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a b s t r a c t

Aim of the study: Shi-Bi-Lin (SBL) is modified from the classic formula Cang-Er-Zi-San which has been
used to treat chronic rhinitis, paranasal sinusitis and allergic rhinitis by herbal practitioners. The present
study aimed at patients with moderate to severe perennial allergic rhinitis. SBL which has been shown
effective in treating a guinea-pig model of allergic rhinitis, was evaluated for its efficacy and safety.
Materials and methods: 126 allergic rhinitis patients were recruited in a double-blind randomized control
trial. Half of the patients received SBL capsules and the others half received placebo for 4 weeks. Symptoms
scores, physician’s evaluation, nose examination, quality of life, adverse effects, serum cytokines were
evaluated before and after treatment.
raditional Chinese Medicine
ose blockage

Results: SBL was found to be safe and effective in relieving some symptoms of perennial allergic rhinitis,
improving the nose condition, and enhancing some domains of quality of life when compare to placebo,
(p < 0.05). In the 2 weeks follow up after treatment completion, the SBL enjoyed a prolongation of symptom
control (p = 0.05).
Conclusion: SBL relieved symptoms of nose blockage among patients with perennial allergic rhinitis, and
some aspects of the quality of life were also improved. The improvement was sustained for at least 2

o seri
weeks after treatment. N

. Introduction

Allergic rhinitis (AR) is a common condition that significantly
ffects the patient’s quality of life. Traditional Chinese Medicine
as been widely used in Asian communities for centuries and some

ormulae claimed efficacy in treating allergic conditions (Kung et
l., 2006; Xue et al., 2006; Guo et al., 2007; Yang and Yu, 2008).
hi-Bi-Lin (SBL) is a formula developed by the Institute of Chinese
edicine, the Chinese University of Hong Kong, based on the classic

ormula Cang-Er-Zi-San by Yan (1253) which was created over 700
ears ago for the treatment of chronic rhinitis, paranasal sinusitis
nd allergic rhinitis (Xu et al., 2001; Zeng, 2002; Han, 2003).

In early laboratory studies, we tested the therapeutic effects of
BL in a well-characterized ovabumin-induced guinea-pig model

f allergic rhinitis (Zhao et al., 2005a,b, 2006; Lenon et al., 2008),
nd found it effective in the relief of nasal symptoms resulting from
he induced allergic rhinitis. In addition, SBL apparently suppressed
osinophilic infiltration in the animals’ nasal tissues, and inhibited

∗ Corresponding author. Tel.: +852 2252 8872; fax: +852 2632 5441.
E-mail address: pingcleung@cuhk.edu.hk (P.C. Leung).

378-8741/$ – see front matter © 2008 Elsevier Ireland Ltd. All rights reserved.
oi:10.1016/j.jep.2008.12.005
ous adverse events were encountered.
© 2008 Elsevier Ireland Ltd. All rights reserved.

the expression of endothelial nitric oxide synthase (ENOS) and the
release of thromboxane B2 (TXB2). In our earlier cell culture studies,
SBL also demonstrated inhibitory effects on some cytokines, such
as IL-4 and TNF-�, released from human mast cells (HMC-1).

We therefore hypothesized that this modified classic herbal for-
mula might improve the symptoms of perennial allergic rhinitis
(PAR) and offer an alternative treatment for PAR. Accordingly, a
prospective, double-center, double blind, placebo controlled clini-
cal trial was designed and conducted to evaluate the clinical efficacy
and safety of SBL in treating PAR.

2. Methodology

2.1. Patient selection and randomization

The research was approved by both the Clinical Research Ethics
Committees of the Chinese University of Hong Kong and the Hos-

pital Authority Kowloon West Cluster and followed the guidelines
of the Declaration of Helsinki and Tokyo for humans. Patients were
recruited as volunteers from the Prince of Wales hospital, the Yan
Chai hospital and the Alice Ho Mui Ling Nethersole Hospital spe-
cialist clinics. Informed consent was obtained prior to the treatment

http://www.sciencedirect.com/science/journal/03788741
http://www.elsevier.com/locate/jethpharm
mailto:pingcleung@cuhk.edu.hk
dx.doi.org/10.1016/j.jep.2008.12.005
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Table 1
Inclusion and exclusion criteria of the clinical trial.

