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Abstract

Introduction: The primary objective of treatment of
inflammatory diseases of the upper respiratory tract (thini-
tis, uncomplicated sinusitis) with local decongestants is to
relieve obstruction and to improve associated symptoms.
Restoration of unrestricted respiration and drainage of the
nasal sinuses reduce the risk of furtber complications (i.e.,
chronicity). Objective: To determine whether the thera-
peutic effects of the homeopathic combination preparation
Euphorbium comp.-Nasal Spray SN are comparable to
those of xylometazoline with respect to efficacy and toler-
ability,. Methods: Open, multicenter, prospective, active-
controlled cohort study in patients with inflammatory
processes and diseases of the upper respiratory tract. The
primary outcome was to demonstrate non-inferiority of the
homeopathic combination preparation to xylometazoline.
Results: Clinically relevant reductions in the intensities of
disease-specific symptoms were pbserved with both thern-
pies. Non-inferiority of the homeapathic combination
preparation to xylometazoline could be shown for all stud-
ied variables and in no case did the lower boundary of the
95% confidence interval cross the thresheld of 0.5 score
points, Tolerability was good for both therapies.
Conclusions: This cohort study indicates a comparable
efficacy and tolerability profile of the homeopathic combi-
nation preparation Euphorbium comp.-Nasal Spray SN and
the reference substance xylometazoline in patients with
inflammatory processes and diseases of the upper respira-
tory tract.

Michael Weiser®

Menachem Oberbaum®

Introduction

Therapy of inflammatory diseases of the upper respira-
tory system must focus not only on relieving unpleasant
symptoms such as nasal congestion and irritation but also
on preventing possible lang-term complications in the
sinuses, middle ear, and lower respiratory tract,

In viral and bacterial infections and allergic reactions in
the nose and throat, swelling of the nasal mucosa and
obstruction of nasal respiration develop as & result of arte-
dolar dilation, edema, and blocked secretion. Frequently
associated symptomns that impact the patient’ quatity of life
include impaired sleep, headache, and loss of appetite. On
the pathophysiological level, reduced mucocitiary clear-
ance inereases the risk of both secondary infection (due to
tmpaired nonspecific host defense mechanisms) and
blocked secretion [1].

Hence, restoring unimpeded nasal respiration is the first
goal of therapy, which often consists of alpha-sympath-
omimetic decongesiant nasal sprays containing oxymetazo-
line or xylometazoline (Otriven*, Olynth®, ete.). Topical use
of these vasoconsirictors improves nasal respiration by
decreasing mucosal swelling and reducing mucus secretion
[2, 31. In short-term use, such products are generaily well
tolerated, but patients who use them for longer periods of
time or at higher dosages run the risk of habituation, which
is associated with a permanent sensation of pasal obstrue-
tion and dryness (“rebound swelling™) [4, 5]. Ultimately,
secondary damage to the nasal mucosa (thinitis sicca) may
develop under long-term use. Systemic adverse effects are -
infrequent but insomnia, fatigue, and increases in pulse rate
and blood pressure have been known to accur [6].

The combination preparation Euphorbium comp.-Nasal
Spray SN (manufictured by Biologische Heilmittel Heel
GmbH, Baden-Baden, Germany) is # time-tested modern
homeopathic medication frequently used to treat rhinitis
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Ingredicnt/polency

Indientions/symploms

Euphorbium D4
' sinusitis)

Inflammation of the respirntory tmet {especially of the upper respimtory tract, i.e., rhinitis and

Pulsatilln D2

Inflammation of the respirntory passages and suseeptibility to colds; inflammntion of the eycs

{conjunctivitis); otitis media; measles; headache; neurological disorders; depression

Luffo operculnts D2 Rhinitis; hoy fever

Mercurius bijodnius D8

Suppurative inflammation of the mucosn of the nose, throat, tonsils, ond eyes

Hepur sulfuris D10

Inflarnmation and suppuration of the mucous membmnes;'chmuic suppuration of the middle

enr; peritonsillar ahscess; for the trentment of lymphatism; nervous hypersensitivity

