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1 I ntroduction

Between August 1991 and
February 2001, a total number of
285 patients in three medical
practices, onespecidisngininternd
medicine and two in general
medicine, participated in an
application study with the
preparation seriesALBICANSAN
in the administration forms of
capsules, drops, suppositories and
injections. The homoeopathic test
preparation, ALBICANSAN,
conggts(withrespect tothedifferent
adminigtration forms) of Candida
abicansinthe 39, 4" or 5" decimal

potency.

ALBICANSAN D5 drops

10 ml contain: 10 ml Candida
abicans D5 dil. in accordance with
provison 5a, HAB.
ALBICANSAN D5 dilution for
injection

1 ml contains 1 ml Candidadbicans
D5 agueous dilution in accordance
with provision 5b and 11, HAB.
ALBICANSAN D4 capsules

1 capsulecontains: 330 mg Candida
abicans D4 trit. in accordance with
provison 6, HAB.
ALBICANSAN D3 suppositories
1 suppository contains: 0.2 g
Candida albicans D3 trit. in
accordancewith provison 6, HAB.

The am of this application study
was to determine the actual
goplication of thepreparation aswell
as its tolerance under the day-to-
day conditionsof anormal practice.
It was also of importance to
determine the acceptance of the
preparation on the market,

epecidly amongst children.

Semmeweis-Institut GmbH

In line with the study’ s set-up, only
descriptive statistical methodswere
used. The gpplication of inductive
methods was not indicated. An
~intention-to-treat” evduation was
carried out, i.e. that all those
patients who had at least received
one dose of the medicament were
induded in the study.

2 Participating Patients

285 patients participated in the
study which comprised of 124 maes
(43.5%) and 161 femal es (56.5%).
The age of the patients varied
between 4 and 91 years, with an
average age of 30.5 and astandard
deviation of 20.6 years. Thelargest
agegroup wasthat of patientsunder
12 years(28.8% of dl patients) and
the second largest group was the
one between 41 and 50 (17.2%).
Almogt of the same sze were the
groups between 13 and 20
(14.4%), 21 and 30 (10.5%) and
31 and 40 years (11.9%). 7.7% of
al patients were between 51 and
60 and 7.7% between 61 and 70,
whilst only 1.8% were over 70
years. Regarding age structure, the
maleswith an average age between
36.0 + 21.2 were on average 10
years older than the femaes with
26.3 £ 19.0 years.

Height varied between 102 and 195
cmwith an average height of 157.1
+ 23.6 cm and weight was between
15 and 100 kg with an average
weight of 56.6 = 22.0 kg.

2.1 Diagnosesand
Secondary Diseases

The diagnosis leading to the
precription wasto be entered in the
study protocol. It showed that
ALBICANSAN, according to
|sopathy, was used in a very wide
application range. The preferred
goplication was independent of the
patient’s age. The main indications
werestomdtitis, Perlecheaswell as
intestinal and skin mykaoses. Vagind
mykoses were aso indications in
theadult agegroup. A diagnosiswas
made before the start and end of
the therapy. Accompanying
therapies were to be documented
in the evaluation form.

In order to obtain a measure of
chronic diseases, the patientswere
asked in the study protocol how
long they had suffered from the
disease or complaints. Timeframes
were given of |less than Sx months,
up to one year, up to three years
and more than three years.
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46% of the patients suffered for less
than Sx months, 12.6% between six
and 12 months, 13.3% between one
andthreeyearsand 28.1%for more
than three years. In the patient
group over 12 years, 37.1%
suffered from acuteand 34.5%from
chronic complaints. Almogt of the
same szewasthe group of patients
who suffered for less than 12
months (15.2%) and between 12
and 36 months (13.2%). In the
children group under 12 years, acute
complaints of less than x months
(67.9%) were predominant. Only
6.2% suffered for 12 months,
13.6% up to 36 and 12.3% for
more than 36 months.

