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Treatment with an Immune Stimulating Homeopathic
Preparation - Results of a Drug-Monitoring Study

Rainer Gorowald, Ph.D. and Michzel Weiser, Ph.D.

Summary

in a drug-monitoring study of the
homeopathic preparadon Galium-Heel
{drops or injection solution), 661
patients were treated for the indications
activation of the non-specific defense
mechanisms i chronic diseases, general
activation af the non-specific defense
mechanisms, and other diagnoses. The
predominant underlying diseases were
chronic diseases. In 81% of the
patients, the duration of treatment
ranged from 2 weeks to 3 months. In
approximately 90% of the cases, first
“signs of a general improvement of the
specific symproms were observed with-
in the first six weeks of therapy, the
maximum of 30% being seen in weeks
2 to 4 of treatment. Relative to the total
number of the patients, the efficacy of
the treatment was assessed by the inves-
tigators as very good, good, and nioder-
atein 31%, 47%, and 17% of patients,
respectively. No improvement was
observed in 4% of patients. The tolera-
bility assessment of the remedy was
positive {excellent and good in 77% and
22% of patients, respectively).

Introduction

Stimulation of the impaired immune
system Is a promising therapeutic con-
cept in the causal treatment of chronic
diseases. Activation of the nonspecific
defense mechanisms leads to general
strengthening of the bodys resistance
and self-healing capabilicies. Thus,
chronically recurring complaints can be
reduced or even cured.! Within the gen-
eral concepe of anthomoroxic therapy,
immune stimulation plays a significant
role and is one of its fundamental sup-

Constituent/Potency Pharmacological and Clinical Notes

Galium aparine 3X Precancerous dermaritis, diureric, adems, favors
granulation of uleers

Galium album 3X Detoxifying agent

Sedum acre 3%

Precancerous dermartitis, hemorrhoidal disorders.
anal Assures

Sempervivum Precancerous dermaits, herpes zoswer, hemorrhoids,

tectorum 4X nephritis

Clematis 4% Hyperplastic, hard glandular sweiling, urethral stricnuere.
prostaricis; vesicular highly irritadng eczema

Thuja 3X Constitutional remedy, especizlly for diseases with 4
rendency towaeds proliferative processes

Caltha palustris 3X Uterine carcinoma, bronchitis, pemphigus

Ononis spinosa 4X

Nephrosis, nasal hemorrhage

Juniperus communis 4%

Diuretie, glomerulonephriris

Hedera helix 4X Acure and chronic nasal (sinus) cararrh

Betula alba 2K Diuretic, choleretic remedy; mucosal cacarrh and,
in particular, also gastritis

Saponaria 4X Eczema, diureric, cholagopue, acure chills

Echinacea angustifolia 5X

Tb strengthen the defensive mechanism, inflammation of
every kind and location, septic processes

Calcium Auoratum 8%

Glandular swellings (of stony hardness)

Phospherus 8X

Remedy for affections of the parenchyma (lungs, heart,
liver, kidneys), decalcification of bone

Aurum meeallicum 10X

Remedy for affections of the rissues, arceriosclerosis,
depression (rendency rowards suicide)

Argencum 8X

Deficiency of memaory, vertigo. zngiospasms, coxitis

Apis mellifica 12X

Edema, exerts a channelling actian on che connecrive dssues

Acidum niricum 6X

Dyscrasia, eczema, dermatosis, chronic nephriris

Pyrogenium 6X

Infectious reaction phases, edema

Urtica 3X

Rheumatism, gout, eczema, dermarosis

Tible 1: Potency and pbrzrmacalog:‘ca!/diniml notes of the sinze constituents of

Galinm-Heel.
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_Patients' age (years)
Fields of indications <21 21-30 31-40 41-50 | 51-60 61-70 71-80 =80 *
Activagion of the 10.9 11.4 20.9 16.6 15.0 13.9 8.6 1.8 0.2
non-specific defense
mechanisms in chronic
diseuases, n = 440
General acrivation of 17.8 12.0 19.9 16.2 15.7 10.5 3.7 4.2 0.0
the non-specific defense
mechanisms, n = 191
Other diagnoses, 6.5 19.6 23,9 17.4 21.7 4.4 6.5 0.0 0.0
n = 46
All patients, n = 661 12.8 12.3 21.0 16.5 15.3 1z2.1 7.0 24 0.6

