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1 I ntroduction

A total number of 99 patientsintwo
medica practices, one speciaising
in internal medicine and one in
general medicine, participated
between January 1997 and
February 2001 in an application
study with the preparation
EXMYKEHL 3X suppositories.
Thetest preparation, EXMYKEHL
3X, congsts of a combination of
Candida albicans 3X, Candida
parapsilosis 3X and Penicillium
roquefortii 3X.

1 EXMYKEHL 3X suppository
contains:

0.067g Candidaabicans 3X trit. in
accordance with provison 6, HAB
0.067 g Candida parapsilosis 3X
trit. in accordance with provison 6,
HAB

0.067 g Penicillium roquefortii 3X
trit. in accordance with provison 6,
HAB

Theam of the gpplication sudy was
to determine the actud application
of the preparation as well as its
tolerance under the day to day
conditions of a norma practice. It
wasaso of importanceto determine
the acceptance of the preparation
on the market, especialy amongst
children.

In line with the study’ s set-up, only
descriptive statistica methodswere
used. The application of inductive
methods was not indicated. An
Lintention-to-treat” evaduation was
carried out, which means that al
those patients who had at least
received one dosage of the
medicament, were included in the

study.
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2 Participating Patients

99 patients participated in the
sudy which comprised of 47 maes
(47.5%) and 52 females (52.2%).
The age of the patients varied
between 5 and 81 years, with an
average age of 42.2 and astandard
deviation of 20.6 years. 9.1% of
the patients were under 12 years,
between 13 and 20 years (15.2%)
and between 21 and 30 years
(7.1%). The age groups between
31 and 40 years (13.1%), 41 and
50 (11.1%) aswell as 61 and 70
(14.1%) were approximately of
the same size. The age group
between 51 and 60 years (23.2%)
was the largest. 7.1% of the
patients were over 70 years. The
maleswith an average age of 50.2
+ 19.7 were on the average 15
years older than the femaes with
35.0 £ 18.5 years.

Height varied between 115 and
190 cm with an average height of
168.6 + 13.8cm. Theweight was
between 20 and 110 kg with an
averageweight of 70.2+ 17.4kg.

2.1 Diagnosesand Secondary
Diseases

The diagnosis leading to the
prescription wasto be entered in the
study protocol. It showed that
EXMYKEHL 3X, according to
Isopathy, is used in a very wide
application range. The preferred
application was independent of the
patient’s age.

The main indications were intestina
and vaginal mycoses as well as
prostate hypertrophy. A diagnosis
was made before the start and end
of the therapy. Accompanying
therapies were to be documented in
the evduaion form.

In order to obtain a measure of
chronic diseases, the patients were
asked in the study protocol how long
they had endured the disease or
complaints. Time frames were given
of less than sx months, up to one
year, up to three yearsand morethan
three years.

36.7% of the patients had suffered
for less than six months, 4.1%
between six and 12 monthsand 9.2%
between one and three years. Half
the patients suffered for more than
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36 months. 1n the age group under
12 years, dl patients (without any
exception) suffered for lessthan six
months. In the adult group over 12
years, chronic complaints of more
than three years were clearly

predominant (55.1). Two patients
(both over 12 years) of the 99
patients included in the study had
aready been previoudy treated with
EXMYKEHL 3X.
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3. Dosage and Therapy
Duration

3.1. Consultation Times,
Therapy Duration

According to the nature of an
application study, the physicians
were not given a preset time limit
for thefind patient assessment. The
fina examinations were conducted
after a period of 10 to 354 days,
with an average of 106.7 + 93.1

days.

The therapy duration reflects the
previous duration of complaints.
Amongs the children (< 12 years)
who exdusvdly suffered from acute
complaints, the short therapy
duration of 24.4 + 5.0 days was
clearly predominant. In the adult
group, the therapy duration was on
average 114.9 + 93.7 days. 45%
of these patientswere treated up to
50 days and 55% over 100 days
whereby 37.8% were treated over
150 days.

3.2 Dosage

The dosage was set according to
the patient information leeflet:

1 suppository 1 - 3x weekly to
insert rectaly before going to bed
For al patients (children and adults)

the dosage was 1 suppository per
week.

4.  Comparison with former
treatment

Two adult patients had dready been
treated with EXMYKEHL 3X
suppositories within the past five
years. By acomparison of efficacy
and tolerancein both patient groups
(firgt-time and repeated application
users) hints of a possible
sengtisation towardstheingredients
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Evaluation of Efficacy

Patient Group

Patient’s evaluation (%)

Physician’s evaluation (%o)

<12 years 11,1
58,9

54,5

778
26,7
31,3

> 12 years

All patients

Very good Good

Moderate = No effect

11,1 0
14,4 0
14,2 0

11,1
58,9
52,7

Very good Good

Moderate | No effect
778
26,7
28,8

11,1 0
144 0
185 0
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could be gtated but the group of the
repeated application users (2
patients) isso negligiblethat religble
data concerning a possible
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senditisation couldn’t be produced.
Both patients assessed tolerance
with,, very good" and the physcians
rated with ,, very good" and ,,good".