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 presst time limit
for thefina patient assessment. The
fina examinations were conducted
after a period of 1 to 1100 days,
with an average of 72.2 £ 83.2

days.

The therapy duration amongst the

children (< 12 years) was on
average 59.2 + 46.5 days and was

approx. 25% shorter than in the
adult group with 77.5 £ 93.7 days.
In both age groups, the therapy
duration between 25 and 50 days
was predominant, i.e. 67.5% of the
patientsunder 12 and 59.2% of the
patients over 12 years.

3.2 Dosage

The dosage was set as follows,
according to the patient information
|esflet:
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Duration of Total Patient
Complaints Population
(Months) (%)
<6 67.9 37.1 46.0
<12 6.2 15.2 12.6
< 36 13.6 13.2 13.3
> 36 12.3 34.5 28.1
Duration of Complaints
80,0
700 +—
60,0 +
T 50,0 @< 12 years
§ 40,0 1+ > 12 years
&J 30,0 O All patients
20,0 1+ I ’:
10,0 1
00 . ’_h | .
<6 <12 <36 > 36
Months
Therapy Duration
> 150
125-150
101-125
2
% 26100 >12 years
8 O <12 years
51-75
25-50 —
<25b
0 10 20 0 40 50 60 70
Percent

ALBICANSAN drops

Ora application: 1 - 8 drops daily
before amedl.

Topicd gpplication:

2x weekly, 5 - 10 drops on the
affected areaor in the cubital fossa.

ALBICANSAN injections
2x weekly 1.0 ml im,, i.v,, i.c. or
S.C.

ALBICANSAN capsules

1- 3cgpaulesdaly withsomeliquid
before breskfast or in the evenings
at bedtime.

ALBICANSANsuppositories
Ix daily,insert 1 suppository rectaly
at bedtime.
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Concerning the administration
forms, 178 patients took capsules,
192 patientsweretreated ordly, 68
patientstopicaly (daily), 46 patients
topicaly (weekly), 157 patientswith
suppositories and 22 patients with
injections(weekly). Multiple counts
were necessary, if various
gpplication forms were combined.
Only 24% of the patients were
treated with a monotherapy. The
maost common combination (27.6%)
was that of capsules, drops and
suppositories. 11.3% of the patients
were treated with drops for ora
intake, dropsfor topica application
and suppositories. The combination
of capsules, drops for ora intake
and topica application wasusedin
7.4% of the patients, whilst only
2.8% were treated with drops for
ord intake and topical application.
7.1% were treated with capsules
anddropsfor topicd goplicationand
4.2% with a combination of
capsules and dropsfor ora intake.
6.4% were treated with a
combination of drops for topical
goplication and suppositories and
4.6% with injections. Other
combinations are to be neglected,
such ascapsuleswith suppositories
(1.4%), capsules with injections

Total Population

medium dosq minimum dosq maxiumum dose
Capaules 27+ 05 il 3
Dropsfir ord inteke 90+54 3 K4,
Drops for topical application daily 60+35 2 2
Dropsfor topicd gpplicationweskly] 203+ 110 g 48
Suppositories 11+03 1 3
Injection ml wesdy 17+05 1 2
All patientsunder 12 years

medium dose |minimum dose | maxiumum dose| patients
Capsules 25+ 06 1 3 53
Dropsfir ord intske 68+28 3 2 73
Drops for topical application deily 69+46 2 2 s
Dropsfor topica gpplication weekly 0 q 0 q
Suppositories 1 | 1 3
Injection ml wesdly 2 2 2 1
All patientsover 12 years

medium dosgminimum dose | maxiumum dose| paients
Capsules 28+04 2 3 19
Dropsfir ord intake 103+ 6.1 5 ) 119
Drops for topicd application daily 53+22 2 10) 40
Dropsfor topicd gpplicationweskly] 203+ 110 8 48 46
Suppositories 12+ 04 il 3 119
Injetion ml wekly 17+04 ] 2 19
(0.7%), dropsfor ord intake with  The tables above show the average
suppositories (1.8%) and dosageof the adminigration forms.

suppositories with injections
(0.7%). There was no sgnificant
difference between the age groups
under 12 and over 12 years with
respect to the frequency of
combinations of the application
forms.

