THERAPEUTICS

SUMMARY

Coxarthrosis is the localization of chro-
nic degenerative arthropathy of the hip
joint. It is a frequent, severe and dis-
abling disease with causes that are both
anatomical (special conditions of Circu-
latory System) and mechanical (joint of
major movement and which may also be
affected by development anomalies).
Clinical symptoms include pain while
walking, functional constraints and joint
deformity. Pain is due to load but may
be also induced by groin palpation (many
trigger points) or passive joint mobiliza-
tion. The functional constraint is pro-
gressive and involves extrarotation mo-
vements at first, and later thigh exten-
sion and flexion. These constraints ha-
ve negative consequences on walking,
causing pain, which leads to limping and
muscle spasm, which limits further mu-
scle movement.

Until a few years ago, the pathogenesis
of osteoarthrosis was believed to invol-
ve only joint cartilage, but we now know
that it also involves subchondral bone al-
teration.

- In order to verify the therapeutic ef-
fectiveness of a new magistral homeo-
pathic injectable formulation called Co-
Xa-compositum ampoules, a controlled,
cohort, randomized clinical trial was car-
ried out. The clinical trial meets the cri-
teria of homogeneity, identifies a primary
objective and dimensions the sample in
accordance with statistical criteria of re-
liability.

1) Coxa-compositum ampoules Group
66 patients [27 M (41%); 39 F (59%)
- average age = 56.2].

10 weekly homeomesotherapeutic
sessions for 10 consecutive weeks in-
to the following local acupuncture
points GB 30, GB 29, BL 54, GB 27,
GB 28, SP 12 and projection points
GB 31, ST 31.

Electroacupuncture Group

63 patients [28 M (44,5%); 35 F
(55,5%) - average age = 53.5].

10 weekly sessions of electrostimu-
lated acupuncture for 10 consecutive
weeks. Electric contacts: BL 54(+)/GB
29 (-), GB 30 (+)/GB 27 (-), GB 28 (+)/ST
31 (-), SP 12 (+)/GB 31 (-).

Single use nickel-free needles (SH 0.25
x 25 mm GT) electrostimulated for 25
minutes at high frequency (300 Hz) -
low variable progressive intensity de-
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HOMEOMESOTHERAPY FOR
PAIN MANAGEMENT IN
PRIMARY CHRONIC
COXARTHROSIS WITH A
HOMEOPATHIC INJECTABLE

FORMULATION

RESULT OF A COHORT, RANDOMIZED.,
CONTROLLED CLINICAL TRIAL

INTRODUCTION

Coxarthrosis is the localization of chro-
nic degenerative arthropathy of the hip
joint. It is a frequent, severe and dis-
abling disease (1-4) with causes that are
both anatomical (special conditions of
Circulatory System) and mechanical
(joint of major movement and which
may also be affected by development
anomalies).

pending on individual sensitivity.

- Home therapy: the two Groups have
been treated with the magistral for-
mulation called Arthros compositum
drops (10 drops twice a day 9 a.m., 3
p-m.) x 10 consecutive weeks.

In particular, while the Coxa-composi-

tum ampoules Group had a 5.5 WOMAC

Index at TO, the Electroacupuncture

Group had a 5.1 WOMAC Index. Ten days

after the end of the 10" treatment (T2),

the WOMAC Index decreased to 2.2 and

3.4 respectively.

- The WOMAC score in the Coxa-com-
positum ampoules Group is 3.3.

- The WOMAC score in the Electroacu-
punture Group is 1.7.

The results show that Homeomesothe-

rapy in Acupoints with Coxa-composi-

- Primary coxarthrosis can only be cau-
sed by dysmetabolic conditions of the

joint cartilage; other disorders including

functional overload [e.g. obesity (5)],

static consequences of cavus foot, e.g.

genum valgum and external rotation of
femoral neck (6), or early obliteration of
venous trunks may be concomitant and

induce worsening.

tum ampoules is 50% more effective
than Electroacupuncture at the same
points.