Argentem nitricum DI} Migrine

Tab. 1: Compesition of Euphorbjum comp.-Nasi Spry SN and indicstions/symptoms of ity individunl ingredients

and sinusitis. The drug pictures of Euphorbium composi-
turn’s six ingredients (Table 1) suggest its use in cases of
rhinitis of varying etiology (viral, bacterial, allergic),
chronic thinitis or Rhinitis sicca, and sinus infections and to
restore nasal respiration in allergic rhinitis. The therapeutic
effects of this homeopathic combination preparation are
due to regeneration of damaged tissue, i.e., active healing
of pathologies. /n vitro studies have confirmed the antiviral
action of the individual components of Enphorbium comp.-
Nasal Spray SN [7].

To directly compare these two therapeutic models and
confinm the non-inferiority of the homeopathic medication,
an open, multicenter, prospective, active-controlled cohort
study was conducted in Germany from 9/2003 to 3/2004.
The purpose of the study was to compare the modes of
application, efficacy, and tolerability of the two therapeutic
regimens through statistical analysis.

Methods

A total of 153 physicians in general medicine and ENT
practices were recruited at random (by mail) to participate
in the study. Each physician collected (prospective) data on
a maximum of five patients. Data on prior illnesses and
treatments were obtained from patients’ medijcal files. In
keeping with the non-interventional character of post-mar-
keting surveillance studies, data collection was limited o
information routinely obtained during everyday practice.
Electronic compilation of data took place after completion
of trentment (“last patient out™). Data were monitored for
completeness and plausibility before statistical evaluation
was performed using SAS Version 8.0.

The study was conducted in accordance with German
pharmaceutical law (AMG), the Helsinki Declaration, and
the German federal guidelines of 12 November 1998
(Federal Gazette #229, 4 December 1998) on planning,
implementing, and evaluating post-marketing surveillance
studies. According to these guidelines and the AMG,
approval by on ethics commitiee and written patient consent
forms are not required for studies of this type. Patient edu-

cation was lefi to the discretion of the physicians and con-
formed to the standards of everyday practice, GCP recom-
mendations were followed to the extent applicable to post-
marketing surveillance studies. Participating physicians
were not monitored. Copies of the observation and assess-
ment plan were made available to participating physicians
[8]. The primary inclusion criterion was a diagnosis of
upper respiratory illness (see below). To ensure meaningful
conclusions, the following exclusion criteria were applied:
~ ongoing therapy for indications covered by the study
— parallel use of other nasal sprays to treat indications
covered by the study (non-pharmaceutical adjuvant the-
rapies were permitted).

Treatment was administered in two separate, non-ran-
domized groups. One group (ECN) received Euphorbium
comp.-Nasal Spray SN, the other {the XYLO group)
received decongestants containing xylometazoline. To
avoidfreduce “confounding by indication,” each physician
reported on only one of the treatment protocols. The physi-
cians were asked to select patients at random, i.e,, as they
appeared in the practice seeking treatment.

Data were recorded during an iniiial examination, an
optional interim examination, and an exit examination afier
2 maximurn of four weeks. The following parameters/crite-
ria were documented; symptom scores were determined by
the physician treating each patient.

