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Results of a Prospective Cohort Study

Introduction

Cough is the second mest frequent reason
(after vertebrat problems) for consulting a
physician, and the number of patlents
with respiratory symptoms greatly ex-
ceeds those with elther cardiovascular dis-
ease, pastrointestinal symptoms, or psy-
chosomatlc  disorders.'™ " Essentally,
coughing is a protective reflex by the body,
an attempt to keep the alrways open by re-
maving excessive secretions or forelgn ob-
Jects, for example.” Especlally in winter,
cough is a frequent symptom of illnesses
ranging from simple upper respiratory in-
fections to viral influenza. In most such
cases, the cough s productive - that is, the
body attempts to clear the alrways of vis-
cous phlegm.” In contrast, unproductive or
“dry" cough occurs when the bronchi
overreact to irritaton due to infections,
nicotine, allergens, or cold alr.”?

A rough may be due to any one of a num-
ber of different causes:

* respiratory Infections

+ airway hyperreactivity

+ bronchial asthma

« rhinosinusitis

* chronic bronchitis

= malignant or benign tumors

= inhalation of a foreign object

« interstitial pneumopathies

+ pulmonary-arterial hypertension

» gastroesophageal reflux

» left ventricular insufficiency

* medications such as bets blockers and
ACE inhiblitors

psychologieal canses®

It is natural to suspect acute bronchitis
when a patlent complalns of cough, As a
rule, confirming this suspicion does not re-

quire tremendous diagnostic effort. Since
acute bronchitls normally heals sponta-
neously, ruling out other causes and con-
firming the diagnosis penerally requires
nothing more than a thorough physical ex-
amination and questioning the patient,
Nelther microbiological nor radiological
tests are essential, nor Is laboratory test-

ing,

A cough that persists for mare than eight

weeks, however, may be due to a tumor,

asthma, or some other serlous cause, and

multilevel differential diagnosis becomes

necessary:

Level 1: physical examinaton; interview

_ the patient about the duration,

character, and timing (day or
night) of the cough, nccupation,
allergles, reflux symptoms, cur-
rent medications {e.g.. ACE in-
hibitors) )

Level 2; chest x-ray, pulmonary function

test

nonspecific inhalation provoca-

tlon test, ENT examination;

sonogram, x-ray, or CAT scan of

the sinuses, if needed

24 hour pH testing, CAT scan of

the chest, branchoscopy”

Level 3:

Level 4:

The Ideal cough medicine should:

« suppress nonproductlve cough without
inhibiting removal of bronchial secre-
tions through coughing

* have an antl-inflammatory effect on the
bronchi

» have minimal side effects

= be nonaddicting®

The antthomotoxic combination remedy
Husteel (manufactured by Biologlsche
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Hellmittel Heel, Baden-Baden, Germany)
is produced according to the guidelines of
the German homecpathic pharmacopoeia
{HAB). It contains Arsenicum lodatum,
Belladonna, Scilla, Cuprum aceticum, and
Causticum Hahnemanni, Based on the
drug pictures of these ingredlents, Husteel
can be used to treat both productive and
dry coughs whose etivlogies Include up-
per respiratory Infectlons, asthma, or car-
diovascular diseases {Table 1).

fethods

Patient sample

The purpose of this prospective cohort
study was to Investigate usage indications,
therapeutic efficacy, and tolerability of
Husteel in patients with coughs of varying
etiology. Data on the treatment of 339 pa-
tients were systematically recorded by the
71 physiclans {family practitioners, in-
ternists, and pediatriclans) whao participat-
ed in the study. To ensure & representative
patlent sample, the only criteria estab-
lished for including or excluding patiants
were that no other cough medications
were to be prescribed and that the treat-
ment/observation perlod was not to ex-
ceed six weels,

Procedure

Data compiled at the initial examination of
each patient ineluded the patient's age and
gender; the cause, type {acute/chronid),
duration, and severlty of the cough; and
the dosage of Husteel prescribed, Addi-
tional medications or non-drug therapy
for the underlying illness was permitted as
long as no other cough medicines were
used during the course of the study. Pa-
tients were monltored at an optional inter-
im examination and at a mandatory exit
examination after a maximum of six weeks
of treatment and observation. These exam-
inatlons included questions about current
clinfeal symptoms of the cough (see be-
Iow}.

