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Summary

‘A fotal of 138 practicing physicians

tock part in this prospective srudy ‘

documenting the usage indications,

therapeutic efficacy, and tolerance of |

Traumeel*S tablets and drops. Of the
1359 patients involved in the study,
one third were treated with the drops

and two thirds with the tablet fnrm of

Traumeel®S.

The clinieal pictures most frequent-
ly documented included varicus
injuries such as bruises, sprains, and
hematomas as well as degenerative and
inflammatory conditions such as
arthrosis, frozen shoulder, and carpal
tunnel syndrome, One third of the
patients were treated without any
additional drug or non-drug therapy.
In 83% of the cases, therapeutic
results were rated as very good or
good. No cases of adverse drug reac-
tions were reported.

Introduction

Traumee/®S  (manufactured by
Biologische Heilmirrel Heel GmbH of
Baden-Baden, Germany) is a homeo-
pathic combination remedy available as
ttblers, drops, injectable solurion, and
ointment, The medicinally active ingre-
dients of Trawmeef®S are prepared in
accordance with the German homeo-
pathic pharmacopeia (HAB) and are pre-
sent in the final producr in low o mid-
dle potencies. Along with various plant-
derived ingredients such as Arnica mon-
tana, Calendula officinalis, and
Hamamelis virginiana, the remedy also
coniains individual mineral remedies
such as Hepar sulphuris. Usage indica-
tions of Traumee/®S range from acure
post-traumatic conditions to inflamma-
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tory and rheumatic processes to degener-
ative joint disorders (arthroses). Table 1
the  composition — of
Tranmeel®S,

Several systematic studies on large
groups of patients confirm the reliable
therapeutic effect of TraumeelsS within

above, In 1992 a multcentric prospec-
tive study was conducted on 3422
patients using the oincment [1]. Tn the
context of this study, the emphasis was
on the use of the ointment in treating
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sprains. The therapeutic efficacy of !

Traunieef®S ointment has also been con-

firmed in twa placebo-conerolled clinical
- studies [2,3]. The results of 2 mulicen-
tric prospecrive study on cthe injecrable
" solution form of Trawmeel®S were also
published in 1992 [4]. This study
emphasized the trearment of arthrosis. In
spite of the fact that degenerative joint
disorders are well known for being
chronic and resistant to therapy, very
good to good results were achieved in
60% of cases. Additional empirical
© reparts and clinical studies also confirm
{ the claimed efficacy of the injectable
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i

solution {3, 6].

Traumeel®S is available not only in the
oinrmene and injectable solution forms
whose usage indications, efficacy, and
tolerance have been well researched, bur
also as tablets and drops. The purpose of
the current study, the first to monitor the
use of the tabler and drop forms in a
large group of patients, was to complere
the documentacion for the entire spec-
rrum of Trawmeei®S products.

Methods

This multicentric prospective study
was carried our in three different
European councries. Paramerers of the
study are given in Table 2. Dara were
reported on standardized questionnaires
that the anthors of the study had made
available to the participaring physicians
in sufficient quantides. There were no
criteria for patient inclusion or exclu-
sion.

The patients were to be admitted o
the study at random racher than special-
ly selected by the physician. The chaice

Tablets
(amount per

Arnica montana, radix "
Calendula officinalis
Hamamelis wrgmlana
-Millefolium "

- Belladonna -
" Aconitum napellus
Mercurius sojubilis

" Hepar suiphuns calcareum

. Symphytum of'F c:nals
. Bellis perennis. -
i Echinacea'angustifall
7 Echlinacea purpurea
3‘Hypericum perforatu
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Tab. I1: Composition of Traumeef®S

Biomedical Therapy / Vol. XV / No. 1 1997

Lt e T




Zenner, Weisers Oral Trearment of Traumarie, [nflammatary, and Degenerative Canditions with 1 Homenparhie Remedy

« implementation:

= |ocations:

s pardicipating physicfans {total):
specialties:

s total number of guestionnaires sent out:

» total returned:
« duration of monitoring, per patient:

« criteria for patient inclusion/exclusion:

« documentation:
« number of patients per physician:

Tab.2; Pavamerers of the prospective study

af TraimeelsS tablets or drdps, dosage,
length of trearment, and whether or not
to use concumitant therapies was lefo up
to the individual physician. Flowever, all
data relevant o ereagment had ro be doc-
umented on the questionmaire. Desired
resteles of cherapy were evaluated on the
fallowing scale: very vood = complete
freedom from symproms: goed = notice-
able improvement; satisfactory = slight
No Success = SYMproms
game or worsened. Any

improvement
remained the
adverse reactions were to be reported on
A Separire questionnaire, Trearment daea
were pathered on a0 wl o F 1339
puatiencs, Al of the questionnaires
recurned o the aurhors were suitable for
statiscical evitluacion, The resulss of the
questivnnaires were tabulared wich the
help of a computer program (Reporr, Fa.
IDV/Gauting)  and  then evaluared
descripively,