FPatients

~ Demographic data, general risk factors, concomitant ill-
nesses

— Rhinitis dingnosed by means of clinieal symptoms (pre-
liminary, dry phase: general malaise, burning/tickling
in the nose and throat, sneezing; subsequent phases of
serous or later usually mucous/purulent secretion)

— Sinusitis diagnosed by means of clinical symptoms
including general lassitude, pain in the face and head,
(one-sided) obstruction of nasal respiration;
rhinoscopy, diaphanoscopy, ulirasound, X-rays as need-
ed :

Treatment of Inflammatory Diseases of the Upper Respiratory
Tract —~ Compurisan 6f 0 Homeopathic Combination Preparation
with Xylometazoline
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— Duration of illness (scale: < 3 days, 4-7 days, 1-4
weeks, 1-2 months, 3-6 months, 7-12 months, 1-2
years, > 2 years)

— Severty of clinical symptoms (facial pain/headache,
sensation of pressure, nasal congestion, rhinitis/nasal
secretion, impaired taste/smell, difficulty in breathing,
“plugged” ears/earache, sneezing/itchy nose, general
lassitude) on a five-point scale (no symptoms, mild,
moderate, severe, very severe)

Questions specific to therapy

— Duration and dosage; any changes in dosage during
treatment?

— Type and frequency of concomitant therapies used to
treat the underlying illness (decongestant nasal sprays
not permitted)

Target criteria

— General severity of the inflammation/underlying illness
at the beginning/end of the course of therapy (scale: no
symptoms, mild, moderate, severe, very severe)

— Change in score of each clinical symptom ({see above)

— Timing of first improvement in clinical symptoms dur-
ing treatment (scale: after first use, 1 day, 2 days, 3
days, 4-7 days, 1-2 weeks, 2-3 wecks, 3-4 weeks, > 4
weeks, no improvement)

—  (iobal assessment of efficacy (scale: vety good, good,
moderate, ineffective, symptoms worsened)

— Global assessment of tolerability (scale: very good,
good, modernte, poor)

- Type and frequency of adverse effects of treatment

~ Patient compliance (scale: very good, good, moderate,
pOooE)

Statistics .

In an open, active-controlled cohort study of this sort,
differences in patients’ initial demographic and dingnostic
status must be taken into account. Statistical analysis of
these differences is performed using ANOVA, the Mantel-
Haenszel test, and Fishers exact test. A propensity score for
each patient, calculated through logistic regression, est-
mates the probability of the patient belonging to a particu-
lar treatment group when a specific constellation of back-
ground characteristics is present [9, 10]. Propensity scores
are then used to siratify patients into structurally homoge-
neous subclasses, thus ensuring comparability of treatment
effects.

'The criteria investigated were deseribed in terms of sta-
tistical values and absolute and relative frequencies. The
two treatment groups were compared for differences in
changes in symptom scores between the start and conelu-
sion of therapy. As a working hypothesis, the homeopathic
combination preparation was considered non-inferior to the
reference medication whenever the left lirnit of the one-
sided 95% confidence interval of the difference between
treatrnent groups was greater than -0.5 (half a score point).

Total # of putients admitted {o the study
n=739

—

1

Total ECN group/n = 413
{patients included in wlembility annlysis)

Total XYLO group/n = 326
{patients included in tolernbility analysis)

Patients excluded from efficacy analysis due to
obscrvation period of more than 4 weeks
n=161

Patients excluded from efficacy analysis due to
observation perlod of more than 4 weeks
a=76

Patients included in efficocy annlysis
n=252

Patients included in efficncy annlysis
=250

Fig. 1: Flow chart
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Results

Fatient collective

The participating physicians recorded treatment data on
a total of 739 patients (ECN group: n = 413; XYLO group:
n =326). In 237 cases, the exit examination was conducted
afier more than four weeks. These patients were included in
the statistical analysis of tolerability but excluded from the
analysis of efficacy, which thus encompassed 252 patients
from the ECN group and 250 from the XYLO group
{(Figure 1),

On average, the membership of the ECN BIOUp was
younger than that of the reference group (25 vs. 34 years),
due primarily to a higher percentage of Jjuvenile participants
< 11 years (34% vs. 9%) (Table 2). In both freatment
groups, rhinitis (> 70%) and sinusitis (> 30%) were the
most commonly diagnosed illnesses (multiple diagnoses
were possible). As expected, viral infections were the most
frequent cause of illness. Consistent with rhinitis as the
most common diagnosis, duration of jllness prior to seek-
ing treatment was relatively short in most cases (< 3 days).

