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Empirical Data on Therapy with a
Homeopathic Nasal Spray

Reprinted from Huféland Journad, 1992 March, published by Karl F Hﬂug-Vcr!ag GmbH, Heidelberg .

Resules of a mulricentric prospective study of 3510 patients

Summary

A homeoparthic rhinologic agent in
spray form was tested for efficacy and
tolerance in a praspective study. A
toral of 381 physicians supplied decu-
mentation on 3510 cases treated.
Acute rhiniris was the complaine for
which this homeopathic remedy was

~most frequenty prescribed, while
additional usage indications included
acute and chronic sinnsitis and alles-
gic rhinitis, The preparation was also
administered to patients with rhinitis
sicea, chronic rhinits medicamentosa,
and hypertrophic rhinitis. Out of the
entire patient populatien, 38.3% of
the cases were treated exclusively with
the homeapathic nasal spray, while the
remainder required additional phar-
maceutical or non-pharmaceutical .
therapeutic measures. Final assess-
eat of the study revealed “very
good” or “good” therapeutic results in
80.8% of cases treated, The prepara-
tion was well telerated by the patients.

1. Introducton

Commercially available ropical rhino-
lngic agents in the form of sprays or
drops conrain a variety of acrive ingredi-
ents. Most of the preparations on the
market coneain sympachemimerics, cor-
ticoids, or antihistamines. These chemi-
cal ingredients are temporarily effective
for cercain symproms because they
reduce swelling of the nasal mucosa or -
decrense sensitivity ro allergens.

In conurast, rthinologic agents with
homeepathic ingredients are based on a
differenc effective principle. Experience
shows thar they have a siimulating effect
on mucosal funcdon and can promote
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regencration of damaged rissue. Thus,
the therapeuric goal in administering
these preparations is nor so much the
immediate and wmporary relief of syrp-
toms bur racher lasting unprovement
or—if possible-—a coinplete cure.

This multicentric prospecrive study
investigared the therapeutic resules char
can be achieved in practice with
Euphorbium composinum Nasal Spray 5,
a rhinologic agent prepared according to
HAB [German Homeopathic
Pharmacopeia] regulations on the pro-
ducrion of homeopathic remedies. This
preparation includes only homeapathic
ingredients, specifically three plant sub-
stances (Euphorbiumi Pulsatilla, and
Luffa) and homeopachic porentiations of
three mineral substances (Mercurivs
bijodatus, Hepar sulfuris, Argentum
nicricumy’. It also ‘ontains Mucosa
nasalis suis {a potentiared organ prepara-
tian} and sinusitis nosade. On che basis
of ity composition, the preparation can
be expected to be broadly effective in dis-
ease processes of the mucosae of the nose
and paranasal sinuses. In view of the
pharmaceutical pictures af its individual
components, usage indications for this
preparacion inchude rhinitis of various
origins {viral, bacterial, allergic), rhinitis
sicea, hyperplastic and arrophic rhinics,
and chronic sinusirs; it is also indicared
to support the crearment of ozena and o
facilitace nasal respiration in hay fever

RS,

A nasal spray of approximarely the
same composition as the preparation
avesiiwared here (having che same name
pue without the supplementary label
*§") had already been commercially
available in Germanv for more than a

decade. This earlier formulation of
Euphorbium compositum was the .sub-

ject of numerous enpirical reports and

sciencific investigations. The formula
was slightly altered in 1988 in order to
conform w currene criteria for pharma-
ceutical guality wed safery, The goal of
the prospective study presenced here was
to provide the broadest possible basis for
understanding the efficacy and rolerance
of thé reformulated preparacion.

2, Methodology

2.1 Implementation

The parients accepted into  this
prospective study suffered from eirher
acute or chronic diseases of rhe mucosae
of the nose ar pacanasal sii: ses. No fur-
cher criteria for inclusion or exclusiin
were ser, since the investgation was
intended to provide as comprehensive a
picture as possible of the therapeuric
applicabilicy of the homeopathic rhino-
logic agent. Each of the 381 participac-
ing physicians was supplied wich an
approprizte number of stndardized
questionnaires for recarding all relevant
derails of creatment in each individual
case,