The therapy duration of these two
petients was very brief lagting for
25 and 27 days respectively.

5 Efficacy and tolerance
5.1 Evaluation of Efficacy by
Physician and Patient

Inaclosing assessment, physcians
and patientswere asked to eva uate
efficacy and tolerance. Efficacy
could be assessed with , very
good”, ,,good", ,moderate’ or ,,no
effect*. The physician was aso
requested to evaluate patient
compliance with ,very good*,
»good”, ,moderate“ or ,non-
compliant®. The evaluation of
efficacy showed that 54.5% of the
patientsthought efficacy to be , very
good” and 31.3% ,,good"*, whilst
14.2% assessed efficacy with
»moderate”. The results of the
phydcians evauation for efficacy,
was gmilarly pogtive asthet of the
patients. The physcians evauated
efficacy in 52.7% of the cases as
»Vvery good”, 28.8% as,,good* and
18.5% as ,,moderate”. Neither
physician nor patient assessed with
»No effect”. In the group under 12
years, intheevaduaion of physdans
and patients there was a shifting
from ,very good to ,good",
however, the addition of the , very
good” and , good” assessments
remained the same in both age

groups.
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Evaluation of Tolerance

Patient Group Patient’s evaluation (%) Physician’s evaluation (%)
Very good Good Moderate | No effect | Very good Good Moderate | No effect
<12 years 100,0 0 0 0 88,9 111 0 0
> 12 years 98,9 1,1 0 0 97,8 2,2 0 0
All patients 99,0 1,0 0 0 97,0 3,0 0 0

Compliance (N =99) wasassessed
by thephysiciansto be,, very good*
for 82 patients and ,,good" for 17
patients, hence dl of the patients
participating inthestudy weregiven
a ,good* or ,very good"
compliance rating.

5.2 Evaluation of Tolerance
by Physician and Patient

At the concluson of the study, an
evaluation of tolerance was
submitted by the physicians and
patients, whereby an assessment of
,very good”, ,good”, ,,moderate’
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and ,,no effect* could be chosen.
99% of patients and 97% of
physicians rated the tolerance to be
»very good*, whilst 1% of patients
and 3% of physicians gave
EXMYKEHL 3X a ,good"
tolerance rating. No case was
assessed with ,moderate’ or ,,no
effect”.

In the age group under 12 years,
patients rated the tolerance
exdusvdy with ,very good*. The
assessment of the physicians was
moredifferentiated in thisage group.
In patient’s and physician’s
eva uation of tolerancetherewasno
sgnificant difference between the
agegroupsunder and over 12 years.

5.3 Side Effectsand
Termination of Therapy

No patient discontinued thetherapy
with EXMYKEHL 3X and noside
effects were reported.

6. Summary

A total number of 99 patientsintwo
medical practices, one specidising
in internal medicine and one in
general medicine. participated
between January 1997 and
February 2001 in an application
study with the preparation
EXMYKEHL 3X suppositories.
Thehomoeopathictest preparation,
EXMYKEHL 3X, consists of a
combination of Candida abicans
3X, Candida pargpslosis 3X and
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Penicillium roquefortii 3X. The age
of the patients varied between 5
and 81 years with an average age
of 42.2 years.

EXMYKEHL 3X was used in a
very broad application range in
accordance with Isopathy, whereby
the preferred application was
independent of thepatients age. The
main indications were intestina and
vaginal mycoses and prostate
hypertrophy. Accompanying
therapies were to be documented
in the evaluation form.

Amongst the children under 12
years, who exclusively suffered
from acute complaints, the short
period therapy with 24.4 + 5.0 days
was clearly predominant. In the
adult group, the therapy lasted on
the average 114.9 + 93.7 days.
45% of these patients were treated
up to 50 days and the therapy
duration of theremaining 55% of the
patients was over 100 days,
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whereby 37.8% were treated over
150 days.

Two adult patients had dready been
treated with EXMYKEHL 3X
suppositories within the pagt five
years. The group of repeated
application users with only two
patientswas negligible and therefore
reliable data concerning a possble
senditisation couldn’t be produced.

The therapeutic progress was
determined by evaluations
conducted & the beginning and at
the end of the therapy.

54.5% of the patients rated the
efficacy as ,very good‘ and 31.3
as ,good”, whilst 14.2% rated
efficacy tobeonly ,moderate’. The
physicians assessment of efficacy
wassmilarly postivethan thet of the
patients, as 52.7% of the patients
wereassessed with,, very good* and
28.8% with ,,good”, whilst 18.5%
were rated with , moderate”.
Neither physician nor patient rated

with,,no effect”. In the group under
12 years, there was a shifting from
,Vvery good“ to ,good” in the
evaudion of physdansand patients,
however, the addition of the , very
good” and ,good” assessments
remained the same in both age
groups.

Tolerance was rated with , very
good" and ,,good” by patients and
physciansdike.

No therapy was discontinued and
no side effects and intolerances
were reported.

Werdorf, 18 July 2001
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