The physicians rated global severity of the iliness a5 “mod-
erate to severe” in the great mmjority of cases (84% of
patients in bath groups).

Treatment

For 98 percent of the ECN group, the prescribed daily
dose of the homeopathic nasal spray was one to two sprays
per nostril three {o five times per day, Xylometazoline was
preseribed in concentrations of 0.05-1.0 percent (in the
mujority of cases, in the form of the products Otriven* and
Olynth* at the manufacturers’ recommended dosages). The
average duration of the observation period was 18.5 + 6.7
days for the homeopathic combination preparation and
comparable in length (16.8 + 6.1 days) for the reference
medication,

Efficacy :
To compare the two therapeutic regimens with regard to
their therapeutic equivalence, the average change in indi-
vidual clinical symptoms was determined, Starting {rom
“mild to moderate” or “moderate to severe® Symptoms

Pammeter ECN group* XYLO group® P
(252 patients) {250 potients)
Demaographic data
Age (in yenrs, average/SD) 25.0/20.8 34.2720.1 < (.000(¢
Gender {n/%0) 0.000)9°
Femaie 951117 132/52.8
Muie 155/61.5 117468
Not given 2/0.8 1/0.4
BDupe of inflammation funderlying illness) (nfon)"
Rhinitis 192/76,2 180/72.0 03044«
Sinusitiz 91/36.1 99/39.6 04618
Rhinitis sicca 28/11.1 7.8 0.0003¢
Hyperplastic chinitis 22/8.7 10/4.0 0.0430¢
Atraphic rhinitis 2/0.8 2.8 1.0000°
Cither 35/13.9 22/8.8 0.0909¢
Cause of inflammeation (n/45)
Viral 166/65.9 146/58.4 0.0662¢
Bacterial 57/22.6 87/34,8 00211
Allergic 27100.7 20/8.0 0.1920°
Other 25/9.9 21/8.4 0.4305¢
Duration of ilinesy (n/4)
< 3 days 92/36.5 105/42.0 0.0010°
4-7 doys 54/25.4 79131.6
-4 weeks 46/18.3 , 46/18.4
-2 months 10/4.0 41.6
3-fi months 12/4.8 72.8
> & months 19/7.6 104
Mot given 9/3.6 832
Glohal severity af inflammation (n/36) 0.0060°
Miid 3747 22/R.8
Moderate 127/50.4 132/52.8
Severe 85/33.7 T8/31.2
Very severe /0.4 ¥3.6
Nat given 2/0.8 9/3.6

* putients included in efficncy onnlysis; v multiple diagnoses possible; © Fisher's exact test; ! varinoee analysis; * Mantel-Haenszel fest

Tab. 2: Patient dempgraphic and diagnostic data at start of therapy

Treatment of Inflammutory Discases of the Upper Respiratory
Tract - Comparison of o Homeopathic Combination Preparation
with Xvlometnzoline
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. (nasal congestion, rhinitis/nasal secretion), both groups
experienced clinically relevant improvements in all symp-
toms studied (up to and including complete freedom from
symptoms in some cases in cach group) by the end of the
observation period. After ereation of propensity score class-
es, statistical analysis revealed that for each individual clin-
ical symptom, ECN therapy was comparable in efficacy to
xylometazoline therapy (Table 3). In no case did the values
for ECN fall outside the 0.5 scare point equivalency range.
A sensitivity analysis based on unadjusted average differ-
ences vielded results not significantly different from the
propensity score-adjusted analyses.

An analysis of the change in gencral severity of the ill-
ness from the beginning to the end of therapy yielded com-
parable results. Average baseline scores declined signifi-
cantly over the course of the study (from 2.2 to 0.5 for the
ECN group and from 2.3 to 0.2 for the XYLO group). With
regard to this parameter, too, the two therapies were simi-
larly effective (difference: -0.19 + 0.55; left limit 95% CI:
-0.28).