Criteria
To document the course of therapy, the fol-
lowing parameters were recorded:
= ratings of the severity of clinical cough
symptoms ({expectoration of phlegm,

Table I:_Iﬁgredle:nu of Husteel and thelr drisg pictures

nausea/vomiting, pain during cough-
ing, respiratory spasms, attacks of
coughing) on a scale of 0-3 (0 = no
symptoms, 1 = mild, 2 = moderate, 3 =
SBVEra)
» patient's current subjectlve state of
health (scale: 3 = good, 2 = fair, 1 =
poor, 0 = very poor)
overall severity of the cough (scale: 0 =
no cough, 1 = mild, 2 = moderate, 3 =
SEVErE)
onset of improvement in symptoms: af-
ter first use/one day/2 days/3 days/4-7
days/1-2 weeks/2-3 weeks/3-4 weeks/
>4 weeks
* overall results of therapy: very good
(complete freedom from symptoms),
good (obvious improvement/reduction
in cough symptoms), fair (slight im-
provement/reduction in cough symp-
toms), no success (symptoms rematned
unchanged), worsening of symptoms
overall tolerability of Husteel: very
good (no intolerance reactions), good
{occasional intolerance reactions), fair
{frequent Intolerance reactions), poor
{intolerance reactons after every use).
Incidents of adverse effects, whether
spontaneously reported by the patient
or elicited by the physiclan's question-
ing, were reported on a separate ques-

tlonnaire.
+ patient compliance with the therapeutic
regimen: very good, good, fair, poor.

Statistical assessment
Exploratory analysis of the data was per-
formed by calculating and graphing ab-
solute and relative frequencies. Mean sum
and symptom scores were calculated,
based on the basis of physicians’ ratings of

the severlty of individual clinical symp-
toms and overall severity of the couph and
on patents’ ratings of their current general
health,

Resnlts

_ Patient demographics
Approximately 60% of the 339 patlents
were fermale, Patients of all ages (< 1 to 87
years}) were included in the study. Chil-
dren {infants, toddlers, and schoolchildren
under 12 years of age) made up & conspie-
ucusly high proportion {22%) of the total
patient population (Table 2), Twenty-four
percent of the patients demonstrated gen-
eral risk factors such as tobacco consump-

" Hon, obesity, hypertension, various forms

of heart disease, or diahetes mellitus.

The cause of the cough (ICD-10: R0S) was
listed as bronchitis in 63% of the cases and
as upper respiratory infection in 31%. Oth-
er causes {Including allergies, asthma, and
chronic cough reflex}) were listed for 6%
(see Table 2}, Among the bronchitls cases,
the acute form of the disease was more
eommeon (79%) than either the chronic
form (13%6) or spastic bronchitts (8%4). The
diagnosis “upper respiratory infection”
encompassed a number of viral infections
and inflammatory respiratory diseases
such as pharyngitls and rhinitis,

The cough was acute In 76% of the pa-
tients treated with Husteel, chronic in 11%,
and recurrent in 7%. The duration of the
illness prior to beginning treatment was
less than one week in 63% of the patlents,
up to one month in 24%, and more than
four weeks In the remalning 13%. Four-
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teen percent of the patients had undergane
prior treatment (with antitussives/expec-
torants, antiblotics, or bronchodilators/an-
tlasthmatics) for either the cough or the
underlying illness,

Symptoms
The participating physicians classified the
overall severity of the cough as "mild" in
17% of the patients, "moderate” in 71%,
and “severe” in 12%; the average score
was 2.0. At the same time, 96% of the pa-
tlents assessed their general health as falr
to poor {average score 1.5). A slight major-
ity (569%) of the patients had productive
coughs. At the beginning of the observa-
tion period, average symptom scores var-
led significantly among the flve clinfcal
signs of cough, For example, the symptom
“attacks of coughing” was mpst pro-
nounced with a score of 1.8, while the
symptom “"nausea/vomiting” was least
pronounced with a score of 0.4 {on a scale

4 Biologische Hadizin 2001;34{5}:234--8

of 0 to 3, where 0 = no symptoms and 3 = -
" severe symptoms).

Treatment

The manulacturer's standard recommend-
ed dosage of Husteel is five to ten drops
one to three times a day. For acute attacks
of coughing, the dosage can be Increased
to five to ten drops every 30 to 60 minutes
for up to 12 times a day. At the beginning
of treatment, 51% of the patlents wera pre-
scribed the standard dosage, to be supple-
mented with the acute dosage as needed,
while 40% of the patients were prescribed
only the standard dosage and 8% only the
acute dosage. In most cases, the initial
dosage was maintalned throughout the
perlod of treatment and observation
(mean duraton 1B.7 days +/- 12.7); in only
7% of the cases was the dosage reduced
during the treatment perlod.

A total of 39% of the patients also recefved
medications other than Husteel, These
medications, mast of which targeted un-
derlying {llnesses, included analgesics/
ant-inflammatorles, rhinologlcs, influen-
zZa médicatluns, immune modulators, and
antbiotics. In some individual cases,
steam inhalaton or steam baths were pre-
scribed as adjuvant theraples, In 61% of
the cases, Husteel was the only therapy
pfescribed.

Results of therapy
Improvement/reduction in all five clinical
slgns was noted over the course of thers-
py. For example, the average score for the
symptom “cough attacks” fell from 1.8 to
0.3, while the score for “pain during
coughing” fell from 1.2 to 0.1 {Figure 1),
Improvement in clinical symptoms was
noted In 12% of the patients within the
first day of treatment with Hustesl and in
45% within the frst three days.

