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BACKGROUND: Studies using homeopathy have reported beneficial effects from treating allergy-related conditions.

OBJECTIVE: To investigate the effects of a homeopathic drug prepared from common allergens (tree, grass, weed species) specific
to the Southwest region of the US.

METHODS: A 4-week, double-blind clinical trial comparing homeopathic preparations with placebo was conducted in the Phoenix
metropolitan area during the regional allergy season from February to May. Participants included 40 men and women, 26-63 years
of age, diagnosed with moderate to severe seasonal allergic rhinitis symptoms. Study outcomes included allergy-specific symptoms
using the rhinoconjunctivitis quality-of-life questionnaire (RQLQ), functional quality of life using the Medical Outcomes Study Short
Form-36 (MOS SF-36), and the work productivity and activity impairment (WPAI) questionnaire.

RESULTS: Scales from the RQLQ, MOS SF-36, and WPAI questionnaire showed significant positive changes from baseline to 4
weeks in the homeopathic group compared with the placebo group (p < 0.05). Subjects reported no adverse effects during the
intervention period.

CONCLUSIONS: These preliminary findings indicate potential benefits of the homeopathic intervention in reducing symptoms and

improving quality of life in patients with seasonal allergic rhinitis in the Southwestern US.
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[lergic rhinitis, classified as seasonal and perennid, is

the most common form of rhinitis. Allergic rhinitisin-
volves immunoglobulin E (IgE)—mediated reactionsin the
nasal mucosato one or more dlergens. Inflammatory com-
ponents common to allergic rhinitis include mast cells,
eosnophils, T-helper 2 lymphocytes, histamine, leukotriene,
and proinflammatory cytokines.* The goal of pharma-

Author information provided at the end of the text.

Dr. Messer holds the Dolisos Chair, which has partial underwriting
from Dolisos America Inc.

The study was conducted with funding support from Southwest
College of Naturopathic Medicine & Health Sciences and grant
sponsorship and products provided by Dolisos America Inc.

wwwi.theannal s.com

See dso page 736, DOI 10.1345/aph.1G095

cotherapy isto alleviate and prevent the allergic rhinitis
symptoms. Allergic rhinitisis considered one of the most
common chronic conditionsin the US and is a significant
cause of widespread morbidity, medical treatment costs,
reduced work productivity, and lost school days.? Overall
prevalence of allergic rhinitisin the US population is high
in both children and adults. In 2000, over $6 billion was
spent on prescriptions to treat the disorder.® Poorly con-
trolled allergic rhinitis can increase medical costs by trig-
gering shared pathophysiologic conditions of asthma, si-
nusitis, and otitis media.
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Conventional Treatment

Currently, antihistamines, decongestants, antihistamine/
decongestant combinations, corticosteroids, mast-cell sta-
bilizers, and anticholinergics are standard medications to
treat alergic rhinitis. Typically, apatient with seasonal al-
lergic rhinitiswill use acombination product containing an
antihistamine and decongestant for full relief of symptoms.
New and novel approaches include leukotriene receptor
antagonists like montel ukast, phosphodiesterase inhibitors
like roflumilast, and immunctherapy.*® Immunoctherapies
primarily involving subcutaneous injection of allergen ex-
tracts have been shown to be effective® Typica starting doses
for immunotherapy are 1:1000 or 1:10 000 vol/val of full-
strength concentrate resulting in a true wt/vol dilution of
1:100 000(10°) or 1:1 000 000 (10°9), respectively.s Accord-
ing to a utilization and cost analysis of immunotherapy, cost
for rhinitis treatment per person per year was $416.”

Homeopathy

The term “homeopathy” is derived from the Greek
words homeo (similar) and pathos (suffering or disease).
The practice of homeopathy is based on the belief that dis-
ease symptoms can be trested by small doses of substances
that produce smilar symptoms in healthy people: similia
similibus curentur (like cures like).2 Homeopathic drugs
are prepared in different dilutions and potencies using a
dynamization process called succussion (vigorous shaking
with impact) that is performed at each dilution.® The most
common dilutions are X (1:10 ratio) and C (1:100 ratio)
series of potencies. For example, in the X series of poten-
cies, the attenuation process involves the serid dilutions of
a1:10 ratio with succussion. By the Homoeopathic Phar-
macopoeia of the United Sates (HPUS) standards, 1.0 g of
tincture or 1 mL of 1X agueous solution represents 0.10 g
of dry crude medicina substance.

