Treatment of Sports Injuries with
Traumeel Ointment

A Controlled Double-Blind Study

By Professor Dr. D. Bohmer, M. D., and Dr. P. Ambrus, M.D. from the Institute of Sports Medicine at Johann Wolfgang Goethe

University, Frankfurt/Main, Germany

Key words: Traumeel, double-blind study, sports injuries

Abstract

A controlled double-blind study was
conducted on outpatients with sports inju-
ries, to compare with a placebo the effec-
tiveness of Traumeel ointment in its nor-
mal commercially available form (Traumeel
S), and in a form of this preparation con-
taining only six constituents (Traumeel
Sine). The primary criteria employed to
assess medication effectiveness were regres-
sion of swelling and reduction in skin tem-
perature. Secondary criteria for effective-
ness were the following: increase in maxi-
mum muscle force, reduction of pain in-
tensity (pain index), time until resump-
tion of training, and overall evaluation of
effectiveness by patient and physician.

A total of 102 patients was included in
this study, with breakdown into groups of
34 patients each. It was possible to evaluate
data for all patients except one (who was
disqualified for not satisfying criteria for
acceptance into the study). All other pa-
tients completed the study in compliance
with the criteria for conduct of the study.

With respect to the main criteria of skin
temperature, no differences became appar-
ent among the three treatment groups; vari-
ance. was determined, however, for swell-
ing. Convincing evidence has been obtained

290

that there is no difference between the effec-
tiveness of Traumeel S and Traumeel Sine,
but that the effectiveness of both differs
from that of the placebo. Purely formally,
however, in the sense of control of mul-
tiple-level alpha, only the difference between
Traumeel Sine and the placebo was able to
be verified.

All secondary criteria such as maxi-
mum muscle force, pain index, resumption
of training, and overall evaluation confirm
without exception, and with low P values,
that there is no difference in effectiveness
between the two Traumeel preparations,
but that a great difference does exist be-
tween these preparations and the placebo.
The values of P on the 15th day were smaller
than 0.001 for the pain index and the over-
all evaluation. In addition, the Mann-
Whitney characteristic P(X<Y) reveals that
these differences are of considerable clinical
significance. At the end of the study, the
patients and the physician evaluated the
tolerance of the tested substances as good
to vey good, No undesired side effects were
observed in any of the three treatment
groups.

Introduction

In amateur and professional areas

of athletics in Germany, the number of
sports injuries has shown progressive
increase over the recent past: the level
is now at approximately 1.6 million
sports injuries per year in Germany.
These injuries primarily involve inju-
ries by blunt force in the form of contu-
sions and sprains, accompanied by sub-
cutaneous rupture of tissue in the af-
flicted area. Edemas (permeability al-
teration) and vascular injuries (hemor-
rhages) are the consequence. The ma-
jority of these injuries are minor in na-
ture and will as a rule heal within two
to six weeks. Such injuries, however,
do have the initial effect of terminating
athletic activity, and they do in certain
cases attain considerable significance
as illnesses in their own right. An es-
sential therapeutic objective is there-
fore the elimination of primary symp-
toms such as swelling, inflammation,
and pain, as well as the ability to com-
pletely resume sports activities as soon
as possible. This objective is possible
through interruption of the mutual de-
pendence of inflammatory and trau-
matic disorders: i.e., pain, muscle stiff-
ness, and restriction of mobility.

A series of studies conducted over
the past years has investigated the ef-
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festiveness of Traumeel ointment for
the therapy of such sports injuries.
Post-marketing drug surveillance con-
ducted with 3,422 patients using
Traumeel S revealed good to very good
therapeutic results with respect to
treatment of first- and second-degree
sprains and contusions, and to reduc-
tion of the term of therapy [St. Zenner
and H. Metelmann, 1991]. In their 1988
clinical tests conducted to compare the
effectiveness of Traumeel ointment
with that of a placebo in the therapy of
ankle sprains, J. Zen, W.D. Connert, J.
Mau, and G. Feuerstake verified that
Traumeel ointment was superior to the
placebo with respect to the primary
objective criterion of “restoration of
complete ankle mobility,” and for the
secondary comparison criterion “pain
upon movement and inversion.” Plan-
ning is for the results of this study to
be validated in a further investigation.