During the first three days of treatment, as expected,
clinical symptoms improved significantly more rapidly in
the XYL.O group than in the ECN group (Cochran-Mantel-
Heenszel test: p < 0.0001 for patients included in the effi-
cacy analysis). As the study continued, however, the groups
gradually achieved equivalency. The comparable efficacy
of the two therapies is also reflected in the overall ratings of
therapeutic results (Figure 3). 91% of the patients in the
ECN group and 99% in the XYLO group achieved “very
good™ to “good” results (difference: -0.3 + 0.6; left Limit
95% CL: -0.4). In both groups, patient compliance as an
indicator of satisfaction with the assigned treatment was
rated “very good” or “good” in more than 94% of cases.

Tolernbility

The global assessment of tolerability (which included
gll patients studied) yielded ratings of “very good” for
87.9% and “good” for 11.9% of the ECN group and 77.3
and 22.1% respectively for the XYLQ group, indicating a
significant difference between treatment groups in favor of
ECN (Mantel-Haenszel test: p < 0.0001).

In the XYLO group, three cases of undesired effccts
were attributed to the medication (symptoms: burning, dry-
ness, and Jocal irritation of the nasal mucosa, elevated
blood pressurc). No adverse effects were reported in the
ECN group.

Discussion

Whether viral (rhinovirus, adenovirus, echovirus), bac-
terial (Streptococcus pneumoniae, Haemophilus influen-
zae, streptococci, staphylococei), or allergic (e.g., grass
pollen) in origin, inflammation of the upper respiratory
passages is often sssociated with swelling of the nasal
mucosa. Local decongestants, in addition to other medica-
tions, are generally indicated to relieve cardinal symptoms

such as obstructed nasal respiration, nasal mucus secretion,
and impaired sleep. In addition to relieving these subjective
symptoms, therapy must also focus on preventing second-
ary infections in the sinuses and lower respiratory tract.
Symptomatic treatment of rhinitis/sinusitis is alsa of eco-
nomic importance, in that it reduces absentesism &t work
and school. For example, in the TUSA in 1997, upper respi-
ratory infections (“common colds™) caused 26 millien
missed school days, 23 million missed work days, 27 mil-
Hon doetors visits, and costs of around 2 hillion US dollars
[11].

As homeopathic treatment is a very individual form of
therapy, differences in the distribution of baseline criteria
between the groups investigated in this study may exist,
making it difficult to ensure compurability of the two
groups. Rosenbaum and Rubin [9] and D'Agostino [10
developed the propensity score method of reducing or com-
pensating for baseline differences between groups in non-
randomized studies. Estimated valnes descrbing actual
effects thus become more meaningful and robust. Although
more recent studies by Liidkte et al. [12] and Weber et al.
[13] suggest that this method can produce heterogeneous
results, especially when the treatment groups differ signifi-
cantly with regard to diagnoses and severity of the illness-
es, this method is frequently used and for the most part pos-
jtively rated. What does this mean for the current study? Jts
comparative estimates cannot be considered definitive but
are nonetheless meaningful and certainly constitute a suit-
able basis for formulating a hypothesis, especinlly since
several different methods of analysis produced similar
results.

Whether the results of studies conducied under the cir-
curnstanices of everyday practice are as valid as those of
controlled clinical studies is a controversial issue that has
generated much discussion. A meta-analysis conducted by
Benson and Hartz [14] found a great deal of agreement in
the results of clinical and post-markiing surveillance stud-
ies, but its results were only partially confirmed by a more
recent study by Deeks et al. [15].

Given the limited scientific reliability of post-marketing
surveillance studies, the findings of the current study leave
plenty of room for medical and methodological discussion
[16]. Nonetheless, post-marketing surveillance studies are
of inestimable value in assessing therapeutic models that
are difficult to explore in randomized studies. Furthermore,
they are more suited to investigate daily medical practice i
patient populations not subject to the restrictions of ran-
domized studies. It is worth mentioning that narrowly
defined inclusion and exclusion criteria may eliminate any-
where from 9 to 51 percent of patients as potential study
participants [19].