ISOPATHIC PREPARATIONS

The homeopathic method of isopathy is an approach that
has been used to treat seasond alergic rhinitis. Isopathy is
the employment of homeopathically prepared substances
responsible for the disease itsdlf, and the resulting homeo-
pathic drugs are caled isodes.™ For manufacturing purpos-
es, the HPUS classifies isodes prepared by the isopathy
method as Class K drugs.*® HPUS classfication is based on
the method of preparation and the characteristics of the
crude substance (eg, soluhility, physical, chemical, or bio-
logical properties) used to make the homeopathic drug. A
detailed description of the HPUS Classes A through P has
been published.® This method of using homeopathic drug
preparations of pollens, grasses, weeds, and other alergens
for treatment of hay fever is comparable to the im-
munotherapy represented in conventional medical litera-
ture. The sources of the alergen materias are from certified
laboratories for immunotherapy drugs, which are then dilut-
ed and succussed for preparation of homeopathic isodes.
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Rationale for the Study

There is apaucity of data on combination homeopathic
remedies prepared from multiple raw material sourcesin
both the conventional medical and homeopathic literature.
From its inception in 1796, homeopathy’s originator,
Samuel Hahnemann, postulated that the use of a single
medicinal agent was superior to combinations of a number
of medicines® In spite of this contention, using combina-
tion (complex) homeopathic medicines developed over
time, and research has been conducted as to the efficacy of
these combinations.”? In the current study, combination dler-
gens were selected to test their ability to relieve symptoms
associated with seasond dlergic rhinitisin the Southwestern
US. Because acombination alergen product prepared from
allergens that are common to the Southwest is sold in the
marketplace, the product was agood candidate for this study.

Methods

RECRUITMENT AND INCLUSION/EXCLUSION CRITERIA

Newspaper advertisements, E-mail announcements, flyers at local
colleges and clinics, and press releases were used to recruit potential pa-
tients for the study. Men and women aged =21 years were dligible if they
met the following conditions: adiagnosis of moderate to severe alergic
rhinitis for the last 2 years based on clinica assessment, >3 active rhinitis
symptoms at enrollment (sneezing, burning/itching nose, nasa discharge,
watery/irritated eye, congestion, or itching throat), and the ability to com-
ply with intervention protocols and complete study questionnaires.

People were excluded based on the following criteria: nonallergic
rhinitis, sporadic symptoms or perennial alergic rhinitis, pregnancy or
lactation, smoking, medical conditions that made full participation diffi-
cult (asthma, pulmonary disorders, immunocompromised conditions, al-
cohol or drug addiction), acute upper respiratory tract infection at time of
enrollment, concurrent use of therapies for alergic rhinitis including
drugs, botanicals, dietary supplements, acupuncture, or other aternative
modalities, new alergic rhinitis trestment in the last 3 months, past im-
munotherapy/desensitization, or previous history of using homeopathy.

ENROLLMENT FACTORS AND RANDOMIZATION
PROCEDURES

In 2003, the environmental pollen counts were the highest from
February to May in Arizona, which is aso considered the allergy season
in the Phoenix area. Thus, patients were enrolled during the dlergy season
in the Phoenix metropolitan area. Forty patients were randomly assigned to
the homeopathic (n = 20) or placebo (n = 20) group using Microsoft Excel
2000, a random number-generation program. All participants completed a
hedlth history, salf-reported, and symptom-specific questionnaires (stan-
dard instruments commonly used in rhinitis efficacy research), and re-
celved clinical evaluation at baseline and 4 weeks. Weekly phone calls
were made by research staff to each of the participants to record any ad-
verse events and determine study adherence. Patients were instructed to
return the study bottles at the end of the treatment visit. This study was
approved by the Institutional Review Board (Human Subject Protection
Review Committee) of Southwest College of Naturopathic Medicine &
Health Sciences, Tempe, AZ. Written consent was obtained from each
participant prior to study enrollment.

MEASURES OF EFFICACY
Evauation of dlergic rhinitis and quality of life are important toward
providing efficacy data on the intervention therapy. The primary end-

point was the Rhinoconjunctivitis Qudity-of-Life Questionnaire (RQLQ).
Secondary endpoints were quality-of-life status using the Work Produc-
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tivity and Activity Impairment (WPAI) measure and the Medical Out-
comes Study Short Form-36 (MOS SF-36).