The criterla "general health," established
to describe the patients’ subjective state of
health, also clearly documents the efficacy
of Husteel In treating coughs of varying
etinlogy, The average score increaséd/im-
proved from 1.5 points ("falr” or “poor”)
at the beginning of treatment to 2.9 points
{"good") by the conclusion of therapy.

The physiclans rated the success of thera-
py as “very good” or "good” in 86% of the
cases, and 95% of the patients reported the
same degree of success. In the proup treat-
ed only with Husteel, the success rate was
sliphtly higher, 989%, as reported by both
physiclans and patients (Figure 2).

Compliance as a measure of patient satis-
faction with treatment {risk-versus-benefit
assessment) was rated “very good" or
*good" by the physiclans in 95% of the
cases,

Tolerability

The physicians rated overall tolerability of
Husteel as "very good” or "good” in all
cases except one. One patient with acute
bronchitls experienced swelling of the
throat for approximately one hour on the
fourth day of treatment. The cause of this
adverse incident was either cross-hyper-
sensltivity to pollack or a reaction to the
homeopathic ingredients Belladonna and
Arsenicum lodatum,

Blscussion

Coughing as a symptom of increased
bronchlal reactlvity is triggered by any of
a number of different causes, ranging from
external Irritation through bacterial and
viral upper respiratory infections to sys-
temic illnesses.® ™ ¥ Multifaceted therapy
that dissolves mucus/encourages expecto-
ratlon, dilates the airways, and suppresses
the central cough reflex s most likely to
produce rapld relief?

Recurrent viral and bactertal infectons can
wealen immune functions assoclated with
the mucous membranes and disrupt re-
maoval of secretions, thus adversely affect-
ing pulmonary functon. In the worst case
scenario, chronic emphysema/bronchitis
or bronchiel esthma may develop, The pri-
mary objective of therapy for cough
should be to prevent the ilness from be-
coming chronie,

Determining the cause of a cough general-
ly does not require a major, specialized di-
agnostic effort. Physical examination and
thorough interviewling of the patient, how-
ever, are all the more important and often
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suffice to determine whether the cough is

assoclated with:

= acute viral or bacterial infecHons (such
as simple upper respiratory infections
without bronchitls symptoms, viral in-
fections with acute bronchitis, bron-
chopneumonta, spastic bronchitis)

+ chronic/degenerative  inflammatory
pulmonary  disease  {emphysema,
bronchiectasis)

* risk factors (e.g., smaking)

Non-chemical medications such as phy-
topharmaceuticals can play an important
role in cough therapy.*%%® '* Because of
the many passible causes of coughs and
the varlety of associated symptoms, phy-
totherapeutics with broad-based effecis
are often Indircated, Due to their high con-
tent of etheric olls and saponins, these
preparations possess antitussive and ex-
pectorant propertles and have sympto-
matic effects," " I high doses, however,
etheric olls (e.g.. olls of peppermint,
spruce needle, eucalyptus) not only inhibit
mucus production and cillary movement

but may also cause adverse effects such as’

bronchial spasms, asthma attacks, allergic
reactions, or gastric irritation. Aspiration
of etheric olls can also produce adverse ef-
fects, and topical applications may cause
granulomas. Saponin-containing herbs
(ivy leaf, primrose root) can also cause
gastric irritation and allergic reactions. To
prevent mineral corteoid effects (sodlum
retention, caleium loss, hypertension, and
edema), licarfce preparations should never
be used for longer than four to six weeks,
Conclusions

Although spontaneous healing is the rule
with "normal” coughs, the results of this
stucly confirm the therapeutic benefits of
Hustesl in treating coughs due not only to
bronchitls and upper respiratory Infec-
tions but also to other causes such as asth-
ma. Independent of the type of underlying
{llness {acute/chronic), 45% of the patients
noted significant irnprovements within the
first three days of treatment, both in their
general health and in Individual symp-
toms {expectoration of phlegm, nausea/
vomiting, pain during coughing, brenchial
spasms, and attacks of coughing).

G [ "
Fig, F: Changes in cough sympto
= moderate) ]

LR P

very good
1 1t pood

B fair
B no success

¥lg. 2: Overall results of theﬁpy

Although this medication-specific cohort
stuely did not compiie data on a cantrol
group, the investigation confirms that
Husteel encourages spontanecus healing
{Le., supports the body's regenerative abil-

iy} in coughs of varying etiology. This

statement is supported by:

a} data on overall improvement (l.e., re-
duction in the degree of severity) of car-
dinal clinical symptoms

b) consistently positive assessmerits of
therapeutic benefits by the partieipating
physictans, even when Husteel was the
only form of therapeutic intervention

c} consistently good patient compliance

The relatively high percentage (22%) of
children in the patient population 1s warth
noting, since the option of reliably effec-
tive cough therapy without side effects i
especially Important for this patient

group.

The goal of therapy with anthomotoxic
{(homeopathic) combination medications is
not only to achieve symptomatic improve-
ment but also to stimulate and support
spontaneous healing through the immuno-
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logical bystander reaction, which is trig-
gered by a combination of several suttable
ingredients.*
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