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1Introduction

From June 1995 to December
1999 atotal of 97 patients were
tested by 10 Doctors practices (7
General Practitioners and 3
Internists) in an observation study
with the application of the
preparation seriesFortakehl inthe
following administration forms:
capsules, tablets, drops,
suppositories and solution for
injection. The homeopathic test
preparation Fortakehl comprising of
thethirdtothefifth decimd dilutions
of Penicillium roquefortii, each
according to administration dosage.

-Fortakehl drops contain
Penicillium roquefortii D5 dil. in
accordance with Prescription 5a
HAB1.

-1 ampouleof Fortakehl solution
for injection contains 1 mi
Penicillium roquefortii D5 aquos.
dil.) in accordancewith Prescription
5band 11 HAB 1.

-1 Fortakehl tablet contains 250
mg Penicilliumroquefortii D5trit.in
accordancewith Prescription 6

HAB 1.

-1 Fortakehl capsule contains:
330 mg Penicillium roquefortii D4
trit. in accordancewith Prescription
6 HAB1.

-1 Fortakehl suppository
contains: 0.2 g Penicillium
roquefortii D3 trit. in accordance
with Prescription

6 HAB 1.

Theam of the observation wasto
establishtheactud gpplication of the
preparations and their tolerance
under conditions in every-day
practice, moreover that recognition
over the acceptance of the
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preparations on the market should
beganed, inparticular withchildren.

I n accordancewith the structure of
the investigation descriptive
statistical proceduresweredrawn.
Theagpplication of inductivemethods
werenotindicated. An,, intention
to treat" assessment was carried
out, i.e. dl patientswereconsdered
who received at |east one dose of
themedicament.

2 Participating Patients

Included in the study were 97
patients which comprised of 33%
men and 67% women. Theage of
the patients varied between 3
months and 82 years with an
average age of 22.4 years and a
standard deviation of 22.4 years.
Over hdf the patients (58.8%) were
under 12 years of age. Between
the ages of 13 and 20 accounted
for 2.1% of the patients, between
21 and 30years, 3.1% and 31 and
40, 9.3%. Apart fromtheunder 12
age group, the age group between
41 and 50 yearswasthelargest with
15.5%. Between 51 to 60 years
accounted for 4.1%, 61 to 70,

3.1%andfindly over 71 yearsmade
up 4.1% of the patients. The
average age structure of the men
was 14.4 + 19.3 approximately 12
yearsyounger thanthewomenwith
26.3 = 22.9 years.

Height varied between 62 and 186
cmwithanaverageof 132.8+ 36.7
cm. Body weight lay between 5.8
and 115.3 kg with an average of
42.4 + 26.9 kg.

2.1 Diagnosis and
Accompanying Diseases

The diagnosis leading to the
prescription wasto beenteredinto
theStudy protocol. 1t washerewith
set out that Fortakehl
correspondingto I sopathy inavery
wideareaof gpplication beapplied
and the preferred use dependent on
the age of the patients.

Whilst Fortakehl was mainly
applied in the younger patient
groups under 12 years with
bronchitis, dermititis atopicaand
vulnerability toinfection, patientsin
theover 12 age group stood inthe
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Duration of Total Patient : :
. . Patients < 12 Years | Patients > 12 Years
Complaint Population h h
(Months) %
<6 43.5 62.5 6.9
12 17.6 19.6 13.8
<36 16.5 16.1 17.2
> 36 22.4 1.8 62.1
foreground with illnesses such as
enteritis, colitisand mycos's. Duration of Complaint
Collected findingswerecarried out
each beforeand after completion of
the treatment and accompanying
therapies were to be documented |5
inasurvey form. Inorder toobtain §
ameasurement of chronic diseases
it was asked inthe study protocol, <]>2]\2(eTaer:rs
how long the disease or discomfort Total Patients

has been in existence. For thisa
time gpan of lessthan 6 monthsto 1
year, upto 3yearsand over 3years
was laid down. The duration of
complaints of less than 6 months
accounted for 43.5% of patients,
17.6% between 6 and 12 months
and 16.5% up to 3years. Almost a
quarter of the patients (22.4%)
suffered discomfort for over 36
months. The under 12 age group
who had discomfort for lessthan six
months had almost the same
percentage (62%) aswith the over
12 age groups who suffered
discomfort for longer than 36
months. There are no details
availablefor 12 of the patients.

Of the 97 patientsincluded inthe
study, 23 patients (20 patients<
12 years, 3 patients> 12 years)
wereprevioudy treated with
Fortakehl.

