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llergic rhinitis is an IgE-mediated

inflammatory reaction of the nasal
mucous membrane, which, depending
on the causative allergens that are
inhaled, occurs either perennially or
seasonally. Seasonal allergic rhinitis
and its special form pollinosis, other-
wise known as hay fever, affects
roughly 25 per cent of the population.
It therefore ranks amongst the most
common allergic conditions, the inci-
dence of which has increased greatly
in recent decades [1]. Allergic rhinitis
not only has a negative effect on the
quality of life of those suffering from it,
it also constitutes a major risk factor
for eventual bronchial asthma.

Like every other allergic condition,
allergic rhinitis is also preceded by
sensitisation, which, in turn, stimu-
lates the immune system to produce
specific antibodies in response to a
high concentration of natural environ-
mental allergens [2].

The most effective way of managing
allergic rhinitis is to avoid contact with
the allergens that cause it. This is usu-
ally not possible, however, during
everyday life. Various topical and sys-
temic medicines are available for treat-
ing allergic rhinitis. When used cor-
rectly, they bring about a rapid and
prolonged improvement to symptoms
[3, 4]. Minor seasonal rhinitis is nor-
mally treated with oral or topical sec-
ond generation antihistamines, which
are aimed primarily at relieving itch-
ing, sneezing attacks and eye symp-
toms. In addition to antihistamines,
intranasal or oral decongestants may
also be used. These reduce mucosal
swelling in the nose and, as a result,
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Treatment of allergic rhinitis
and pollinosis

A clinical trial to investigate the efficacy and safety
of the Homeopathic A. Vogel Hay Fever Spray

In patients with allergic rhinitis or pollinosis taking the homeopathic A. Vogel Hay Fever
Spray a trend in reduction of evening symptoms was observed, whereas the morning
symptoms remained unchanged. The majority of the patients as well as investigators
assessed the therapy to have a good or very good efficacy, and about two thirds of the
patients would use the spray again. Furthermore the treatment with the spray lead to
a significant increase in quality of life, with almost half of the patients noticing an
improvement. The tolerability of the A, Vogel Hay Fever Spray was judged by the vast
majority of patients and investigators to be very good or good, and in only one patient
occurred side effects which were related to the study medication.

Keywords: seasonal allergic rhinitis, homeopathic nasal spray, tolerability, symptom
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Behandlung der allergischen Rhinitis und des Heuschnupfens

Klinische Studie zur Wirksamkeit und Vertraglichkeit
des homdopathischen Nasensprays Pollinosan

Bei Patienten mit einer allergischen Rhinitis oder Heuschnupfen wurde unter der The-
rapie mit dem homéopathischen Nasenspray Pollinosan ein Trend zu einer Abnahme
der abendlichen Symptome verzeichnet, wogegen die morgendlichen Beschwerden
im Wesentlichen unveréndert blieben. Die Mehrheit der Patienten wie auch der be-
handelnden Arzte schrieb der Therapie mit Pollinosan eine sehr gute oder gute Wirk-
samkeit zu, und rund zwei Drittel der Patienten wiirden den Nasenspray wieder ver-
wenden. Ausserdem fuhrte die Behandlung mit Pollinosan zu einem signifikanten Ge-
winn an Lebensqualitit, wobei nahezu die Halfte der Patienten ihren Gesundheitszu-
stand als verbessert empfand. Dariiber hinaus wurde auch die Vertraglichkeit des Pol-
linosan-Nasensprays von der iiberwiegenden Mehrheit der Patienten und der Arzte als
sehr gut oder gut bewertet, und lediglich bei einem Patienten traten mit dem Préaparat
assoziierte Nebenwirkungen auf.

Schliisselworter: Saisonale allergische Rhinitis, homdopathischer Nasenspray, Vertrag-
lichkeit, Symptomlinderung, A. Vogel Heuschnupfen-Spray

lead to a reduction in nasal obstruc-
tion [5]. The only causal therapy avail-
able today for the management of aller-
gic rhinitis is specific immunotherapy.
This form of treatment is, however,
only suitable for patients who are sen-
sitised to only a few allergens or who
are ill for a short time only [6].
Because alternative healing methods
are becoming more and more accept-
ed, there is also a growing demand for
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homeopathic remedies for the sympto-
matic treatment of allergic rhinitis.
These remedies help to rapidly relieve
symptoms and are extremely well tol-
erated by users. In this context, a clin-
ical post-marketing surveillance study
showed that the orally administered
homeopathic complex Pollinosan con-
sisting of Ammi visnaga D6, Aralia ra-
cemosa D6, Cardiospermum halicaca-
bum D6, Larrea mexicana D6, Luffa
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operculata D6, Okoubaka D6 and Thry-
allis glauca D6 is effective in the symp-
tomatic treatment of allergic rhinitis
[7]. As the intranasal administration of
active substances has proved an effec-
tive means of treating allergic rhinitis,
the present study investigated the
therapeutic benefits of local treatment
with a nasal spray containing the same
homeopathic substances as the orally
administered preparation.