The current prospective, active-controlled cohort study
compared the efficacy and tolerability of two medications
used for the listed indications. Patients were treated with
either the alpha-sympathomimetic drug xylometazoline or
the homeopathic combination preparation Euphorbium
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% of patients

Tarpet crileria ECN group* XYLO group* AJSSD difercnce
{clinical symptoms) Baseline Final® Baseline Fiaal between therapies
(AJSD) (A/SD} {AISD] (A/SD2)

tacial painshendache 13/1.1 0.1/0.4 L0 0.10,3 -0.05/0.3%
Sensation of pressure 1.5/1,1 0.2/0.5 1.8/1.0 0.1/0.4 -0.07/0.42
Nl congestion 2.3/08 0.4/0.7 24108 0.2/0.4 -0.21/0.55
Rhinilis/nasa) seeretion 2.140.9 0.4/0.6 22109 0.3/0.5 -0.16/0.33
Impeired taste/smetl 12710 0.2/0.5 L.5/1.1 0.5/0.4 -0.02/0.40
Dilfieulty in breathing 11710 0.1/60.4 1.0/1.0 0.1/0.3 -0.04/0.33
Plugped earsfearacha 0.8/1.0 0.1/0.3 1.0/1.0 0.1/0.3 +0.01/0.27
Sneezing/itchy noge 0.9/1.0 0.1/04 110 0.0n.2 £.10M.32
General lassilude 1770 S R P ) 1.8/1.0 0.1/0.4 -0.05/0.39

* putienty included in efficacy nnalysis; ® Finnl = exit examination; © A = arithmetical average; 5D = standasd devintion

Tah. 3: Differences in reduction in symptoms studied {(senle; 0 = no symptoms, | = mild, 2 = moderate, 3 = severe). Positive differences indicate
greater reduction with Euphorbium comp.-Nasal Spray SN; negative differences indicate greater reduction with xylometazoline.

Superiority ol aylomegrobine Superiority uf Euphorbium

Interval of Imelevant

ot Terence

Facial painheadache —— 95% confidence interval (one-sided)

Sensation of pressure

-

+ Difference batween xylometzeling

‘Nnsal congestion
and Epphiorbium

Rhinitiwnusal secration

+

H— Tmpaited tnste/ymel]
Hr Difficulty in breathing
-+ Plugged cors/earchse

Sneczingfichy noge -
t Genern] Pamyitude

; Severity

1 1

-4 -3 -2 -l 1] 1

4

"
w

Fig, 2: Difference in reduction in symptoms studied hetween the therpentie elternatives Euphorhium comp.-Nosal Spray SN and xylometazoline
{differences with one-sided confidence ntervals ndjusted necording to propengity seores and initinl values; patients included in efficocy analysis),

very good
good
a0 moderaie
ineffective
symptoms worsened
40
zu PNV SRR
0

Fuphorbium comp.-Nussl Spray SN Xyvlometazoline

Fig. 3: Global rating of therapeutic results achieved (ECN group: a = 25 XYLO group: n = 250; patients included in efficacy anolysis).
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comp.-Nasal Spray SN. With 739 patients, the study
encompassed a sufficiently large number of cases to pro-
duce reliable statements about the efficacy and tolerability
of bath of these topical therapies.

