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Summary

The purpose of this double-blind,
randamized, two-period, cross-over,
clinical trial was to determine whether
a homeopathic substance, Arnica
montana, significantly decreased
bleeding time (Simplate II) and to
describe its impact on various blood
coagulation tests. It was found that
the substance did not influence a
number of parameters in blood coagu-
lation in healthy volunteers in the
period immediately following admin-
istration.

As is the case in several European
countries, homeopathy has become
increasingly popular in Canada. This
therapeutic modality is based upon the
‘law of similars,’ according to which a
patient may be treated by dilute or even
infinitesimal doses of substances which
are able ro produce similar symptoms in
healthy subjects.! The efficacy of home-
opathy remains highly questionable
among many members of the scientific
community? In view of the fact thar rig-
orous clinical trials are essential for the
evaluation of this therapeutic modality,
we undertook one program of clinical
.rescarch with homeopathy®*  This sec-
ond study evaluates the effectiveness of a
wearment for bleeding.

Arnica montana is a homeopathic

product derived from a plant of the same
name belonging ro the Compositae fami-
ly! I is primarily used to prevent hem-
orthaging during or following abdomi-
nal, dental, or ENT surgery, and to
improve the resorption of bloody effu-
sions. Itis also used in post-partum cases
to improve hemostasis as well as for
many common minot cases of bleeding
such as epistaxis."** :

Unlike scveral homeopathic medi-
cines, whose effects, according ‘to home-

opathic theory, scem to vary depending
on the characteristics of the individual,
Arnica montana is assumed to be effec-
tive among all people.  Furthermore,
according ro many authors, every dilu-
tion equal to or lower than 5CH (10™)
of this homeopathic medicine should be
efficacious.”***

Although Arnica montana is an imme-
diate-acting remedy, whose action takes
effect within minutes following adminis-
tration, studies evaluating its hemostatic
effects have not documented this
aspECE‘T. LA

The objectives of the present study
were to determine if Arnica monrana sig-
nificantly shortens the bleeding time
(Simplate 1I) within 30 minutes of irs
administration, and to describe its effects
on a variety of blood coagularion rests.

Method

This double blind, randomized, two-
period, cross-over, clinical trial was per-
formed at the Centre Hospimlier of
Laval University with authorization of
the hospital’s Ethics Committee. In
Group A, subjects received Arnica mon-
tana SCH (10"} at the first study visit.
Two weeks later, Group A subjects
received a placebo. For Group B sub-
jects, the order of administration of the
medications was reversed for the respec-
tive visits.!

Eighteen healthy male volunteers were
selected. Exclusion criteria for the study
included symproms or signs suggesting a
coagulation disorder or a chronic disease,
smoking, or taking of any medicine or
viramin during the preceding two week
period. -

During the study visits, a hemarology
technician determined the bleeding time

and withdrew vials of blood for the other

analyses. The subjects then took sublin-
gually, fifteen minutes apart, two doses
of Arnica monrana SCH or placebo.
The doses, prepared by Dolisos
Laboratories in accordance with manu-
facturing  requirements  of the
Homeopathic Pharmacopoeia, were
identical in appearance, Thirty minutes
after raking the second dose, the techni-
cian again performed a bleeding time
and withdrew vials of blood.

Measurements

The main outcome variable scudied
was the bleeding time (Simplate II). The
subject, was seated for fifteen minutes
with his forearm bared. After having
inflated the cuff of the sphygmo-
manometer to 40 mm Hg, two incisions
were made parallel to the axis of the fore-
arm with the aid of a Simplate 1}
(Organon Teknika). After 30 seconds, a
drop of blood was collected on a paper
filter. The length of bleeding from each
incision was recorded and the average of
these two values was taken as the bleed-
ing time.

