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Introduction

Homeopathic medical practitioners maintain that @opathy is an efficient
form of therapy. And yet, the clinical effects airheopathic treatment are still
under discussion in the field of biomedical reskbatecause very few trials
have been carried out according to methods thad@epted by conventional
medicine. According to some, homeopathy cannotdmepared according to
the criteria commonly used in modern medicine. Haaveaccording to others,
including the Europeamdomeopathic Medicine Research Advisory Group
homeopathy can be studied scientifically, evehis ts carried out with its own
specificity !

The specificity in homeopathy, that demands forhodological adaptations
at variance with conventional study protocols, lreshe following aspects: a)
the practitioner must take into consideration thggmt’s global and individual
condition and this demands very wide experience eathot be executed
automatically on the basis of a diagnosis; b) thedicine” is a substance
given in very small, even infinitely small dosediexe the therapeutic effects
are presumed as experimental on healthy subjgats\ihgs”) and this requires
profound knowledge of Materia Medica; ¢) homeopatimethods generally
envisage a “second prescription” based on the tsffeltained after the first
treatment; d) the outcome of the homeopathic treatmmust be evaluated non
only considering the main symptom that has normalliythe patient to consult
the doctor, but also taking into consideration plagient’s “life quality” and
other parameters like the dynamic change of sympt@Hering’s rule”).

It is because of this specificity, that the reswfsa clinical homeopathic
research must be evaluated using instruments Xaamiae the widest number



of variables concerning the health of the patisrd a/hole. For this reason it is
considered important to calculate the state oftheaing standardised answers
to standardised questions (self-reported questims)a an efficient and
increasingly diffused methddhat was also adopted in various complementary
therapiesand homeopathy’ It has been also suggestéht the interpretation
of the scores generated by pre-defined questioesmamay be problematic as
the significance of changes in scores for diffetezdlth concepts is likely to be
interpreted differently by allopaths and homaoeopaplasticularly when these
scores are being used to assess any overall chanigealth status. These
problems claim for further studies in this field. any case, it is essential that
the instruments used in the survey be comprehensidliiable from a
psychometric as well as corporeal point of viewd #mat they be brief enough
to be used in a medical surgery context.

Clinical research methods can be basically divigkao two categories. The
first is experimentakesearch, where the treatments and choice ofaimples
for study are chosen and controlled by the reseammtcording to the question
under investigation; and the second is non-experiahie(or observationg)
research where the treatment and the sample chmceot pre-determined, or
if so, only in a very minor proportion, by the rasgher’s intention. On one
hand, experimental research is more reliable el establish the efficacy of
a certain medicinal products or procedure (espgaialhis can be carried out
under blind conditions and with adequate randonasgt on the other hand,
observational studies provide the advantage ofesm with greater ease the
actual conditions where therapies are applied. dge controlled and
randomised trials are preceded by observationdlestior uncontrolled trials in
order to establish whether some treatment desefweiser in-depth and
experimental researéH! Another important aspect to be taken into
consideration is the greater value that is givemprimspectiveobservational
studycompared taetrospectivestudy. This is because in the former case it is
possible to evaluate with greater precision andaldity the number of
enrolled patients and the number of drop-outs.

This study describes the results obtained fropraspective observational
research program in the field of homeopathic treatnior patients suffering
from migraine and chronic or recurrent headachesre(hreferred as
cephalalgia). This condition causes a major impairinof the quality of life of
affected peoplé®** who often turn to homeopathy after having triedtgbes
of conventional drugs. The scope of this program haen to use special
guestionnaires to evaluate the changes in life ityu@nd symptoms in
cephalalgic patients treated in the surgery byifiedldoctors specialised in
homeopathy.The protocol was set up and carried out by a grofip
homeopaths, most of whom are professors at the ocbatfoHomeopathic
Medicine in Verona, in collaboration with the Medlidssociation (Ordine dei
Medici Chirurghi e degli Odontoiatri) of Venice amdth the Observatory for



Complementary Medicines (OMC), established in Varonder the initiative
of the University and of the Medical Association.