Combination of application forms

O All patients

No. of application forms

>12 years
@ <12 years

Percent

30 40 50
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4 Efficacy and tolerance
4.1 Evaluation of Efficacy by
Physician and Patient

In adosng assessment, physicians
and patientswere asked to evauate
efficacy and tolerance. Efficacy
could beassessed with, very good”,
»good", ,moderate’ or ,no effect”.
Thephysicianswere aso requested
to evaluate patient compliance with
»very good”, ,,good”, ,, moderate’
or ,,non-compliant*. Theevauation
of efficacy showed that 74.1% of
the patients assessed efficacy with
,very good‘ and ,good”, whilst
25.9% assessed efficacy with
»moderate”. No patient assessed
efficacy with, no effect”. Theresults
of the physicians evaluation for
efficacy weredmogt identical tothat
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Evaluation of Efficacy

Patient Group

Patient’s evaluation (%)

Physician’s evaluation (%)

Very good Good

< 12 years 24.4
28,6

27,4

47,6
46,3
46,7

> 12 years

All patients

Moderate @ No effect

28,0 0
25,1 0
25,9 0

29,3
39,4
36,5

Very good

Good Moderate | No effect

42,7
374
38,9

28,0 0
23,2 0
24,6 0

Patient’s Evaluation of Efficacy

Percent
N
[6)]

@d<12years

> 12 years
0O All patients

Very Good Good

Moderate

No effect

Physician's Evaluation of Efficacy

[

s 4 8 8

O<12years

Percent
5
.

]
o
f

> 12 years
0 All patients

Very Good Good

Moderate

No Effect

of the patients. In 75.4% of the cases
physicians assessed efficacy with
»very good* and ,good” and 24.6%
with,,moderate". In comparison with
the adult and the children groups
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under 12 years, according to
tendency, the evaluation of the
physicians and patients shifted to
»good"”.

Compliance (N = 280) was
assessed by the physicians to be
,very good" for 131 patients,
,good“ for 109 patients,
»,moderate” for 37 and , non-
compliant* for 3 patients. Hence
84.2% of dl patients participating
inthe sudy were given a,,good” or
»Vvery good* compliance rating.

4.2 Evaluation of Tolerance
by Physician and Patient

At the conclusion of the study, an
evaluation of tolerance was
submitted by the physicians and
patients whereby an assessment of
»very good”, ,,good*, , moderate"
and ,no effect* could be chosen.
77.5% of patients and 78.2% of
physicians rated tolerance to be
,very good“, whilst 20.7% of
patients and 21.8% of physicians
gave ALBICANSAN a , good"
tolerance rating. 1,8% of the
patients rated with ,, moderate and
neither patient nor physician with
,No effect”.

In the age group under 12 years,
patients and physicians rated
toleranceto be approximately 20%
better with regard to the , very
good"* assessment. With regard to
quality and quantity, the
assessments of physicians and
patientsdikewere of equd vauein
totd.
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O All patients
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Physician’s Evaluation of Tolerance

90 1+

80 +—
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4.3 SideEffectsand
Termination of Therapy

No therapy with ALBICANSAN
wasdiscontinued and no Sdeeffects
were reported.
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5 Summary

Between August 1991 and
February 2001, atotal number of
285 patients in three medical
practices (two specialising in
general medicine and one in