* o data available

Table 2: Patients' age. Distribution in the different flelds of indications (in percentage) and in the total patient population. Multiple

assignmient was possible.

ports. On its own or combined with
other therapeutic approaches it enables
the body to eliminate homotoxins,*»

Galium-Heel drops or injecrion solu-
tion (manufactured, by Biologische
Heilmictel Heel GmbH, Baden-Baden,
Germany) is a homeopathic complex
medication with such effects and is
therefore suitable for the treatment of

chronic diseases with a great variety of .

different symproms. The individual
ingredients of Galium-Heel are listed in
Table 1 along with their homeopathic
potencies and pharmacclogical and clin-
ical notes. By promoting detoxification
and secretory reacdons, the functions of
the connecting tissues are strengthened
and the homeroxic terrain is cleansed.
Galium-Heel has been suecessfully used
in the treacment of chronic bronchiris,!
in geriatrics,” and other internal, neuro-
logical, urclogical, dermatological, oph-
thalmological, and ENT diseases for
many years. Precancerous dermatitis and
tﬁcmpy—induced illness are Furcher indi-
cations for this preparation. In dentistry,
it is an essential medicavion thac sup-
poris detoxification and elimination
functions, both during and after 2mal-
gam removal® and is also used in the
treacment of gingivids.” Galium-Heel is
often administered simultanecusly with
additional homeopathic remedies o
ensure comprehensive basic and symp-

tom-oriented therapy.

To obtain further dara on the efficacy
and tolerability of Galium-Heel trear-
ment, 2 prospective drug-monitoring
study was conducted with a large num-
ber of patents in Germany, Belgium,
and the Netherlands. The participating
physicians were allowed ro continue

their normal specific treatment proce- :
dures without having any study specific

restrictions placed upon chem. The
intention was to obezin data thar would
reflect the results of therapy under con-
ditions of daily routine treatment.

Methods

It was generally passible o include all
patients into the drug monitoring seudy
for whom weacment with Galium-Heel
was appropriate, The respective data was
ascertained during a screening and a ter-
mination visit of the patient, and
enteredd into a specific patient form.
Inclusion or exclusion criteria were not

- specified. No further restrictions were
made, as to the duration of the treat-

ment or the number of the patients vis-
its ar the site. The following dara was
compiled o describe the participating
patient population: demographic data,
disease/diagnosis, duration and possible
pre-treatment of the disease, dosage reg-
imen, formulation and mode of applica-

tion {in the case of injection soludon),
possible addirional medications or ather
therapies, and duration of the therapy.

The disease or symptoms to be treat-
ed could be selected from the {ollowing
fields of indicarions:

* activacion of the non-specific
defense mechanisms in chronic dis-
eases (to be specified)

» general activation of the non-spe-
cific defense mechanisms

= other diagnoses (to be specified)

Assessment variables for therapeuric
efficacy were:

= moment of first improvement of the
symptoms

» assessment of the efficacy of the
rrearment by the investigator
{according to the following scale:
very good = no more complaints,
good = significant improvement,
moderate = slighe impruverﬁent,
withour success = no change and
deterioration).

Assessment variables for therapeutic
tolerability were:

» determination of possible side

effects
» assessment of the tolerability by che
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investigator (according o the fol-
lowing scale: excellent, good, mod-
erace, poor).

The staristical analysis of the data was
performed exploratively by ealculating
absolute and relative frequencies.