Patients and methods

During the course of this open, multi-
centre study, the effectiveness and tol-
erahility of A. Vogel Homeopathic Hay
Fever Spray was investigated in the
period from April 11 to August 14, 2003,
among 63 patients suffering from
either allergic rhinitis or hay fever for
more than two years. Upon being
given all relevant information and con-
senting by word of mouth, women and
men aged over 18 from 11 Swiss gen-
eral practices took part in the study.
Patients suffering from bronchial asth-
ma — with the exception of mild, peri-
odically occurring forms — as well as
patients with acute or chronic sinusitis
and rhinitis medicamentosa were not
permitted to take part in the trial.
Similarly, patients taking sympath-
omimetics, corticosteroids, anti-aller-
gic preparations, immunosuppressants
or other medicines for the treatment of
allergic rhinitis or hay fever were
excluded from the study. In accor-
dance with the legal requirements per-
taining to clinical trials involving
homeopathic remedies, the present
study was submitted to the Swiss
health authority “Swissmedic” and
approved by the respective cantonal
ethics boards.

In order to determine the effective-
ness of the mnasal spray, patients
recorded the degree of severity of the
six symptoms rhinorrhoea, nasal
obstruction, sneezing attacks, pharyn-
geal irritation, coughing as well as
stinging or watering eyes both in the
morning and evening using a scale of 0
to 3 which corresponded to “not notice-
able”, “slightly noticeable”, “noticeable”
and “severe”. The effectiveness of
A. Vogel Homeopathic Hay Fever Spray

was also quantified by both the treat-
ing physician and patients at the begin-
ning of the study and after 14 days’
treatment using a scale of 0 to 3 points
corresponding to “poor”, “satisfactory”,
“good” and “excellent”. Patients also
had to compare the effectiveness of the
spray with that of other preparations
and record values for eight physical
and psychological components relating
to quality of life using the standardised
questionnaire SF-36. In addition to the
therapeutic benefits of the spray, the
incidence of side effects was estab-
lished and the tolerability thereof
rated by the treating physician and
patients with the help of a scale rang-
ing from O to 3 for “poor”, “satisfacto-
ry”, “good” and “excellent”. The treat-
ing doctors also had to determine
patient therapy compliance and accep-
tance of treatment by means of ques-
tioning the patients.

The patients applied 1 to 2 puffs of
the homeopathic spray from a multi-
ple-dose container into each nostril,
3to 5 times a day during a 14-day
period of treatment. A. Vogel Hay
Fever Spray is a complex containing
the same herbal components as Polli-
nosan Tablets, i.e. Ammi visnaga D6,
Aralia racemosa D6, Cardiospermum
halicacabum D6, Larrea mexicana D6,
Luffa operculata D6, Okoubaka D6 and
Thryallis glauca D6. The use of other
nasal sprays or other locally applied
rhinologics was not allowed for the
duration of the whole study. Other
medicines or accompanying treat-
ment, which might have had an influ-
ence on the allergic rhinitis symptoms,
were only permitted in urgent cases
and their use had to be documented
accordingly.

Data was analysed statistically
using descriptive statistics. Values for
individual symptoms and the cumula-
tive value for all symptoms during the
14 days were hereby determined in
both the morning and evening.
Changes from the baseline value on
day 1 were subjected to a t-test with a
selected confidence interval of 95%.

Data was analysed, on the one hand,
on an “intention-to-treat analysis”
basis among those patients, who had
used the nasal spray at least once and,
on the other, using “per-protocol
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analysis” among those patients, who
observed the study protocol correctly
without breach thereof. In order to
assess the tolerability of the spray, the
data of all those patients who began
the study were taken into account.

Results

Of the 63 patients who took part in the
trial, roughly two thirds were female
and the majority of participants were
under forty years of age. Nearly all
patients were treatment-compliant
and used the nasal spray in accor-
dance with the specified treatment
regime. The median number of times
the spray was applied per day and per
patient was 3.4 = 1.2 and the mean
duration of treatment a little over 12
days (tab. 1).