The above-mentioned diagnostic criteria {including
clinical symptoms and — as needed — rthinascopy,
diaphanoscopy, and ultrasound) were geared to routine pro-
cedures in established medical practices. The target param-
eters used to assess efficacy were also geared to routine
medienl practice and can be considered clinically relevant
to the field of application under investigation, namely,
inflammation of the upper respiratory tract,

The predominant indication was rhinitis, with patients

experiencing “moderate to severe™ Symptoms when the
study began. Changes in the severity of disease-specific
individual symptoms over the course of treatment were
investigated. Initially, the symptoms “nasal congestion™ and
“rhinitis/nasal secretion™ were most pronounced. The data
indicate that the intensity of all specific symptoms declined
significantly during the course of treatment; the average
patient was almost symptom-free upon conclusion of ther-
apy. Statistical comparison of the two groups indicates that
the two therapies were therapeutically equivalent with
regard to all symptoms investigated. In other words, ireat-
ment with the homeopathic combination preparation
Euphorbium comp.-Nasal Spray SN was as effective as
treatment with the alpha-sympathomimetic drug xylometa-
zoline, :

The maximum period of observation (four weels) was
deliberately set high to include cases of acute as well as
chronic illness (e.g., chronic sinusitis). The average obser-
vation period was 8.5 + 6.7 days for the homeopathic com-
bination but significantly shorter (16.8 + 6.1 days) for the
reference medication. The question arises, did the study
document effects of treatment or effects of the passage of
time? But in spite of this relatively wide window, the
authors believe that the study design was approprigte for
discovering the effects of these therapies and that the
majority of improvements recorded were not the result of
spontancous remission. In this context, it is important to
note that several clinical studies have proven the efficacy of
xylometazoline, the drug selected as the reference sub-

7 Original article published in Forsch Komplementirmed
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stance, and found that its effects were statistically signifi-
cant and therefore clinically relevant [2-5]. As early as the
interim examination (after 12.4 + 4.5 days for the ECN
group and 12.2 + 4.1 days for the XYLQ group), propensi-
ty-score adjusted values indicate non-inferiority of the test
medication with regard to most of the target criteria (excep-
tions were nasal congestion and severity of the illness; 95%
C1-0.63 in each case). Ultimately, resolving the question of
spontaneous remission would require a three-armed study
incorporating placeba,

In the majority of cases, global tolerability of bath ther-
uapies was rated positively afler the average treatment peri-
od (18.5 days for the ECN group and 16.8 days for the
XYLO group). From the perspective of long-termn use, it is
of interest that Euphorbium comp.-Nasal Spray SN
received a higher percentage of “very good” and “good”
ratings and that a statistically significant difference
between the treatment groups was confirmed in favor of the
homeopathic combination preparation. Although the data
from this study indicate that the efficacy profiles of the two
therapies are essentially comparable, the underlying thera-
peutic models are different. As a vasoconstrictor, xylometa-
zoline produces temporary symptomatic relief. In contrast,
the efficacy of Euphorbium comp -Nasal Spray SN iz based
on healing of the disease process. Recent studies indicate
that individual components of this homeopathic combina-
tion have broad antiviral and immunomodulatory effects [7,
20-22]. In addition to effectively reducing subjective symp-
toms, as proven by the current study, these ingredients also
tackie the cause of the illness with no risk of rebound con-
gestion (rhinitis medicamentosa) or habituation.

Expression of thanks

This study was financially supported by Biologische
Heilmittel Heel GmbH of Baden-Baden, Germany. With
the exception of Pr. Weiser, who is employed by Heel
GmbH, the authors are not affiliated with Heel GmbH ang
no conflicts of interest exist. The authors would like to
thank Ms. H, Griine of Heel GmbH for her technical sup-
port.

Ammerschliger/Klein/Weiser/Oberbaum




References 12 Lidtke R, Weber U, Fischer 1, Friese KH, Moeller H. An example on

the value of non-randomisation in clinical trinls in cnmpiemenlury

|  Grimm 1), Bug 1, Guggenbichler JB. Akute Rhinitis bei Siuglingen medicine. Forsch Komplementirmed Klass Noturheilkd 2002;9:103-
und Kieinstkindern. Disch Apotheker Ztg 1996;136:19-24. 109.