Methodology of testing

Purpose of the study and testing
criteria

The objective of this controlled
double-blind study was evaluation of
the effectiveness of Traumeel ointment
in conjunction with regression of the
main consequences of sports injuries:
first- and second-degree sprains and
contusions. The parameters of testing
were:

Swelling

Skin temperature

Maximum muscle force

Pain intensity

Time elapsed until resumption of
training without complaints.

)

The specific purpose of the study
was verification of the superior effec-
tiveness of Traumeel over the placebo.
In addition to the well-known prepa-
ration Traumeel ointment, the study
also included verification of the effec-
tiveness of a new preparation contain-
ing only six of the constituents of
Traumeel ointment.

Measurement of the effectiveness
criteria took place on the injured as
well as on the uninjured contralateral
extremity.
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The primary criteria for effective-
ness were the following:

- Abatement of swelling (i.e., of the
measured circumference).
- Normalization of skin temperature.

Circumference of the injured
extremity (in cm):

The circumference of the injured ex-
tremity was measured by means of a
flexible tape measure before treatment
on the first day, as well as on the fifth
and fifteenth days. Measurement took
place on all days at the same, initially
marked point. On the contralateral,
uninjured side, comparative measure-
ments took place during each of the
examinations.

Measurement of the skin temperature
(in “C):

The skin temperature was measured
with a proximity thermometer: a ra-
diation thermometer of type KT41,
made by the company Heimann
GmbH of Wiesbaden, Germany. At the
first measurement, the point of great-
est pressure sensitivity was taken as
registration point and was marked for
the following examinations. Skin tem-
perature measurements were per-
formed according to the identical pro-
cedure on the contralateral, uninjured
side.

Secondary criteria for therapeutic
effectiveness:

Maximum muscle force, measured
in kg by a dynamometer-type de-
vice.

Abatement of the pain intensity, ex-
pressed as a pain index - a cumula-
tive index value composed of
summed values for pain experienced
at rest, in motion, and under pres-
sure (each valued on a scale of O to 2:
0 = no pain; 1 =slight pain; 2 = se-
vere pain).

Time elapsed until resumption of
sports activities without complaints.
Number of therapy interruptions.
Evaluation of the effectiveness of
treatment by the patients and the
physician at the end of therapy (on a
valuation scale from 1 to 4, with 1=
very good results; 2 = good; 3 = mod-

erate; 4 = poor).

Maximum muscle force as well as
pain experienced at rest, in motion, and
under pressure were measured or
evaluated and recorded before the be-
ginning of therapy, and upon each of
the following examinations, on the fifth
and fifteenth days.

Testing procedure

The testing procedure was a ran-
domized parallel group test earned out
under double-blind conditions. The
entire patient population was broken
down into the following three therapy
groups:

- One group treated with Traumeel S;

- One group treated with Traumeel
Sine;

- One group treated with a placebo
(Traumeel ointment base).

Thirty patients were initially selected
for each group, which ensured a suffi-
cient number of independent observa-
tions for evaluation of distribution
models. In order to compensate for in-
terruptions in therapy or possible
nonuniformities in the treatment
groups, four additional patients were
accepted into each group i.e., a total of
34 was selected for each therapy group.
The number of cases was not deter-
mined in accordance with specific cal-
culations, since information on the pri-
mary criteria was not yet available at
the time involved.

Randomizing took place according
to the principle of random-permutated
blocks, with each block consisting of
six patients each. We employed the PC
program RANCODE developed by the
company IDV (located in Gauting, near
Munich) for this work.

The study was conducted under
strict double-blind conditions. The
three ointments applied could not be
distinguished by outward observation.
They were identified by consecutive
numbers.