The other dependent variables were
the plateler count, the partial thrombo-
plastin time (PTT), the thrombin time
(TT), the prothrombin time (PT), the

fibrinogen and  procoagulant factor

VTII, and the platelet aggregation with

ADP epinephrine, and collagen. To pre-
pare the plasma, venous blood was with-
drawn in a plastic syringe with the help
of a Vacutainer® needle (Becton
Dickinson). Then it was transferred o a
glass tube coated with silicone where it
was mixed with sodium citrate 3.8% in a
nine-to-one proportion. Following cen-
wifugation at 1000 RPM for ten minutes
at 22°C, the resulting platelet rich plas-
ma (PRP} was first used to make the
plateler count with Coulter® STKS. A
second centrifugation of residue, ar 3000

272

Biomedical Therapy / Vol. XVI/ No. 4 1998



Indmdual va[ucs of bleedmg 1

. seventeen subjects undei Araica iJ'J.outana and placebn

! Group A’ (Arnica/Placebo)- 1"

- Period 1 -

Subj LYYy
2 SN
3 00 0.00
4 00, -0.75
5 0.75. 150
6 -0.25 -0.25

7 125 -1.00

g 3.5 6.8 3.25 5.5 45 -1.00 425
Average 6.25 6.31 0.06 6.31 5.78 -0.53 0.59

Group B (Placebo/Arnica)

‘ Periad 1 ‘ o Period 2 DB
Subject’ * | To* Tao* Yire To*  Tao* Yo Yo.¥3
5 5.0 65 1.50 55 5.5 0.00 150
10 8.0 8.0 0.00 7.0 6.0 -1.00 -1.00
11 5.0 5.5 0.50 4.0 45 0.50 0.00
12 5.5 65 1.00 6.5 7.5 1.00 0.00
13 5.0 40 -1.00 8.0 60 -2.00 -1.00
14 6.3 53 -1.00 5.0 7.0 2.00 3.00
15 6.0 7.5 1.50 9.5 9.0 -0.50 -2.00
16 5.0 5.8 0.75 4.5 4.8 0.25 -0.50
17 7.5 6.8 -0.75 8.8 8.5 -0.25 0.50
Average 5.92 6.19 0.28 6.53 6.53 0.00 -0.28

* To : Initial bleeding time
** Tap: Bleeding time 30 minutes after mreatment
*** ¥y and,; }fz T30-To ..

Tab. 1: Individual values of bleeding times (Simplate II) of the seventeen subjects under Arnica montana and placebo
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Eﬁ'ecf;‘;)fArnica'_ipl-Jntan;l‘ on the d}iﬁ"erf:__n.i';k blood cuhguiaﬁon tests o

(C.I. 95%)**

Variable Differences* Arnica-Placebo

Bleeding time (min) 0.16 (-0.70 to 1.02)
Partial thromboplastin time (sec) 0.28 (-0.05 to 0.62)
Prothrombin time (sec) 0.0-5 (-0.04 to 0.13)
Thrombin time (% of control) 0.57 (-0.75 o 1.89)
Platelets (x10°/L) -5.44 (-12.99 o 2'042
Fibrinogen (g/L) -0.16 (-0.27 to -0.04)
Procoagulant factor VIII —O.QG (-0.13 o 0.01)