Results

Patients

The age and gender distribution of the
1359 patients included in the study
makes it clenr ehar more females chan
males were represented and chae the dis-
eriburion of ages wias very broad (<21 o
>80 years of age). The age group of 21-
40 years was most strongly represented,
with only slightly fewer patients falling
into the 41-G0 year old category (Figure
1). Given the range of usage indicarions
of Traumeel®S, this age diseribution can
be considered cypical, since most of che

August 1994-February 1895
Germany, Italy, Portugal
138
121 general praciice
10 orthopedics

3 otolaryngology

3 pediatrics

1 sports medicine
2410
1359 (56.4%)
2 moenths maximum
nona
standardized questionnaire
maximum 10

symptoms for which Traume®Sis indi-
cated occur more frequently among ama-
teur and recrexrional achletes,

The preparation under observarion,
Trawmeel®S (drops and rablets), is
administered primarily in cases of trau-
macic, inflammuatory or theamatic, and
degenerative disorders. It is most fre-
quently used for injuries of various sors
(bruiszs, sprains, hemaromas, and post-
rraumatic edema) and for conditions of
arthrosis {primary gonarchrosis, pol-
varthrosis. and coxacchrosis), Ar lease
100 cases of marment for diagnused
carpal tunnel syndrome, frozen shaulder,
and epicandylitis were documenced.
wentiuned under the caregory "Other

Number of Patients {In %)

Ailments” were, among others, a greac
varicty of inflammatory diseases (e.g.
arthrids, perindontal disease, pharyngi-
tis, sinusicis, and tonsillitis) as well as dis-
orders of the cervical and lumbar spine.
{Sec Table 3.) On evaluadng the diag-
noses listed, jr was evident that in most
cases Traumee!®S had been used in areas
of claimed efficacy.

Because of the broad range of usage
indications of Traumeel®S, reported
durations of illness often differed consid-
erably, In addition to many acuse illness-
es, many cases of chronic illness were
documented. For example, the duration
of symproms amang patients diagnosed
with bruises, sprains, hematomas, and
concussion was less than one week in 80-
904% of cases, while duration of the ill-
ness was documenred as more than 6
manths in 60% of the cases with a diag-
nosis of arthrosis. [n general, it can he
srated thar approximarely 1 patienc out
of 2 had heen experiencing symproms
for less than a week, 1 out of 4 for 1-4
weels, and | oue of 10 for 1-12 months
or fonger.

In line with documentation char
showed che majority of cases as having
had svmprams for a eelacively shorr time.
the proportion of parients whao hiecl
received treatment prior to being accepe-
ed into the study was relatively small—

60+ 54,6

504 45.3

40+ 35.2

32.5
304
20 16.6
2.8
104
2.8
od A W A H——
<21 21-40 41-60 61-80 >80 ) f m
Age Groups Gender

Fig. 1: Distribution of Age and Gender within the Patient Collecrive (1 = 33g)
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approxlmatefy 27%. In maost instances '

prwr treatment had consisted of medica-
tion, with analgesics, anri-inflammaro-
ries, and corricasteroids being prescribed
most frequently. Non-drug therapies had
been previously used in only a few cases,

bur included electrotherapy, physical

therapy, bandaging, application of ice,
and massage.

Dosage

The participating p]1ys'1cians had been
given the choice

of preseribing

Traumeelt®S in the form of drops or !
tablers, so it is noteworthy that 69% of

the patients ended up raking the drops

while only 29% used the tablets. The

other 2% were treated with both forms !

of the medication. The reason faor pre-

scribing both of the oral forms for these -

patients may have lain in anticipared

compliance difficulties, since there is no
therapeuric difference berween the rwa

forms.

According to the manufacrurers rec-

ommendartions, the drops should be
administered in doses of 10 drops 3
times daily (or, in the case of soft-tissue
edema, 30 drops 3 times daily). For 94%
of the patients treated with the drops,
the dosages prescribed fell berween a
minimam dosage of 5 drops 5 times
daily and a maximum of 30 drops 6
rimes daily. For che rablets, the manufac-
turer recommends a standard dosage of 1
rablet 3 cimes a day. This recommenda-
rion was followed in 74% of cases treat-
ed with the tablers; other frequentdy pre-
scribed dosages were 1-2 tablets 6 times
1 day, 2 tablers 3 times a day, and 1 tabler
2 times a day. {The minimum dosage
was 1 tablet per day, while the maximum
was 1 tablet B imes a day.) Assessment of
the dosages reported revealed thar in
approximately 95% of cases che inidally
prescribed dosage was mainrained
throughout treatment, while in the other
5% a reduction in the daily dosage wok
place. There were no cases in which the
daily dosage was increased.