Biometric evaluation procedures

In the plan of testing, the objectives
of the study were primarily formulated
in an exploratory sense. Swelling and
skin temperature were, however, de-
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patient would therefore require 30 X
10 = 300 g of cintment. We conse-
quentlydispensed to each patient three
tubes of ointment, each containing 100
g of the tested preparation and the
comparison preparation. The thera-
peutic procedure was identical for all
three test groups.

Content of medication:

The following were contained in 100
g of the ointment with medicinally ac-
tive agents:

Traumeel ointment 1 (Traumeel S):

Aconitum 1X 0.05 g; Arnica 3X 1.50
g; Belladonna 1X 0.05 g; Bellis perennis,
mother tincture, 0.10 g; Calendula,
mother tincture, 0.45 g; Chamomilla,
mother tincture, 0.15 g; Echinacea
angustifolia, mother tincture, 0.15 g;
Echinacea purpurea, mother tincture,
0.15 g; Hamamelis, mother tincture,
0.45 g; Hepar sulfuris 6X 0.025 g;
Hypericum 6X 0.09 g; Mercurius
solubilis Hahnemanni 6X 0.04 g;
Millefolium, mother tincture, 0.09 g;
Symphytum 4X 0.10 g.

Traumeel ointment 2 (Traumeel
Sine):

Arnica 3X 1.50 g; Calendula, mother
tincture, 0.45 g; Hamamelis, mother
tincture, 0.45 g; Millefolium, mother
tincture, 0.09 g; Mercurius solubilis
Hahnemanni 6X 0.04 g; Hypericum 6X
0.09 g.

Note: 1X= the first decimal attenu-
ation, etc.

Placebo:

The control group received 100 g of
Traumeel ointment base, without the
medicinally active agents.

Medication

All the patients in the three therapy
groups observed the instructions as
stipulated in the test protocol, until
the study was completed. Therapy
with the ointment dressing took place
according to the following plan:

No patient received medicamentous
therapy before or during the study. In
a number of cases, the patients received
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adjuvant physical therapy before this

study began: this therapy ended, at t

latest, at the first day of the study.

tory, and localization,

qgrimary criteria for effectiveness
For the two primary criteria for ef-

Therapy Group 1st day 2nd ... 15th day
Traumeel S (Traumeel Ointment 1) Ix log 2x1C g/ day
Traumeel Sine (Traumeel Ointment 2) Ix log 2x10 g/ day
Placebo (Traumeel ointment base) Ix log 2x 10 g/ day

Conduct of the study

This study was conducted accord-
ing to the Declarations of Helsinki and
Venice, or according to the relevant
guidelines of the German Drug Law
(Arzneimittelgesetz).

Results of the study
Quality of the data

All patients satisfied the selection
criteria, with the exception of one
polytraumatic patient for whom double
data were submitted (for thigh and
calf). Continuously conducted quality
control enabled complete acquisition
of all findings data.

Patient characteristics

Of the 102 patients originally avail-
able for the study, it was possible to
analyze the findings from 101 (as stated,
one patient did not satisfy the selection
criteria). Of these 101 patients, 34 re-
ceived Traumeel S, 33 obtained Trau-
meel Sine, and 34 were treated with
the placebo. Table 1 shows a compila-
tion of the collected data.

The data on the next page in Table 1
reveal that the three therapy groups
are eminently comparable with respect
to age, sex, height, and weight. Even
with the Lorenz Index which was cal-
culated in order to compensate for any
potential influencing factors such as
body weight only slight differences
were apparent. The three therapy
groups were furthermore comparable
to a great degree with regard to diag-
nosis, intensity of the injury, case his-

