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1 I ntroduction

A tota number of 184 patients in
two medical practices, one
gpeciaisng in generd medicine and
oneininternal medicine, participated
between January 1997 and
February 2001 in an application
study with the preparation Utilin H
5X capsulesand suppositories. The
homoeopathic test preparation,
Utilin H 5X, conggts exclusively of
Bacillus subtilis in the 8" decimal
potency .

1 UtilinH 5X capsulecontains: 330
mg Bacillus subtilis 5X trit. in
accordancewith provison 6, HAB.
1 Utilin H 5X suppodtory contains.
0,2 g Bacillus subtilis 5X trit. in
accordancewith provison 6, HAB.

The am of this gpplication study
was to determine the actual
goplication of the preparation aswell
as its tolerance under day to day
conditions of a normd practice. It
wasaso of importanceto determine
the acceptance of the preparation
on the market, especidly amongst
children.

In line with the study’ s sst-up, only
descriptive statistica methodswere
used. The agpplicaion of inductive
methods was not indicated. An
»intention-to-treat” evauation was
carried out, which means that only
patients who had aready received
a |least one dose of the medicament
were considered to be included in

The age of the patients varied
between 6 and 78 years, with an
average age of 47.6 and astandard
deviation of 17.9. Thegroupsunder
12 years (6.5%), between 13 and
20 (5.4%) and between 21 and 30
(5.4%) were dmost of the same
size. Between 31 and 40 15.4%
and between 41 and 50 12% of the
patients. The largest group of
patients was between 51 and 60
(27%), followed by those aged
between 61 and 70 (20.1%).
Patients over 70 accounted for
7.1%. In the age structure, men with
anaverageageof 50.4+ 17.6 were
on average 5.5 years older than the
women with 45.9 + 17.9 years.

Size varied between 120 cm and
190 cm with an average height of
168.4cm+ 10.9 cm. Weight varied
between 22 kg and 99 kg with an
average of 70.4 £ 13.9 kg.

2.1 Diagnoses and
Secondary Diseases

The diagnosis leading to the
prescription wasto beentered inthe
sudy protocal. It showed that Utilin
H 5X, according to Isopathy, isused

in avery wide gpplicationa range.
The preferred application was
independent of thepatient’ sage. The
main indications were bronchitis,
lowered resistance  and
postmenstrual complaints.
Accompanying therapies were to
be documented in the evaluation
form before and after treatment.

In order to obtain a measure for
chronic diseases, the patients were
asked in the study protocol how
long they have endured the disease
or complaints. Time-frames were
given of less than Sx months, up to
one year, up to three years and
more than three years.

In 8.2% of the patients the
complaints lasted less than 6
months, in 16.3% for a period
between 6 and 12 months and in
21.2% for a period between 1 and
3 years. More than half of the
patients (54.3%) had suffered for
over 36 months. In the patient group
under 12 years 16.7% suffered for
lessthan 6 monthsand 16.7% for a
period between 1 and 3 years. In
this group no patient suffered for
more than 3 years and two thirds
suffered for aperiod between 6 and

Age structure

30
25

the sudy. ‘E 15 T
& 10 ]
2 Participating Patients > T —’>
O T T T T T T T T
184 patients participated in the <12 1320 2130 3140 4150 5160 61-70 >70
study, comprising of 68 males Years
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12 years, chronic complaints
between one and three years
(21.5%) and for more than three
years (58.1%)were predominant.

Of dl the 184 patients participating
in the study, 7 patients (2 patients
> 12 and 5 patients > 12) had
dready previoudy beentrested with
Utilin H 5X.

3. Dosage and Therapy
Duration

3.1. Consultation Times,
Therapy Duration

According to the nature of an
goplication study, the physician was
not given a preset time-limit for the
final patient assessment. Final
examinations were conducted after
a period of between 41 and 301
days, with an average value of
147.0 days + 76.4 days.

Amongst the children (< 12 years),
thetherapy lasted 85.3 days+ 18.1
days and was hdf the treatment
period shorter than in the adult
groupwith 151.3days+ 77.1 days.
For only 3 patients of both groups,
the therapy duration was under 50
days. In 50% of the younger
patientsunder 12, atherapy duration
between 76 and 100 days was
predominant, whilst amongst the
adults 45% of al patients were
treated longer than 150 days.