-Coxa-compositum ampoules can be in-
jected into selected/specific Acupunc-
ture points to successfully treat chro-
nic pain from primary coxarthrosis with
no negative side effects. The improve-
ment is progressive from the first to the
tenth weekly session. This treatment is
well tolerated and can also be used to
control acute and secondary coxarthri-
tis pain.
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- Secondary coxarthrosis (50% of total
cases of coxarthrosis) may have a va-
riety of causes: inflammation, trauma
and bone formation alterations. Some
sports (7) such as running (8-13), foot-
ball (14), soccer (15), weight-lifting (16)
and certain jobs (17-23) can also lead to
secondary coxarthrosis. Recent updates
from Medical Literature have shown
that other sports may cause coxarthritis
(24-27). A recent review on this subject
is particularly interesting (28). However,
hip dysplasia remains the main and
most disabling cause of secondary co-
xarthrosis. The arthrogenic effect of
dysplasia may be detected from an early
onset of coxarthrosis and its severe
symptoms.

The underlying cause of coxarthrosis
can be detected via x-ray: primary co-
xarthrosis (FIGURE 1), previous injuries
followed by macro or microfractures,
previous coxarthritis and dysplasias.

-Clinical symptoms include pain while
walking, functional constraints and joint
deformity. Pain is due to load but may
be also induced by groin palpation
(many trigger points) or passive joint
mobilization. The functional constraint
is progressive and involves extrarotation
movements at first, and later thigh ex-
tension and flexion. These constraints
have negative consequences on wal-
king, causing pain, which leads to lim-
ping and muscle spasm, which limits
further muscle movement.

Until a few years ago, the pathogenesis
of osteoarthrosis was believed to invol-
ve only joint cartilage, but we now
know that it also involves subchondral
bone alteration (FIGURE 2). The osteoblast

a - First-degree primary coxarthrosis. Sclerosis of the articular tectum and subchondral cyst.

Quite good preserved joint rima;

b - Second-degree primary coxarthrosis: reduction of joint rima; subchondral sclerosis.

and chondrocyte are both involved in
the pathogenesis of osteoarthrosis. In-
flammation of the joint capsule, rheu-
matoid arthritis, coxarthritis of muscle
origin, coxarthritis of nerve origin (bur-
ning hip) are all involved in the patho-
genesis of coxarthritis, in addition to co-
xarthrosis. All these diseases induce hip
joint pain of different types and severity.

PHYSIOLOGICAL REGULATING
THERAPY (PRT) - THE ITALIAN
GROUP

In 1994, an Italian Group of MDs/PhDs
(Homeopaths, Homotoxicologists, Uni-
versity Lecturers, Researchers, Allopa-
thic General Practitioners), all members

FIGURE 2

Columnar alteration and formation of
pseudocysts of the subchondral bone in
third-degree primary and secondary

coxarthrosis.

of the Associazione Medica Italiana di
Omotossicologia (A.1.O.T. - Milan) and
other European specialists agreed to
pool their individual professional skills
and scientific knowledge to work toge-
ther on a therapeutic project intended
to provide a global, innovative ap-
proach to Biological Medicine in the
sphere of Traditional Medical Thought.
Going beyond the psychosomatic (Clas-
sic Homeopathy) and somato-psychic
(Homotoxicology) approach, the Italian
Group developed a view of the human
organism as a Neuro-Immune-Endocri-
ne Network regulated by delicate con-
trol mechanisms - so-called Physiologi-
cal Regulating Therapy (PRT).

Over the years, the theoretical and cli-
nical research studies carried out by the
Italian Group have led to rational, in-
novative formulations approved by doc-
tors and patients.

Many recent research projects are focu-
sing on new homeopathic formulations
and clinical and experimental projects
based on Physiological Regulating Me-
dicine (PRM) (TABLES 1, 2).




MAGISTRAL INJECTABLE
FORMULATION
COXA-COMPOSITUM AMPOULES

Like all the other treatments in the
Physiological Regulating Therapy (PRT)
range formulated according to the
scientific acquisitions on which Physio-
logical Regulating Medicine (PRM) is
based, the individual ingredients con-
tained in Coxa*-compositum ampoules
are selected according to 3 criteria:

1. Clinical, anatomical and pathological
indications for at least 8 out of 10 Ho-
meopathic Materia Medica (H.M.M.)
consulted (29-38);

2. Afurther selection is made to ascertain
possible correspondence between
classic homeopathic indications and
scientific evidence on the effects of
the bio-active substances contained in
the selected unitary remedies;

3. Inclusion in the formulation of cyto-
kines and neurotransmitters, which are
concentrated in the same proportions
as in the human body.