festiveness i.e., abatement of swelling
and normalization of skin temperature
confirmatory analysis of the two points
in time of patient examination was con-
ducted in the sense of verification of
effectiveness. As stipulated by the pro-
visions set forth with the statistical
methods, the four values of P were
required to be smaller than 0.012,0.017,
0.025, and 0.05. As Table 2 shows, this
provision was satisfied only for the per-
cent of abatement of swelling on the
15th day (P=0.0067). In the individual
comparisons of the three therapy
groups, application of the Shaffer
Method revealed superiority of Trau-
meel Sine over the placebo (P = 0.0028).
In the strict sense of confirmatory test-
ing, these data therefore verify superi-
ority of Traumeel Sine over the pla-
cebo only for the measurement of cir-
cumference on the fifteenth day of
therapy. Differences in the primary cri-
teria are indeed apparent on the fifth
day of therapy although they do not
achieve the level of significance stipu-
lated for this study. There is practically
no difference between the two Trau-
meel formulations. With respect to skin
temperature, no differences became
apparent among the three therapy
groups. On the fifth day, however,
the Mann-Whitney characteristic
P(X<Y) reveals slight differences in fa-
vor of the two Traumeel groups, over
the placebo.

The mean abatement of swelling was
approximately the same for the two
Traumeel groups, both on the fifth and

on the fifteenth days (see Table 3 be-
low).

Entirely analogous results were ob-
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tained for the reduction of skin-tem-
perature difference between injured
and contralateral uninjured sides: i.e.,
approximately the same reduction in
the two Traumeel groups, and less re-
duction in the placebo group (see Table
4 below).

Figs. 1 and 2 graphically represent
plots of the two primary criteria.

Secondary criteria for effectiveness

The results of test statistics have been
compiled in Table 5. Comparisons
among the individual groups for maxi-
mum muscle force revealed that the
two Traumeel groups were notably
superior to the placebo only as verified
on the 15th-day examination (global
test: 1? = 0.0052; individual compari-
sons; P = 0.0070 and 0.0062). The 5th-
day test, however, did not manifest
advantages for the Traumeel groups
(global test: P=0.2469; individual com-
parisons: P = 0.3361 and 0.1158). The
individual comparisons for the pain
index demonstrated definite superior-
ity of the two Traumeel groups over
the placebo: both on the 5th-day ex-
amination (global test: P = 0.0016; indi-
vidual comparisons: P = 0.0005 and
0.0082) as well as on the 15th-day ex-
amination (global test: P = 0.0002; indi-
vidual comparisons: P = 0.0004 and
0.0002). The individual comparisons
showed marked superiority of the two
Traumeel groups over the placebo
group with respect to the length of time
required until resumption of athletic
training (global test: P = 0.0004; indi-
vidual comparisons: P = 0.0002 and
0.0006). Individual group comparisons
among the three different therapy
groups further revealed the following:
no difference between the effects of
Traumeel S versus Traumeel Sine ((P=
0.789), very good effectiveness for
Traumeel S with respect to the placebo
(P = 0.002), and very good effective-
ness for Traumeel Sine with respect to
the placebo (P = 0.006). Both the as-
sessments of the patients as well as
those of the physician for therapeutic
effectiveness disclosed definite advan-
tages for the two Traumeel groups over
the placebo group (global test: P =
0.0002 for patient evaluation and P =
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Criteria Traumeel S Traumeel Sine placebo

N (in %) N (in %) N (in %)
Number of 34 33 34
patients (N)
Age (in years):
Mean (S. D.) 311« ( 9.83) 31.3(9.88 29.5 (11.17)
Min.-Max. 19.0 -50.0 18.0 -50.0 18.0 -50.0
Median 27.0 30.0 245
Sex:
Male 21 (61.8) 22 ( 667 23 (67.6)
Female 13 (382 11 ( 333 11 (324
Height (in cm):
Mean (S. D.) 177.4 (10.24) 1757 ( 10.05) 177.8 ( 8.7D)
Min.-Max. 163.0 -208.0  152.0 -194.0 160.0 -193.0
Median 175.0 175.0 178.0
Weight (in kg):
Mean (S. D.) 75.7 (13.75) 71.9 (1119 72.7 ( 11.03)
Min.-Max. 55.0 -110.0 50.0 -92.0 48.0 -96.0
Median 725 73,0 73.0
Lorenz index (in %):
Mean (S. D.) 8.04 (13.38) 422 ( 8.89) 3.24 ( 9.94)
Min.-Max. -13.00-60.80 -13.80-24.30 -17.20-22.30
Median 6.95 360 2.10
Diagnosis:
Contusions 20 (58.8) 16 (485 11 (324)
Sprains 14 (412 17 ( 515 23 (1 67.6)
Pain intensity:
Slight 1 ( 29 0 (00 1 ( 2.9)
Moderate 33  (97.1) 33  (100.0) 33 (97.)
Case history:
Sports injury 3 (912) 32 ( 97.0) 34  (100.0)
Other cause 3 ( 88 1 ( 30 0 ( 00
Prior treatment:
Medicamentous o ( 00 o ( 00 o ( 0.0
Phys. therapy 7 (20.6) 6 (188 8 (235)