Evaluation of Tolerance
Patient Group Patient’s evaluation (%) Physician’s evaluation (%)
Very good Good Moderate = No effect | Very good Good Moderate = No effect
<12years 90,2 9,8 0 0 93,9 6,1 0 0
> 12 years 72,4 25,1 2,5 0 719 28,1 0 0
All patients 77,5 20,7 1,8 0 78,2 21,8 0 0
internal medicine) participatedinan
Patient’s Evaluation of Tolerance appllcatlon StUdy Wlth the
100 preparation seriesALBICANSAN
90 +— in various administration forms:
80 1 capsules, drops, suppositories and
70 41— injection. The homoeopathic test
60 4 PETg— preparation, ALBICANSAN,

congsts(with respect tothe different
adminigration forms) of Candida
abicansinthe 3, 4" or 5t decimal
potency .

The age of the patients varied
between four and 91 years with an
average age of 30.5 years.

ALBICANSAN, according to
|sopathy, was mainly used in avery
widegpplicationrange, independent
from the patients age. The main
indicationswere somdtitis, Perléche
and intestinal and skin mycoses.
Vaginal mycoses were also
indications in the adult group.
Accompanying therapies were to
be documented in the evaluation
form.

46% of the patients suffered for less
than six months. The second largest
group (28.1%) suffered for more
than 36 months. In the age group
under 12 years, acute complaints of
less than six months were
predominant with 67.9% of the
patients. Only 6.2% suffered for 12
months, whilst 13.6% suffered
between 12 and 36 months and
12.3% for more than 36 months.
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Amongst the children (< 12 years)
the therapy lasted on average 59.2
+46.5 daysand was approximately
25% shorter than in the adult group
with77.5 + 93.7 days. Thetherapy
duration for both age groups
between 25 and 50 days was
predominant in 67.5% of the
patients under 12 and in 59.2% of
the patients over 12 years.

Concerning the administration
forms, 178 patients took capsules,
192 patientsweretreated oraly, 68
patientstopicdly (dally), 46 patients
topicaly (weekly), 157 patientswith
suppositories and 22 patients with
injections (weekly). Multiple counts
were necessary, if various
gpplication forms were combined.
Only 24% of the patients were
treated with a monotherapy with
only one adminigrattion form. The
most common combination (27.6%)
was that of capsules, drops and
suppositories.

There was no sgnificant difference
between the age groups under 12
and over 12 years with respect to
the dosage and the frequency of
combinations of the application
forms.
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The therapeutic progress was
determined by evaluations
conducted at the beginning and the
end of the therapy. In both age
groups, there was no difference
regarding theextent of combinations
of the adminigration forms.

The evduation of efficacy showed
that 74.1% of the patients assessed
efficacy with ,very good“ and
»good*, whilst 25.9% assessed with
»moderate’. No patient assessed
efficacy with,,no effect”. Thereaults
of the physicians evauation for
efficacy weredmogt identicd tothet
of the patients. In 75.4% of the
cases, physicians assessed efficacy
with ,,very good* and , good* and
24.6% with ,moderate”.
Comparing the adult and children
groups under 12 years, according
to tendency, the evaduation of the
physicians and patients shifted to

Compliance (N = 280) was
assessed by the physicians to be
,very good“ for 131 patients,
,good* for 109 patients,
»,moderate“ for 37 and , non-
compliant* for 3 patients, hence

84.2% of dl patients participating
in the sudy were given a,,good" or
»Very good* compliance reting.

77.5% of patients and 78.2% of
physicians rated tolerance to be
»very good“ whilst 20.7% of
patients and 21.8% of physicians
gave ALBICANSAN a , good*
tolerance rating. 1.8% of the
patients rated with ,,moderate” and
neither patient nor physician with
»ho effect”. In the age group under
12 years, patients and physcians
rated tolerance to be approximately
20% better with regard to the
assessment ,very  good-.
Concerning qudity and quantity, the
assessments of physicians and
patients alike were overdl of equa
value. No therapy with
ALBICANSAN was discontinued
and no sde effects were reproted.

Werdorf, 7 February 2003

Dr. Reiner Heldl
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