We checked the application in the homeopathic pactf the short-form-36
(SF-36) health questionnaire, that has already Ipgewen valid in various
fields!**® It is understood that this respects both the rsigesfor
documentation that is as complete as possible coimcethe physical and
psychological symptoms, as well as the particylarithomeopathic treatment.
Another objective of this study, was to evaluate tapplicability of a
monitoring system for the results of the homeomatineatment applied in
surgeries and basic medicine.

It has been envisaged to carry out the investigatimat least 50 cases, by a
group of homeopaths who use the classical (singdecpiption) homeopathic
treatment and high potencies of the medicinal petsluThis last point is
important because of the regulation implicationslwed, considering that the
medicinal products employed in this study are adluded in the list of the
products currently authorised by the Italian heaithistry.

Methods

Type of study and criteriafor inclusion

This clinical research was a prospective obsermatistudy, composed of an
evaluation at the beginning of the treatment (firsit) and a second evaluation
after 4-6 months. The second evaluation was incsga@nof the number of
visits the patient has had in the mean time. Thter@ for inclusion were the
following: patients of either sex, in an age rabgénveen 15 and 65, suffering
from cephalalgia for a period of at least two ye&ither patients diagnosed as
suffering of migraine (with- and without aura) atibse suffering of tension-
type headache (groups 1 and 2 according to thenkitienal Headache
Society}® were included. The criteria for exclusion from gtedy were painful
syndromes in the head as a result of other patholtsguma, vascular and
metabolic disorders, non-vascular intracranial discs, intake of substances or
their withdrawal) and a high probability of inswftnt compliance with
homeopathic treatment or with the questionnaireabse of psychic or
character problems. The outcome was calculatedréiogpto the subjective
clinical and symptomatological data obtained beftond after treatment, using
the SF-36 Life Quality questionnaire

The study was carried out between June 1999 anerblser 2000 in the
private professional medical surgeries of the mraners (all medical doctors)
who participated in the program (the authors o gaper, except P.B.), located
in various towns in the Veneto and Lombardia regidkll the data was sent as
prospective review to Prof. Paolo Bellavite of MC at the Department of



Biomedical Morphological Sciences of Verona Univgr$or the safekeeping
of the questionnaires and the data processing.

Pr otocol

The patient was visited by the doctor who madedmagnosis and evaluated
whether the patient could be eligible. The propdsgbarticipate in the study
was made to all patients eligible according toc¢hteria, without making any
further choices (such as including only those pasievhere the doctor could
feel he has found the correct remedy). After thigepahad been informed of
the characteristics of homeopathic therapy andhefrésearch study, if he was
willing, he gave his written consent to the theragoyd to personal data
management for research purposes. He received stigusire and was
invited to fill in the questions according to thestructions, that were given
orally and were also described on an appropriagetsépart. In particular, the
most relevant explanations were the following:la@ttthe patient must fill in
the questionnaire alone, b) that he/she must f@apetely free to answer all
guestions sincerely and objectively, c) that thermation is processed in a
completely anonymous manner and coded by indep¢wtiservers, d) that the
answers do not have any influence on the type sit@nce provided by the
doctor, e) that the questionnaire must be filleccampletely and faithfully.
Only when it was strictly necessary, and on theep#t explicit request, the
doctor could help with the completion of the quastiaire.

The homeopathic remedy and the dose were not pablished, but were
adapted to each single patient according to indalided homeopathic
prescription (see below for details). The prescel#ecided also the potency
following their usual practice, in any case theggaribed potencies above the
30c. The remedy, the dose, and the date of préiscrigvere recorded in a
register, and a copy was sent to the OMC togetlidrthve questionnaire. The
patient was allowed to take his/her usual paintglie€ necessary, but not other
homeopathic remedies different from prescriptiome Tdoctor visited the
patient the number of times he felt necessary. Hg also available for phone
calls for any possible urgent advice.

After 4-6 months (ideally 5 months) when the patieaturned for a control
check-up, he was given another questionnaire ic&rtt the first one, that was
filled according to the same criteria as that descrabove. During the second
visit, the patient did not have a copy of the fogestionnaire (since this could
possibly influence his/her answers to the secorg).dn the case where the
patients did not appear spontaneously during ttee@month period after the
first visit, they were contacted by phone or bydetasking to come to the
surgery and at least fill in the questionnaire.sTlwas sent immediately to the
OMC for processing.