Table 1: Compilation of demographic and case-study data

0.002 for physician’s evaluation; indi-
vidual comparisons: P = 0.0014 and
0.0001 for patients’ assessments, and P
=0.0003 and P = 0.0007 for physician’s
assessment).

Maximum muscle force

In the two Traumeel groups, the
maximum muscle force capable of be-
ing exerted by the injured side has,
after Traumeel therapy, approached the

muscle force of the contralateral,
noninjured side to a definitely greater
degree than the improvement in the
placebo group. See Table 6 below.

Pain index

Data on pain were acquired in the
form of a cumulative index value con-
sisting of individual evaluation for the
following types of pain: pain at rest,
pain upon movement, and pain upon
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Criterion Test Data from examination Data from examination
on the 5th day on the 5th day
P PX<Y) P PX<Y)
Abatement  Overall 0.0252 0.0067
of swelling
(in cm of Traumeel S vs. Traumeel Sine 0.3929 0.56 0.4147 0.56
circum- Traumeel S vs. placebo 0.0440 0.36 0.0214 0.34
ference) Traumeel Sine vs. placebo 0.0129 0.32 0.0028 0.29
Skin temp.  Overall 0.4301 0.8453
in °C
Traumeel S vs. Traumeel Sine 0.5539 0.54 0.7477 0.48
Traumeel S vs. placebo 0.3548 0.43 0.5586 0.46
Traumeel Sine vs. placebo 0.2480 0.41 0.8369 0.48

Table 2: Compilation of test statistics for the two primary criteria used to evaluate effectiveness (percent change with respect to baseline data).

Therapy Basdline 3rd. .. 5th day 13th... 15th day
Traumeel S N 34 34 34

Mean (StD) 34.12 (7.339) -1.94 (1.242) -4.38 (1.810)
Traumeel Sine N 33 33 33

Mean (StD) 33.22(7.697) -2.16 (1.483) -4.68 (1.776)
Placebo N 34 34 34

Mean (StD) 32.50 (7.220) -1.44 (1.136) -3.46 (1.540)

Table 3. Abatement in swelling -

reduction in circumference (ix cm), with percent change witk respect to baseline.

Therapy Basdline 3rd. .. 5th day 13th... 15th day
Traumeel S N 34 34 33

Mean (StD) 1.21 (0.403) 0.75 (0.331) 0.25 (0.235)
Traumeel Sine N 33 33 33

Mean (StD) 1.24 (0.419) 0.87 (0.468) 0.40 (0.482)
Placebo N 34 33 33

Mean (StD) 1.27 (0.410) 1.12 (1.250) 0.75 (1.035)

Table 4. Difference in skin temperature (in°C) between injured and contralatera v n injured side.