Results

Patients

In total, 661 patients were treated in
this drug-monitoring study (Germany:
627, Belgium: 24, the Netherlands: 10,
by 75 physicians during 2 5 month peri-
od. The physicians were general pracd-
tioners (72), complementary medical
practitioners (7), pediatricians (2}, ENT
specialist (1). Sixty percent of the
patients were female. The distribution
of the patients by the different fields of

indicarions were:

s activarion of the non-specific
defense mechanisms in chronic dis-
eases, n= 440

» general activation of the non-specif-
ic defense mechanisms, n = 191

* other diagnoses, n = 46

The sum of the patienes in the differ-
ent indicacion fields was higher than the
total number of padents, as mulriple
assignment was possible.
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Fig, 1: lnvestigasor’s global assessment of the efficacy in the total parient population and
in the different fields of indication. Treatment with Galivm-Heel plus additignal con-
comitant medication. A = total patient population (n = 661}, B = activation of the non-
specific defense mechanisms in chronic diseases (n = 440), C = general activarion of the
non-specific defense mechanigms (n = 191), D = Other diagnoses (n = 46) (Multiple
assigniment was possible). |
(general suscepribility to infecrions
= 12, cysdris = 11, influenza = 11,
sore throar = 11, tonsillits = 8)
* theumarological diseases (arch-
ritis/arthrosis = 12)
» allergic diseases {allergic rhinitis = 4)
» merabolic diseases (dizbetes mellitus

Concerning activation of the non-spe-
cific deferise mechanisms in chronic dis-
eases, the following discases were speci-
fied most frequently:

= diseases of the respiracory tract

. (bronchits = 6B, sinusits = 40,

: bronchial asthma = 20) =10)

* dermarological diseases (neuroder- » gastro-intestinal diseases (Crohn's
i matits = 12, eczema = 10, acne vul- disease = 7}

paris = 7, verrucae = 6}

» chronic and recurrent infections Regarding the distribution of patients’

Duration of treaunent

Fields of indications <1 1-2 24 4-6 6-8 2-3 3-4 >4

; weelt weels weeles weels weeks months months monchs
Activation of the 0.2 3.9 15.0 21.6 22.0 19.1 9.3 8.9
non-specific defense .
mechanisms in chronic
disenses
General activation of the | 0.0 11,0 24.1 29.8 17.8 15.2 0.0 2.1
non-specific defense
mechanisms
Other diagnoses 0.0 2.2 13.1 26.1 39.1 B7 6.5 4.3
All patients 0.1 5.9 17.7 24.1 21.8 17.2 6.5 6.7

Tiable 3: Treatment duration. Percentage in the different fields of indications and in the total patient populdtion. Multiple assignment

was possible.
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Fig, 2: Investigator's global assessment of the efficacy in the total patient population and
in the different fields of indication. Treatment with Galium-Heel and withont any addi-
tignal concomitant medication. A = total patient population (n = 340}, B = activation
of the non-specific defense mechanisms in chronic diseases (n = 182), C = general acti-
vation of the non-specific defense mechanisms (n = 144), D = Other diagnoses (n = 22)

(Multiple assignment was possible).

age, the greatest proportion was in the
range of 31-40 (21%4), followed by 41-

50 (£7%}, and 51-60 (15%) years of

age. Nevertheless, the distribution of
patients was quite homogenous, as
younger and older patient groups signif-
icantdy contributed to che total number
of patients treated {Tuble 2).

Ar che start of the drug-monitoring
study, the intensity of the disease to be
treated was characrerized as mild in

B

ic trearment, the nature of the disease
was chronic in most cases (chronic:
55%, acure: 11%, no data available:
34%). The majority of che parients had
a pre-treazment before they entered che
drug-monitoring study (63%). In
almost all cases it was 2 medical (BG%)
or combined medical/physical (11%)
rreatment. An exclusively physical pre-
treatment was listed for only 3% of the
patients. The medications most fre-
quensly prescribed in the case of a med-
ical pre-treatment were antibiorics, anal-
gesic/antitheumatic drugs, anrcussives,
broncholytics, corticoids, rhinologics,
therapeutics for the immune system,
and additional homeopachic prepara-
tions, including Echinacea composi-
um?®, Traumeel®, Lymphomyosot®, and

. Psorinoheel®.