3 Dosage and Duration of
Treatment
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3.1 Timeof Consultationand  dayswith an average of 63 + 113

Duration of Treatment

Corresponding to the nature of
applicationobsarvationnorigidtime
limit was laid down for a final
examination whichwascarried out
in atime span between 1 and 733

days.

Duration of thetherapy in children
(<12 years) wason average 62.3
+ 136 days, just aslong aswith the
adult groupswith 64 + 67.5 days.
Thebrief therapy of up to 25 days
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stoodintheforeground with 70.7%
of thepatientsunder 12 years, whilst
with the adults, which made up
exactly hdf of dl patients, it wasnot
so strongly pronounced.

3.2 Dosage
Thedosagewasprescribed for the
relevant form of administration
according to the package insert
with:

Fortakehl Drops

For oral intake: 1 x 8 dropsdaily
beforemedtimes

Forinhdation: 2-3x dally inhde20-
30 drops

For topica application:

a) 1 x daily 5-10 drops at the
location of the complaint or
massageinto the crease of the
elbow.

b) By injection treatment; on
injection freedays2 x weekly 5-10
drops
Fortakehl Solution for
Injection
2xweekly, inject 1.0ml eitheri.m.,
S.C.,1.C.,0ri.v.

Fortakehl Tablets

Daily 1-3tabletswith somefluidto
be taken either after supper or in
the morning two hours before
breakfast.

Fortakehl Capsules

Daily 1-3 capsules either before
breakfast or evenings before
bedtimeto betakenwith somefluid.
Fortakehl Suppositories

1 x daily before bedtime 1
suppository to beinserted rectally.

With referencetothedosageforms,
12 patients were prescribed
capsules, 12 patientswith tablets,
58 patients with drops for oral
intake, 8 patients with drops for
topical application, 3 patientswith
dropsfor inhaation, 5 patientswith
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Total
Population
Medium Dose |[Minimum Dose | Maximum Dose

* * *9
Capsules 21+09 1 5
Tablets 16+09 1 3
Drops (oral) 122+88 4 30
Drops (topical)| 19.1+30.7 3 100
Drops(inhale) | 80x16 6 10
Suppositories 10 1 1
Injection (ml) 15+05 1 2

All Patients under 12 Years
Medium Dose|Minimum Dose | Maximum Dose [ No. of Patients

*9 *9 &) *9
Capsules 23 1 1 3
Tablets 10 1 1 2
Drops (oral) 85+39 4 30 44
Drops (topical)| 23.8+34.2 3 100 6
Drops(inhale) | 80x16 6 10 3
Suppositories 10 1 1 1

All Patients over 12 Years

Medium Dose | Minimum Dose | Maximum Dose | No. of Patients
* *9 * *9
Capsules 2308 2 5 12
Tablets 17+09 1 3 10
Drops (oral) 239+97 8 0 14
Drops (inhale) 50 5 5 2
Suppositories 10 1 1 4
Injection (ml) 1505 1 2 8
suppositoriesand 8 patientswiththe  The dosage of the drops for oral

solutionfor injection. Multipleentries
were necessary if various
administration forms were to be
combined. Thetablesbelow show
the medium dosage with respect to
theadministrationform. Injection
volumeswere administered for one
week and the remaining dosage
forms were prescribed to the
relevant daily dosage.

Except for thedrops, nothing else
was substantially administered for
the under and over 12 age groups.

intakeisapproximately threetimes
as high as with the under 12 age
group. Theprescribed daily dosage
of 30 dropsfor oral intakefor 10
patients in the adult group
corresponded to 3.5 times the
recommended dosage.

Bes desthemono-therapy with one
administration form, different
administration forms were aso
combinedintothetherapy. Because
theinjectionwasappliedinweekly
rotation, 7 patientswere prescribed
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Opinion to Tolerance

Patient
Group

Patients Opinion

Doctors Opinion

Good
[€0)

Very Good
9

Moderate
[C4)

Good | Moderate
(% [C4)

Poor
9

Poor
(€0

Very Good
9

All patients 73.2 24.7

1.0

1.0 79.6 194 0 1.0

First User 70.3 27.0

14

14 75.7 23.0 0 14

82.6 17.4

Multiple User

0

0 91.7 8.3 0 0

additiondy with capsules, 1 patient,
tablets, 3 patientswith dropsfor ord
intake and topical application
respectively withintheinjectionfree
time. A combination of morethan
two dosage forms was not
prescribed. There was no
difference in the extent of the
combination of dosage forms in
both age groups as no injections
were prescribed, therefore,
combination possibilitieswere not
offered. Dropsfor oral intakeand
topica application were combined
inonly onecaseintheunder 12 age

group.