Biological Therapy IWAX/No0.41992
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%0 Reduction
Difference in skin temperature in “C
0
15
-1 =
1
22 -
[ 0.5
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| | L Day of the study
3 1 ] 1 | Placeb
5 10 1 Traumeel Sine
Day of the study Traumeel S
Placebo
Traumeel Sine Figure 2: Difference in skin temperature (in *CJ between injured and noninjured (contralateral; side.
Traumeel S
Figure |: Kéaucsuon thi sweilinig as percent of decrease from baseline value
Criterion Test Data from examination Data from examination
on the 5th day on the 5th day
P PX<Y) P PX<Y)
Maximum Overall 0.2469 0.0052
muscle force
in kg Traumeel S vs. Traumeel Sine 0.3805 0.44 0.4404 0.45
Traumeel S vs. placebo 0.3361 0.57 0.0070 0.69
Traumeel Sine vs. placebo 0.1158 0.61 0.0062 0.69
Pain Index  Overall 0.0016 0.0002
Traumeel S vs. Traumeel Sine 0.4137 0.45 0.6132 0.53
Traumeel S vs. placebo 0.0007 0.28 0.0005 0.27
Traumeel Sine vs. placebo 0.0089 0.33 0.0003 0.26
End of therapy
Resumption Overall P ~0.004
of training P P(X<Y)
Traumeel S vs. Traumeel Sine 0.789 0.49
Traumeel S vs. placebo 0.002 031
Traumeel Sine vs. placebo 0.006 0.32
Overall assess- By the patient By the physician
ment of P P (X<Y) Prt PX<Y
effectiveness Overall 0.0002 0.0002
Traumeel S vs. Traumeel Sine 0.6571 0.53 0.9462 0.50
Traumeel S vs. placebo 0.0010 0.28 0.0003 0.25
Traumeel Sine vs. placebo 0.0001 0.24 0.0007 0.27

Table 5: Compilation of test statistics for the secondary criteria for therapeutic effectiveness .

296 Biological Therapy /VolX.No0.41992



pressure. Each of these three types of
pain received a grade from the follow-
ing scale: O = no pain; 1 = slight pain; 2
= severe pain.

In the two Traumeel groups, the
mean value for pain index demon-
strated definitely greater reduction
both at the 5th-day examination, as
well as at the 15th-day checkup than
did the reduction in the placebo group.
See Table 7.

Resumption of training

On the average, the patients in the
two Traumeel groups were able to re-
sume athletic training sooner than the
patients in the placebo group. See Table
8.

Assessment of therapeutic
effectiveness

At the end of therapy, the patients
and the treating physician separately
evaluated the therapeutic effectiveness
for each case. The following four-point
scale of grading was used: 1= very
good; 2 = good; 3 = moderate; 4 =
poor. In this evaluation, both patients
and physician judged the two Trau-
meel preparations to be more effective
than the placebo. See Table 9.

Figures 3,4,5, and 6 are graphical
representations of data results in con-
junction with the secondary criteria.
Figures 3 and 4 show the plots of mean
values. Fig. 5 is a graphical depiction
in the form of a Kaplan-Meier Func-
tion Plot, and Fig. 6 is a vertical bar
graph of the mean values.

Criteria for tolerance and side
effects

Assessment of patient tolerance to the
preparations:

At the end of the therapeutic phase,
the patients and the physician rated
tolerance to the ointment by a number
from the following scale: 1= very good,;
2 = good; 3 = moderate; 4 = poor.

In all three therapy groups, both
the patients as well as the physician
rated tolerance to the ointment as ei-
ther good or very good. Seethe data in
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Table 10.
Undesired side effects

During the entire course of the
study, no undesired side effects were
observed for any of the patients in any
of the three therapy groups.

Interpretation of results

The parameters used in this study
in the recording of swelling reduction,
muscle force, and pain proved to be
sufficiently sensitive and reliable in re-
vealing developments in a patient’s
condition. The pain index proved to be
an extraordinarily good measure of
such conditions, as revealed by the
small values of P and by the Mann-
Whitney characteristic P(X<Y) as indi-
cator of relevance.

The time required until resumption
of training also proved highly appro-
priate to indicate the positive or nega-
tive success of a medication. The data
obtained for this criterion likewise
yielded small values of P. On the other
hand, skin temperature proved inef-
fective as an indicator of therapeutic
success.

The following may be summarized
from the results of this study: the pain
index proved to be the most suitable
indicator of therapeutic effectiveness.
In addition, muscle force, time until
resumption of training, and degree of
reduction in swelling all similarly
proved to be good criteria. These indi-
cators all revealed practically identical
therapeutic effects through application
of the preparations Traumeel S and
Traumeel Sine. Both of these prepara-
tions were superior to the placebo. Only
the criterion of skin temperature re-
vealed no difference.