The following daca were ta be record-
ed for each patient ar the time of admis-
sion o the study: age, gender, the diag-
nosis thar fed o rrearment with che
homeopathic nasal spray, and the dura-
tion of symptoms prior ta the beginning
of therapy. In the course of treatment,
the dosage of the preparation under
investigation was to be recorded, as were
any supplementary pharmaceutical and
non-pharmaceurical therapeutic mea-
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sures. Ac the end of treatrment, the dura-

ton of use of the homeopathic nasal -
spray was to be noted on the question- :
naire. The aceending physician was asked .

to evaluare the success of the trearment
according to one of the following five
caregorics; “very good” (complete and

lasting freedom from symptoms), “good” -

{clear and lasting improvement ar tem-
porary freedom from symptoms), “satis-
factory” (temporary improvement), “no
success” (symproms remained the same),
or “worse.” The appearance of any unde-
sirable side effects was to be noted in the
space provided for comments and clarifi-

catian.

The study ran from April 1990
April 1991. As of 4/15/91, the partici-
pating physicians had rerurned 3527
completed questionnaires to the manu-

Number df cases

facturers of the preparation.

2.2 Processing and statistical evalua-
tion of the data '

Of the total number of questionnaires
recurned, 17 (0.5%) failed to report the
condirion being treated or the resilts of
therapy, or a different form of che prepa-
ravion under study had been adminis-
tered by mistake. These questionnaires
were checked for any indicarions of
undesirable side effects (there were none)
and eliminated fram furcher analysis.

The data were evaluated using the
methods of descriptive statistics. Aspects
under investigation are presented here
partly by listing average values (arith-
metic mean) and parily by listing fre-
quency distributions in terms of absolute

less than 1 w_er-.-k

numbers or percentages. Since not all
questions were answered on all question-
naires, however, the perceritages listed do
net always add up o 100%.

3. Results - '

3.1 Patient Demographics

Of the 3510 parients whose question-
naires were suitable for stacistical evalua-
tion, 1870 (53.3%) were female and
1630 (46.4%) male; in 10 cases (0.3%),
no génder was given. The average age of
the toral patient population was 35.2
years. There was no significant difference
in mean age berween male and female
patients (34.7 years for males versus 35.9
years for females). Age and gender distri-
butions of the patients for whom com-

Duratien of symptofus _Duration of symptoms': Duration-ofisymptams
1 week - 1 month

longer than 1 month

Diagnosis

Acute rhinitis = 686
Acute sinusitls 576
Other diagnoses Co 63
Multiple diagnoses cowl T 475
Allergic rhinitis . 508
Atrophic rhinitis/

- thiniiis sicca - L e, 469
Hyperirophie rhinitis R a7
Chronic sinusitis 509
Chronic rhinitis medicamentosa 129

74.2% 24.3% 1.5%
68.2% 28.9% 1.8%
33.7% 22.2% - 38.1%
29.7% - 31.6% - 38.7%
13.6%. 34.8% ' 51,6%
4.5% 24.7% . - 70.8%
21% 28.8% -+ 69.1%
1.8% 26.9% 71.8%
0.8% 10.1% 89.1%

Tab I Types of disorders treated with the homeapathic vhinslogic agent (arvinged iu order af duration of symptoms)

Supplemental

Diagnosis Single therapy Supplemental Supplemental
* with the pharmaceutical non-pharmaceutical pharmaceutical
homeopathic therapies therapies and non-pharmacedutical
rhinologic agent therapies
Acuig rhinitis 61.1% 14.4% 17.2% 6.7%
Chronic rhinitis
medicamantosa 60.5% 5.4% 23.3% 10.1%
Hypertrophic rhinitis 57.6% 21.2% 9.1% 11.1%
Atrophic rhinitis/
rhinitis sicca 54.7% 6.4% 28.7% 9.8%
Multiple diagnoses 23.5% 23.7% 19.9% 32.2%
Acute sinusitis 21.7% 17.4% 22.4°% 37.7%
Chronic sinusitis 15.9% 18.7% 29.4% 38.0%
Qiher diagnoses 14.3% 38.1% 19.0% 28.6%

Tah, 2+ Pewentaves of pisients in the vavions digguostic groups receiving single th

chifiy or seriong .m/yr/mumrrr/ r/u-r.rpfv_v
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Diagnosis Drugs to reduce  Antl-allergics Antlblotics  Anti-inflammaterles  Corticoids Homeopathic  Immuno- Secreto-
swelling remedies  stimulants Iytics