4 Comparison with Former
Therapy

23 patients had already received
therapy with one or several
administration formsof Fortakehl
withinthelast fiveyears. Sincea
guarter of the patients had already
earlier experienced therapy with
Fortakehl, acomparison wasto be
established asto effectivenessand
tolerancein both patient groups of
First and Multiple Users with
comments of possibletendencies

Patients Opinion to Tolerance

Percent

Multiple User
First User
All patients

Very Good
Good
Moderate
Poor

Doctors Opinion to Tolerance

100

Percent

Multiple User
First User
All patients

Very Good
Good
Moderate
Poor

Opinion to Effectiveness

Patient
Group

Patients Opinion

Doctors Opinion

Good
9

Very Good
9

Moderate

*9

No Effect
0

Good
0]

No Effect
€0

Moderate

*9

Very Good
9

All patients 33.3 2.7

21.9

21 38.1 43.3 17.5 1.0

First User 30.6 44.4

22.2

2.8 384 41.1 19.2 14

41.7 37.5

Multiple User

20.8

0 37.5 50.0 12.5 0
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towards sensitisation from the
pharmaceutical effective
components.

Opinion to tolerance by multiple
gpplication wasin keegping withthe
trend better than that of single
application usage. Theassessment
totolerancein genera wasclearly
changed to , very good“ by the
MultipleUsers.

Fromthisdata, it showsno potentia
of an exposureto danger regarding
sendtisation to patientsthroughthe
pharmaceutica effectivecomponent
of Penicilliumroquefortii.

The Multiple Users judged
effectivenessin keeping with the
trend better in the assessment of
,very good* than with the First
Users. No Multiple User gavean
assessment of ,, no effect”, however,
thedifferencesin both groupsare
not at all significant. Theduration
of the therapy distinguishes the
Mutliple Users with an average
therapy duration of 58.0+ 145 days
whichisonly negligiblewiththeFrgt
Userswith 64.6 + 101 daysandthe
total of all patientswith 63+ 113.5

days.
5 Effectivenessand Tolerance

5.1 Assessment of
Effectiveness by Doctor
and Patient

Inafinal assessment, patientsand
doctors were asked to assess the
effectiveness and tolerance. The
effectivenesscould beassessed with
,»very good” ,,good” ,, moderate” or
»hoeffect*. Inadditionthedoctors
were asked according to the
patient’s compliance to usage, so
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Opinion to Effectiveness
Patient Patients Opinion Doctors Opinion
Group
Very Good | Good | Moderate |No Effect Very Good | Good | Moderate [No Effect
9 9 9 9 9 9 9 9
All patients 33.3 2.7 219 21 38.1 43.3 175 10
<12 Years 25.9 46.6 25.9 17 310 414 25.9 17
> 12 Years 60.7 14.3 21.4 3.6 48.7 46.2 51 0
that it could also beclassified with
»very good”, ,,good”, , moderate® Patients Opinion to Effectiveness
or ,poor”. 33.3% of patients
expressed effectivenesswith,, very 70
good*, 42.7% with ,,good" whilst 604
21.9% expressed only ,, moderate”
and 2.1% with ,no effect*. The 501
doctors assessment to effectiveness S 40 mAll Patients
was just as positive as with the S 0. W< 12 Years
patients. 38.1% of patients were o 0> 12 Years
classifiedwith,, very good*, 43.3% 201
with ,good*, 17.5% with 10-
»moderate” and 1.0% with ,no ol
effect”. Very Good  Good Moderate  No Effect
Application behaviour (N=90) was
judged by 68 patients with , very Doctors Opinion to Effectiveness
good” and ,,good” by 17 patients
throughtheir doctor. Withit 87.6% 50+
of al those patientsinvolvedinthe 45
study confirmed ,, very good* and 401
»good“ compliance each. For 5 351
patients, t‘rjiswasonly,, mode_rate“ % 301 mAll Patients
and ,, poor“ for noneof the patients. § g < 12 Years
5.2 Opinion of Toleranceby 15 0> 12 Years
Doctor and Patient 10
5,
To conclude the examination, an 0-
assessment to tolerance was VeryGood  Good  Moderate  No Effect
submitted from doctorsand patients
Opinion to Tolerance
Patient Patients Opinion Doctors Opinion
Group
Very Good | Good | Moderate | Poor Very Good | Good | Moderate | Poor
*9 9 9 *9 () 9 9 *9
All patients 73.3 24.7 1.0 1.0 79.6 19.4 0 1.0
< 12 Years 89.5 8.8 17 0 89.7 8.6 0 17
> 12 Years 50.0 47.5 2.5 0 65.0 35.0 0 0
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whereby a judgement of , very
good”, ,good”, , moderate’ and
»poor* could be chosen. 73.3% of
patients and 79.6% of doctors
classified thetolerancewith, very
good” whilst 24.7% of patientsand
19.4% of doctorsconfirmed agood
tolerance with Fortakehl.
»,Moderate" tolerancewasgiven by
1.0% of patients and , poor*
tolerance by 1% of patients and
doctorsrespectively.