10%, 2s moderate in 58%, and as severe

¢ in 19% of che cases (na data available:
13%), The pre-existence of the disease
was, in acrordance with its character,
predominanty in the range of several
months up to several years. A clear max-
imum was derectable for disease dura-
tion of longer than 2 years (32% of the
total patient population), Duration of at
lenst 4 months was ascerrained for G7%
of the patients. Corresponding to the
therapeutic approach of the homeopath-

Treatment

With regard to the pharmaceutical
formulation, the application of Galium-

Heel as drops (58%) was higher than the

: application as an injection solution

(23%). 19% of the padents received
both drops and ampules.

The preferred mode of applicacion of
the injection solution was intramuscular
(4490), followed by intramuscular +
auto-sanguis therapy (15%), subcuta-
neous (22%), intravencus (14%), oral
(3%), intracutaneous (1%) and other

D Trr | Moment of first improvement of the symptoms : :
Fields of indications . -{.1-3 .. {""47. .| 12 \2-4 £46 »>6 .| No improve- | No dama
S i no L aedas ﬂnyg..'_..}:. vweeks | oweeks o) weeks. . weeks . [ ment: 0 T available
Activation of the 3.4 12.0 26.1 295 . 16.1 7.0 5.0 0.9 .
non-specific defense
mechanisms in chronic
diseases .
General acrivation of the | 5.8 24.G 28.8 29.3 6.8 2.1 2.6 0.0%
non-specific defense
mechanisms )
Other diagnnses 0.0 17.4 21.7 43.5 10.9 2.2 4.3 0.0
All parients 3.9 15.9 26.3 30.4 12.9 5.4 4.4 0.6

Tuble 4: Moment of first improvement of the symptoms, Percentage in the different fields of indications and in the total patient poptila-

tion. Multiple assigmment was possible.
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methods {1%), In some cases more than
one mode of parenteral application was
used.

The preferred dosage of Galium-Heel
diops was 10 drops three times daily
(75%). Ten drops twice daily were pre-
scribed for 16% of the partients and 9%
received different dosages. Galium-Heel
ampules were injected at the acurce rate
of once daily in 22% of the cases and in
78% ac cthe standard dosage of once
weelly. Thircy-nine percent received 2
ampules a week and 20% received 3

ampules a week. In some cases, different

dosages were used.

The patients who were treated for
activation of the non-specific defense
mechanisms in chropic diseares and other
diagnuses (to be specified), predominantly
obtained further medication in addition
to Galium-Heel (monotherapy: 67%
and 72%, respeciively) In contrast to
that, most patients included for general
activation of the non-specific defense
mechanisms were treated only with
Galium-Heel (66%). Additional med-
ications were preseribed for 36% of the
padients, 28% received additdonal med-
ication together with physical therapy,
and 16% received physical therapy
exclusively. The most frequent addition-
ally preseribed medications were further
homeopathic preparations such as
Engystal®, Lymphomyosor®, Traumee/®

S, Echinacea compositum®,
Psorinoheel®, as well as conventional
drugs such as antitussives,

analgesic/anci-rheumaric/anci-inflam-
matory drugs, broncholyries, and thera-
peutics for the immune system,

The duration of treatment mainly
ranged from 2 weels to 3 months (81%
of the patients} with a maximum having
4 - 6 weels treatmenc (24%) (Table 3).
In most cases, a change in the dosage
regimen during the creacment was not
necessary (90%). When the dosage was
changed, it was a dose reduction in
92%.
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Fig. 3: Investigaror's global assessment of the tolerability of Gulium-Heel in the torl
patient population and in the different fields of indication. A = total patient population
(n = 661), B = activation of the non-specific defense mechanisms i chronic diseases (n
= 440), C = generdl activation of the non-specific defense mechanisms (n = 191), D =
Other dingnoses (n = 46) (Multiple assignment was possible).

Efficacy parameters

The moment of first improvement of
the symptoms was assessed a5 a parame-
ter of efficacy. The analysis of the data
revealed that for 90% of the padents a
first improvement was noticed after six
weeks of therapy; of these the fargesc
proportion showed improvement after 2

- 4 weeles (Tabie 4).