RQLQ

The RQLQ isastandard and established method of evaluating aller-
gic rhinitis. Numerous publications support its validity, reliability, and
correlation with disease status and treatment response.*** The RQLQ
was devel oped to measure the problems adults experience as aresult of
their nose and eye symptoms. The measure consists of 28 questions that
address 7 domains (activity limitations, sleep problems, non-nose/eye
symptoms, practical problems, nose symptoms, eye symptoms, emotion-
d function), aswell asatotal symptom score, which isthe average of the
7 domains representing overdl qudlity of life. Patients are asked to recall
their experiences and give their responses on a 7-point Likert scale (0 =
no impairment, 6 = extreme impairment). Rhinitis-specific changes are
estimated from mean scores of each domain. We used the 1996 self-ad-
ministered format and eval uated the combined dlergic rhinitis symptoms
severity scores of RQLQ.

WPAI

The WPAI tool assesses the impact of an intervention with respect to
daily activity and productivity. The WPAI questionnaire has been suc-
cessfully used in assessing activity and productivity in dlergic rhinitis by
Meltzer et a.*® and in allergy research by Thompson et a.*¢ The con-
struct validity of the WPAI tool for usein clinicd trials, long with itsre-
producibility, has been tested, showing that overall work productivity
was significantly related to general health perceptions.” For our study, 4
domains of the WPAI tool were implemented including activity impair-
ment, impairment at work, work time missed, and overall work impair-
ment. Activity impairment and impairment at work were assessed using
avisud andog scae (VAS) from 0 to 100 (0 = no impairment, 100 = no
activity/work due to alergies). Work time missed and overall work im-
pairment ranged from zero to 100% (0 = no time missed, 100 = work
timemissed dueto dlergies).

MOS SF-36

Subjective reporting on overall hedlth-related quality of life (HRQoL)
was assessed using the MOS SF-36 (version 2).28 Although the MOS
SF-36 is a generic quality-of-life questionnaire, it was chosen for its
multi-dimensionality, brevity, and previous application in avariety of
disorders.’*? The MOS SF-36 has been successfully used in alergic
rhinitis/allergy symptoms clinical trials.?* Responses to the 36 items as-
sess anumber of HRQoL domains, from physical to emotiona well-be-
ing, and are categorized into 9 domains: physical functioning (ability to
carry out activities of daily living), role physical (ability to perform work
or other activities), bodily pain (extent and intensity of pain), genera
health (perception that health will get better or worse), vitality (energy
level), socid functioning (extent to which hedlth problems interfere with
social activities), role emotiona (ability to accomplish activities), mental
hedlth (feeling nervous, depressed, calm, or happy), and reported health
trangition (rating of health now vs 1y ago). Scores for the domains range
from O (lowest) to 100 (highest), with higher scores indicating better
functional quaity of life. The reported hedlth transition is evduated sep-
arate from the score domains.

HOMEOPATHIC PREPARATION OF COMBINATION
ALLERGENS

The allergens used in the investigational drug for the Southwest re-
gion were chosen based on significant levels of pollens reported by the
Nationa Allergy Bureau, American Academy of Allergy, Asthmaand
Immunology Aeroalergen Network. The allergen raw materias (Table
1) were acquired from a certified national subcutaneous allergy desensi-
tization injection laboratory provider that follows the regulations specific
to dlergy extract manufacturers, 21 Code of Federal Regulations (CFR)
Part 680 including 680.1, 680.2, 680.3, and labeling per 21 CFR
270.100. Theinjectable-grade allergens purchased from the [aboratory
were then prepared in 6X homeopathic dilutions and succussed accord-
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ing to HPUS specifications for decimal scale potencies (S.W. Desert
Mix, Dolisos America, Las Vegas, NV). The alergens were combined
and dispensed in 1-0z spray bottles. The 6X dilution (10°%) is 1:1 000 000
wt/vol of the original substances. Patients were instructed to use 2 sprays
sublingually (0.35 mL) 3 times aday before or after eating or drinking
for atotal dose of approximately 1 mL/day.