Tolerance was by far more
positively assessed by doctorsand
patientsin the under 12 age group
than with the over 12 age group.
Whilst inthe younger age groups
89% of the patients and doctors
indicated tolerance with , very
good*, thiswaswiththeover 12's
only 50% of patients and 65% of
doctors. No assessment of ,, poor*
intheover 12 agegroup wasgiven
by doctorsor patients.

5.3 Side Effectsand
Discontinuation of the
Therapy

Thetherapy with Fortakehl wasnot
discontinued by any of the patients.
However 4 cases of side effects
were reported which are more
closaly interpreted asfollows: In1
case, atypical homeopathic primary
deterioration wasreported by a49
year old female patient who
developed a mycosis of the skin
after oral application of 10 drops.
A side effect of ,,coughing” was
givenwith a four year old girl who
was being treated for angina
tonsllaris. A four year old boy who
received dropsfor oral intakefor
enteritiscontracted conjunctivitis
after the 6th day of treatment. A 2
year old childreceived 4 dropsdaily
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Patients Opinion of Tolerance
100
R 807
T 60 |
g 0 > 12 Years
o 201 <12 Years
ol All Patients
Very Good Moderate  Poor
Good
Doctors Opinion of Tolerance
100
80
S 60
[&]
o 40 |
o >12 Years
20 <D Years
0 All Patients
Very Good Good M oderate Poor

orally for intestinal colic and after
two daysdeveloped askineruption
on both lower legswhichlasted one
week. A connection with the
Fortakehl therapy can only beseen
from the homeopathic primary
deterioration and the last named
case of the 2 year old girl. The
question remainsasto whether both
the other cases are connected with
Fortakehl. Therewasone case of
locdl irritation a the point of needle
insertion which disappeared again
without any further therapy. With
the other therapy forms, one patient

reported ,, vomiting, diarrhoea,
tenesmen and fatigue*, however, a
connection with the Fortakehl
therapy did not exist.

In total, no extreme dominant
reactionsappeared. All thoseside
effectsreported were completely
revershble.

6 Summary
From June 1995 to December

1999 atotal of 97 patients were
tested by 10 Doctors practices (7
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General Practitioners and 3
Internists) in an observation study
with the application of the
preparation seriesFortakehl inthe
following administration forms:
capsules, tablets, drops,
suppositories and solution for
injection. The homeopathic test
preparation Fortakehl comprising of
thethirdtothefifth decimd dilutions
of Penicillium roquefortii, each
according to administration dosage.
The age of the patients varied
between 3 months and 82 years.
Almost half of the patients were
under 12 yearsof age.

Fortakehl wasapplied accordingto
isopathy in a very broad area of
application, whereby the preferred
use was dependent on the age of
the patients. Intheyounger patient
groupsunder 12 years, Fortakehl
wasmainly gppliedwith occurrences
such as bronchitis, dermatitis
atopicaand vulnerability toinfection.

Semmelwels-I nstitut GmbH

Inthe over 12 age group diseases
such asenteritis, colitisand mycosis
were predominant. Accompanying
therapies were to be documented
inthesurvey form.

The duration of the therapy for
children (<12 years) wasonaverage
91.8 + 98.6 days, amost a third
longer than the adultswith 66.5 +
76.4 days.

Progress of the treatment was in
each case determined at the
beginning and end of thetherapy.

86% of the patientsand 81% of the
doctorsdescribed the effects of the
treatment as ,very good and
»good". Tolerancewasjudged by
98% of the patients and 99%
doctors each as ,,very good* and
»,00od". Therewasno break inthe
study. Sideeffectsand intolerance
was documented and these were
mogtly dl without additiond therapy

and completely reversible. A
connection with the Fortakehl
therapy could only be madein 1
casecausing irritation at the point
of needle insertion. One case of
homeopathic primary deterioration
occurred. Tolerancein theunder
12 age group was substantially
more positively judged aswiththe
over 12 age group by the doctors
aswell asthepatients.

Werdorf 16 February 2001
Dr.Reiner Heidl
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