All 10 unitary remedies contained in

Coxa-compositum ampoules are in X or

C dilutions in line with the low-dose

principle (hormesis).

The low-dose principle is effectively a

subject of current interest and is based

on:

1. Arndt-Schultz Law (weak/medium
stimuli activate/modulate biological
functions);

2. The response of a cell to biological
information depends on the ligand-
receptor effect, so that the response
of a cell to a messenger will depend
on the number of receptors involved.
A typical cell may have approxima-
tely 1000 receptors but only a small
proportion of them (10%) need to be
engaged to obtain a strong response
(50%). A surplus of ligands determi-
nes a down regulation of membrane
receptors (physiological mechanism
for maintaining homeostasis): in or-
der to maintain its functional balan-

*Derivation of the temporary name = Coxa in Latin
= hip.
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TAB. 1
PRM
Link between Homeopathic Medicine and Conventional Medicine
HOMEOPATHIC Evolution of CONVENTIONAL
MEDICINE some classical MEDICINE
concepfts
Research in
Universities
TAB. 2
EXOGENOUS OR
ENDOGENOUS STRESSOR
HOMEOSTATIS
ALTERATION ADAPTATION
PATHOLOGIC PROCESS HEALING
“HYPER” OR “HYPO” STRESSOR STORAGE
COMPENSATIVE PRODUCTION (MATRIX CELL INTOXICATION
OF HORMONES, INTERLUKINS, STRESSOR)
NEUROTRANSMITTERS
PNEI BALANCE
ALTERNATION CHRONICIZATION

ce, a cell blocks its receptors; this
leads at first to delayed reaction and
later to loss of function;

3. Burgi Effect. Different pharmacolo-
gically active substances which,
when combined, have a synergic ef-
fect;

4. Low-dose active ingredients can be
studied in accordance with Toxico-
logy and Pharmacology, and provide
a specific rationale based on the sug-
gestions of the standard Homeopa-

thic Materia Medica and the recent
discoveries in such fields as Physio-
logy and Physiopathology (cytoki-
nes, neurotransmitters, hormones).
These concepts make it possible to
analyze the effect of each unitary re-
medy contained in Coxa-compositum
ampoules in detail.
- Active ingredients: Arnica montana
8X, 4 parts; Anti Interleukin 1a 4C,
Anti Interleukin 18 4C, B-Endorphin
4C, Calcarea fluorica 6X; Cartilago-
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suis 4X, Colocynthis 8X, Rhus toxico-
dendron 10X, 2 parts; Argentum me-
tallicum 6X, Formicum acidum 8X, 1
part.

-Inactive ingredients; sterile isotonic so-
dium chloride solution.

- 1 ampoule = 2.0 ml.

For a better, more effective understan-
ding of the therapeutic effect of Coxa-
compositum ampoules, we can select 5
different pharmacological action cores
as follows:

15 CORE

Homeopathic Antalgic Core
Arnica montana 8X; Colocynthis 8X;
Rhus toxicodendron 10X; Formicum
acidum 8X; Argentum metallicum 6X.
The unitary remedies that are contained
in the 1* Core are:
- Arnica
(Arnica montana L. - Fam. Compositae).
The bioactive substances are as follows:
helenalin, which modulates many pro-
cesses influencing inflammatory reac-
tions, including oxidative phosphorila-
tion, histamine release, serotonin and
platelet aggregation, and is also a boo-
ster of phagocytosis; helenin, tenuline
and camixonolid, which produce the sa-
me effect as helenalin, although to a les-
ser extent. Helenin is a powerful anti-in-
flammatory molecule whose mecha-
nism of action is still unknown in spite
of all the research studies found in
scientific literature. It is the only anti-in-
flammatory remedy capable of acting
both on NF (Necrosis Factor) and | Kap-
pa B. The effect of these bio-substances
is enhanced by caffeic acid (inhibitor of
cyclooxygenase and 5-lipooxygenase -
key enzymes for the synthesis of leuko-
trienes, prostaglandins and hyaluroni-
dase), arabin 3-6 galactose (inhibitor of
the complement and stimulant TNF ma-
crophage activity), arnidiol, faradiol, he-
teroglycans (immunomodulating effect).
= According to H.M.M. involving the

hip joint: painful hypersensitivity, an-

ti-inflammatory.
- Colocynthis
(Cucumis colocynthis L. - Fam. Cucur-
bitaceae).
The bioactive substances are:
colocynthin, cucurbitacin, citrullol, ac-

tive ingredients acting on rheumatic and

nerve diseases and having a cicatrizing

action on muscle trigger points and le-

sions of the hip joint capsule.