Marked differences also resulted
from the overall assessment of effec-
tiveness: as a rule, a criterion with a
quite sensitive response. Very small
values of P resulted here for the dis-
tinction with respect to the placebo.
The Mann-Whitney characteristics
were all less than 0.28, which indicates
significant differences.

If a final assessment is made in ac-
cordance with a decision model based

on strict statistical principles, it is true
that superiority is evidenced only for
Traumeel Sine in comparison to the
placebo for circumference of the injured
point on the 15th day. Indeed, confir-
matory testing was successful only in
that context. A decision strictly on this
basis, however, appears excessively
narrow, particularly in light of the sig-
nificant differences revealed for the
other criteria above all, pain index and
overall assessment of effectiveness. Un-
der consideration of all data, evidence
is indeed convincing for the equiva-
lence of the preparations with active
constituents, and for their difference
with respect to the placebo group. As
the Mann-Whitney characteristics re-
veal, the differences of the Traumeel
preparations with respect to the pla-
cebo group are indeed very consider-
able.

The fact that the data in the study
evidenced great differences for both
forms of administration of the Trau-
meel preparation (Traumeel S and
Traumeel Sine) over the placebo is also
a finding which speaks eloquently for
the effectiveness of the preparation: in
this way, confirmation of effectiveness
of the one preparation supports that of
the other. Our one single study, there-
fore, provides both verification of ef-
fectiveness as well as validation for the
medication.

It is also interesting to compare the
results of this study with those obtained
in an earlier investigation conducted
by Zen et al. In the Zen study as well,
the criterion of skin temperature re-
vealed no therapeutic effects. In Zen,
the criterion of swelling was relatively
unresponsive; in our study, on the other
hand, this criterion was in fact eloquent
with respect to therapy, although not
as conclusively as the others. In the
earlier Zen study, pain upon move-
ment proved to be highly suitable as
evidence of effectiveness. In our study
as well, pain data in the form of the
index value highly effectively revealed
the differences between the forms of
treatment. Angular measurements of
joint articulation, which showed good
differentiation in the earlier study, was

297



Therapy Baseline 3rd . . . 5th day 13th... 15th day
Traumeel S N 34 34 34

Mean (StD) - 30.12 (9.868) -16.15 (8.958) - 2.32 (4.374)
Traumee] Sine N 33 33 33

Mean (StD) -27.27 (11.281) -14.55 (8.832) - 2.15 (5.864)
Placebo N 34 34 34

Mean (StD) -28.69 (9.350) -18.26 (9.643) - 7.94 (8.866)

Table 6: Reduction in the difference between the maximum muscle force capable of being exerted by the injured side, and the muscle force exerted by the contralateral

noninjured side.

Therapy Baseline 3rd . .. Sthday 13th... 15th day
Traumeel S N 34 34 34

Mean (StD) 4.7 (0.68) 2.6 (0.81) 1.0 (0.67)
Traumeel Sine N 33 33 33

Mean (StD) 4.8 (0.61) 2.8 (0.83) 0.9 (0.77)
Placebo N 34 34 34

Mean (StD) 4.9 (0.33) 3.4 (0.95) 1.8 (0.96)

Table 7: Pain Index.

Therapy Date of fina examination Day of resumption of training
Traumeel S N 34 34

Mean (StD) 14.6 (0.61) 12.1 (2.56)
Traumeel Sine N 33 33

Mean (StD) 14.4 (0.74) 12.2 (2.46)
Placebo N 34 34

Mean (StD) 14.6 (0.55) 13.5 (2.25)

Table 8: Date of final examination and date of resumption of athletic training

Traumeel S
Assessment by

Traumeel Sine
Assessment by

Placebo
Assessment by

Effectiveness Patient (%) Physician (%) Patient (%) Physician (%) Patient (%) Physician (Ye)
Very good 16 (47.1) 8 (23.5) 16 (48.5) 9 (27.3) 6 (17.6) 3(8.8)
Good 13 (38.2) 17 (50.0) 15 (45.5) 14 (42.4) 11 (32.4) 9 (26.5)
Moderate 5(147) 9 (26.5) 2(61) 973 17 (50.0) 10 (29.4)
Poor 0(0.0) o ( 0.0) 0(0.0) 1( 3.0) 0 (00) 12 (353)