Acute sinusitis 0.3% - 15.4% 2.1% - 22.4% 1.0% 252%
Chronic sinusitis 1.4% 1.0% 7.1% 1.6% 0.4% 24.1% 3.5% 26.3%
Acule rhinilis 0.9% 0.1% 1.4% 1.2% - 7.3% 2.5% 74%
Allargic rhinltis 0.8% 24.3% - 0.2% 1.4% 17.8% 1.2% 1.2%
Atrophic rhinifis/

rhinitis sicca 0.4% 0.2% 0.4% 0.2% 0.2% 3.8% 1.7% 0.8%
Hypertrophle rhinitis 4.1% 2.1% 1.0% 1.0% 1.0% 7.2% 6.2% 7.2%
Chronic riinitis .

medicamentosa 0.8% - - - - B.5% 2.3% 2.3%
Olher diagnoses 1.6% B.3% 20.6% - - 19.0% 1.5% 33.3%
Multiple diagnases 2.3% B.3% . 9.4% 2.3% 1.2% 16.4% 2.3% 25.2%
Total palient populztion 1.0% 4.7% 5.6% 1.2% 0.5% 14.9% 2.9% - 14.0%

Tab.3: Percentages of parients in different diagnostic groups rece

pleie information was supplied with
regard 1o borh these variables are pre-
sented in Figure 1, which shows that the
experimental graup included pacdents of
all ages, with children and adolescents
also constituring relatively higl percent-
ages.

3.2 Diagnoses and Duration of
Sympton.y

In chis prospective study, the homeo-
pathic nasal spray under investigation
was administered for a variery of indica-
tions. The most frequent reason for’
trearment was acute thinitis, followsad by
acute sinusitis, chronic sinusics, and

allergic rhinitis. Rhinitis sicea, arrophic ©

thinitis, chronic rhinids medicamentosa,
and hypercrophic rhinitis were also
reported in larger numbers of cases.
Approximately 13% of patients were
multiply diagnased. .

For further sub-analyses, the parients
were grouped according ro diagnosis. For
the sake of clearly delineating the groups,
only a single diagnosis could be the basis
for assigning each case to an individual
growp. Parients for whom multiple diag-
noses were listed were assigned o a spe-
cial group under that heading,

Contrary to the procedure just out-
lined, however, it seemed to make sense
to assign the pariencs diagnosed with
thinitis sicca and arrophic chinitis o a

ining other medications in addition to the homeopathic nasal spriy

common group (“atrephic rhinitis/rhini- Chronic sinusitis (309 cases)
tis sicca”), regardless of whether or not
both diagnoses were listed on the ques-
tionnaire. Transitions berween these two
syndromes are fluid and instances of
~ diagnostic overlap
Consequently, this combination was
" considered to consrituce a single dizgno-

+ Allergic rhinitis (506 cases)

. Atrophic rhinic_isl_éhinitis siccit
(469 cases) ’

numerous, C e e )
» Chronic rhinitis medicamenrosa

{129 cases)

sis for purposes af evaluation. + Hypertrophic rhinitis (97 cases)

. . . - . . e . .
Taking this viewpoint into considera- + Other diagnoses (63 cases)
tion, the following nine diagnostic . . =

! B = * Mutriple diagnoses (475 cises)
groups were g ablished: o .
' For the patient population as a whole,
+ Acute rhinitis {686 cases) .P P P .

the duration of the illness or symproms

+ Acute sinusitis (376 cases)

:
!
|
|
|
|
1
{

prior o the beginning of therapy was less

L

>

Number of Pasients :
400 ;
300

N
200 T

W
100 r . IS

0-10 11-20 2130 31-—4_0. 41-50 BA]—9Q‘ >90
Age Groups ‘ Female

Sl 4

Fig. I: Age and gender distribution of patients (n = 3483)
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Cute sinisitis
Acute rhinitis
Other diagrioses
Multiple dizgnoses
"% Chranle sinusitis -
- Atrophic rhinitis/rhinitis sicca " ..
amentosa

Ibé’f'dpfﬂli.ﬂ' results reporred

than one week in 33.3% of cases and
more than ohe week bur not more than
one month in 27.7%. In 17.2% of the
cases treaced, the duration of symproms
ranged from one mont'. to one year,
while in 15.9% it ranged from one o
five years. A prehistory 0¥ more than five
years was reported in 5.8 % of patients.