= According to H.M.M. involving the
hip joint: crural pain, genital nerve
pain. One of the characteristics of Co-
locynthis-type nerve pain is spasm
and muscle contracture. The patient
complains of a sensation of tendon
and psoas muscle shortening.

- Rhus tox.

(Rhus toxicodendron L. - Fam. Anacar-

diaceae).

The bioactive substances are:

urushiol, toxicodendrol, toxicoden-

drins having anti-inflammatory and

anti-rheumatic properties (subacute

and chronic forms).

= According to H.M.M. involving the
hip joint: action on tendon pain, dis-
eases affecting ligaments and joints
caused by muscle and/or capsule
triggers, stiffness (worsening with
cold and damp weather), pain on
starting movement. Painful stiffness
of tendons, ligaments, joints and
muscles. Improvement with warmth.

Note: 1 of the 2 Rhus tox. Weihe

Points is localized on Acupuncture

point GB 30 (Roann-tiao), a key point

for homeomesotherapeutic hip pain

treatment (see “PATIENTS AND ME-

THODS”).

- Formicum acidum

Promotes the release of histamine, se-

rotonin and kallikrein.

= According to H.M.M. involving the
hip joint: joint stiffness worsening
with cold and damp weather; sen-
sation of tendon shortening, sharp
pain and muscle cramps.

- Argentum metallicum

Specifically indicated for fibrous and fi-

brous-elastic tissues. It affects the joint

cartilage, which becomes inflamed, in-

filtrated and rigid.

= According to H.M.M. involving the
hip joint: Argentum treats to chronic
deforming rheumatisms and espe-
cially to deforming hip joint
osteoarthrosis. Hip pain worsening
with immobility, cold and damp wea-
ther leading to joint cartilage conge-
stion.

GENERAL AND SYNERGIC EF-
FECTS OF THE UNITARY REME-
DIES CONTAINED IN THE 15 CO-
RE OF COXA-COMPOSITUM AM-
POULES: IMPORTANT ANTI-IN-
FLAMMATORY AND ANTI-PAIN
EFFECT ACTING ON ALL ANATO-
MICAL STRUCTURES OF THE HIP
JOINT (CAPSULE, TENDONS AND
MUSCLES).

2"° CORE

PNEI Antalgic Core
- B-Endorphin 4C (FIGURE 3)
This endogenous opioid peptide neuro-
transmitter found in the neurons of both
the Central and Peripheral Nervous
System is a peptide - 31 amino acids -
resulting from the processing of the pre-
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A = B- Endorphin;

B = o - Endorphin;

C =y - Endorphin.

Recording of peak activity after acute
pain stimulation.

- The highest Endorphins activity can be
recorded from the 7" to the 11" minute,

after appropriate stimulation.

cursor POMC - proopiomelanocortin.
The highest concentration of endorphin
receptors can be found in the gelatinous
matter of the spinal cord, periaqueduc-
tal gray, thalamus, in all the structures
of the limbic brain, all of which are in-
volved in pain recognition, modulation
and control. A solid circadian S-Endor-
phin response rhythm has been proved
showing a peak at 12 p.m. and lowest
point at 12 a.m. (39). At a physiologi-



cal level, endorphins are secreted in pi-
cograms (0.000000000001 g =10"g=
11X), 8X on average (= 4C). The B-En-
dorphin concentration in Coxa-compo-
situm ampoules is physiological, similar
to the normal concentration within the
body. Much evidence has shown that (-
Endorphin has an anti-inflammatory ef-
fect in addition to relieving pain (39,
40). B-Endorphin can also boost the Im-
mune System and affect mood.

GENERAL EFFECT OF THE UNI-
TARY REMEDY CONTAINED IN
THE 2"° CORE OF COXA-COMPO-
SITUM AMPOULES: ANALGESIC,
ANTI-INFLAMMATORY, IMMU-
NOSTIMULATING ACTION,
MOOD IMPROVEMENT (greater
response of the patient to the treat-
ment).