Inclusion criteria A subject was eligible for inclusion if the following items
applied:

1. Aged from 18 to 65 years old
2. Total symptom score ≥4
3. Has a history of typical symptoms of perennial allergic
rhinitis (PAR) including watery rhinorrhea, sneezing, nasal
obstruction and itching in nose and eyes or palate for at
least 2 previous consecutive years
4. Has a positive skin test to house-dust mite, mold
antigens and/or animal (dog and cat) dander (to be carried
out by registered medical doctor in standard procedures).
Those with regular medications should stop mediation for
7 days prior to the test
5. Informed consent was obtained and signed before
initiation

Exclusion criteria Patients with on or more of the following conditions will
be excluded:

1. Lactating or pregnant women and women of
child-bearing potential not using reliable contraceptive
method
2. Patients who received allergen injections during the
previous 2 years
3. Patients on regular medications for AR, or for cold and
other allergic disorder
4. Seasonal allergic rhinitis, vasomotor rhinitis and rhinitis
and rhinitis medicamentosa
5. Nasal structure deformities, nasal polyps and
hypertrophic rhinitis
6. Systematic corticosteroid used within recent 3 months
or nasal corticosteroid within 15 days
7. Other active respiratory disorders
8. Mental retardation
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9. Active medical disorders: cancer, infection,
hematological, renal, hepatic, cardiovascular, metabolic
diseases and HIV infection

tart. Patients ages between 18 and 65 years old, and had a history of
erennial allergic rhinitis for at least two consecutive years, and ful-
lled the allergic rhinitis diagnostic criteria for enrolment required

or trials (US Department of Health and Human Services, 2000). A
ositive skin test to house-dust mite, mold antigens and/or animal
ander was required.

The trial was undertaken at the Prince of Wales Hospital, the
eaching hospital of the Chinese University of Hong Kong, and
an Chai Hospital. Because PAR had no seasonal predominance,
ecruitment was conducted throughout the year. The physicians
nd patients were blinded to the medications. Randomization was
rganized by allocating a computer generated random number to
ach patient on the list. All patients were informed that there was
50% chance of receiving placebo treatment. The strict inclusion

nd exclusion criteria are shown in Table 1. The assessment for
ach patient was conducted by the same ear, nose and throat (ENT)
pecialist.

.2. Study design

Visit 1 was a screening visit. During the visit, participants were
xplained thoroughly about how the trial would be conducted and
consent form was signed. Physical examination included nose

xamination and grading of symptoms and skin sensitivity tests. In
he nose examination included appearance of mucous membrane,
ose obstruction and secretion. Blood samples were collected for

otal serum IgE, Eosinophil Cationic Protein (ECP), liver and kidney
unction tests, and a full blood picture. Pregnancy was excluded for
emales, because of possibility of extra adverse effect. Subjects then
ntered a 1-week run-in-period, during which a symptom diary was
iven to each subject for the evaluation of symptoms. The data from
acology 122 (2009) 100–105 101

this 1-week run-in period were used to determine the eligibility of
the patient for inclusion in the trial.

At visit 2, the eligible subjects were evaluated for the final
inclusion. Those included received a 2-week daily symptom and
medication chart and capsules of either SBL or placebo for the first
2-week trial consumption. The placebo contained brown colored
starch resembling the SBL powder. Participants completed a qual-
ity of life (QOL) questionnaire, filled up a visual analogue scale (VAS)
and a concomitant medication form. Qualified patients were thus
randomized for 4 weeks of treatment with either SBL or color-
matched placebo capsules with dose of 1 g (two capsules), twice
daily.

At visit 3, patients returned to the clinic for evaluation of their
clinical conditions. Daily symptoms and medication diaries were
collected, and new diaries for the next 2 weeks were issued. The
medication container was returned for the counting of remaining
capsules, before the next 2-weeks trial medication was supplied.
Patients should have completed a VAS form, a concomitant medi-
cation form and an adverse event (AE) report form.