SF-36 and statistics

The SF-36 questionnaife”*’is composed of 36 questions that explore many
aspects of the physical, psychic and relationdthed the patient. In this study
we have adopted the Italian version of the quesaor, that was officially
translated and validated by Apolone and Mosébitii.should be emphasized
that the questions in the large majority of casescern symptoms or
sensations experienced during the four weeks piegéle visit. The answers
to these questions may be processed in order tonobight different scores,
representing eight different concepts (or dimernsjoalated to health: physical
functioning (PF), role limitations due to physigabblems (RF), bodily pain
(BP), general mental health (MH), role limitatiothse to emotional problems
(RE), vitality (VT), social functioning (SF), geradrhealth (GH). These scores
can be statistically evaluated. Table 1 summarizesmain concepts and the
scales of the SF-36. According to the parametepsessed in this list it is
obvious that this is an adequate instrument foluatismg the evolution of
chronic illnesses and their impact on various aspetlife quality. Once the
guestionnaire has been completed, it was sentet®@¥C immediately where
it was registered and given a progressive numbdeéth@ transformations of the
scores were executed with an algorithm programnmedStatd software.
Because in many questions the distribution of theneers was not normal, the
difference between results before and after tretnweere calculated with a
non-parametric test and more precisely using tiregube Wilcoxon matched-
pairs signed-ranks test (pre-post thergpdj.

Table 1. - Thedimensions of health according to the SF-36 questionnaire

Life quality L owest scores Highest scores

dimensions

Physical Strongly limited in all | Performs all types of

functioning physical functions activity without

(PF) including getting dresse limitation because of
and bathing health problems

Role limitations | Difficulty with work or |No problems with work
due to physical |other daily activities or other daily activities
problems (RP) |because of physical because of physical

health health
Bodily pain Very strong and No pain, or limitations
(BP) extremely limiting pain |due to pain
Mental health |Permanently nervous |Feels calm, serene,
(MH) and depressed happy

Role limitations | Difficulty with work or | No problems with worl




due to emotiona
problems (RE)

lother daily activities
because of emotional

or other daily activities
because of emotional

problems state
Vitality Constantly tired and | Feels full of energy,
(VT) exhausted vivacious, bright
Social Extreme and frequent |Performs all social
functioning interference with social| activities normally
(SF) activities through without interference du

physical and emotional
problems

to physical or emotioné
problems

1

General health
(GH)

Feels that personal
health is bad and

destined to worsen

Feels that personal
health is excellent

Adapted from Ware and Sherbouffie.
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Treatment

The method of medicine choice was individualizeglspription according to classical homeopathy. lafpthe symptoms under
evaluation (homeopathic symptoms) must reflectghricular details expressed by the patient conthb&wethe pathological

situation, rather than the typical symptoms of pa¢hology. For example a patient suffering fronsten-type headache could
present two symptoms at the same time: a) the bhadeproves after rest and b) the headache workbesdrinks beer. The

homeopath will give more importance to the latigngtom, since it is particular to that patient awad to the majority of cases of
patients suffering from tension-type headache (viexsa, improvement after rest is very common). Bopathic symptoms of

the patient collected in this manner must not lert@ny or too few (no less than three and a maximfiten, but this may

change according to the individual). When makingnspms choice, the homeopath will give preferemcthé symptoms that

are expressed with clear intensity by the patiedttaat are present both at the time of the visat during the previous months
or years (historical symptoms). The prescriptiagqurees the use of the repertory and it is preferghlthough not obligatory) to

use a computerised repertory for easier symptossifieation. Once the homeopathic symptoms have bhesen and a series
of candidate remedies selected with the help of¢pertory, the doctor will establish a prescriptaf one single medicine, by
comparing the ensemble of the symptoms and the gigrsented by the patient with the ensemble afyh@toms produced by
various medicines proposed in the Materia MedichelVcarrying out the follow-up, any new symptonet ttmay appear, are
judged in homeopathic medicine according to thegmty synthetically expressed by the so-calledrdgpirinciple.