2 Muosnta CA, Simmen D. Abschwellende Nosensprays. Schweiz Med 13 Weber U, Liidtke R, Friese KH, Fischer I, Moeller H. A noo-ran-
Wochensche 1996;126:1875-1880. domised pilot study to compore complementary and conventional

3  Kehrl W, Sounemnnn U, Verbesserung der Wundheifung nach trentments of ascute siqusilis. Forsch Komplementirmed Klnsg
anennpemﬂohen durch kombinierte Apwendung ven Xylometazolin Nintuiheilkd 2002;9:99-104. .
und Dexpanthenol, Laryngorhineotolegie 2000;79:151-154. 14 Benson K, Hartz AL A comparison of observational studies and ran-

4 Kack T, Leincker R, Schick M, Rettinger G, Kithnemann S, domized, controlled trials. N Enpgl J Med 2000,29:242-247.
Temperatur- und Feuchteprofil der Nasenwege vor und pach 15 Decks 3}, Dinnes I, D'Amico R, Sowden A, Sokearovitch C, Souf F,
Schleimbautabschwellung durch Xylometnzolin. Laryngorhinoo- Petticrew M, Altman DG. Evalusting non-rondomised intervention
talogie 2000; 79:749-752. studies. Health Technol Asseas 2003;7:1-173.

5 Kehrl W, Sonnemnnn Tf, Dethlefsen 11, Fortschritt in der Theropie der 16 Loupacis A, Mamdani M. Observational studies of treatment effec-
akuten Rhinitis. Laryngerhinootologie 2003;82:266-271. tiveness: some cautions. Ann Intern Med 2004;140:923-924,

& Chaplin 8. Adverse reactions to sympothomimetics in cold remedies. 17 Furst DE. Ohservationol eohort studies and well controlled clinicot
Adv Drug React Bull 1984;107:396-399. trials — we peed them both! T Rheumato! 2004;31:1476-1477.

7 Glotibanr-Saalmiller B, Fallier-Becker P. Antiviral oction of 13 GausW. Randomised trials versus observationnl studies: 14 the com-
Enphorbium compositum ond its components. Farsch Komplemen- parative abservationol study 4 poor compramise or a perfect gynthe-
tirmed Klass Naturheilkd 2002; 8:207-212. gis? Forsch Komplementirmed Klass Naturheilkd 20041 1(suppl

8 Reeves BC, Gous W, Guidelines for reporting nonrandomised studies. 13:3-4.

Forseh Komplementirmed Klass Naturheilkd 2004;1 1(supp! 1):46- 19 Muller DW, Topol EJ. Selection of patients with acute myocnrdial
52, infarction for thrombolytic therapy. Ann Intern Med 1990;113:945-

Y Rosenhaum PR, Rubin DB. The centml role of propensity score in S60.
observaotional studies for causal effects. Biometrika 1983;70:41-35. 20 Schmolz M, Weiser M. Wirkungen eines Antihomotoxikums suf das

10 D'Agostino RB. Propensily score methods for bins reduction in the Immunsystem des Menschen, Biol Med 2001;30:132-135.
comparison of o treatment to a non-randomized control group. Stat 21 Heiue H. Zum antivirlen Wirkmechanismus von Euphorbium. com-
Med 1998;17:2265-2281. positum S. Biol Med 2001;30:203-210.

11 Turner RB. Epidemiology, pathogenesis, and treaiment of the com- 22 Glatthaor-Soalmillfer B, Barner M, Weiser M. Viren der oberen
mon cold. Ann Allergy Asthma Immunol 1997:78:531-540, Atemwege werden gehemmt. Biol Med 2002;4:194-195.

Treatment of Inflummutery Disenses of the Upper Respiratory Origianl article published in Forsch Kpmplementirmed B

Tract ~ Compuarison of o Homeopathic Combinnticn Preparation Klnsy Nuturheilkd 2005;12:24-31

with Xylometazoiine