3.2 Dosage
The dosage for each adminigtration

form was et as follows, according
to the patient information leeflet:
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Tatal population
Medium Minimum Maximum
Dose Dose Dose
Capadesdaly 10 1 1
Capaes wekly 17+05 1 2
Suppoditories dally 10 1 1
Suppositories weekly 17+£09 1 6
Al petientsunde 12yeers
Paigts Medium Mirmum Madmum
Doe Doe Doe
Canleschly 0 0 0 0
Carleswesdy © 10 1 1
Spostoieschly 0 0 0 0
S poostrieswveedy © 20+08 1 3
Al petientsosr 12years
Petients Mesium Miimum Madrum
Do Do Do
Canleschly 4 10 1 1
Casleswaly e 17+04 1 2
S podiescHly 1 10 1 1
S ostieswakly 167 17+09 1 6

Utilin H 5X capsules:
Therapy: 1 capsule every 2 weeks
as a medium dosage. In cases of
dight or no response, administration
may be increased to a maximum of
2 capsules per week.

Utilin H 5x suppoditories:
1 to 3 suppositories weekly to be

rectally inserted before bedtime.

With respect to the adminigtration
forms, four patients took the
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capsules daily and 174 patients
weekly. One patient took the
suppositoriesdaily and 179 patients
weekly. Multiple counts were
necessary if both administration
forms were combined. Altogether,
capsules and suppositories were
combinedin 174 patients (= 94.6%
of dl patients). Themedium dosage
based on theform of gpplicationis
shown in the following table.

Contrary to the recommended
dosage, five patients in the age
group older than 12 years were
treated daily with suppositoriesand
capsules instead of weekly. The
dosage is indicated as age-
conformd. In the adult group, the
weekly dosage of capsules and
suppositorieswas 1.7 x higher than
in the group under 12 years.

4  Comparison to Previous
Therapy

Seven patients were treated with
oneor moreadminigtration formsof
Utilin H 5X during the past five
years, whereby four patients took
a combination of capsules and
suppositories, two patients only
suppositories and one patient only
capsules. By a comparison of
efficacy and tolerance in both
patient groups of first-time
application users and repeated
application users, a possible
sensitisation towards the active
ingredient should be determined.

With respect to the evaluation of
tolerance, therewere no Sgnificant
differences concerning the
evaluation between repeated
application users and first-time
users. Repeated application users
assessad toleranceexdusively with
»very good“. In both groups
neither physicians nor patients
rated it as ,, moderate” or ,,no
effect”. From this data, no poten-
tial danger concerning patient’s
sengtisation by the ingredient Ba-
cillus subtilis D5 could be
determined.

The first-time users assessed
efficacy as ,very good‘ and
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Evaluation of Tolerance

Patient Group

Patient’s evaluation (%)

Physician’s evaluation (%)

Very good
First-time-application users| g7 7

Repeated application users| 100,0

All patients 97,8

Good Moderate | No effect

2,3 0 0
0 0 0
2,2 0 0

97,2
100,0
97,3

Very good

Good Moderate | No effect

2,8 0 0
0 0 0
2,7 0 0

Patient’s Evaluation of Tolerance

120

100

601+

@ First-time application users

Percent

40 1—

Repeated application users
0 All patients

201

Very Good Good

Moderate

No effect

120

Physician’s Evaluation of Tolerance

100

801+

@ First-ime application users

Percent
(2]
o

40—

Repeated application users
0 All patients

2071

Very Good Good

Moderate

No effect

according to tendency, better than
the repeated application users.
Neither physicians nor patients
rated it with ,,no effect”.
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Concerning the therapy duration,
the difference between repeated
application users with a medium
therapy duration of 86.4 + 14.4

days, first-time users of 1494 +
76.9 daysand thetotd of dl patients
of 147.0 + 76.4 daysis sgnificant.

5 Efficacy and Tolerance
5.1 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”.
The physicianswere a so requested
to evaluate patient’s compliance
with ,very good“, , good“and
»moderate“ or ,,non-compliant®.
The evauation of efficacy showed
that 52.7% of the patients thought
efficacy to be ,very good‘ and
30.4% , good”, whilst 16.9%
assessed evaluation  with
»moderate”. The results of the
physician’s evaudtion for efficacy
was smilarly pogtive asthat of the
patients. The physicians evauated

efficacy in 52.7% of the cases as
»very good” and 28.8% as,,good"
and 18.5% as moderate. With ,no
effect” evaduated nether physcian
nor patient. The evaluation by
physicians and patients aike was
according to tendency better in the
under 12 group, as in this group
evaluation was exclusively rated
with ,very good“ and ,,good"”.
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Evaluation of Efficacy

Patient Group

Patient’s evaluation (%)

Physician’s evaluation (%)

All patients

First-time-application users
Repeated application users

Very good Good

53,7
28,6
52,7

29,9
42,9
30,4

16,4
285
16,9

Moderate

No effect
0 53,7
0 28,6
0 52,7

Very good

Good Moderate = No effect

28,3
42,9
28,8

18,0 0
28,5 0
18,5 0

60
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Repeatedapplication
users
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Therapy Duration
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Compliance (N = 184) was
assessed by the physicians to be
»very good” for 156 peatients and
»good* for 26, hence 98.9% of dl
patients participating in the study
weregivena, good” or ,very good*
compliancerating. For two patients
the compliance was assessed as
»moderate’ and ,, non-compliant®
for no patient.