Considerable diiferences in the dura-
.on of symproms were noted among the
diagnostic groups. Table 1 presenis an
overview of rime elapsed berween the
onset of sympioms and che beginning of
therapy. Within each diagnostic group,
the percentages of patients wich symp-
toms lasting less than one week, one
week to one month, and more than one
month are listed separately. The diagnos-
tic groups are listed in order of their per-
centages of cases with symproms char
had lasted less chan one weck, i.e., the
diagnosis with the shortest average dura-
tion of symproms i listed [irst, while the
diagnosis with the longest ditration of
symproms appears at the botrom of the

rable.

3.3 Medicadion

Qur of the ol patiert populaton.
38.5% of gases were treated exclusively
with the homcopadhic nasal sprav thar
was the subjecr of this investigation,
G0.9% ot the patients received addirion-
al pharmacearical or non-pharmacenti-
cal dherapion o 208" of the vaae
reaced. the sapplemental therapeutic

Tab.4: Diagnostic groups arranged in order of relative frequency of “very good " and “good "

70.5% :
i 69.3%
97, 60.8%

measures were limited to non-pharma-
ceutical procedures (primarily radiarion
therapy and inhalation therapy). 18.6%
of the padents received exclusively phar-
maceutical supplemental therapies, while
21.5% of the cases required tre imple-
mentation of 2 combination of pharma-
ceurical and non-pharmaceurical supple-
mental measures. Table 2 gives che per-
cenrages of the various forms of therapy
{single therapy, supplemental pharma-
ceutical therapy, non-pharmaceutical
supplemencal measures, and combina-
tion therapies) used in each of the indi-
vidual diagnostic groups. The groups are
listed in order of their relative Frequency
of single therapy with the nasa| spray

under study. It becomes evident thac the
homeoparhic nasal spray was the only
therapeuric measure implemented in a
considerable portion of cases, especially
in acure rhiniris bur also in other disor-
ders of the nasal mucosa (chronic thini-
tis medicamenrosa, hypertrophic chini-
tis, rhinits sicca). In contrase, as is to be
expected, the proportion of patients
receiving supplemental therapies was sig-
nificancly higher in cases of paranasal
sinus involvement in cthe disease process
{acure and chronic sinusiris) and also in
muliiply diagnosed cases.

In addition o dividing the parients-
into different cherapeuric groups {single
therapy, pharmacentical and non-phar-
maceutical supplemental cherapy), a
breakdown of the patient population was
also undertaken on the basis of the types
of medicarion administered. The per-
rentages of patients oeated wich che
eight mo-r important types of supple-
mental madication are shown in Table 3.
These percentages refer o the total num-
ber of patients in each diagnostic group
or in the patient population as a whole.

3.4 Frequency of application and
dosage of the nasal spray under inves-
tigation )

The topical rhinologic agent investi-
gated by chis prospecrive study is avail-

2 x 1 Spray(s) T
rorspe S
3 x 1 Spray{s) @%ﬁﬂm”ﬁﬁw © oy
3 x 2 Spray(s) A ﬁﬁmﬁ* G R
5 x 1 Spray(s) B Adulis
5 x 2 Spray(s) 2l Children
el YIRS TN ROV N OO O AN OO JOND N SN N N |
0 10 a0 an 40 50

Parients "%

Feg. 22 Dositge of e hemeoparpic elfiodagic wgeint fnoadides and chilifren wneler 0

(n=3491)
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Fig. s T /Jf’rxlpflftlt.' results wm’} Euphorbivm compositian Nasal Spray S, for the entire

parient population (n=3510)

able in the form of a metered spray with-
wut  propellant. The manufacrurer's
dusage recommendarion reads: Unfess
acteriise directed by a physician, 1-2
spatys into each nostril 3-5 tines daily; for
children wnder 6, 1 spray 3-4 timer daily.
The dosages of this preparation adminis-
tered to patients aceepred into che
praspeciive study are analyzed below.