At visit 4, a final clinical evaluation and physical examination
and nose examination were carried out. The medication container
was again checked. Blood and urine samples were collected. The
investigator discussed with the patient, so as to enter the physi-
cian’s overall evaluations of global symptoms at the end of the
study. Patients completed the QOL questionnaire, the VAS form, the
concomitant medication form and the AE report form.

Visit 5 was an additional visit, which was designed for the eval-
uation of sustained effects of the medication after treatment had
been completed for 2 weeks. All the participants were required
to provide information about their symptoms using the same
VAS.

2.3. Skin prick tests

These tests were performed by two physicians with positive
control (histamine 1 mg/mL), negative control (albumin saline),
and using the following allergens (Bayer Corporation, Spokane,
US): Dermatophagoides farinae and Dermatophagoides pteronyssinus,
mold mix, cockroach, cat, and dog. A skin test was considered pos-
itive when it produced a wheal with a diameter of at least 7 mm
within 10 min after beginning the test. At least one positive skin
test was required for inclusion into the study.

2.4. SBL capsules and placebo

The major components of SBL included 7.5 g Xanthium
sibiricum Patrin ex Widder (Asteraceae, Fructus), 20 g Angel-
ica dahurica (Fisch. ex Hoffm.) Benth. (Apiaceae, Radix), 7.5 g
Saposhnikovia divaricata (Turcz.) Schischk. (Apiaceae, Radix),
15 g Magnolia biondii Pamp., (Magnoliaceae, Flos), 5 g Gentiana
scabra Bunge (Gentianaceae, Radix) and 5 g Verbena offici-
nalis L. (Verbenaceae, Herba). The composition of each herb
was standardized prior to manufacturing by thin layer chro-
matography (TLC) with reference to methods recommended
by the Chinese Pharmacopoeia (State Pharmacopoeia Commis-
sion, 2000) (Zhao et al., 2005c). The reference herbs and
reference chemical standards used for authentication were
purchased from the National Institute for the Control of
Pharmaceutical and Biological Products, People’s Republic of
China. SBL capsules were manufactured, packaged and labeled
by a pharmaceutical manufacturer with GMP license. Gas

chromatography–mass spectrometry (GC–MS) and inductively
coupled Argon plasma spectrometry (ICAPS) tests were carried
out to rule out contamination in the SBL capsules. The tests
included toxic heavy metals, microbial contaminations and pesti-
cides residues.
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At the beginning of the study (screening visit), careful nose
examination was done for all patients. The gross appearance of
02 Y. Zhao et al. / Journal of Ethno

.5. Efficacy evaluation instruments

Efficacy outcomes were evaluated by four instruments, viz.
ymptom diary, quality of life questionnaire, the visual analog scale
VAS), and the physician’s overall evaluation.

.5.1. Symptom diary
The severity of PAR was evaluated by means of a daily symp-

om diary chart. Patients were instructed to grade retrospectively
veryday before bed time, their general well-being, nasal symptoms
nasal blockage, rhinorrhea, nose itching, sneezing) and non-nasal
ymptoms (itching eyes, tearing eyes, redness of eyes, itching of ears
r palate) on the diary chart. A 4-point severity scale from no symp-
oms (0), mild (1), moderated (2) to severe (3) was used (Prenner
t al., 1996).

.5.2. SF-36 QOL questionnaire
Medical outcomes were studied by QOL questionnaire before

nd after treatment. The validated and authorized Cantonese ver-
ion of SF-36 QOL was adopted. It has 36 questions that have
een validated to measure general health status by evaluating
ight domains: general health (GH), physical functioning (PF), social
unctioning (SF), role limitation caused by physical problems (RP),
odily pain (BP), role limitations caused by emotional problem (RE),
ental health (MH), and vitality (VT) (Brazier et al., 1992; Ware and

herbourne, 1992). Each domain was started from 0 (worst health)
o 100 (best health).

.5.3. Visual analogue scale (VAS)
A VAS evaluation (Miller and Ferris, 1993) was completed by

atients at each follow-up visit. VAS consisted of a 10-cm line
elated to each symptom of PAR with “no symptom at all” on the
eft end of the line (0%) and “very severe and intolerable symp-
oms” on the right end of the line (100%). The VAS was used to
valuate whether there was any change of the symptoms during
he treatment of PAR with SBL or placebo.

.5.4. Physician’s overall evaluation
After completion of the evaluations of QOL and VAS at visit 4,

he physician discussed with the patients about the overall symp-
om responses. The impression obtained was recorded as excellent,
ood, fair, poor or failure.

.6. Credibility evaluation

For assessing compliance, daily medication was recorded in
he daily medication diary, and trial medication containers were
hecked at each visit for any remaining capsules. Data checking
as completed before breaking the double-blind code. Analysis was
erformed by independent biostatisticians.

.7. Serum Total Immunoglobulin (IgE) and Eosinophil Cationic
rotein (ECP) concentrations

These were measured for all the patients before and after the
rial. Patients’ sera were stored at −70 ◦C before analysis. Serum
otal IgE was measured by chemiluminescence immunoassay using
he IMMULITE Analyzer (Diagnostic Products Corporation, Los
ngeles, CA, USA). Serum ECP was measured by fluorescent enzyme

mmunoassay (AutoCAP system, Pharmacia Diagnostics AB, Upp-
ala, Sweden).
.8. Statistical analysis

Analyses were performed on an intention-to-treat basis. All the
utcome variables were tested at the baseline for their equivalence
acology 122 (2009) 100–105

with t-test, ANOVA and �2 test, respectively, depending on their
nature. For the analysis of difference between treatment groups,
the score of VAS, self-report symptom and SF-36, were compared
with paired-t-test and ANCOVA, with the baselines adjustment. SF-
36 consisted of eight domains, viz., physical functioning, physical
role, bodily pain, general health, vitality, social functioning, emo-
tional role and mental health. For laboratory outcomes, IgE and ECP
concentrations, Student’s t-test and ANOVA were used to compare
the differences between SBL and placebo group.

All statistical tests were two-sided with 0.05 alpha levels. The
statistical analyses were performed with SPSS 14.0 for Windows.

3. Results

3.1. Patient characteristics

A total of 182 patients were screened, among them 126 satis-
fied the selection criteria. The most common reason for exclusion
was negative skin test and low total symptom score (below 4).
Sixty-three patients were recruited into the treatment and placebo
groups, respectively. There were no significant differences between
the two groups in age, sex, body weight and baseline total symptom
score.

3.2. Effect of SBL on symptom scores

3.2.1. Symptom diary
Each symptom score in the diary was calculated and the

differences between the two groups, and self-comparison with
the baselines was analysed. Starting from baselines, there were
improvements of general well-being (GF), nose-blockage (NB) and
eye-itchiness (EI) in both groups. The SBL treatment group devel-
oped effectiveness earlier than the placebo group, i.e. starting
in 1–2 weeks (Table 2). Although in week 1, both the SBL and
placebo groups showed one parameter significantly different from
the baseline; in week 2 the placebo group showed more param-
eters significantly improved. However, in week 3, the SBL group
was having less rhinorrhea and sneezing compare with the placebo
(p ≤ 0.05).

3.2.2. Visual analogue scale
Based on patients’ own evaluation, both groups showed alle-

viation of symptoms of nasal blockage, rhinorrhea, sneezing, nose
itchiness, eye itchiness, tearing, eye congestion and ear congestion.
When SBL group was compared with placebo group, no significant
difference was found (Table 3). After the treatment was completed,
each subject was followed up for 2 weeks and the VAS was also
evaluated at the end of follow-up period (visit 5). The results indi-
cated that in the 2 weeks where no treatment was given, symptoms
recurred in the placebo group. However, in the SBL group all symp-
toms except nose blockage were still improved (Fig. 1).

3.2.3. Physicians’ overall evaluation and nose examination
Physicians’ overall evaluation was performed at visit 4 after

completion of treatment. As shown in Table 4, there was a tendency
of improvement in favour of SBL treatment but the difference did
not reach statistical significance.
mucous membrane, obstruction and secretion were assessed and
recorded. Grading was scored as normal, mild, moderate and severe.
Only 4.8% in both groups were normal looking. After 4 weeks’ treat-
ment, 28.6% subjects in the SBL group turned normal, while in the
placebo group only 8.5% turned normal (p = 0.005).
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Table 2
Daily symptom weekly mean score analysis.

Symptom Group Run-in Week 1 Week 2 Week 3 Week 4

GF SBL 3.31(0.58) 3.11(0.57) (−6%)c 3.00(0.66) (−9%)c 2.91(0.74) (−12%)c 2.82(0.80) (−15%)c

Placebo 3.30(0.70) 3.21(0.62) (−3%) 3.02(0.66) (−8%)c 2.91(0.74) (−12%)c 2.80(0.78) (−15%)c

NB SBL 1.53(0.77) 1.42(0.62) (−7%) 1.32(0.61) (−14%)b 1.27(0.62) (−17%)b 1.19(0.68) (−22%)
Placebo 1.35(0.71) 1.50(0.71) (−2%) 1.36(0.78) (−11%) 1.31(0.79) (−14%) 1.21(0.77) (−21%)c

RV SBL 1.47(0.74) 1.44(0.75) (−2%) 1.48(0.70) (1%) 1.40(0.73) (−5%)a 1.26(0.71) (−14%)
Placebo 1.64(0.66) 1.55(0.66) (−5%) 1.45(0.72) (−12%)b 1.24(0.76) (−24%)c 1.24(0.70) (−24%)c

SF SBL 1.48(0.73) 1.37(0.67) (−7%) 1.33(0.61) (−10%) 1.29(0.72) (−13%)a 1.15(0.64) (−22%)b

Placebo 1.47(0.72) 1.36(0.73) (−7%) 1.24(0.75) (−16%)b 1.14(0.75) (−22%)c 1.18(0.70) (−20%)c

NI SBL 1.35(0.76) 1.30(0.74) (−4%) 1.31(0.69) (−3%)a 1.14(0.70) (−16%)a 1.11(0.58) (−18%)
Placebo 1.46(0.72) 1.18(0.76) (−19%)b 1.07(0.74) (−27%)c 0.96(0.74) (−34%)c 0.99(0.75) (−32%)c

EI SBL 0.97(0.79) 0.91(0.67) (−6%) 0.79(0.68) (−19%)b 0.67(0.63) (−31%)b 0.73(0.67) (−25%)
Placebo 0.78(0.72) 0.76(0.67) (−3%) 0.67(0.81) (−14%) 0.53(0.70) (−32%)c 0.56(0.76) (−28%)c

T SBL 0.54(0.74) 0.54(0.69) (0%) 0.55(0.66) (2%) 0.51(0.66) (−6%) 0.52(0.71) (−4%)
Placebo 0.44(0.66) 0.41(0.64) (−7%) 0.44(0.71) (0%) 0.39(0.65) (−11%) 0.43(0.67) (−2%)

EC SBL 0.36(0.67) 0.33(0.51) (−8%) 0.23(0.43) (−36%) 0.32(0.56) (−11%) 0.37(0.60) (3%)
Placebo 0.29(0.58) 0.26(0.60) (−10%) 0.35(0.71) (21%) 0.27(0.58) (−7%) 0.26(0.58) (−10%)

EAR SBL 0.98(0.69) 0.96(0.76) (−2%) 0.89(0.66) (−9%) 0.86(0.78) (−12%) 0.81(0.65) (−17%)
Placebo 0.88(0.73) 0.83(0.78) (−6%) 0.78(0.79) (−11%) 0.68(0.78) (−23%) 0.61(0.78) (−31%)

GF—general well-being; NB—nose blockage; RV—rhinorrhea volume; SF—sneeze frequency; NI—nose itching; EI—eyes itching; T—tears; EC—eye congestion; EAR—ear itching.
a p < 0.05 compared with placebo group.
b p < 0.05 compared with baseline.
c p < 0.01 compared with baseline.

Fig. 1. Improvement of visual analogue scale.



104 Y. Zhao et al. / Journal of Ethnopharmacology 122 (2009) 100–105

Table 3
General assessment of self-reported symptoms.

Symptom Group Run-in Weeks 1–2 Weeks 3–4 p valuea

GF SBL 3.33(0.70) 3.05(0.70) 2.74(0.79) 0.000
Placebo 3.39(0.82) 3.05(0.72) 2.66(0.79) 0.000
p value 0.812 0.985 0.635

NB SBL 1.56(0.85) 1.46(0.60) 1.40(0.69) 0.117
Placebo 1.65(0.83) 1.50(0.85) 1.26(0.77) 0.001
p value 0.674 0.819 0.316

RV SBL 1.67(0.77) 1.64(0.72) 1.51(0.80) 0.226
Placebo 1.89(0.68) 1.58(0.72) 1.35(0.72) 0.000
p value 0.129 0.522 0.358

SF SBL 1.70(0.68) 1.54(0.71) 1.38(0.77) 0.015
Placebo 1.76(0.74) 1.48(0.79) 1.26(0.81) 0.001
p value 0.644 0.845 0.455

NI SBL 1.57(0.90) 1.50(0.85) 1.17(0.64) 0.001
Placebo 1.63(0.75) 1.18(0.79) 1.09(0.79) 0.000
p value 0.818 0.036 0.378

EI SBL 1.18(0.92) 0.93(0.78) 0.77(0.78) 0.003
Placebo 0.90(0.78) 0.75(0.86) 0.58(0.78) 0.001
p value 0.097 0.155 0.139

T SBL 0.69(0.90) 0.66(0.82) 0.55(0.67) 0.053
Placebo 0.60(0.78) 0.45(0.72) 0.39(0.62) 0.028
p value 0.735 0.099 0.155

EC SBL 0.48(0.79) 0.30(0.54) 0.36(0.65) 0.322
Placebo 0.31(0.62) 0.32(0.68) 0.21(0.56) 0.109
p value 0.204 0.654 0.160

EAR SBL 1.13(0.88) 1.02(0.86) 0.96(0.81) 0.065
Placebo 0.95(0.91) 0.82(0.81) 0.63(0.82) 0.004
p value 0.224 0.196 0.016
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emark: GF—general well-being; NB—nose blockage; RV—rhinorrhea volume;
F—sneeze frequency; NI—nose itching; EI—eyes itching; T—tears; EC—eye conges-
ion; EAR—ear itching.

a Weeks 3–4 compared with run-in.

.2.4. Effects of SBL on quality of life (SF-36)
The domains of physical function, emotional role were sig-

ificantly improved in the SBL group from baseline (p = 0.006
nd p = 0.003), while no significant changes were observed in the
lacebo group. However, the domain of body pain was significantly
ecreased in the placebo group from baseline (p = 0.005) while SBL
ad apparently no effect. The domain of physical role was signifi-
antly improved in both the SBL and placebo group (Fig. 2).

.3. Effect of SBL on serum total IgE and EPC concentrations

The changes in either the treatment or placebo group were
nsignificant.

.4. Adverse event

The adverse events reported included abdominal pain, diarrhea,

ore throat, skin itchiness, dry mouth, etc. These occurred in 12
atients of the SBL group and 10 patients of the placebo group.
hey were apparently unrelated to the administration of either SBL
r placebo.

able 4
fficacy of symptoms (global physician assessment).

roup Response to treatment Total

Excellent Good Fair Poor Failure

BL 0 33(54%) 21(34%) 4(7%) 3(5%) 61
lacebo 2(3%) 24(39%) 28(45%) 7(11%) 1(2%) 62
otal 2 57 49 11 4 123

2 = 7.418, p = 0.191.
Fig. 2. Percentage change from baseline in scale score of each domain of QOL.
Remark: PF—physical functioning, RP—role limitations caused by physical problems,
BP—bodily pain, GH—general health, VT—vitality, SF—social functioning, RE—role
limitations caused by emotional problem and MH—mental health.

3.5. Concurrent medication

Thirteen patients in SBL group and eleven patients in placebo
group took extra medicine to control their symptoms of PAR. There
were no statistical differences, in the incidence of taking concomi-
tant medicine to control symptoms of PAR, between the two groups
(p = 0.821). Those patient who mistakenly took antihistamine had
been excluded from the analysis. Other patients’ who occasion-
ally took concurrent medications were found to be consuming
unrelated items like vitamins, pain killers, anti-cholesterols or anti-
hypertensive.

4. Discussion and conclusion

Chinese herbal medicine has been used for the treatment of
allergic diseases for centuries. A large number of clinical stud-
ies conducted for allergic rhinitis published in Chinese medical
journals were deficient of appropriate randomization, blinding,
and control. This study was a well designed randomized, double
blinded, placebo-controlled trial using the herbal preparation, SBL,
in the treatment of perennial allergic rhinitis. Four main instru-
ments, viz. daily symptom diaries, VAS of symptoms, physicians’
overall evaluations and SF-36 QOL indices were used to measure
the clinical efficacy of SBL.

Symptom diary evaluation was a continuous evaluation which
is quite commonly used in clinical trials. In the present study,
no significant difference was detected between the two groups.
However in terms of general well-being, relief of nose blockage,
sneezing and eye itching, there appeared a trend of better results
with SBL.

VAS scales are commonly used to measure patients’ perception
of their well being and symptoms. However, this type of survey
was well recognized to have practical limitations (Leopold et al.,
1997). Many other studies showed poor or variable correlations
with VAS and other outcome measures (Rechtweg et al., 2004). The
VAS scale used in the present study had eight symptom measure-
ments. It failed to show significant differences between the study

groups. However, both groups showed significant alleviation in the
symptoms of nasal blockage, rhinorrhea, sneezing, nose itching,
eye congestion, tearing and ear itching, when compared with the
baseline levels.
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Apart from specific symptoms, allergic rhinitis has a profound
mpact on patients overall QOL. Although not a disease-specific QOL

easurement for allergic rhinitis, SF-36 has been widely used to
valuate outcomes in many patient populations. The Task Force
n Rhinosinusitis also recommended the use of SF-36 to mea-
ure the general health-related QOL for individuals suffering from
inusitis and AR (Kaliner et al., 1997; Leopold et al., 1997). In the
resent study, although no statistically significant differences of
ach domain between the SBL and placebo groups were observed,
cores of social function, and emotional role in the SBL group were
ignificantly improved when compared with the baseline, while
he placebo group has no such improvement. It must be noted that
he low sensitivity of SF-36 survey and the small sample size were
imitations to this study.

Although the average scores of physician’s overall evaluation
howed no statistically significant difference between the two
roups, a tendency of predominance of improvement in the SBL
roup was observed. Good efficacy rate was higher in the SBL
roup than in the placebo group. In the nose examination, the SBL
roup showed significant improvement compared with the placebo
roup.

It is difficult to explain the, significant placebo effects observed.
ome clinical trials with Chinese Medicine encountered signifi-
ant placebo effects which could be as high as 55% although the
erbal formula gave better results (Yuan and Lin, 2000). Accord-

ng to the study protocol, all the participants were treated with SBL
r placebo for 4 weeks. After the drug treatment was completed,
ach subject was checked 2 weeks later and the VAS indicated that
uring the follow-up period all symptoms recurred in the placebo
roup, but in the SBL group they remained under control. One
xplanation to this encouraging observation was that the placebo
ffects wore off after treatment stopped whereas the SBL effects
ere remained. After all, the use of herbal medicine was known

o require prolonged administration and its effects wear off slowly
Lai, 2002).

The present clinical trial was conducted to investigate the effi-
acy and safety of the daily treatment of perennial allergic rhinitis
sing SBL and placebo as control for a limited period of 4 weeks.

Although the results of this study did not overwhelmingly sup-
ort the efficacy of SBL, the trend appears to favour the efficacy of
BL over placebo. May be a larger sample size trial lasting a longer
eriod of treatment could lead to better understanding of the effi-
acy of SBL. Since it was a preliminary study and we wanted to avoid
dverse effects, we were conservative in determining the dose and
reatment period in our planning. The dose of two capsules twice
aily in fact, was about one third of the maximal recommended
ose, and the treatment period of 4 weeks could be lengthened
hen prevention of a sever attack of AR is considered. Since pro-

onged effects of SBL was already observed, a larger dose with a
onger administration would be adopted in our next study.
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