Results

Fifty-three patients were recruited during the aesk program, and OMC received the first formslioda patients. Five patients
did not complete the therapy for unknown reasond,iawas not possible to trace them for complethrgysecond questionnaire.
These five dropped out patients were included @ gtatistical analysis according to the intentiortreat as if they were
unimproved (i.e. using the same scores of the fjgstionnaire also for the after-therapy valuds$)e cases where the
information from both questionnaires (before treatinand after the observation period) was availalde 48. Of these, the
following cases could not be included for evaluatisix cases were excluded because the two quasiies (pre-post) bore the
same date and were filled in during the second, ®iserefore the first questionnaire was complettdspectively. One was
eliminated because the treatment was suspendedideecd pregnancy, another because the questiosnares far from

complete, another because his age was lower treimtantioned in the inclusion criteria. In totddetcases included in the
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statistical evaluation were 44 (83% of total), 39which were complete (73.6% of total) and 5 of ethresponded only to the
first questionnaire (9.4%) but were analysed aaogrtb the intention-to treat criteria. The groupsacomposed of 36 women
and 8 men with an average age of 37.5 £ 12.7 yeange 16 to 66 years). The period of the medreatinent, or the interval
between the first and second questionnaire was 2.9 months (range 1 to 15 months). A few patielisnot answer all the
guestions leaving spaces now and then. Where tasss were sporadic (1-3 per questionnaire) thstigneaire was retained
for analysis.

The medicines used as a first choice were as fetldvcases Natrum muriaticum 3 cases -Staphysagrial.ycopodium,
LachesisandNux vomica?2 casesPulsatilla, Arsenicum albunStramoniumSepiaandlignatia, 1 case -Nux moscataSulphug
Helleborus niger Conium maculatumLac caninum Thuya occidentalisSabadilla Phosphorus Arnica montana Ching,
Calcarea carbonicaCalcarea sulfuricaBryonia Carbo vegetabilisTuberculinum CarcinosinumIn 8 cases the medicine was
changed during the treatment as follo@sarbo vegetabili@fterNux moscataNatrum muriaticunmafterLycopodiumSepiaafter
Pulsatilla, Chelidoniumafter Nux vomica Phosphoricacidumafter Lachesis Pulsatilla after China andPulsatilla after Nux
vomica

The patient’s contribution in filling the form waglite simple and accepted willingly, taking betwdénminutes and a half
hour. Only one patient refused to complete the tipr@saire. Many patients (over 50%) asked someagilons from the doctor
or the assistants in the surgery concerning thenmgaof certain questions and the way to answeesé&hrequest regarded a
maximum of one-two questions through the questisantn these cases, the doctors and the assistamtisrding to the precise
instructions of the protocol, provided only shotplanations, without influencing the choice of Hreswer by the patient.

Answersto the questionnaire

The SF-36 questionnaire is composed of 36 questimmme of which are grouped according to 11 mamcs) aimed at
exploring many aspects of the patient’s daily bfe well as his/her symptoms. Questions 1 and Zeramg general health,
showed a clear and strong improvement in the peatrhent period compared to the period beforertreat. The number of
cases where the state of health was declared asltogigped from 10 to 3 after treatment, and thosle twery good health” rose
from O to 7. The question n. 2 of the questionnasmcerning a subjective evaluation of the paseotvn health during the
previous year showed a clear shift of judgememsitds better health after treatment.

Figure 1. Frequency of patients’ judgements oflithés in various physical activities caused bygaet health status. These data
are from patients who completed both questionnaires

B Before therapy Il After therapy
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various parameters included in the SF-36 questiomn@o the question: “Does your present stateeslth limit you in these

activities? If so, how much?”, the patients replied way that showed an improvement after treatpespecially for vigorous

(such as running, lifting heavy objects, partidipgtin strenuous sports) or medium (such as moaitaple, pushing a vacuum
cleaner, bowling) physical efforts. The fact tHa# inswers were graduated according to increasiygjqal effort (both for pre

and post treatment) shows that the test is “dopestent”, and therefore is sensitive and suitatrle@iantitative evaluation of
these parameters. On the whole, it is evident tfatpatients under survey were in reasonable phlybealth even before
treatment, if we consider that most of them deddhat they had no problems in carrying out thevdigs described. This seems
coherent with the type of pathology under studyaiit the average age of the enrolled patients.