For almest a third of the patients
(32.3%), the prescribed dosage of the
homeoparhic rhinologic agent was 1
spray 3 dimes daily. A licle more than
one quarter of the padents (26,7%)}

applied 2 sprays 3 vimes daily. The third
most Frf:quent dosage was 1 spray 5 times
daily {13.0% of documented cases of
creatment}. All other dosage regimens
were each prescribed for less than 10% of
the patients in the prospective study.

In the group af children under age 6,
a dosage of | spray 3 times daily was pre-
scribed in 48.6% of cases, while
13.5% of such cases, a dosage of 1 spray
3 times daily was preseribed and 13.9%
received | spray 5 dmes daily. Figure 2
shows the percentages of different dasage
regimens for adoles and for children

undet 6. Clearly, dosages tvere . nerally
lower in children than in adul:  Adult
patients received an average = 4.84
sprays per nostril per day of ¢ :nent,
while children under 6 received . aver-
age of 3.57 sprays per nostril pe. fay,
3.5 Duration of Treatment

One of the most important  -quire-
ments for achieving oprimal ph. - aceu-
rical results, especially with hors: . pathic
preparations; is adequare dur on of
ureatment. Therefore, the lengtl: 1 time
for which the pasal spray under -udy is
custornarily prescribed is of icular
ineeresc.

In more than half (56.5% i the
patients involved in che po orive
study, the duration of wearme:  “unged
between one week and onc  anth.
16.8% were ereared with ¢he  omeo-

pathic nasal spray for less than o1 . week.

Biomedical Therapy / Vol. XV / No. -

Duration of treatment was m.- - than
one month in 18.4% of cases, v - than
three months in 5.5%, and mos wan six
months in 2.3%. If duration ¢ crapy
is considered separately for c: f the
different diagnoses, it is app. thar
acute rhinitia required the est
course of treatment; in ali half
{45.2%) of such cases, treatnic it less
than one week was sufficient, i the
remaining patients with this - nosis
were ereated wich the homew, - rhi-
nologic agent for more than veek
but no more than one mont; nong
cases of acure sinusiris, scar 5%
were creared for a period of le- i nne
week, bur in this group the | peri-
od of trearment documente! - also
approximately one monch the
remaining diagnostic groups. aver,
treacment was implemented f. asid-
erably longer period of time. 195t
courses of treatment were d-- need
in patients with atrophic rhin. mitis
sicea. In this group, che pe: = of
patients for whom cherapy less
than one month was only 4+ “hile
31.1% were treated for a periv. ip to
3 months, 12.6% for up w arhs,
and 6.6% for even longe. n 6
months. Figure 3 illustrares d n of
treatment as a funcrion of di:

1997
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3.6 Results of Therapy

With r=gard 1o the entire patient pop-
ulation,.results of therapy were evaluared
as “very goad” or “goad” in 80.8% ol all
cases. In addition, “satisfactory” thera-
peutic results were reported for 15.9% of
patients. No improvement was neted in
only 2.9% of all cases, while worsening
of symprams during the period of rreat-
ment was reported in 0.3%. The per-
centages of different therapeutic results
for the entire padient population are
illustrated in Figure 4.

If the resulis of therapy are broken
down according ro individual diagnostic
groups, it is evident thac the highest per-
centage of “very good” or “good” results
were reported in cases of acute sinusicls

{94.4%). The therapeutic success rate ’

was almaost as high in acure rhinitis
(93.4% "rety good” or “good” therapeu-
tie resulrs). In addition, chronic or diffi-
culc—to-f}«ac symproms such as chronie
sinusitis, rhinics sicca, and chronic
rhinitis medicamencasa were successfully
treated in a considerable partion of cases.

The different diagnostic groups were
arranged in order of percentages of * very
good” or “good” therapeuric results
reported in each group. Tuble 4 shows
the percentages of cases rating results of
treacment as "good” or better in each
diagnostic group.