There was a total of 31 breaches of
the study protocol during the course of
treatment with A. Vogel Hay Fever
Spray. This led to 23 patients being
excluded from the per-protocol group.
17 of these breaches constituted cases
where patients had discontinued treat-
ment earlier than planned, 9 com-
prised cases where patients had used
inadmissible additional medication
and 3 breaches involved the inadmissi-
ble use of accompanying treatment.
2 further patients had to drop out
because they were too young. As no
significant differences were observed
among the intention-to-treat group
and the per-protocol group in respect
of the effectiveness of the spray, only
the study results of the intention-to-
treat group are provided in the present
publication.

At the beginning of the study, the
symptoms rhinorrhoea, nasal conges-
tion and sneezing attacks as well as
stinging and watering eyes were mod-
erately severe with values ranging
from 0.8 to 1.2, whereas pharyngeal
irritation and coughing were hardly
noticeable. The values only dropped
slightly during the two weeks. Merely
the morning values for stinging and
watering eyes as well as nasal conges-
tion were lowered as a result of treat-
ment with the hay fever spray from 1.0
to 0.6 and 1.0 to 0.7 respectively. The
evening values for sneezing attacks
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dropped following treatment with the
nasal spray from 1.1 to 0.6. Whereas
the overall value for morning symp-
toms essentially remained constant in
the course of treatment, the overall
value for evening symptoms was seen
to drop considerably from 4.6 to 3.3.

The number of patients, who expe-
rienced a worsening of morning symp-
toms, no improvement or an improve-
ment therein lay in the same range
after 4, 8 and 14 days treatment. The
number of patients with worsened or
unchanged evening symptoms as a
result of treatment with A. Vogel Hay
Fever Spray dropped from 60.4% after
4 days to 44.2% after 14 days, where-
as the number of patients with reduced
symptoms rose during treatment from
39.5% to 55.8% (fig. 1).

Upon completion of the study, 55%
of all patients rated treatment with
the spray as either excellent or good
(fig. 2). 43.8% of all patients also
expressed that they believed the nasal
spray to be good or excellent in com-
parison with the medication they had
been using up until the beginning of
the study. 52.5% of all treating physi-
cians and 55% of all patients rated the
effectiveness of the spray as either
excellent or good (fig. 2). The question
pertaining to the patients’ acceptance
of the preparation, i.e. whether they
would use the spray again, was
answered with a yes in 69.8% of all
cases.

By means of subgroup analysis, the
effectiveness of the hay fever spray in
respect of a change in the severity of
individual symptoms was determined,
with so-called responders, for those
patients, whose overall value for morn-
ing and evening symptoms dropped
upon treatment. According to the
results of this analysis, the individual
values of all morning and evening
symptoms were lowered considerably
in the course of treatment, with the
greatest reduction thereby being seen
in the morning and evening values for
sneezing attacks and nasal congestion.
A marked reduction in the overall
value for symptoms was observed in
this patient group following treatment
with A. Vogel Hay Fever Spray (53.2%
for morning symptoms and 53.5% for
evening symptoms).

Tab. 1. Breakdown of study participants
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Overall Intention-to- Per-protocol-
group treat-population | population
Number of patients 63 58 40
Men 24 22 16
Women 39 36 24
Mean age (years) 33.3+12.3 33.1+1286 323+ 121
Mean duration of treatment (days) [12.3 £ 3.1 12.4 = 3.1 127 £ 2.4
Evening symptoms
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Fig. 1. Changes in evening symptoms during the course of treatment with A. Vogel Hay Fever

Spray compared with day 0.

According to patient questioning,
treatment with the spray brought
about a significant improvement in the
areas physical functioning, general
perception of health, vitality, social
functioning as well in the overall value
relating to psychological parameters.
No major change was observed, how-
ever, in the four other areas pertaining
to quality of life or the physical overall
value (tah. 2). When questioned as to
their present state of health, 17.5%
of all patients said they felt it had
“improved greatly” and 19.0% of all
patients stated it had “improved slight-
ly”. 55.6% noticed no change in their
general state of health.

During treatment with the spray,
unwanted side effects occurred in five
patients. Only those cases involving
local irritation and a slight tickling
sensation in the nose as well as sneez-
ing attacks were, however, clearly con-
nected with treatment. Two patients,
who rated their side effects as moder-
ate or even severe, discontinued treat-
ment with the spray. 92.1% of all
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patients rated the tolerability of treat-
ment with A. Vogel Hay Fever Spray as
excellent or good and only 8.0% of all
patients rated the tolerability thereof
as merely satisfactory or even poor.
The treating physicians judged the tol-
erability of treatment with the spray as
excellent or good in 90.5% of all cases.
Only 9.5% rated the tolerability of treat-
ment as merely satisfactory (fig. 3).