The homeopathic and placebo spray bottles were identical in color,
clarity, and taste. The only difference was that the placebo spray bottles
did not contain the allergens. The homeopathic ingredients are HPUS
compliant to guarantee batch-to-batch quality and consistency. Severa
of the alergens have HPUS monographs as of 2003 (Table 1). Quality
assurance, consistency of content, and certificate of anaysis on contami-
nant testing (bacteria, yeast, mold, heavy metals) were provided by the
manufacturer adhering to the current Good Manufacturing Practices and
the 1994 Dietary Supplement Health and Education Act guidelines. The
manufacturer of the homeopathic drug ensured that there were no anti-
histamines, steroids, or other antialergenic pharmaceutical drugs.

STATISTICAL ANALYSIS

The outcome measures were collected at basdline and at 4 weeks. In-
tent-to-treat analysis was used. SPSS (version 11.0) statistical software
was used for all analyses. Outcomes were reported using means and
standard deviations. The estimated sample size of 20 patients per group
was determined using 80% power with 2-sided (tailed) testsand a of p <
0.05 to detect an actua change of 30% improvement in RQLQ total
symptoms and domains. The Student’s paired t-test was used to detect
the within-group mean changes in RQLQ total symptoms and domains
in the treatment and placebo groups from baseline to 4 weeks. The
changes were considered significant at p < 0.05.

Results
DEMOGRAPHICS

Thirty-four of 40 (85%) patients completed the clinical
trial, resulting in a 15% attrition rate. During the first 2
weeks, 6 patients dropped out of the study, including 2
(10%) in the homeopathic group and 4 (20%) in the place-
bo group. Their discontinuation was primarily due to lack
of response to treatment. Demographic data of the partici-
pants completing the 4-week study were asfollows. There
were 13 (72%) women and 5 (28%) men in the homeo-
pathic group and 12 (75%) women and 4 (25%) men in the
placebo group. Participants in the homeopathy group
ranged in age from 27 to 63 years (47 + 12), while persons

Table 1. Homeopathic Preparation of Combination
Allergens Specific to Arizona and New Mexico?

Allergens prepared by 6X (10°®) dilution
trees Fraxinus velutina (ash, Arizona)
Fraxinus americana (ash, white)'°
Betula verrucosa (alba) (birch, white)
Olea europea (European olive)*°
Juniperus monosperma (one-seeded juniper)
Morus rubra (red mulberry)

grasses Cynodon dactylon (Bermuda grass)*®
Ustilago cynodontis (Bermuda grass smut)
weeds Artemisia tridentata (common sagebrush)

Ambrosia psilostachya (ragweed, western)
Ambrosia acanthicarpa (ragweed, false)

2Tree, grass, and weed species.

The Annals of Pharmacotherapy = 2005 April, Volume39 = 619

Downloaded from aop.sagepub.com at University of Liverpool on November 26, 2014


http://aop.sagepub.com/

LSKimetal.

in the placebo group ranged in age from 26 to 56 years (44
+ 9). Duration of dlergic rhinitis for the homeopathy group
was 13 + 9 years, and duration for the placebo group was
11 + 7 years. The alergic rhinitis total symptom severity
score on the primary endpoint, the RQLQ, at baseline for
the homeopathy group was 2.96 + 0.96 and 3.04 + 1.17 for
the placebo group. The demographic and total symptom
severity scores did not differ between groups at baseline,
nor were there significant differences between groups on
the other RQLQ domains or the WPAI tool, suggesting
that any differencesin response to therapy were not con-
tributed to baseline variability at study enrollment.

EFFICACY RESULTS

The RQLQ mean changes from baseline to 4 weeks
were greater in the homeopathic group compared with the
placebo group (Table 2). The mean change in the RQLQ
total symptoms was significantly greater in the homeo-
pathic group compared with baseline, but not within the
placebo group. For rhinitis symptoms, improvement was
37.5% and 26.0%, respectively. In addition to the total
symptoms, mean changes in 4 of the 7 RQLQ domains
were aso significantly different from baseline to 4 weeks
in the homeopathic group including activity limitations,
dleep problems, eye symptoms, and emotional function,
for symptoms improvement of 49.9%, 59.0%, 47.5%, and
48.4%, respectively. Mean changes of the eye/nose symp-
toms and emotiond function RQLQ domains were signifi-
cant in the placebo group, for symptoms improvement of
46.5% and 44.9%, respectively. The other RQLQ domains
score changes at 4 weeks were not significant; the rhinitis-
related symptoms improvements ranged from 15% to
24.2% in the homeopathic group and 14.9% to 26.7% in
the placebo group.