5.2 Evaluation of Tolerance
by Physician and Patient

An evaluation of tolerance was
submitted by the physicians and
patients at the conclusion of the
study, whereby an assessment of
»very good”, ,,good”, ,, moderate’
and ,,no effect* could be chosen.
97.8% of patients and 97.3% of
physiciansrated thetoleranceto be
,very good“, whilst 2.2% of
patients and 2.7% of physicians
gaveUtilinH 5X a,,good" tolerance
rating. No case was assessed as
»,moderate” or ,no effect® by
patients and physicians dike.

In the children’'s group under 12
years, the patients rated the
tolerance with , very good* and
»good* and was dightly worsethan
that of al patients and the over 12
year group, whilst in theyounger age
group, the assessment of physicians
was 100% ,,good*. No case was
assessed as , moderate” or ,,no
effect” by physcians and patients
dike.
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Evaluation of Efficacy

Physician’s Evaluation of Efficacy

120

100

80 4
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60 1
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> 12 years
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i I I
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Very Good Good

Moderate No Effect

5.3 SideEffectsand
Termination of Therapy

No patient discontinued thetherapy

with Utilin H 5X and no Sde effects
were reported.
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6. Summary

A totd number of 184 patients in
two medical practices, one
goecidisng ininterna medicineand
oneingenerd medicine, participated
between January 1997 and
February 2001 in an application
study with the preparation Utilin H
5X in the applications forms of

Patient Group Patient’s evaluation (%) Physician’s evaluation (%)
Very good Good Moderate = No effect | Very good Good Moderate | No effect
<12 years 83,3 16,7 0 0 100,0 0 0 0
> 12 years 56,4 26,7 16,9 0 56,4 25,0 186 0
All patients 52,7 304 16,9 0 52,7 28,8 185 0
capsules and suppositories. The
Patient’s Evaluation of Efficacy . .
homoeopathic test preparation,
9 Utilin H 5X, conggs exclusvely of
8o +— | Bacillissutili s5X i ntheBdecimad
70 +— potency. The age of the patients
60 +— varied between 6 and 78 yearswith
= 50 4 =< 12 years an average vaue of 47.6 years.
g > 12 years
& 407 O All patients . )
20 1 UtilinH 5X wasusedinavery broad
o L | appl ication range in accordance
ol with Isopathy, whereby the
. preferred application was
Very Good Good Moderate No effect |ndq)ende'lt of thepa|e”|t, sage. The

main indications were bronchitis,
lowered resistance and complaints
during the post menopause.
Accompanying therapies were to
be documented in the evaluation
form.

The thergpy duration of 85.3 days
+ 18.1 days, amongst children
(< 12 years) was one half shorter
than in the adult group with 151.3
days + 77.1 days. In both groups
the thergpy duration lasted for less
than 50 days with three patients. It
reveds that among the age group
of the children under 12 years, the
thergpy duration between 76 and
100 days was predominant, whilst
among the adults45% were trested
longer than 150 days.

The therapeutic progress was
determined by evaluations
conducted respectively at the
beginning and theend of thethergpy.
83.1% of the patients and 81.5%
of the physiciansrated efficacy as
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»very good‘ and ,,good”. Thefirg-
time usersrated efficacy with, very
good“, which was, according to
tendency, better than the assessment
of the repeated application users.
The evaluation of efficacy by
physicians and patients dike was,
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according to tendency, better inthe
group under 12 years, as this age
group evauated exclusively with
»Vvery good‘ and ,,good”.

All patientsand dl physiciansrated
tolerance to be ,very good" and

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 83,3 16,7 0 0 100,0 0 0 0
> 12 years 97,7 23 0 0 97,1 29 0 0
All patients 97,8 2,2 0 0 97,3 2,7 0 0
Patient’s Evaluation of Tolerance »good”. No therapy was
i valuati ; . .
discontinued and no side effects
120 were reported.
100 Werdorf, 11 July 2001
80 1 Dr. Reiner Hedl
= O < 12 years
§ 60 17— > 12 years
o O Al patients © Copyright 2006 by Semmelweis-
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40 T Germany
204 All Rights Reserved
Very Good Good Moderate No effect
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