If results are compared for cases of

creatment with and without supplemen-
ral therapeuric measures, it becomes evi-
denc that the results of therapy were
given higher ratings when tle homeo-
pathic nasal spray was administered
alone than when it was combined with
pharmaceutical or non-pharmaceurical
supplementary measures. The combined
percentage of “very good” and *good”
resules was 82.4% when the preparation
was administered alone, §1.8% when
non-pharmaceutical  supplementary
measures were implemenred, and 76.9%
in cases when other pharmaceurticals
were prescribed. When @ combination of
pharmaceutical and non-pharmaceurical
supplemental therapies were implemant-
ed, “very good” or “good” results were

noted in 80.5% of cases. These resulss
are surprising ar first glance, but in all
likeliheod they can be incerpretec: as
meinine thar the cases requiring supple-
menl herapies generally involved more
entren: hed symproms and were there-
fore 11 v difficult to crear. Alternarively,
the rerarkably high percentage of "very
good” and “good” therapeuric results
reporicd when the homeopachic nasal
sprav was administered alone might be
interp ted as indicative of the therapeu-
ric eliveiiveness of the preparation tnder
investivation, since in this subgroup of
paticu:: (constituting 1351 cases or near-
ly 404y of the total parient popularion)
there wore no other cherapeuric measures
to deuace from the significance af the
documented results of the single treat-
ment.

3.7 Tolerance of the Preparation #

Dring the prospective study, ur fe-
sired phenomena were observed in” a
total of 27 parients while the homeo-
pathic nasal ;pray was being adminis-
tered. In one of these cases the auending
physician sponrancausly described che
causal connection as unlikely, since other
medication could accoune for the
patient’s nausea. fn 1 cases mild sensa-
tions of discomforr in the nasal mucosa

- after applying the homeopathic nasal

spray {e.g., tingling, itching, or hurning)
were reported. Six patients developed
nosebleeds in the course of treatment.
Five padents complained abour an incen-
sified sensation of dryness in rhe nose
after applying the nasai spray. In one case
rhinescopic examiination revealed thick-
ened, cracked mucosas after a short peri-
od of treatmenc. In addidon, in one case
cach farigue, a Feeling of pressure in the
area of the paranasal sinuses, and a pre-
sumed allesgic reaction with the appear-
ance of urticaria and erychema were
reported.

The majarity of these cases of unde-
sired effects invelved harmless phenome-
na thae disappeared quickly. The causal
connectien benween adminisceation of
ehe preparasion and the observed phe-
nomens is 1o be considered questionable

in at least a portion of these paticats. [ois
quite conceivzble that some of the
reported incidents could be ateribured to
the underlying ilness (e.g., tingling in
the nose as a symprom of allergic rhini-
ris) and that the nosebleeds were trig-
gered by excessively strong nose-blowing,

4, Discussion

Large-scule teials in actual practice are
of grear significance in assessing the effi-
cacy of a pharmaceutical. Prospective
studies with siandardized questionnaires
are especiafly suited to collecting and sys-
cematically evaluaring erapirical dara on
the therapeusic effeces of a particular
prepasation,

The study ar hand, invelving 3510
patients, was able 1o demonstrate thar in
treating simusics and rhinitis of various
origins, the use of homeopathic prepara-
tions is justified along with corricoids,
ancihistamines, and medicatians thar
ceduce mucosal swelling. The usage indi-
carions of the nasal spray investigated
here range fram acute but uncom plicat-
ed rhinids to difficult-to-rreat syndromes
such as rhinids sicca and chronic rhiniris
medicamencosa. '

Since the homeopathic rhinologic
apent under investigation was adminis-
tered along with other therapeutdic mea-
sures in a portion of cases, the docu-
mented resules cannor prove irs thers-
peutic effectiveness in any strict sense.
However, the fact that in the subgroup of
parients not receiving supplemental
rrearment santewhart higher success rates
were noted than among pacients receiv-
ing combined therapies clearly indicates
that che therapeuric successes reported
are not exclusively due to the supple-
menial therapies.

Although in a few cases in this
prospective study the appearance of
undesired phenomena concurrent with
the application of the homeopathic rhi-
nologic agent wus documented, che
results of the investigation confirmed
that the nasat spray is well rolerated by
patients. o assessing, this preparation’s
uses and risks, the fact thae ir is well rol-
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erared is especinliy signiticant becavse it
allaws trenment anver 4 pered of manths
without giving reson e expect the
appearance ol mucosal darsage or drug
dependency. The prepaaion studied
here cane therelore be described as an
effective therapentic agent in the rear-
ment ot only of acue but abso especial-
Iy of chronic disarders in 1he mucosae of
the nose and puranasal sinuses.
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Available on the Heel/BHI Web Page: Product information,
seminar information, back issues of the Biomedical Therapy
journal, and more.
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