO Effect -0.073 0.246

sizey

P 1.00 0.50

Mean and SD values are mmol/L.

* Repeated measures ANOVA.

* Negative values indicate clinical improvement, positive values
indicate worsening.

** Paired t test with Bonferroni post-hoc correction.
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Figure 1 QOL scores (SF-36) in the two observation groups.
*: P<0.05 (Wilcoxon test); #: P=0.052 (Bonferroni test).

in a serious chronic illness. The study proved to be
feasible with little difficulty and the cooperation of the
various specialists treating the patients proved to be ef-
fective. The treating doctor (homeopath or conventional)
wits personally fully responsible in his area of expertise.
In any case the diabetes specialist had full control of the
treatment of the diabetes and regulated the conventional
therapy according to the conventional clinical data. In
cases of emergency. the Diabetes specialist could pre-
scribe or discontinue any therapy without consulting
the Homeopath. There were no cases in which th#
proved to be necessary.

Because of ethical issues and the precise choice of
method, it was necessary to respect the homeopathic which
required in-depth and often repeated conversation with the
patient. as well as possible succession of different medi-
cines. so this protocol was not designed as blinded. On
the other hand, it did face the guestion - important from
a practical point of view -~ concerning the effect size of
the therapy in the actual conditions where the treatment is
applied. Therefore, an approach of this kind could bridge
the distance between clinical experimentation and the ther-
apeutic decisions of individual doctors, who often have to
base their choices on personal experience only.???

In this study, a recruitment respected the free choice of
the patient concemning whether or not to accept homeo-
pathic treatment in addition to conventional treatment.
The option of homeopathy was presented by the



Table 6 Physical Function (SF-36)

Time Homeopathic group Conventional group

N Mean SD N Mean SD
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Table8 Monthly costs of conventional drugs. Mean and SD values
are €/month

Time Homeopathic group Conventional group

score score N  Mean SD N  Mean SD

T0 45 713 247 32 7741 15.3 TO 44 114.07 11252 32 68.66 55.30
T 45 727 249 32 725 224 T 44 9444 63.84 32 7825 58.44
T2 45 753 237 32 790 224 T2 43 110.50 7151 32 77.39 55.22
P 0.019 0.018 P 0.071 0.089
T1 vs. TO Effect 0.057 --0.301 T1vs. TO Effect 0.17 0.17

sizel, sizei

P 0.208 0.125 P 0.078 0.139
T2 vs. TO Effect 0.162 0.124 T2 vs. TO Effect -0.03 0.16

sizet sizey

P 0.019 0.189 P 0.432 0.074

* Friedman test.

" Positive values indicate clinical improvement, negative values
indicate worsening.

** Sign-rank test (Wilcoxon).

conventional doctor of the clinic in a neutral manner in or-

der 1o avoid generating cither unjustitied cxpectations or

fears. A previous study in the same clinic included inter-
views by nurses uninvolved in the research, regarding the
reasons why patients chose homeopathy.'” The major rea-
son was for the extra possibility it would give them. and in-
complete satisfaction with conventional trcatment. About
one third of patients had favourable cxpectations, either
due 1o positive information received from relatives or
friends or to advice of the family doctor. The most prevalent

motivation for not choosing homeopathy was the fear of

taking medicing the eftects of which were unknown,
There were more withdrawals in the Homeopathic group.
but this was not due to adverse effects. or to dissatisfaction
with the treatment but to practical difticulties in attending
the additional appointments and probably also to the greater
severity of the clinical conditions of the patients in that
group. The ITT analysis takes into account the drop-outs
considering them cases that had not improved, thus reduc-
ing bias effects due to patients with clinical progress that

Table 7 Mental health (SF-36)

Time Homeopathic group Conventional group
N Mean SD N Mean  SD
score score
TO 44 6380 2230 32 7100 1920
T1 44 7070 2360 32 6850 2270
T2 43 6750 2390 32 7330 20.60
P 0.064 0.124
T1vs. TO Effect 0.31 -0.13
sizet
P 0.052 0.664
T2 vs. TO Effect 0.17 0.12
sizef
P 0.500 0.558

" Repeated measures ANOVA.