Discussion

The present open study was able to
demonstrate that A. Vogel Homeo-
pathic Hay Fever Spray is effective in
the treatment of allergic rhinitis and
hay fever at least among a section of
the patients. Upon using the nasal
spray several times during the day, a
tendency for evening symptoms to sub-
side was observed, this being most
predominant in respect of nose and
eye symptoms. The overall value for
evening symptoms was reduced as a
result of treatment with the spray by
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Fig. 2. Assessment of the effectiveness of A. Vogel Hay Fever Spray by patients and treating physicians.

28.2%, whereas the overall value for
morning symptoms essentially remained
unchanged. The percentage of patients
who experienced a reduction in
evening symptoms upon using A. Vogel
Hay Fever Spray rose form 39.8% after
4 days to 55.8% after 14 days com-
pared with day 0. What is more, the
majority of treating physicians and
patients rated the effectiveness of the
spray as either excellent or good. A
significant improvement in quality of
life in respect of physical functioning,
the general health perception, vitality,
social functioning as well as in the
overall value for psychological para-
meters was also obtained as a result of
treatment with the spray, and 36.5% of
all patients felt that their state of
health had improved. The discrepancy
observed in this case between a rela-
tively low reduction in symptoms (seen
on the basis of the scores) on the one
hand and a positive assessment of ef-
fectiveness on the other can be ex-
plained by the fact that an extremely
heterogeneous patient population took
part in the study. In addition, carrying
out such a study is always plagued by
problems due to the varying allergens
and the interchanging exposure that
are involved. These results are in line
with the results of an earlier study
conducted to investigate the effective-
ness and tolerability of homeopathic
tablets containing the same combina-
tion of ingredients as A. Vogel Hay
Fever Spray, i.e. Ammi visnaga D6,
Aralia racemosa D6, Cardiospermum
halicacabum D6, Larrea mexicana D6,
Luffa operculata D6, Okoubaka D6 and
Thryallis glauca D6. In this earlier
open, multicentre post-marketing sur-
veillance study, treatment with 2 tablets
3 times daily or 20 drops of Pollinosan
led to a significant or complete decrease
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Tab. 2. Assessment of quality of life

Beginning of | End of Difference
treatment treatment
Physical overall value 52.2 (6.4) 53.3 (4.5) 1% 16:5)
Psychological overall value 50.3 (7.9) 5.0 (6.2) 27 \IB)E
Physical functioning 88.9 (13.5) 93.7 (7.1) 47 (11.9)*
Physical limitations affecting 848 (28.9) 92.1 (19.6) 7.1 (33.9)
patient’s role
Physical pain 88.4 (16.4) 87.2 (18.5) -1.2 (14.5)
General health perception 739 (17.5) 77.1 (15.4) 3.3 (11.4)*
Vitality 56.6 (17.7) 62.8 (19.9) 6.8 (16.8)*
Social functioning 86.0 (17.5) 91.4 (13.8) 55 (17.2)*
Emotional problems affecting 92.3 (22.3) 96.2 (12.2) 3.8 (22.9)
patient’s role
Mental health 76.6 (14.9) 81.0 (13.5) 4.8 (12.9)
* statistically significant difference p < 0.05

in symptoms in 56.8% of the 199 hay
fever patients taking part in the study.
What is more, 31.7% of all the patients
treated with Pollinosan experienced a
slight improvement in symptoms,
whereas 11.6% noticed no effect [7].
The effectiveness of A. Vogel Hay
Fever Spray demonstrated in the pre-
sent study is supported by the results
obtained from the large-scale meta-
analysis of 89 randomised, placebo-
controlled, double-blind studies. This
meta-analysis showed homeopathic
treatment to be 2.45 times more ther-
apeutically beneficial as opposed to
placebo. The combined data of four
studies included in this meta-analysis,
where the effectiveness of homeopath-
ic preparations for the treatment of
allergic rhinitis was investigated, yield
a significantly greater reduction (2.03
times greater) in eye symptoms in
favour of the homeopathic remedies as
opposed to placebo [8]. In keeping with
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these results, the meta-analysis of 11
clinical studies involving 1,038 patients
suffering from acute hay fever showed
that 1.25 times significantly greater
relief of eye symptoms is able to be
achieved using the homeopathic prepa-
ration Galphimia glauca compared
with placebo [9]. In a randomised,
double-blind study involving 146 hay
fever patients, the six-week course of
treatment with a homeopathic nasal
spray containing Luffu operculata,
Galphimia glauca, histamine and sul-
phur also led to an alleviation of aller-
gic symptoms and to an improvement
in quality of life similar to that of an
intranasally administered chromogly-
cate [10].

In the present study, A. Vogel Hay
Fever Spray was seen to be excellently
tolerated, as side effects occurred in a
total of merely five patients. The local
irritation accompanied by a slightly
tickly throat and sneezing attacks