Concomitant therapies

Addivional drug or non-drug therapies
were prescribed for approximately two

R

: D[agnuseg

Arthrosis -

* Frozen shoulder

- Epicondylitis ;- -
‘ Bursitis
.Oiher sOft- t]ssue
i theumatlc diseases

Injurles -y o
Bruises ., .
Sprains «* .7 .5
Hematomas ) .
Post-traumatic edema <:.113 830
Post-operative edema - .88 - 8.5
Joint effusion 76 56
Dislocations - 73 54
Concussion 25 1.8
Inflammatory andfor -
degenerative diseases : .
Arthrosis 170 i2.5
Carpal lunnel syndrome 130 9.6
Frozen shoulder 124 9.1
Epicondylitis 101 7.4
Bursills 43 3.4
Other soft-tissue rheumztic
rheumatic llinesses 40 2.9
Styloiditis 10 0.7
Additional indications 235 17.3
Tab.3: Types and frequencies of treated conditions
Treatment Groups Results of Therapy
very good  satls- no worse
good factory -~ success
Total group of patients (n=1359) 38.7 44.3 128 - . 39 0.2
Patients recelving concomitant -, TR A L
drug or non-drug therapy (n-904) 337 4757 14670 41 "0
Patients not recelving . o N G
concomitant therapy (n-455) 488 878" 95 a7 04
Patients receiving o B R e T
Traumee!®S (drops) ( =395)' © 403 486771087 7 43377 H 02
Patlents receiving . AT R .
Traumeel®S (fablets) (n=042) = ~ 3B.6 437 13.1 4.4 0.2 -
Tab.4: Thempeutic results for varigus treatment growps
Usage Indication Results of Therapy
_very ;. good satls- no  worse
- good . . factory success o
Injurles -, BT S e R LI ' :
Bruises 544 - 406 50 i
Sprains .7 b - 482 482 3.0
Hemalomas o 54.3.....40.9
Post-traumatic’ edema 469 - ; 47. B;

Post-operative edema
Joint effusion. . |
Dislacaticns
Concussmn

[nﬂammatory andiur
degenerative diseases

:_‘;!A

_39 5

Carpal turine syndmme

Tith.5: Results of r/aempy wzt/mx varions nsage zndzmtmm
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thirds of the patients. In the majority of
cases, the patiends diagnosis was the
deciding facror in choosing to imple-
ment a concomitant therapy. For exam-
ple, amang parients with concussion the
propartion receiving concomirant thera-
py was only 36%, while among parients
with symproms of arthrosis or frazen
shoulder this proportion was approxi-
marely 80%. The most frequent supple-
mental prescriptions were for analgesics,
anti-inflammartories, and medications for
circulatory disorders. In contrast to earli-
er trearment, additional homeopathic
remedies were used more frequendy dur-
ing the study. Zeel® , in the form of
rablets, ointment, and injecrable solu-
tion, was the most frequent choice.

The most frequent non-drug supple-
mencal therapies were application of ice,
elecrrotherapy, and physical therapy.
Other procedures that were each used in
more than 30 cases were bandaging, ion-
tophoresis, restraints, and pressure ban-
dages.

Duration of therapy

Durartion of therapy was left up to the
individual physicians, with a maximum
patient monitoring time of 2 monehs.
Trearment duration of less chan chis
amount of time was reported for about
92% of patients. Tabulating the respons-
es to the questionnaires revealed that
23% of pacients received Traumeel5S
over a period of 1-7 days, 27% for 1-2
wecks, 22% for 2-3 weeks, and 14% for
4-5 weeks. Duration of cherapy was 6-8
weeks for only 6% and more than 8
weeks for only 8%.

In general, as was o be expecred, the
duracien of cherapy was dependent an
the parient’s diagnosis, For example, in
77% of the group diagnosed wich bruis-
es and 71% of those wich sprains, chera-
py could be terminated within a maxi-
mum of two weeks, while this was the
case in only 11% of patients with arthro-
sis. In that diagnostic group, 71% were
treated for more than 4 weels,

Results of therapy

The success of the the:zﬁpy thac had
been selected was ro be assessed by the

|

physician en the basis of two criteria:

» The point in time at which the
symproms began to improve.