" Positive values indicate clinical improvement, negative values
indicate worsening.

** Paired ! test with Bonferroni post-hoc correction.

* Friedman test.

Negative values indicate decrease of costs, positive values
indicate increase.
** Sign-rank test (Wilcoxon).

is different (either better or worse) from the average of
the group they belong to.

Despite the limitations due to the small sample size, the
results of this study permit the quantification of the clinical
changes during | year of observation with the two therapeu-
tic approaches. The primary objective relative to the DNS
score indicated that symptoms of diabetic neuropathy
showed slight improvement. statistically significant in the
Homeopathic group, particularly in the first 6 months.

Among the secondary objectives. some clinical parame-
ters such as body weight, arterial pressure. electrophysio-
logical tests and glucose levels did not show significant
variations over the course of the observation. However, it
should be noted that the blood glucose scemed 1o be con-
trolled shightly better in Homeopathic group, showing
a slight decline. This might suggest that an observation
time of 1 year is insufticient to express the full effect of
this type of treatment in this pathology.

According to the homeopathic method, the objective of
the treatment is the whole person and only secondarily the
treatment of the disease on an organic level. It 1s significant
that homeopathic theory and practice have always aimed at
activating the so-called vital encrgy.”?* *® and in homeo-
pathic research methodology. apart from the specific symp-
toms of the pathology. it is useful to evaluate changes in the
QOL. Effect sizes in the QOL from baseline to post-treat-
ment showed small, but often statistically significant, posi-
tive effects in the Homeopathic group. It is interesting to
note that the dimensions with the greatest improvements
in the arca of homeopathy were social functions and emo-
tional problems. The differences in the behaviour of the
two groups are interesting and some parameters that show
differences in favour of Homeopathic group tend to lead
one to believe that adjunctive homeopathic therapy gives
a better result than conventional therapy alone. Clearly,
such a suggestion of a greater effectiveness in the homeo-
pathic approach. emerging from this first observational
study. should be tested by randomised studies.

The improvement of DNS and QOL in Homeopathic
group. particularly in the first 6 months of therapy. was
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accompanied by a drop in the prescription of pharmaceuti-
cals on the part of the conventional treating doctor (diabetes
specialist). The result was not maintained in the second 6
months, but it may suggest further attention to this possible
cost saving in future research. It should be also considered
that for this protocol the medical homeopaths worked with-
out payment, but in the normal setting of the cure the overall
costs should include also the 2--3 visits/year with a medical
homeopath (€100 for the first appointment and €80 for
subsequent).

For several parameters, improvements expericnced in the
first 6 months were not maintained or even get worse. It is
difficult to find a clinical or psycho-social factor that could
explain this, apart from the natural progression of the dis-
ease. The homeopathic doctors report that in several cases
they noted a worsening immediately after flu immunisation,
but these are sporadic cases that may be motivation for fur-
ther research that could focus on this aspect of the data.

In summary. this study produced the following results:

1. It was possible to treat patients with homeopathy. moni-
tored by the conventional diabetes specialist, without any
major problem of compatibility between the two forms of
therapy.

. The method of recruiting permitted two groups to be
formed that were sufficiently similar as to severity in
the DNS scores and electroneurophysiological data, but
different regarding the other variables such as the QOL
and the consumption of medicines. The homeopathic pa-
tients generally had a worse clinical condition at entry.
3. Evaluated according to laboratory and instrumental pa-
rameters, the course of diabetic neuropathy was not sig-
nificantly improved in the Homeopathy group. nor in

the Conventional group.

4. A number of significant improvements in symptoms, as
reported by DNS and QOL. score, were found in the ho-
meopathy group. possibly associated with a decrease in
conventional drug consumption in the first 6 months of
observation. The extent and the type of improvements
could help planning randomised studies.
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