The second parameter was the global
assessment of efficacy on a Hve—pninr'
rating scale by the investigator and by
the parient. The investigators assessed a
therapy with Galium-Heel plus addi-
tional medication as very good (31%) or
good (47%) in 78% of the cases. The
result was moderate for 17% of the
patients and without success for 4%
(Figure 2). Wich regard to a monothera-
py with Galium-Heel the respective val-
ues were as follows: wery good (38%),
good (45%), moderate (14%), without
success (3%) (Figure 2). The patents’
assessment of the efficacy of che therapy
was similar. For the monocherapy the
following data were ascerrained: wvery

good (40%), good (41%), moderaze (8%),
withour success (3%4), (no data availahle:
89%4). The corresponding vaiues for a
therapy with addidonal medication
were: very good (34%), good {43%),
moderate (14%), withour surcess (4%),
{no dara available: 5%).

. Tolerability

The tolerzbilicy of a cherapy with
Galium-Heel was ascertained by means
of a four-point racing scale. The rolera-
bilicy was reporied as excellent or goad in
almasr all of the cases (999), For 507 of
the 661 padents the assessment was
excellent (77%). Further assessments
were as follows: good (148 patients =
229%), moderate (5 patients = 1%).

One case of a side effect was reported.
A patient was being treated for condi- -
cions after febrile common cold. Afer
an injection of Galium-Heel, itching
started the following day and continued
the next day with moderare intensity. As
this patient was also taking anribiorics,
broncholyrtics, and antitussives it is more
likely that the allergic reaction was

Biomedical Therapy / Yol XVIII / No. 2 2000
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caused by one of these medications. In
any case, the complaines disappeared
without any sequelae.

Discussion

Imenune stimularion and discharge of
lromoroxins from the organism are basic
concepts in antihomarexic therapy.?
Supporting the defense system of the
body by improving deposition and
drainage systems, patchological processes
can  be reversed, detoxification
improved, and convalescence initiared.?
The stimulation and regulation of the
body's self-healing capabilides by mobi-
lization of the defense functions is espe-
cially importanc in the treatment of
chronic diseases, in order to reverse their
continuing progress.

This drug-monitering study was per-
formed to examine che therapeutic effi-
cacy of Galium-Heel under daily rourine
condirions in the physicians’ practice.

Therefore, each patient selected for a
therapy with Galium-Heel, in the physi-
cian’s opinion, could be treated withour
any formal restricrions, With 661
patients, a considerable number of cases
were evaluared to provide sufficient
informarion on the efficacy and tolera-
bility paramerers to be examined. As was
io be expected, the majority of the
patients suffered from chronic diseases,

predominantly of the respicarary tracr,
such as bronchitis, sinusitis, and asthma.
In addition, chronic diseases from other
indications stgnificandy contributed w
the spectrum of diseases to be teated.
According to the character of the chron-
ic diseases diagnosed, a shorr-rerm trear-
ment was not to be expected. But con-
sidering the fact that 90% of the padents
experienced Initial improvement of their
disease within six weeks of therapy, the
positive effects of the homeopathic rreat-
ment become obvious. Obviously, a
long-term therapy mighe be necessary in
some cases, depending on the padent
and the disease to be treated.

The success of the therapy was also
reflected by the general efficacy assess-
ments of the investigators and patients.
Both assessed the efficacy of the trear-
ment as very good or good in approxi-
mately 80% of the cases. Considering
the chronic character of many of the
underlying diseases, these results indi-
cate the effectiveness of a therapy wich

Galinm-Ieel.

In rotal, it can be stated thar Galium-
Heel is an essential and safe prepararion
in a padents homeopathic regulation
therapy. Especially for patients with
chronically  recurring  complaines,
Galium-Heel is highly effective ac help-
ing detoxify the organism.

For the authors:

Michael Weiser, Ph.D.
Gleisslestr, 34
D-77815 Biill

Germany
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