The WPAI scores decreased in the homeopathic group
compared with the placebo group at 4 weeks, indicating pos-
tive changesin activity and work performance (Table 2). The
mean changes were significant for activity impairment and
impairment a work. The changes in work time missed and
overal work impairment were not significant in the homeo-
pathic group. The changes from baseline to 4 weeksin the
placebo group were not significant acrossdl WPRAI items.

The MOS SF-36 functional quality-of-life scores in-
creased significantly in severa domainsin the homeopath-
ic group, suggesting improvement in specific domains.
Significant mean changes were noted for role emotional,
mental health, and reported hedth trangition (Table 3). No
significant mean changes were found in the other MOS
SF-36 domains for the homeopathy group. Mean changes
of MOS SF-36 domainsfor the placebo group ranged from
1.67 a basdlineto 7.29 a 4 weeks, but none of the changes
was datiticaly significant.

ADVERSE EVENTS

Major adverse events commonly reported in the litera-
ture with drug treatments of seasona alergic rhinitis were
not observed or reported by patients during the interven-
tion or 2 weeks after intervention. Patients did not report
such adverse effects as drowsiness, dizziness, nervousness,
headache, fatigue, or dry mouth. There were complaints
with the treatment due to worsening of their alergy symp-
toms. The symptoms worsened in 5 (31%) patientsin the
placebo group. Two patients on placebo reported worsening
of symptoms within 15 minutes of using the spray. One pa:
tient using placebo reported finding blood in nasal discharge
after vigorous nose-blowing the first week, which normally
occurred for the patient during the allergy season. Three
(17%) patients in the homeopathic group experienced exac-

Table 2. Mean Changes of the Total Symptoms and Domain Scores of RQLQ and WPAI
Homeopathic Group Placebo Group
Mean p Mean p
Parameter Baseline? 4 wk? Change  Value® Baseline? 4 wk? Change ValueP®
RQLQ domains
total symptoms 2.96 +0.96 1.85+1.15 1.11 0.032 3.04+£1.17 2.25+0.93 0.79 NS
activity limitations 3.93+3.381 1.87 +1.62 1.96 0.006 4.10 + 3.56 3.27+241 0.83 NS
sleep problems 2.73+213 1.12+1.79 1.61 0.001 2.21+£210 1.62 +1.07 0.59 NS
non-nose/eye symptoms  2.44 +2.25 1.85+1.35 0.59 NS 2.73+2.20 1.46 +1.36 1.27 0.036
practical problems 3.27+£3.04 2.53+2.79 0.74 NS 3.03+3.25 258+1.24 0.45 NS
nose symptoms 3.47 £3.25 2.95+2.65 0.52 NS 3.55+3.14 2.86+221 0.69 NS
eye symptoms 3.16 £2.81 1.66+1.31 1.50 0.040 3.32+3.06 2.82+1.80 0.50 NS
emotional function 1.84+1.15 0.95+1.16 0.89 0.032 2.36 £2.16 1.30+1.26 1.06 0.043
WPAI
activity impairment 43.0+23.1 30.5+16.1 12.5 0.031 455 +31.7 37.3+27.6 8.2 NS
impairment at work 35.0+18.4 245+13.4 10.5 0.024 33.6 £23.8 39.1+22.6 -5.5 NS
work time missed 19.3+20.2 12.0+14.0 7.3 NS 245 +38.8 18.2+31.2 6.4 NS
overall work impairment ~ 27.0 + 12.7 21.4+123 5.6 NS 28.5+27.0 33.9+24.0 -5.3 NS
RQLQ = Rhinoconjunctivitis Quality of Life Questionnaire; WPAI = Work Productivity and Activity Impairment.
aMean + SD.
bWithin-group differences of homeopathic and placebo groups’ significance evaluated using the Student’s paired t-test. The changes were consid-
ered significant at p < 0.05.
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erbation of symptoms. One patient taking the homeopathic
drug had allergy symptoms decrease in the first 2 weeks,
which then worsened during the last 2 weeks, while another
patient reported epistaxis, but has had nosebleeds in the pagt,
90 the cause was not associated with the intervention.

INTERVENTION ADHERENCE

Adherence was determined by patient interviews and
amount of fluid remaining in the 1- oz spray bottles at end
of treatment. Overall, patients found the daily sprays easy
to use. Six subjects reported difficulty using the spray be-
fore or after eating or drinking 3 times a day. Four patients
complained that a rescue medication to relieve rhinitis
symptoms was not alowed during the 4 weeks.

Discussion

The evaluation of treatment response in seasond aller-
gic rhinitis must address both disease-specific outcomes
and overdll health-related outcomes. Current literature sup-
ports better understanding of quality of life and itsrolein
determining treatment efficacy and valuein patients with
alergies, particularly dlergic rhinitis? Impact assessments
on work productivity and classroom time impairment due
to disease status are helpful in further identifying trestment
choices that have beneficial effects without adverse effects
that can reduce performance and productivity.

The study endpoints included allergic rhinitis, specific
nose and eye symptoms, and non—disease-specific quality-
of-life changes. The combined symptom severity percent
changesin RQLQ, the primary endpoint, indicated a tatis-
tically significant reduction in dlergic rhinitis symptomsin
the homeopathic group compared with the placebo group.
The patients who received the combination allergens spe-
cific to the Southwest region, prepared using homeopathic

Homeopathic Treatment of Allergic Rhinitis

6X dilutions, showed areduction in alergic rhinitis symp-
toms and improved overall functional quality of life, as
well as better overall work performance. The combined
positive changesin the mental health and health transition
scales of the MOS SF-36, activity and work performance
on the WPAI, and the RQL Q symptom improvement sug-
gest that the patients in the homeopathy group may be ex-
periencing better quality of life overall and/or more posi-
tive persona outlook on their health condition.

Improvement of symptoms was also noted in the place-
bo group for the non-nose/eye symptoms and emotional
function domains of the RQLQ. These positive findingsin
the placebo group underscore the point that the placebo ef-
fect is not static and may interact synergistically within the
therapeutic milieu.? Positive findings have been noted in
placebo groups in other studies of seasona or perennia al-
lergic rhinitisin both homeopathic and conventional drug
clinical trials.2*? In like manner, the improvement in
symptoms noted for the homeopathy group in our study
replicates findings from several randomized, placebo-con-
trolled clinical trids using homeopathic interventions. No-
tably, a 6-week randomized, double-blind equivaence trid
using the RQLQ as the main outcome measure found a
combination homeopathic nasal spray to be as effective as
conventional treatment with cromolyn sodium.?® The
RQLQ total symptoms decreased by 35% in the homeo-
pathic group versus 44% in the cromolyn sodium group.

A precedent for testing mixed alergens as homeopathic
isodes in arandomized controlled trial was set by Reilly et
al.?in 1986. The dtatistically significant reductionsin al-
lergic rhinitis VAS measurements were demonstrated in
patient-reported (p = 0.02) and physician-assessed (p =
0.05) outcomes. Two other studiesinvestigated the homeo-
pathic treatment of seasonal allergic rhinitis, but did not
use a mixed pollen preparation. Instead, patients were giv-
en a placebo or a 30C preparation of the single alergen

that provoked the most significant allergic re-
action according to a skin weal test.>?® The
Reilly et a.? trial in 1994 found a statistically

significant (p = 0.003) difference in alergy

Table 3. Mean Changes for the MOS SF-36 Functional Quality of Life symptoms VAS scores in favor of homeopath-

Homeopathic Group Placebo Group ic trestment compared with placebo. Taylor et

Mean Mean p al.® did not find significant differences in

Parameter Change  Value®  Change  Value® rhinitis symptoms VAS scores after 4 weeks of

MOS SF-36 treatment in the homeopathy group compared

physical functioning 2.78 NS 1.67 NS with the placebo group (p = 0.82), but did find

role physical 9.26 NS 5.56 NS significant objective improvement in nasal air-
bodily pain 3.70 NS 3.62 NS flow in the homeopathy group (p = 0.0001).

general health 5.44 NS 6.20 NS It isinteresting to note that the greatest im-

vitality 3.11 NS 7.29 NS provement in functional quality of lifein the

social functioning 5.00 NS 5.76 NS homeopathy group was in the role emational

role emotional 12.50 0.01 6.52 NS and mental health domains on the SF-36. One

mental health 8.44 0.02 3.78 NS study suggested alink between atopic disor-

reported health transition 7.40 0.04 2.40 NS ders and depression.?® Other studies have

MOS SF-36 = Medical Outcomes Study Short Form-36. demonstrated an increased prevalence of re-

awithin-group differences of homeopathic and placebo groups’ significance evalu- ported hay fever, asthma, or both in psychiatric

ated using the Student’s paired t-test. The changes were considered significant at clients with mood disorders and their first-de-

p < 0.05. .
gree relatives.®3t Sugarman et al.*? observed
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that clinically depressed individuals in an inpatient setting
had more IgE antibodies to specific allergens compared
with acoholic and schizophrenic patients, as well as con-
trols. The findings for improved mental health statusin pa-
tientswith allergic rhinitis using homeopathic preparation
of combination allergens support an association between
alergic rhinitis and mood that deserves further study using
atopic biomarkers, such as changesin IgE levels, in com-
bination with standardized measures of mood such as the
Beck Depression Inventory or the Positive and Negative
Affect Scale®*

Clinical significance must also address adverse effects
in addition to outcome. Many of the conventional drug
treatments available for dlergic rhinitis also have numer-
ous adverse effects, including drowsiness, sedation, head-
ache, and fatigue, which have not been observed in clinica
trials of homeopathic remedies*® The estimated cost for a
one-month supply of the homeopathic intervention S.W.
Desert Mix is $12.60 (retail price obtained from a health
food store in Scottsdale, AZ). Compared with the conven-
tional drug therapies listed in Table 4, this aternative ther-
apy may serve as aviable cost-effective, aswell as safe,
treatment option.®%

Immunotherapy shares some smilarities with homeopa
thy. Both treatment modalities use dilute concentrations of
substances that have demonstrated positive outcomesin
symptomatic relief. The implementation and fina prepara
tion of these dilutions, however, differ considerably be-
tween immunotherapy and homeopathic drugs. It would be
of interest to measure IgE and T-helper 1:2 ratios in pa-
tients who responded to homeopathic therapy to see how
they compare with subcutaneous immunoctherapy. Im-
munotherapy has been shown to reduce progression of al-
lergic rhinitis to more chronic and persistent disease, such

Table 4. Estimated Cost of Drugs for Allergic Rhinitis
Cost for 4-Wk
Drugs? Supply ($)°

Antihistamines

chlorpheniramine 24 tablets ($6.99) 17.50

diphenhydramine 24 count ($4.99) 20.00

clemastine 16 tablets ($7.99) 22.46

loratadine 10 tablets ($12.99) 9.00

fexofenadine ($74.99) 74.99

cetirizine ($61.99) 61.99

azelastine ($63.99) 63.99
Decongestants

pseudoephedrine 48 count ($4.99) 24.95
Corticosteroids (3-5 days)

naphazoline 15-mL bottle ($20.99) 20.99
oxymetolazone 1 bottle ($8.99) 8.99

Mast-cell stabilizers

cromolyn sodium 0.78-0z bottle ($16.99) 16.99

ipratropium bromide 30-mL bottle ($62.99) 62.99
aTreatment guidelines from reference 35.
bInformation taken from Walgreens online.3®
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as asthma, potentialy increasing the utility of immunother-
apy in children.®* Unless isopathic homeopathy can show
comparable results, however, it cannot be expected to pro-
vide protection against chronic disease, such as that pro-
vided by subcutaneous immunotherapy.

Conclusions

Findings from this study suggest that homeopathic
remedies in isodes offer convenient and inexpensive thera-
py without the potentia for adverse effects of immunother-
apeutic approaches and problematic adverse effects associ-
ated with the use of other conventional drug treatments for
alergy symptoms. Studies directly comparing treatment
outcomes of conventional and homeopathic treatment of
alergic rhinitis could be valuable in demonstrating cost-
savings in both monetary and quality-of-life parameters
and need to be explored further. Inclusion of overdl satis-
faction evaluation of the study intervention, such as patient
global assessment of response to therapy and disease status
(alergic rhinitis), should be considered for future studies.

Outcomes-based clinical trials with emphasis on practi-
cal patient-care research designs can a so provide more ef-
ficacy data on combination homeopathic drugs and other
aternative therapies. One approach to conducting homeo-
pathic clinical research can be done by collaborations be-
tween healthcare practitioners and licensed homeopaths.
These collaborations can build the bridge between evi-
dence-based practice in complementary and dternative ap-
proaches and conventional medicine that can support best
practices in the provision of integrated hedlth care.

Replication and further research will be needed to con-
firm the findings presented in this study in addition to ex-
ploring other combination allergen homeopathic prepara-
tions for seasona alergies and related symptoms. This
study provides encouraging results to follow up with larger
patient populations and categories of symptoms severity,
moderate to severe, in controlled environments.
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EXTRACTO

TRASFONDO: Estudios que han utilizado homeopatia han reportado
efectos beneficiosos en e tratamiento de condiciones relacionadas a
dergia

oBJETIVO: Este estudio investiga los efectos de un medicamento
homeopatico preparado con aergenos comunes (arboles, pasto, y
especies de semillas) especificas de laregion suroeste.

mETopos: Serealizé un estudio clinico de 4 semanas, doble ciego,
controlado con placebo en € &rea metropolitana de Phoenix de febrero a
mayo, durante la estacion de alergiaen laregion. Seincluyeron 40
sujetos, hombresy mujeres, de 26 a 63 afios de edad, diagnosticados con
sintomas moderados a severos de rinitis al érgica estacional, admitidos a
estudio para evaluar los efectos del medicamento homeopético
comparado con placebo. Los resultados del estudio evauarian sintomas
especificos de dergia utilizando e cuestionario de calidad de vida de
rinoconjuntivitis (CCVR), calidad de vidafunciona utilizando el
cuestionario MOS SF-36, y € cuestionario de productividad e
impedimento en € trabgjo (PIT).

RESULTADOS: Las escalas de CCVR, MOS SF-36, y PIT demostraron
cambios significativos entre los vaores de base y alas 4 semanasen e
grupo de homeopatia comparado con e grupo placebo (p < 0.05). Los
pacientes no reportaron efectos adversos durante € periodo de
intervencion.

CONCLUSIONES: Estos hallazgos preliminares indican un beneficio
potencial de laintervencion homeopética en reducir los sintomasy
mejorar la caidad de vida en pacientes con rinitis a érgica estaciond en
€ suroeste de los Estados Unidos.

Annette Pérez
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RESUME

ETAT DES CONNAISSANCES: Des effets bénéfiques pour traiter des
conditionsreliéesal’ dlergie ont été démontrés dans des études utilisant
I"homéopathie.

oBJECTIF: Présde 24 millions d’ américains souffrent de rhinite
dlergique. Cette &ude ainvestigué les effets d’ un médicament
homéopathique préparé a partir d' allergenes fréquents (arbre, herbe,
espéces de mauvaise herbe) spécifiques alarégion du sud-ouest
américain.

METHODOLOGIE: Un clinique contrdlé avec placebo et en double
aveugle d' une durée de 4 semaines a éé rédise danslarégion
métropolitaine de Phoenix durant la saison régionde des alergies de
février amai. Quarante hommes et femmes agés entre 26 et 63 ans
présentant des symptomes modérés agraves de rhinite allergique
salsonniére ont été enrdlés pour évaluer les effets d’ un médicament
homéopathique comparés au placebo. Les résultats de |’ éude incluent
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les symptomes spécifiques d' alergie en utilisant un questionnaire de
qualité de vie en présence de rhinoconjonctivite, laqudité de vie
fonctionnelle en utilisant le MOS SF-36, et un questionnaire sur la
productivité et I’ affaiblissement au travail.

RESULTATS: Les échelles des différents questionnaires ont démontré des
changements positifs significatifs durant les 4 semaines dans le groupe
utilisant e médicament homéopathique par rapport au groupe utilisant le
placebo. Les patients n’ ont signalé aucun effet indésirable durant la
période d'intervention.

concLusions: Ces résultats préliminaires indiquent des bénéfices
potentiels d' une intervention homéopathique pour réduire les
symptdmes et amédliorer laqualité de vie des patients souffrant de rhinite
alergique saisonniére danslarégion du sud-ouest des Etats-Unis.

Marie Larouche
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