* Differences berween the variables T30 - TO under Arnica montana and placebn

** Confidence interval 959

Tab. 2: Effects of Arnica montana on the different blood coagulation tests

RPM, furnished platelec poor plasma
(PPP). From this substratum were
derived the PTT, the PT, the TT, as well
as the fibrinogen and the procoagulant
factor VIII dosages by ACL IL 810 with
the reagent Platelin Excel® LS (Organon
Teknika), Thrombostat® {Parke-Davis),
and deficient factor VIII {Organon
Teknilka). Plareler aggregation analysis
in vitro were carried out by an agpre-
gometer PAP-4C (Bio-Dara
Corporacion) with ADP, epinephrine,
and collagen (Bio-Data). To assess an
eventual hyperaggrepability, four con-
centrations were tested for each reagent:
for ADP (5.0, 2.5, 1.0, and 0.5 pm/L),
epinephrine (50.0, 5.0, 2.5, and 1.0
pm/L), and collagen (0.95, 0.48, 0.24,
and 0.12 g/L).»" To carry out the
platelet aggregation analysis, 0.45 ml of
PRP preliminarily adjusted to 250 x 107
/L with the aid of autologous PP was
mixed with 0.05 ml of reagent in a sili-
cone bowl (diameter = 0.8 mm) with a
magnetic bar {1.0 mm x 0.5 mm) at the
rate of 1200 RPM and at 37°C. The per-
centage of transmittance and the slope
were recorded. These tests were per-
formed by the hematology laboratory at
the Centre Hospitalier of Laval
University -which is a member in the
Interlab quality control program and in
the same facilicy at the College of
American Pathologists. ’

Analysis

The difference between the bleeding
time of each subject 30 minutes after
treatment (Ts0) and the time of initial
bleeding (To) was used as a dependent
variable. These variables are presented in
the columns Y and Yz of Table 1. In
order to quantify the difference berween
Arnica montana and placebo, the differ-
ences Y1-Ya (Da) and Ya-Yy (De) were
calculated for Groups A and B, respec-
tivel. The effect of the treatment is
therefore the average of the effects
obained by each group. This method of
analysis takes into account an eventual
effect of the period, i.e., the possibility
that there may be a systematic variation
berween periods 1 and 2 which ate sepa-

rated by a two week interval. Firstofall,

the absence of interaction between the
trearment and the period was verified,
i.c., no catry-over effect of the treatment
received during the first period was
detected at the beginning of the second
period. This method of analysis which is
appropriate for two-period, cross-over,
clinical trials was used to calculate all
weatment effects and their confidence

intervals.® -

Resulis

Eighteen men aged from 22 to 46
years (mean=32), completed this study.
One subject was excluded from the
analysis because his first bleeding time ar
the first experimental session was longer
than 9.5 minutes, a value higher than
normal (2.3 to 9.5 minutes) according to
the monograph of Simplate IL

Individual differences between bleed-
ing dmes with Amica montana and
placebo for both groups are presented in
Table 1. For Group A it can be seen that
the effect of Arnica montana is one of
increasing che bleeding time (T30 - To)
by 0.59 minutes while for Group B the
effect is to reduce bleeding time by 0.28
minutes for an average effect of 0.16
minutes {CI 95% : -0.70 to 1.02)
(Table 2).

The fibrinogen was diminished signif-
icantly with Arnica montana. The dif-
ference was -0.16 g/L (C.I. 95%: -0.27
to -0.04) (Tzble 2) Arnica treatment
had no statistically significant effect on
PTT, PT, platelet count, or on procoag-
ulant factor VIII. Furthermore, no sig-
nificant modification of plateler aggrega-
tion was demonstrated for the four dilu-
tions of collagen, epinephrine, or ADP

(Table 3).
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In a double-blind study with 39 hos-
pitalized patients in a surgery clinic for a
variety of pathologies, an increase of
plateler agpregarion with collagen, epi-
nephrine, and ADP was observed after
three weeks of trearment with Arnica
montana SCH.” These results should be
interprered with caution since this study
presented major methodological flaws.
In fact, neither the nature of the condi-
tions from which the patients suffered
nor the dose of medications used to
affect the coagulation tests were
described in the article. In addition, the
technique of placeler aggregarion used is
nor clarified and the results are nor sta-
tistically analyzed.
been reproduced using rigorous method-
ology, they would suggest a long term
effect of Arnica montana on hemostasis.

Conclusion

This study with men in good health
did not demonstrate thar Arnica mon-
tana has a significant clinical or statistical
effect on the bleeding time in the min-
utes following its administration.
Additionally, no dlinically significant dif-
ference was observed between Arnica
montana and placebo concerning the
other tests of blood coagulation evaluar-
ed in this research.
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