» An overall evaluation of the results of
therapy, using a five-point scale (see
Methods).

In round numbers, noticeable
improvement in symptoms occurred
within the firsc weele of treatment in
about half of the cases and in an addi-
tional 34% of patients within 1-3 weeks.
Improvement set in only after more than
4 weeks in a mere 8% of the patients. No
improvement was noted in abour 4% of
the patients. As was to be expected, the
point in time when subjective improve-
ment in symproms was reporied depend-
ed on bath the symptoms in question
and the severiry of the illness or injury,
among other things. For example, while
sympromatic improvement oceurred
within the first weel of treatment in
approximarely 80% of the patients with
bruises, post-traumatic edema, and
hematomas, only abour 20% of the
patients with symproms of arthrosis or
frozen shoulder reported improvement
within this time frame.

The results of che overal! assessment of -

this therapy show thar very good or good |

resules were achieved in 8 our of 10 cases,
while trearment was rated “satisfacrory”
in 13% of cases. The trearment was
unsuccessful in only 4% of the parients.
It is very difficult ro estimare what role
the concomitant drug and non-drug
therapies chat were prescribed played in
the success af the creatment. [n some ill-
nesses additional forms of therapy are
certainly necessary. An across-the-board
comparison of parients who received
concomitant therapies with those who
did not reveals chat good o very good
results can also be achieved when
Traumeel®S drops or tablets are the only
form of therapy administered. As was to
be expecred, there were no obvious dif-
ferences in the resulis of treaument with
the owo different oral forms of the med-

ication (Tahle 4).

The  therapeutic
Traumeel®S(tablers/drops) encompasses
all of the usage indications that appeared
here. In almast afl diagnostic groups, a

efficacy  of :

rating of “very good” or “good” was
achieved in over 80% of cases. As was to
be expected, the success rates in patients
with symptoms of arthrosis and frozen
shoulder were lower, although even in
these instances positive therapeutic
results were achieved in the majoriry of

cases (Table 5).

Tolerance

In the context of the present prospec-
tive study, no adverse reacrions o either
the drops or the wblers were observed.
On the basis of the reported data on tol-
erance, bath forms of Traumeel®S under
observacion here can be rated “very
pood” with regard to how well cthey are
ralerared.

Discussion

Traumeel85 is a  broad-spectrum
homeopathic anti-inflammatery used in
treacing inflammarion (and inflamma-
rion-related processes) as well as 1 great
variery of injuries. Because of its compo-
sition, Traumee/®S has ant-inflammaro-
ry, antiexudarive, and regenerative quali-
ties. Mare precisely, in:

e stimulaces wound healing
» relieves pain

* staps bleeding

* improves vascular tone

« eliminates venous stasis

* has apd-inflammarory and antiviral
effects

» supports and improves ceflular respi-
ration and oxidative processes.

This prospective study of 1359 cases
of therapy shows that many of che post-
rraumatic condirions that are encoun-
tered in daily practice, as well as a greac
percentage of musculoskeleral disorders
that have inflammatory or degeneraiive
components, respond to oral therapy
with homeopathic remedies. The avail-
ability of owo orally administered forms
of Traumes!®S oprimizes the passibilicies
of developing individualized rreacment
plans and makes it possible to deal with
compliance difficulties in a dmely man-
ner. The drops have the advantage of
individual dosage adjustments, while the
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tabler form with ies fixed quantiries of
medication are essier for patients to deal
with and may therefore prove more
advantageous for long-term treatment.
Because of the alcohol content of the
drops {35% by valume) the tablets are 1o
be preferred for children and patents
with pre-exiscing liver damage.

The ctreatment results presented here
confirm that boch of the orally adminis-
tered forms of Trammnee/®S are suirble
for treating acure post-traumatic condi-
tions, inflammarery and inflammarion-
related symproms, and degenerative joint

diseases, Depending on the type and :

severity of the illness, concomitant drug |

andfor non-drug forms of therapy may
be indicared, although in the context of
this  prospective  study
with Trawmee/®S alone was sufficient in a
grear number of cases.

Along with the reliable efficacy of ;

Trawmee!®S, which

frearment |

encompasses irs

i
;
}
i
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|
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entire range of usage indications, this
study confirms that both orally adminis-
tered forms are well rolerared. No
adverse drug reactions were observed in
any of the total of 1339 documented
cases of treatment. It is also advantageous
that there are no restrictions on combin-
ing Traumee/8S with other medications,
since no drug interactions are to be
expecred.
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