N 34 33 33 34 34

Table 9 Assessment of therapeutic effectiveness by patients and physician.
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Traumeel S Traumeel Sine Placebo
Assessment by Assessment by Assessment by
Tolerance Patient Physician Patient Physician Patient Physician
very good 22 21 21 21 11 11
Good 12 13 12 12 23 23
Moderate 0 0 0 0 0 0
Poor 0 0 0 0 0 0
N 34 34 33 33 34 34
Table 10: Assessment of tolerance to the ointment by patieni and pbysician
Max. muscle force (difference in kg) T
Pain index 1
0 6 F
-5k 5
-10 4
-15 3
220 2
-25 1
.30 F 1 | L I 1 | ! L | !
: 0 % 5 10 15
-35 g—— Day of the study
240 t | | ; , L] Placebo
0 5 10 15 Traumeel Sine
Day of the study Traumeel S
Placebo ) )
Traumeel Sine Figure 4: Pain index (cumulative score,)
Traumeel S

Figure 3. Maximum muscle force in kg. reduction in the difference befween injured and non injured (contralateral) side

% of patients unable to train

1,2 F

10 —_—D_:

0,8

06

04

0,2

0 k 1 1 L | 1 L L ! L 1
0 5 10 15
Days
Placebo
Traumeel Sine
Traumeel S e

Figure 5: Kaplan -Meier functior plot: no. of days until resumption of training
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Assessment of medication effectiveness
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(1 = very good 2 = good 3 = moderate 4 = poor)
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Figure 6: Assessment of effectiveness by patients and the physician (mean values]
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not used in our work.

On the whole, our study provided
highly congruous findings when com-
pared to the earlier, comparable inves-
tigation, in confirmation of the effec-
tiveness of the preparations Traumeel
S and Traumeel Sine. The conclusions
which we reached with respect to the
effectiveness of Traumeel S confirm the
findings of the earlier study, with good

agreement obtained in the conclusions
reached for the comparable individual
criteria.
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Spotlight on Oral Vials

by BHI's Scientific Department

The commonly prescribed repertory
of homeopathic medicines maybe said
to consist of some 30 polycrests, rem-
edies with indications covering numer-
ous symptom pictures. Beyond the
polycrests in the homeopathic materia
medics lies an enormous array of
single remedies with a more specific,
narrower, range of influence.

For the practitioner of classical ho-
meopathy, the administration of the
patient’s simillimum is of paramount
importance. If this most similar rem-
edy happens to be other than a
polycrest, obtaining the medication
may be difficult.

BHI now offers Heel’s entire line of
some 1000 single homeopathic rem-
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edies in non-prescription sterile iso-

tonic solutions. Each remedy is pack-
aged in an individual dose suitable for
sublingual administration, either with
or without additional water.

As with Heel’s injectable ampules,
these oral solutions contain single
remedies in potency chords: usually
6x, 12x, 30x, and 200x. The use of
potency chords dates back to Dr.
Cahis, a well known Spanish homeo-
path from the early part of this cen-
tury, and offers these advantages.

+ The simultaneous administration of
a chord of high and low potencies
may be able to mitigate the aggrava-
tion that could result from the sole
administration of a high potency.

- Like the harmonic overtones in mu-
sic, the energetic action of a remedy
resonates at different frequencies, or
potencies. Administration of a po-
tency chord may allow for a closer
match between the remedy and the
patient.

The history of the development of
potency chords was reported in the
January 1992 issue of this journal. Back
issues are still available through BHIL

Now you can make use of a far
greater number of single homeopathic
mediations, sublingually, without a
prescription.

For further information on Heel’s
non-prescription sterile isotonic so-
lutions for oral use, contact BHI at
(800) 621-7644.
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