3%° CORE

Anti-inflammatory Core
- Anti IL-1a 4C; Anti IL-13 4C (FIGURE 4)
From a biological point of view, inter-
leukins 1 (IL-1a; IL-13) are the most ac-
tive inflammation mediators secreted by
Th1 cells. They induce inflammation by
means of their own capacity to stimu-

Three-dimensional stylized structure of IL 1a.

late the genic expression associated
with inflammatory process evolution.

- Although they may have different
structures (coded by 2 different genes),
they act on the same specific receptor.
IL-1 have a very short half-life and are
secreted by IL-1 themselves when they
encounter CD4 lymphocytes.

IL-1 (a ; B) activate cyclooxygenase type
2 (COX2), prostaglandin E2 and nitric

oxide, thus activating the entire inflam-
matory process (pro-inflammatory In-
terleukins).

As a consequence, Anti-Interleukins
1 (a; B) act like NSAIDs, cortisone and
to some extent like salicylates (41-43),
without the negative side effects caused
by these allopathic chemical medicines.
Homeopathically diluted Anti IL-1a and
Anti IL-18 are successfully used in
osteoarthrosis and myalgic pain mana-
gement therapy.

GENERAL AND SYNERGIC EFFECT
OF THE UNITARY REMEDIES
CONTAINED IN THE 3% CORE OF
COXA-COMPOSITUM  AMPOU-
LES: ANTI-INFLAMMATORY AC-
TION IN BOTH ACUTE AND
CHRONIC PHASE.

4™ CORE

Anti-degenerative Core
- Cartilago suis 4X
Homeopathic dilution of the joint carti-
lage from the knee and hip of young
hog hindquarters. Specific organ pre-
paration for the treatment of cartilage
injuries, coxarthritis and deforming
arthrosis with a trophic and restructu-
ring effect.
- Argentum metallicum
(see 1% Core - Homeopathic Antalgic
Core)

GENERAL AND SYNERGIC EFFECT
OF THE UNITARY REMEDIES
CONTAINED IN THE 4™ CORE OF
COXA-COMPOSITUM  AMPOU-
LES: TROPHIC AND ANTIDEGENE-
RATIVE EFFECT ON THE JOINT
AND PERIARTICULAR STRUCTU-
RES OF THE HIP.

5™ CORE

Constitutional and Trophic Core
- Calcarea fluorica 6X
The amorphous part of the bone is ma-
de of calcium phosphate (Calcarea fluo-
rica), calcium carbonate and phospha-
te, magnesium carbonate and phospha-
te, hydroxyapatite.

When cartilage is affected, the sub-
chondral bone can be subject to thin-
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ning and deteriorating processes. At the
beginning, this reduction can lead to the
formation of osteophytes, a pathological
mechanism of joint compensation. Be-
sides being an important constitutional
remedy, Calcarea fluorica counterba-
lances losses and is thus the most ap-
propriate mechanical and functional
support to cartilage damage.
= According to H.M.M. involving the
hip joint: deforming rheumatisms
where joint cartilage and periarticular
tissues harden, with potential co-
xarthrosis leading to ankylosis. Wor-
sening after a period of rest (Rhus to-
xicodendron).

GENERAL AND SYNERGIC EFFECT
OF THE UNITARY REMEDY CON-
TAINED IN THE 5™ CORE OF CO-
XA-COMPOSITUM  AMPOULES:
TROPHIC, RESTRUCTURING AND
ANTI-DEGENERATIVE EFFECT.

From a detailed analysis of the unitary
remedies contained in the 5 homeo-
pharmacological cores of Coxa-com-
positum ampoules we can infer that
they have common actions as follows:

1. Synergic

2. Complementary

3. Complete
to treat those diseases for which Coxa-
compositum ampoules has been formu-
lated (main clinical directions: primary
and secondary coxarthrosis, coxarthri-
tis).

According to these considerations, a
specific cohort, randomized, controlled
clinical trial was carried out to evalua-
te the therapeutic effect of Coxa-com-
positum ampoules objectively.

PATIENTS AND METHODS

In order to verify the therapeutic effec-
tiveness of Coxa-compositum ampoules,
a cohort, randomized, controlled clini-
cal trial was carried out. The clinical
trial meets the criteria of homogeneity,
identifies a primary objective and di-
mensions the sample in accordance
with statistical criteria of reliability.






