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Clinical Evaluation of Kang-Min-he-Fang
In the Treatment of Allergic Rhinitis(2-1)

Chih-Jaan Tai
China Medical University

ABSTRACT

Allergic rhinitis i1s a common disease that is estimated to affect nearly one
tenth of the U.S. population. It is caused by cascade of inflammatory mediators,
initiated after contact of the nasopharynx with allergens such as grass, tree pollen,
and animal dander. The disease is characterized by chronic nasal symptoms of
obstruction, rhinorrhea, sneezing, and itching. Components of inhaled dust, such
as mites and molds, or animal dander cause an imtranasal IgE-mediated response
in atopic individuals. These perennial allergens active mast cells induce the
release of potent chemical medicators that attract inflammatory cells such as
eosinophils and basophils, and ultimately produce the signs and symptoms of
allergic rhinitis.

There are detailed descriptions of the clinical experiences and prescriptions
of allergic rhinitis in traditional Chinese medicine. Kang-Min- He-Fang
(KMHF) is one of the Chinese herbal medicines used to treat allergic rhinitis . In
this study we will evaluate the effect of KMHF on clinical symptoms, serum total
IgE, allergen specific IgE, allergen specific IgG4 and cytokines (IL-4 ~ IL-5 ~
IL-12 ~ INF-y) in the treatment of allergic rhinitis.

This is the first year of two-year period study,there are 35 patients involved
in this clinical trial till now,we will have the result at the end of this study.

Keywords : allergic rhinitis, Kang-Min-He-Fang (KMHF), Cytokine
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Medication Washout Period
Nassal or inhaled cromolyn sodium or nedoctomil 2 weeks
Corticosteroids nasal, ocular, oral, inhaled, intravenous or rectal 1 month
Corticosteroids intramuscular or intra-articular 3 months
Antihistamines short acting ( eg, chlorpheniramine ) 12 hours
Clemastines short acting ( eg, chlorpheniramine ) 48 hours
Long-acting  antihistamines ( cetirizine, terfenadine,
fexofenadie, 10 days
Astemizole, hydroxyzine ) 10 days
Loratadine 10 days
Accolate 10 days
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Singylair 10 days
Pseudoephedrine 24 hours
Pseudoephedrine 3 days
Nasal. Oral, or ocular decongestants 1 week
Nasal atropine or ipratopium bromide 2 weels
Systemic antibiotics ( unless on a stable dose ) 12 hours
Nasal saline 3 days
Ocular levocabastine 6 days
Erythromycin 6 days
Ketoconazole 6 days
Itraconazole 6days
Quinine

FoeA s o kPt JEERA RS B B R%
BT R AR ER - R R B RR Y AP A

i’: o

A&E-_-?Eé;ﬁg_:ﬁ B FR)}} ;IFF_L‘EI‘:" 9 Fu”‘ H "’\ ’éﬂwﬂz'}* °
B —¥pR e & ppRH X H§J9 o0 — P Z K 0 ARISPR Y o
ZmPPRF L o

JEAR R R A E e B TR E
(=) 2 BB PR F 5 RS &0 RS AP BT (R
HHAR RS 5 2 R 4 )
The Scoring Sandard of Symptoms.

Nasal Blockage (stuffiness) on Waking

0 = Breathing through the nose freely and easily

1 = Slight difficulty breathing through the nose

2 = Moderate difficulty breathing through the nose

3 = Breathing through the nose is very difficult/impossible
Nasal Blockage (Stuffiness) -Rest of Day

0 = Breathing through the nose freely and easily

1= Slight difficulty breathing through the nose
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2 = Moderating difficulty breathing through the nose

3 = Breathing through the nose is very difficult/impossible
Sneezing

0 = Absent

1= Occasionally present (less than 5 episodes per day )

2= Troublesome episodes of sneezing during the day (5-10)

3= Frequent, troublesome episodes of sneezing throughout the

day (more than 10 episodes per day )

Rhinorrhoea ( Runny Nose )

0 = Absent

1 = Present, mostly unaware of it

2 = Present, but not a persistent distraction
3 = Present, a persistent distraction

Nasal Itching/Nose Rubbing

0 = Absent

1 = Present, mostly unaware of it

2 = Poresent, but not a persistent distraction
3 = Present, a persistent distraction

(=) 4 rér%%’* #. (SF-36) ##i% : = w3 afkm & jofk s 0 & -

W BRARAKRE ERAZEAABRBREZIRAMRS -
£ AR RS SRS EE S SRR
2 BERTEAE
(R ST AN RS L IEREY SFR S TCAE S KT

Ik
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» Dermato- phagoides farinae ~ ~ $d% ~ '§ & 55 ~ 3~ ) ~ ECP 2 'w
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() g‘éﬁ%‘%i%%’g_,uﬁ&}ﬂ s 1F R 450 xg B 30 A 48 e

(7)) #rexd2 s B Kaidad » R Bk 8 Pt
%z (' mononuclear cell, MNC ) » &z = & 15 > % MNC R i> £
A 3 AR P o

(=) ™ 8ml P RPMI 1640 3 & i 4 » 7 MNC cingg @ » R E353 -
(;)Fé?—"{)\,‘é}ﬁ.:uﬂbﬁﬂ "1,-;—_/3_400gr-“-}ﬁ-'“ 10,4}%@9;}'&,;_/)3/ °
(~) £% (6~7) #3iFie MNC 5 =t o

(4 ) * z 3 penicillin (50 IU/ml) » streptomycin ( 50 g/ml) %
amphotericin B (0.5 g/ml) 7 RPMI 1640 2 % ;& » 4% MNC # =
‘wmie #ch 1x10 6 cells/ml 0@ 5% & * o

N fmfi g A

(=) #Iml e @& 45 MNC Bigip 2o » 2430 £ 0 > £ &9
4t » 200ul ