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Abstract

Objective: The southern U.S. region has among the highest incidence of chronic rhinosinusitis (CRS). Histori-
cally, African Americans in this region have been a difficult to reach population for clinical research partici-
pation. This study’s aim was to observe any association between herbal tea consumption and CRS symptoms
among African Americans. We recount the volunteers self-reporting of measurements associated with self-treat-
ment of CRS symptoms.

Design: The study design was a preliminary, open-label, pilot study.

Settings: Volunteers were drawn from Morehouse School of Medicine’s outpatient clinics, community multi-
purpose senior centers, and churches in Fulton and DeKalb Counties, GA.

Subjects: One hundred (100) African American volunteers were prescreened, of whom 55 with a clinical diag-
nosis of CRS met entrance criteria.

Intervention: Volunteers self-administered Breathe Easy® herbal tea for a duration of 6 weeks.

Outcome measures: The Chronic Sinusitis Survey (CSS) scale was administered to assess sinus health at base-
line and term and overall quality of life was assessed using the Short Form-36 (SF-36) index.

Results: Of the 55 volunteers who met entrance criteria, 41 completed the study; groups were q.i.d. (n = 27),
tid. (n = 4), bid. (n = 5), and noncompliant (1 = 5). For the q.i.d. group (n = 27), there was a significant in-
crease in the CSS symptom score (difference in means 22.0 points; p = 0.020) and CSS total score (11.1 points;
p = 0.020). Overall health status (SF-36) reported at baseline was 35% very good; 34% good; and 17% fair. Af-
ter 6-weeks, the q.i.d. group showed a significant change to 44% good and 45% very good (p = 0.001).
Conclusions: This preliminary pilot study suggests that g.i.d. self-administration of Breathe Easy was associ-
ated with improved volunteers’ sinus health status (e.g., ability to fall sleep). Our results suggest that this herbal
tea may contribute as a complementary therapy for management of CRS among African Americans. To further
assess efficacy and applicability to other populations, randomized controlled trials in larger populations are
warranted.
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Introduction

he southern region of the United States reports the high-

est incidence of rhinosinusitis, with higher prevalence
among women than men, and higher incidences among
African Americans compared to Hispanics.! Chronic rhi-
nosinusitis (CRS) is one of the most common chronic dis-
eases, affecting 14%-16% of all Americans,?? resulting in 29.5
million individuals diagnosed each year.* Nearly 32 million
cases of CRS are reported to the Centers for Disease Control
and Prevention annually, with $5.8 billion each year on re-
lated health care costs. Patients with CRS visit primary care
clinicians twice as often as those without the disorder, and
have five times as many prescriptions filled.> More than one
in five antibiotics prescribed in adults are for sinusitis, mak-
ing it the fifth most common diagnosis for which an antibi-
otic is prescribed.®

In an attempt to find relief, some chronic sinusitis sufferers
are turning to complementary therapies. A survey of the use
of complementary therapies amongst racial minorities found
that 26% of African Americans had used a complementary
modality for personal health care. With the exception of
prayer, herbal medicines were the most commonly used ther-
apy, and head colds were the second most frequently treated
condition.” Based on our experience and knowledge, we find
that African Americans in the southern United States have
been a difficult-to-reach population for clinical research par-
ticipation, particularly blinded studies. Health-related quality
of life (HRQL) has optimum association with the health belief
model of self-efficacy. Belief (attitude) influences behavior
change over time.® This exploratory brief report observes
study volunteers’ self-reports of their sinus health beliefs re-
flected within the first Short Form-36 (SF-36) question. Our
decision to design this preliminary study using a nonblinded,
descriptive, and open-label methodology was related to our
experience with the aforementioned target population of
African Americans. The study site was located in the Atlanta,
Georgia (GA) area, where African Americans comprise over
60% of the population. The primary aim of this pilot study
was to observe the use of an herbal tea for self-care among
African Americans with a diagnosis of CRS. We report on the
volunteers’” responses to quality-of-life measurements associ-
ated with their treatment of CRS symptoms by self-adminis-
tration of an herbal tea containing botanicals traditionally used
for sinusitis.

CRS can be defined as a symptomatic inflammation of the
paranasal sinuses and nasal cavity lasting more than 12
weeks, with or without acute exacerbations.” Symptoms vary
in both severity and prevalence. Nasal obstruction is most
common (81%-95%), followed by facial congestion with
pressure and fullness (70%—-85%), discolored nasal discharge
(51%-83%), and hyposmia (61%-69%).1° Causation is multi-
factorial, making treatment problematic.!!

Medically resistant chronic sinusitis may be more debili-
tating than angina, congestive heart failure, chronic ob-
structive pulmonary disease, and chronic back pain or sci-
atica.!? This common condition not only causes significant
physical symptoms but also results in substantial functional
and emotional impairment.'® Mood, body pain, energy level,
physical functioning, and social functioning are all affected
in addition to local symptoms. A range of predisposing fac-
tors, such as allergic rhinitis, cystic fibrosis, an immuno-
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compromised state, ciliary dyskinesia, and anatomic varia-
tion, might contribute to the persistence and/or recurrence
of CRS.? Thus, CRS impacts both patients and the health care
system, requiring repeated physician office visits, prescrip-
tion medications, over-the-counter medications, and surgi-
cal therapy.

Making herbal tea, which is the aqueous extraction of med-
icinal herbs by decoction, infusion, or maceration, is an an-
cient tradition shared by most cultures. Extraction is the pro-
cess by which the soluble herb constituents are separated
from inert, fibrous matter, thus making them bioavailable.
In addition to any therapeutic value, the drinking of herb tea
is a relatively low-cost therapy that is readily available in lo-
cal grocery stores, is culturally and personally familiar, as
well as conceptually nonchallenging. Although increasing
research focuses on the herbal materia medica and its poten-
tial therapeutic contribution, little research is published on
the methods and formulations of traditional herbalism. Thus,
the local use of medicinal herbal teas for self-care of com-
mon conditions raises some important, largely unaddressed
questions, particularly among minority populations.

Breathe Easy® tea (Traditional Medicinals®, Sebastopol,
CA) contains as its primary active component a concentrated
dry aqueous extract of a Traditional Chinese Medicine for-
mula, biyan pian (nose inflammation tablets), in combination
with herbs with expectorant action that are traditionally used
in medicinal herbal teas for catarrhs of the respiratory tract.
biyan pian is thought to be based on a formula first described
in Formulas to Aid the Living, a text by Yan Yonghe from 1253
CE. Biyan pian is an official preparation of the Pharmacopoeia
of the People’s Republic of China (PPRC),!* indicated for
treatment of acute or chronic rhinitis with manifestations of
stuffy and running nose. It is used for treating a range of up-
per respiratory tract (URT) symptoms including sneezing,
itchy eyes, facial congestion, and sinus pain.

It should be noted that different versions of the biyan pian
formulation are commercially available and that some have
been found to contain undeclared and/or restricted compo-
nents subjecting them to regulatory alerts. It is precisely for
this reason that the manufacturer of the investigational prod-
uct has it specially manufactured according to the formula-
tion described in the official monograph published in the
PPRC 1997.

Materials and Methods
Study design

This study was designed as a preliminary, open-label pi-
lot study administering two quantitative self-report ques-
tionnaires, the Chronic Sinusitis Survey (CSS) and Short
Form-36 (SF-36) that explored the participants’ use of a Com-
plementary and Alternative Medicine (CAM) Breathe Easy
herbal tea for CRS; and elicited demographic information,
including age, marital status, gender, education level, and
ethnicity.

Participants

One hundred (100) volunteers were drawn from More-
house School of Medicine’s outpatient clinics, community
multipurpose senior centers, and churches in Fulton and
DeKalb Counties, GA. Participants were recruited using
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brochures and flyers at these locations. Of the 100 volunteers,
55 were eligible for enrollment. The main study site was
Quality Living Service (Atlanta, GA). Other sites included
Providence Missionary Baptist Church, Morehouse School of
Medicine Internal Medicine Clinic, Positive Passtime, Inc.,
Rainbow Women’s International Inc., Green Forest Baptist
Church, and Green Pastures Church. The study was ap-
proved by Morehouse School of Medicine Institutional Re-
view Board (IRB). Volunteers provided written consent prior
to participation and were not compensated. This study was
conducted in accordance with IRB regulations, good clinical
practice and the Declaration of Helsinki.

Inclusion and exclusion criteria

Evaluated for enrollment were African Americans ages
35-75 years of age with residence in Fulton and DeKalb
Counties, GA, volunteers with CRS, and a 1-year minimum
diagnosis prior to the study intake interval. Volunteers’
physician and our study physician verified the CRS diagno-
sis with medical record documentation and physical exam-
inations.

Exclusion criteria specific to the investigational product
were volunteers with hypokalemia, inflammatory disorders
of the gastrointestinal tract and biliary ducts, impaired kid-
ney function, high blood pressure or heart disease; those who
are pregnant or breastfeeding; those who are allergic to
plants of the Asteraceae (daisy) family; and volunteers tak-
ing any hormonal therapies, diuretics, potassium-depleting
agents, or monoamine oxidase inhibitors. Other exclusion
criteria specified by the investigators relative to this target
population were acute sinusitis, diabetes and metabolic syn-
drome, bronchiectasis, or allergic rhinosinusitis; with in-
flammation beyond 3 months; who are unable to ingest or
digest the research herbal therapies; prescribed with blood
thinner medications such as warfarin, heparin, aspirin; who
are using antibiotics, nasal sprays, or any other sinus med-
ications; with a clinical diagnosis of having had or needing
CRS surgery; and African Americans residing in assisted liv-
ing, or nursing homes.

Intervention

Over a 6-week period at baseline and at follow-up 2-week
intervals, study volunteers were provided a sealed box con-
taining two plastic bags each containing 32 individual en-
velopes of Breathe Easy herbal tea, a 16 day supply pre-
scribed q.i.d. The volunteers were also presented with a
standard cup, lid, and written instructions to prepare and
drink the tea as follows: Pour 8 oz of freshly boiled water
over one tea bag in the heat-resistant porcelain cup. Cover
the cup and steep for 10-15 minutes. Then gently squeeze
the tea bag over the cup in order to release any remaining
extractive from the herbal mixture. Do not add sugar.

The study principal investigator (PI) observed participants
signing for their box of tea; opening their box; and counting
the envelopes at baseline and at each 2-week dissemination
of the investigational product. Participants were instructed
by the PI individually and in a group at baseline and at 2-
week intervals in tea preparation; in safety measures; in
study adherence; in reviewing the narrative on the outside
of the box and on each plastic bag in the box; in consuming
the tea without sweetener or other condiment; and in al-

lowing only themselves to consume any of the herbal prod-
uct. Volunteers were instructed to return their boxes at each
2-week interval of the study protocol and to bring back any
unused sealed tea bag envelopes. The remaining tea bags
were adherence indicators monitoring levels of consumption
at two, three, or four times a day, reviewed by the PI for
study compliance. The study physician at baseline verbally
presented CRS information to the volunteers. The PI pre-
sented a toolkit with general CRS lifestyle and medical rec-
ommendations to all volunteers at the study term interval.
The study physician was on call for the volunteers regard-
ing any health questions or issues with the tea consumption.
Additionally, CRS health examinations were completed by
the study physician at baseline and study term.

Breathe Easy (lot #/UN 08 9543) was supplied by the prod-
uct manufacturer as a homogeneous mixture of dried botan-
icals and dried aqueous extract packaged in an unbleached
double-pouch filter tea bag, individually sealed in a tamper-
evident envelope. Production of the investigational product
was carried out according to good manufacturing practice
and the quality standards of the botanical raw materials are
documented in their written specifications according to cur-
rent pharmacopoeial standards. Breathe Easy contains, per
single dose, 1500 mg of a homogeneous blend of 300 mg
licorice root PhEur (Glycyrrhiza glabra L.), 285 mg eucalyp-
tus leaf PhEur (Eucalyptus globulus Labill.), 255 mg bitter fen-
nel fruit PhEur (Foeniculum vulgare Mill. ssp. vulgare var. vul-
gare), 60 mg pleurisy root BHP (Asclepias tuberosa L.), and 120
mg biyan pian PPRC dry aqueous extract 8:1 (w/w). Biyan
pian contains the extract obtained from a traditional decoc-
tion of the following botanicals in order of predominance:
xanthium fruit (Xanthium sibiricum Patrin ex Widder), mag-
nolia flower (Magnolia officinalis Rehder & E.H. Wilson), siler
root (Saposhnikovia divaricata (Turcz.) Schischk.), forsythia
fruit (Forsythia suspensa (Thunb.) Vahl), wild chrysanthemum
flower (Chrysanthemum indicum L.), schisandra fruit (Schisan-
dra chinensis (Turcz.) Baill.), platycodon root (Platycodon gran-
diflorum (Jacq.) A. DC.), fragrant angelica root (Angelica
dahurica (Fisch. ex Hoffm.) Benth. & Hook. F. ex Franch. &
Sav.), anemarrhena rhizome (Anemarrhena asphodeloides
Bunge), schizonepeta herb (Nepeta tenuifolia Benth.), and Chi-
nese licorice root (Glycyrrhiza uralensis Fisch. Ex DC). Other
components contained in the investigation product are pep-
permint leaf PhEur (Mentha X piperita L.), calendula flower
PhEur (Calendula officinalis L.), and ginger rhizome PhEur
(Zingiber officinale Roscoe).

Outcome measurements

At baseline and at the 6-week termination of the study,
volunteers completed two surveys, the Chronic Sinusitis Sur-
vey (CSS) and the Short Form-36 (SF-36). Through the CSS,
volunteers self-reported their symptoms (sinus congestion,
sinus drip, headache, or facial pain) and severity of symp-
toms. Study candidates and/or their physicians indicating
administration of prescribed or over-the-counter sinus med-
ications were excluded from the study. The SF-36 assessed
their general HRQL.

Chronic Sinusitis Survey (CSS). The CSS screen is a six-
item, duration-based monitor of sinusitis-specific outcomes
that has demonstrated statistical reliability and validity (see
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Appendix).'? It examines duration of specific sinusitis symp-
toms and duration of medication use (in this case to detect
noncompliant medication use). In addition, we included an
extra question set about the severity of the symptoms from
the severity-based CSS. All questions were scored from 1 to
4 or 5 for the Likert-type scale. Then, the duration-based
questions were rescored and organized into symptom and
medication subscales as well as a total score each calculated
on a scale from 0 (worst) to 100 (best).!? The CSS is an effi-
cient and responsive instrument that has been validated in
many populations.!>1516.17,18

Short Form-36 (SF-36). The SF-36 was used to character-
ize HRQL measures among the study population. The SF-36
has been widely used and tested to determine the relative
burden of different disease conditions and populations in-
cluding ethnic minorities and the elderly.!%22

This SF-36 questionnaire represents HRQL measures and
can be self-administered, typically taking less than 10 minutes
to complete (see Appendix). It is divided into two component
scores: the physical component score (PCS) and the mental
component score (MCS). The PCS consists of four health do-
mains: (1) physical functioning; (2) role functioning—physical;
(3) bodily pain; and (4) general health. The MCS comprises
four mental health domains: (1) vitality; (2) social functioning;
(3) role functioning—emotional; and (4) mental health. SF-36
items and scales are constructed on a Likert method of sum-
mated ratings. The subscores and the PCS and MCS scores
were normalized to a scale ranging from 0 (worst) to 100 (best)
according to published algorithms.?

Statistical analysis. The scores from the measurement
screens SF-36 and CSS collected at baseline and at the 6-week
termination of the study were analyzed using Student’s ¢ test
and comparisons of association. In addition, several indi-
vidual questions from the two surveys were assessed sepa-
rately to highlight aspects of the volunteers’ general quality
of life and the duration and severity of some symptoms. The
internal consistency of the CSS and SF-36 surveys was eval-
uated using Cronbach’s « correlation coefficients. Statistical
significance was set to 0.05. We used SPSS for Windows soft-
ware (Statistical Package for Social Sciences, SPSS Inc.,
Chicago, IL), version 13.0, for these analyses.
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FIG. 1. Distribution of age by gender of tea q.i.d. group

participants.
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TABLE 1. AGE AND GENDER DISTRIBUTION
OF ParticiranTs IN TEa Q.I.D. Grour

Number %
A. Gender
Female 21 78
Male 6 22
Total 27 100
B. Age (37-75)

Number %
35-39 3 11
40-49 4 15
50-59 11 39
60-69 6 23
70-75 1 4
Missing 2 8
Total 27 100

Average = 53 + 9.59 years
(Mean = SD)

SD, standard deviation.

Compliance. At each 2-week study interval, the tea dos-
age compliance was confirmed by the PI, who monitored the
number of returned unopened tea bags and volunteer’s con-
sumption report in their Daily Diary schedule. Tea dosage
measurements were analyzed by the biostatistician at b.i.d.,
tid., and q.i.d.

Results

Of the 100 candidates who applied for enrollment, 55 met
the entrance criteria for participation. Of these, 41 volunteers
completed the study; 27 complied with the q.i.d. study dos-
age schedule. Over one third of the recruited candidates in-
terested in the study had attendance challenges or did not
meet the inclusion criteria. Fourteen (14) study volunteers had
self-selected out due to lack of transportation or family sup-
ports. Recruitment and retention interruptions were due to
winter holidays for the volunteers, agencies, and clinics that
supported this study. African Americans reportedly have a
disproportionate number of health challenges such as some
or all of the metabolic syndrome, hypertension, type 2 dia-
betes, and hyperlipidemia. Hypertension was a significant ex-
clusion factor for tea consumption among 33 candidates. The
ages of the volunteers in the q.i.d. group ranged from 35 to
75 years, average = 53 * 9.59 years (mean * standard error
of the mean), of whom 78% were female (Fig. 1; Tables 1A
and 1B).

CSS. The CSS duration scores are shown in Table 2 for
the q.i.d. tea group. Symptom scores reflected a significant
increase post tea consumption (difference in mean 22.0
points; p = 0.020) as does the total score (11.1 points; p =
0.020). The medication score was 100 and did not change
(p > 0.05) relative to volunteers reporting no self-adminis-
tration of prescribed or over-the-counter sinus medications
from baseline to term. Tea consumption reports q.i.d. were
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TaBLE 2. CHRONIC SINUSITIS SURVEY (CSS) AND SHORT FORM-36 (SF-36) OUTCOMES

Mean = SD (n = 27)

6-week Difference in

Baseline termination means p-value
CSS symptom 589 + 247 80.9 = 234 22.0 0.020
CSS medication 100 = 0.00 100 = 0.00 0.00 p > 0.05
CSS total 794 + 123 90.5 = 11.7 111 0.020
CSS severity 66.4 + 254 88.4 = 248 22.0 0.005
SF-36 PF 86.5 = 22.5 87.1 = 17.0 0.60 p > 0.05
SF-36 RP 60.4 + 384 69.2 + 38.5 8.80 p > 0.05
SF-36 BP 69.7 = 21.9 79.8 = 20.5 10.1 p>0.05
SF-36 GH 764 + 17.7 80.5 = 11.9 4.10 p > 0.05
SF-36 SF 853 = 17.1 875+ 19.1 2.20 p > 0.05
SF-36 VT 70.8 * 20.8 75.6 = 214 4.80 p > 0.05
SF-36 RE 66.7 * 39.8 76.6 = 34.7 9.90 p > 0.05
SF-36 MH 88.1 = 17.7 91.1 = 16.0 3.00 p > 0.05
SF-36 PCS 48.0 = 8.52 51.1 = 6.90 3.10 p > 0.05
SF-36 MCS 51.4 = 9.36 53.6 = 7.49 2.20 p > 0.05

p-value significance (p < 0.05); SD, standard deviation; PF, physical functioning; RP, role functioning-physical; BP, bodily pain; GH, gen-
eral health; SF, social functioning; VT, vitality; RE, role functioning—emotional; MH, mental health; PCS, physical component score; MCS,

mental component score.

consistent with sinus relief in reducing symptoms over the
course of the study. According to a review of clinical out-
comes in chronic sinusitis,?? an 8-point change in score re-
quires a 50% reduction in the duration of symptoms or med-
ication usage. The Severity score for symptoms showed a
significant change over the course of the study (difference of
22 points; p = 0.005; Table 2).

Question 1 queries for reduction in the duration of
headache/facial pain showed significance (p = 0.004)
as well as for nasal congestion (p = 0.035). There was no
evidence of reduction in the duration of nasal
drainage/postnasal drip (p > 0.05) (Table 3A). Question

3, querying sinusitis severity symptoms, found significant
reduction of headache/facial pain (p = 0.035) and nasal
congestion (p = 0.024), but not for nasal drainage/post-
nasal drip or their ability to smell (p > 0.05) (Table 3B).
Additionally, volunteers reported improved ability to
fall/remain asleep (p = 0.032).

Cronbach’s « correlation coefficients for internal consis-
tency were calculated as 0.267 for symptoms, 0.257 for med-
ications, and 0.390 for total score. The severity score had a
Cronbach’s a of 0.285. This level of internal consistency was
similar to that of a Norwegian study, where the low a’s were
attributed to the small number of survey items.'®

TaBLE 3. TEA Q.1.D. VOLUNTEERS’ HEALTH STATUS—CHRONIC SINUSITIS SURVEY

A. Question #1: During the past week, how many days have youhad — 7
(Scale: 1 = 0 days; 2 = 1-2 days; 3 = 34 days; 4 = 5-6 days; 5 = 7 days)
Mean *= SD
Question #1 (n=27)
duration Baseline 6-week termination p-value
Headache/facial pain 2.55 = 1.19 1.74 = 0.86 p = 0.004
Nasal drainage/postnasal drip 2.70 = 1.48 2.25 * 1.33 p > 0.05
Nasal congestion 2.86 = 1.52 1.90 = 1.06 p = 0.035
SD, standard deviation.
B. Question #3: During the past week, how much have the following symptoms bothered you?
(Scale: 1 = Not at all; 2 = A little; 3 = A moderate amount; 4 = A lot)
Mean = SD
Question #3 (n=27)
severity Baseline 6-week termination p-value
Headache/facial pain 243 = 1.14 1.90 = 0.85 p = 0.035
Nasal drainage/postnasal drip 242 +1.29 2.05 = 1.02 p>0.05
Nasal congestion 2.75 = 1.04 1.95 = 0.94 p = 0.024
Ability to smell 1.95 = 1.02 1.54 = 0.89 p > 0.05
Difficulty falling asleep 245 + 1.29 1.45 = 0.88 p = 0.032

SD, standard deviation.
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SF-36. From the SF-36, among the 27 volunteers in the
q.i.d. group at baseline, overall general health (question 1)
was reported by 10 as “very good,” 9 as “good,” and 5 as
“fair” (Table 4A). At the 6-week term, the q.i.d. group in-
creased their reported general health to 12 as “very good”
and 12 as “good” (p = 0.001) (Table 4B).

In contrast, when the overall general health subscores and
physical and mental component scores of the SF-36 were ex-
amined, there were no significant changes after tea admin-
istration (p > 0.05) (Table 2). In our study, the internal con-
sistency of the SF-36 was good, with Cronbach’s « correlation
coefficients calculated as 0.673 for the PCS and 0.671 for the
MCS. It should be noted that, for some diseases, disease-spe-
cific health measures are more sensitive to change than are
the scores of the SF-36.12

In consideration of both surveys, volunteers’ reports of
q.i.d. consumption indicated a reduction in the duration and
severity of symptoms over the course of the study (nasal
drainage/postnasal drip; nasal congestion; and headache/
facial pain, Table 3). Responses to the severity of symptoms
were significant for headache/facial pain (p = 0.004) and
nasal congestion (p = 0.035). Volunteer’s reports indicated
that q.i.d. tea consumption has significance in managing
their CRS (e.g., sleep).

Discussion

This preliminary pilot study reflects sinus and health qual-
ity of life status changes in African American volunteers as-
sociated with the self-administration of an herbal tea, Breathe
Easy. Although this study’s sample size was less than antic-
ipated, it appears that these preliminary findings are signif-
icant for this hard to outreach and retain minority popula-
tion. Additionally, we have compiled valuable indicators for
further CAM respiratory health research among African
Americans in the southeast, the highest region of CRS preva-
lence in the United States.!

The CSS variables explored over time (between baseline
and study term) indicate that the sinus disease health belief
within the behaviors changed. We postulate that HRQL has
determinants for health and wellness, in particular, sinus
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health. George et al. (2003) proposed that the beliefs and at-
titudes of African American patients influence clinical treat-
ment and explain, in part, low adherence to medical therapy
and the consequent high burden of morbidity from asthma
among low-income urban minorities.?*

This study does appear to fit into the goals identified in
The National Center for Complementary and Alternative
Medicine Strategic Plan 2005-2009.2° The research was con-
ducted by a multidisciplinary team of mainstream practi-
tioners and researchers, with phytotherapists and the herb
industry. This partnership was undertaken to do the fol-
lowing:

e Study the efficacy of Breathe Easy tea among a minority
population in the maintenance of URT health, an area of
great public health importance

¢ Augment understanding of the social and cultural factors
and beliefs relating to self-care of CRS with an herbal
preparation among minority populations

¢ Investigate whether the utilization of Breathe Easy herbal
tea improved the quality of life among a population of
African Americans with CRS.

The authors recognize some limitations in this preliminary
pilot study, including the small sample size and the fact that
the study was not designed as a randomized, controlled trial.
The prescreening recruitment interval outreached 100 inter-
ested candidates with self-reports of CRS. Study exclusion
criteria such as candidates’ contraindications to the investi-
gational product, no substantiation of a CRS diagnosis from
their physician, and out-of-home placements decreased the
numbers for enrollment at the intake interval.

Additional study limitations included the absence of a
control group, which would have supported additional
findings for a study of this magnitude. Age and gender
may be factors among this hard-to-outreach ethnic group.
A future study to alter limitations might include criteria
for a clinic-based site, African American women 40-60
years of age, with limited morbidity contraindications to
the tea, and an education intervention with cause-and-ef-
fect parameters.

TABLE 4. TEA Q.1.D. VOLUNTEERS” HEALTH STATUS—SHORT FORM-36

A. Question #1: In general, would you say your health is:

Percentage of study volunteers—%

Owerall health (question #1) Excellent Very good Good Fair Poor
Baseline 14 35 34 17 0
Study term 11 45 44 0 0

B. Question #1: In general, would you say your health is:

(Scale: 1 = Excellent; 2 = Very good; 3 = Good; 4 = Fair; 5 = Poor)

Owerall health (question #1) Mean = SD
Baseline 2.67 = 0.95
6-week termination 2.33 = 0.68
N 27

t value 8.57

p value 0.001

SD, standard deviation.
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Conclusions

This preliminary pilot study suggests that q.i.d. self-ad-
ministration of Breathe Easy was associated with a benefi-
cial health influence in the management of CRS. Subjective
reports from volunteers indicate health enhancements with
noted significance to sleep (Table 3). Our results suggest that
positive sleep change in the management of CRS may be a
factor to further examine among this ethnic population and
other groups with this disease. To further assess efficacy and
applicability to other populations, randomized controlled
trials in larger populations are warranted.
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APPENDIX

HIPPS ET AL.

1) Short Form-36 Health Survey

2) Chronic Sinusitis Survey

Study Volunteer ID Number

(First initial of last name and last 4 digits of phone number)

Short Form-36 Health Survey: Your Health and Well-Being—Recall

Date

This survey asks for your views about your health, how well you feel, and how well you are able to do your usual activi-

ties. Thank you for completing this survey!

For each of the following questions, please mark an “X” in the one box that best describes your answer.

1. In general, would you say your health is:

Excellent Very good Good Fair Poor
2. Compared to 1 year ago, how would you rate your health in general now?
Somewhat Somewhat Much worse
Much better better now than About the same worse than 1 now than 1 year
than 1 year ago 1 year ago as 1 year ago year ago ago

tivities? If so, how much?

3. The following items are about activities you might do during a typical day. Does your health now limit you in these ac-

Yes,
limited a
lot

Yes, limited
a little

Not limited
at all

Vigorous activities, such as running, lifting heavy
objects, participating in strenuous sports

Moderate activities, such as moving a table,
pushing a vacuum cleaner, bowling, or playing
golf

Lifting or carrying groceries

Climbing several flights of stairs

Climbing one flight of stairs

Bending, kneeling, or stooping

Walking more than a mile

Walking several blocks

Walking one block

Bathing or dressing yourself
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4. During the past 4 weeks, have you had any of the following problems with your work or other regular daily activities
as a result of your physical health?

Yes No

Cut down on the amount of time you spent on work or other activities

Accomplished less than you would like

Were limited to the kind of work or other activities

Had difficulty performing the work or other activities (for example, it took extra effort)

5. During the past 4 weeks, have you bad any of the following problems with your work or other regular daily activities

as a result of any emotional problems (such as feeling depressed or anxious)?

Yes No

Cut down on the amount of time you spent on work or other activities
Accomplished less than you would like

Did work or other activities less carefully than usual

6. During the past 4 weeks, to what extent have your physical health or emotional problems interfered with your normal
modal activities with family, friends, neighbors, or groups?

Not at all Slightly Moderately Quite a bit Extremely
7. How much bodily pain have you had during the last 4 weeks?
None Very mild Mild Moderate Severe Very Severe

and housework)?

8. During the next 4 weeks, how much did pain interfere with your normal work (including both work outside the home

Not at all

A little bit

Moderately

Quite a bit

Extremely

9. These questions are about how you feel and how things have been with you during the past 4 weeks. For each question,
please give the one answer that comes closest to the way you have been feeling. How much of the time during the past 4

weeks

All of Most of A good
the the bit of the Some of
time time time the time

A little
of the None of
time the time

Did you feel full of pep?

Have you been a very nervous person?

Have you felt so down in the dumps that
nothing could cheer you up?

Have you felt so calm and peaceful?

Did you have a lot of energy?

Have you felt downhearted and blue?
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9. (Continued) These questions are about how you feel and how things have been with you during the past 4 weeks. For
each question, please give the one answer that comes closest to the way you have been feeling. How much of the time dur-

ing the past 4 weeks

All of Most of A good A little
the the bit of the Some of of the None of
time time time the time time the time

Did you feel worn out?

Have you been a happy person?

Did you feel tired?

10. During the past 4 weeks, how much of the time has your physical health or emotional problems interfered with your
social activities (like visiting friends, relatives, etc.)?

Most of the Some of the A little of the None of the
All of the time time time time time

11. How TRUE or FALSE is each of the following statements for you?

Definitely Mostly Don’t Mostly Definitely
true true know false false

I seem to get sick a little
easier than other people

I am as healthy as
anybody I know

I expect my health
to get worse

My health is excellent

Male Female

Age

Thank you for completing these questions!
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Study Volunteer ID Number

Date

(First initial of last name and last 4 digits of phone number)

Chronic Sinusitis Survey — Weekly Recall

This survey asks for your view about your sinus symptoms and treatment.
Answer every question by circling the appropriate number.
If you are unsure about how to answer a question, please give the best answer you can.

1. During the past week, how many days have you had: (Mark the box in each row with an “X”)

Sinus headaches, facial pain, or 0 days 1-2 3-4 5-6 7 days

pressure days days days

Nasal drainage or postnasal drip 0 days 1-2 3-4 5-6 7 days
days days days

Nasal congestion or difficulty breathing 0 days 1-2 34 5-6 7 days

through your nose days days days days

2. During the past week, how many days have you taken: (Mark the box in each row with an “X")

Antibiotics 0 days 1-2 34 5-6 7 days
days days days

Nasal sprays prescribed by your doctor 0 days 1-2 34 5-6 7 days
days days days

Sinus medications in pill form (such as 0 days 1-2 34 5-6 7 days

antihistamines, decongestants) days days days days

3. During the past week, how much have the following symptoms bothered you? (Mark the box in each row with an “X”)

Sinus headaches, facial pain, or Not at all A little A A lot
pressure moderate
amount
Nasal drainage or postnasal drip Not at all A little A A lot
moderate
amount
Nasal congestion or difficulty breathing Not at all A little A A lot
through your nose moderate
amount
A reduced ability to smell things Not at all A little A A lot
moderate
amount
Difficulty falling asleep or disturbed Not at all A little A A lot
sleep moderate
amount

4. Who completed this form? (Mark the box with an “X”)

I filled it out myself

Someone asked me the questions

By telephone

Male Female

Age

Thank you for completing these questions!