Even if the ability to perform physical efforts atlte general state of health can be describedas®mable or good, the
patients’ physical health has caused a numberalflgms at work and in other social activitiesth# same. In particular, the
majority of the patients complained of difficulties performing work and accomplished less than theupld like. The
information concerning physical pain (question rofthe questionnaire) showed that the peak ofeptdijudged it “severe”
before the therapy and “mild” after therapy (dad& shown).

Several questions concerned the level in whichhdedth problems (both physical and psychologiaad)téd normal social
activities.

Figure 2. Frequency of patients’ judgements ofitherference on social activities by emotional peots (A) and by pain (B)
and of the duration of that interference (C). Thagt are from patients who completed both queséines.

7 Before therapy Il After therapy
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Four questions of SF-36 explore the “vitality” lésyemeaning vivacity and energy, both for psychalabhealth and general
well-being. The answers showed a definite improvenadter therapy, especially in the reduction af ttumber of people who
felt “worn out”, where the peak moved definitelpin “some time” to “little”. The parameters concemithe so-called “mental
health” also showed an improvement after treatntespecially the question related to the fact tinatling could cheer you up”
registered a decided improvement after the thenapgreas others questions asking whether the padkrinervous”, “calm”,
“peaceful”, “downhearted” or “happy” showed onlysdght improvement. This is in agreement with tlaetfthat the main
problem of these patients was related to pain aediriterference of pain with general health andasaxctivities. Another
interesting observation appears the fact that #femapy most patients considered that the opitiiahthey would be more likely
to fall sick than others, was false, meaning thaytagreed with the trend towards improvement.

Dimensions of health status

The processing of the SF-36 scores, accordinggantiernational interpretation of the coded rufemits the reduction of the
set of questions down to eight fundamental “dimemsi, with the considerable advantage that thig typscoring can also be
standardised in numerical scale form from a mininafn® (very bad health) to 100 (excellent healtb)provide quantitative
statistical evaluation. In general, the resultshef calculations (Table 2) confirm the impressiobsained when observing the
plain answers to each question.

Table 2. - Values of the eight dimensions of the SF-36 questionnair e before and after homeopathic ther apy

) : i d 0 Mean Median Condition after therapy
SF-36 dlmenS|onqS N of (SD) (5% - 95% N° of subjects (percent of REFERENCE VALUES
ubjects ;
percentile) total) P

BEFORE| AFTER' | BEFORE| AFTER' | BETTER| WORSE| SAME" |PRE/POST  Normal Migraine
Physical 43 79.3 85.6 85 85.6 20 8 15 0.020 84.4 86.0
functioning (PF) (22.9) | (19.7) | (30-100)| (50-100)| (46.5%) | (18.6%)| (34.9%) ' (23.1) (19.4)
sféetgrgﬁsgggf 43 | 362 | 645 | 25 75 24 5 14 | go003 | 7821 57.1

- - 0, 0, 0, '

oroblems (RP) (38.6) | (38.7) | (0-100) | (0-100) | (55.8%) | (11.6%)| (32.6%) (35.9) (40.9)
Bodily pain (BP) 44 378 | 57.4 36.5 57 28 3 13 0.0000 73.7 48.5
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20.9) | (22.3)| (0-80)| (22-100)(63.6%)| (6.8%)] (29.6% 27.6) 22.5)
Mental health 41 530 | 625 | 53.2 64 25 8 8 0.0011 66.6 60.4
(MH) (16.9) | (17.7) | (28-76) | (36-84) | (61.0%) | (19.5%)| (19.5%)| (20.9) (18.2)
Role limitations | 43 | 379 | 651 | 333 | 666 | 21 5 17 76.2 57.3
due to emotional (415) | (40.4) | (0-100) | (0-100) | (48.8%)| (11.6%)| (39.5%)| °O9 | (37.2) (40.6)
problems (RE)
Vitality (VT) 41 417 | 521 | 425 55 25 5 11 | 50001 61.9 52.8

(16.3) | (19.6) | (10-65) | (15-80) | (61.0%)| (12.2%)| (26.8%)| (20.9) (18.9)
Social functioning| 44 51.1 65.6 50 62.5 28 5 11 0.0003 77.4 63.7
(SF) (18.8) | (21.9) | (25-87) | (25-100)| (63.6%) | (11.4%)| (25.0%)| - (23.3) (22.4)
General health 43 535 | 62.4 52 65 30 5 8 0.0002 65.2 59.6
(GH) (16.9) | (19.9) | (25-80) | (25-92) | (69.8%)| (11.6%)| (18.6%)| (22.2) (21.9)

YIncludes data from 5 dropped-out cases that weegdd as unimproved according to intention to tfsee text).
? Reference values for normal subjects are frormedam sample (n=2031) of Italian adults, referermees for migraine are

from a sample of 423 Italian adult patients affddig migraine"?

It can be seen that the average scores of thenpatdimensions before therapy were considerablydbove all as far as pain
(37.8/100) and the “role limitation” (36.2/100 aB@d.9/100 for physical and emotional problems retpely) are concerned.
However, the general physical capacity was faidgdy(79.3/100), as already demonstrated in a searigative manner in the
data shown in Figure 1. Therefore, in general,godsi before therapy showed a reasonable to goad d¢\physical activity,
sufficient mental health, and sufficient generalltie but there was strong suffering due to heaglaen and the limits that this
condition inflicts. The SD and the inter-percentii@ues were quite high, especially as the roletditions (RP and RE) are
concerned, indicating that the impact of the diseasthe life quality was heterogeneous in thisigrof patients.

After therapy, all scores rose and the results weae particularly noticeable were those of rofeitiation (these changed to
64.5/100 and 65.1/100 for physical and emotionablams respectively). There was also a change tsaam improvement in
the median values of the various parameters dfsrapy. Naturally the difference in the physicaldtioning limitations was
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slight, because the starting point level was alye@dsonable or good. All the differences betwersipost treatment were
statistically highly significant, with the strondessults in the “bodily pain” and “vitality” paraeters (p< 0.0001).

Table 2 also shows the number and percent of gatvemose conditions improved, worsened, or remainegame before and
after therapy. More than 60% of the cases expezan improvement where pain was concerned asawétl the limitations in
social activities, in vitality and health in genlera

The results concerning physical pain are partitpianportant, since they include the main symptdat torought the patient
to consulting the doctor. Even though this quesianre was not composed for some specific symptqa oy area, it is obvious
that the patients under observation were suffenmgn pain due to tension-type headache and migr&néy in one single case
did the doctor signal that the patient was affectgith a tumour (that was not a brain tumour and wader conventional
treatment) that worsened during the observatioro@emhis case was included in the evaluationtal $ame, because tumours
were not excluding criteria.

As a reference, the data from other independedtestidone on Italian population are reported irrigjet-end two columns of
Table 2. It can be seen that the SF36 scores alifi@sn our cephalalgic patients are in the ramgslightly lower as compared
to the values which were reported in a group ofesib affected by migraine (no data for tensioretipadache are availabfd).
In our group after homeopathic treatment, the \@abhfePF, MH and GH of patients became similar eodbntrol averages, while
the values of other parameters were still undentirenal status, while considering that the comparsith the reference group
IS purely indicative.

Discussion

Although homeopathy is a form of medicine thatredominantly empiric and much research has beeredavut over the past
two hundred years, there is still no final agreeinmemthe question of its proven efficacy, nor te tuestion of its possible action
mechanisms. In fact, research that has been cadlactording to criteria with completely acceptahbkthods is rare and the
results are not incontestable. Also in basic resgamany more problems have appeared than thosththaxperimentation was
able to clarify. In the field of homeopathic treaimh of headache, the evidence from randomizedcaliririals (RCT) is still
controversiaf>?’ It has been suggested that in the field of migrairesides randomised controlled trials well penfead outcome
or audit prospective studies are likely to be ulsafuhe long run in the objectifiation and quait@tion of the benefits of
homeopathy?
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The object of this research was the homeopathiaplyein the field of migraine and chronic headac¢lesried out at
professional practice level. Because of the predmsgce of method, it was necessary to respedidneeopathic type of follow-
up that provides for an in-depth and often repeatat/ersation with the patient, as well as possshiecession of different
medicines, so this study was not carried out ddiad study” with a placebo group, and thereforeaihnot answer the question
that is often considered crucial — “Does the homadlup pharmaceutical act as a placebo?”. On therdtand, it does face the
guestion — that is probably more important fronracpcal point of view, concerning the method ofifyeng the effectiveness of
the therapy on a common pathology, and testingtité actual conditions where the treatment isiagpTherefore, an approach
of this kind could bridge the distance between rémults of clinical experimentation and the thetajgedecisions of single
doctors, who often have to base their choices osopal experience only.

The basic question was aimed at discovering whdtbereopathic treatment changes the state of heal#tyated according
to the SF-36 questionnaire on the state of heaith,of the most widely used instruments for meaguso called “life quality”.
This method was programmed on the basis of trusinatheoretical and methodological conditions, andhe result of
progressive experience in many international centreere it was elaborated. In Italy it has beery warefully translated and
applied in many clinical situatiort8!’ The population standards are also well known. Dtdaseline have shown that
cephalalgic patients of our study suffered of sewepairment of their quality of life, with scorgsthe range or even lower than
those reported by others for migraine patiéh#s.possible explanation of the low values at base{particularly as regards RP,
BP and RE parameters) may be the fact that uspallients use to go to the homeopath after havirgyaoessfully tried
conventional painkillers and this may select thearseverely impaired patients.

This experience would confirm the SF-36 questiornais a valid instrument for recording the changephysical and
emotional conditions during homeopathic therapyoaclusion in agreement with previous repdriEhe follow-up of the
homeopathic treatment as shown in the questionoaiteerning the general state of health, permitiedloctors to register with
sensitivity, precision, and selectivity, all theadges that took place, the way of dealing with @mic condition mainly with
painful symptoms, over a period of several months.

We would like to mention certain problems that arasth the running of this clinical research. Thaial application of this
method using a questionnaire in the private surgiéyprovoke a little incomprehension involving semgetting used to the
system by both doctors and patients. Many pati&sited for explanations on certain questions; maeav six cases the second
guestionnaire was filled in at the same time aditee making reference to the patient's memorgiafmonths previously, thus
demonstrating scarce attention to the respecteoptatocol by the doctor.

There is no doubt that the results obtained fromm tibservational study are positive, even thougis #lso necessary to

maintain some caution, since it is well known tbaservational studies based on questionnaires tajuavantee absolute
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certainty on the efficacy of a certain treatment ljoth conventional and complementary medicinelnbse of the intrinsic
methodological limits. Naturally, the lack of a gel control group is the main limiting factor this type of research study and
this prevents the distinguishing of the efficacytioé¢ treatment from possible spontaneous improvemmed/or from the co-
related phenomenon called “regression towards gnin(where the patient would tend to come to theat for the first visit at
the moment the symptoms are strongest, while tHewmg visits would represent the normal situatioh his condition).
However, as a partial answer to this objectioshiuld be considered that the inclusion criter@viged for cases of headache
with at least a two year history, and thereforedisease under evaluation was a chronic situatiichwvas relieved for most of
the patients after a period of a few months of hagpaghic treatment.

As far as the clinical results in terms of the @ats’ subjective opinions are concerned, it has lokegnonstrated that the pain
was considerably reduced in about 60% of the pistiever the 5 month observation period, bringirdeaided improvement in
their daily lives, work and social activities. Ordyminority of patients (6.8% to 19.5%) declarethéwre worsened after therapy.
The number of drop-outs — those patients who didcomplete the second questionnaire ( about 1096) quate low and
substantially acceptable for this type of studye3édndata, that quantify the decrease of suffemadgod limitations of daily life in
over half of all patients enrolled in the study nheyof obvious interest for any patient undertakhng kind of therapy.

Patients today want to be adequately informed, vaadt to make their decisions in full awarenesshef situation. In this
context, new developments in complementary medieiamong which homeopathy play an important radee-considered with
increasing favour by the public. Therefore, thesenecessity of improving data collection and exgeasystems and the
evaluation of therapy outcome with validated questaires of the life quality and patient satisfactare important options for
this documentatiof®>° The work completed up till this point would encage the continuation of this study that, with a
minimum of involvement by the medical practitionbgs demonstrated that it can be easily carriedrogrivate surgeries
coordinated with an external and independent obsery. Lastly, this preliminary experience can pdevhelp with the
programming of studies in various pathologies arwbaling to other therapeutic protocols.
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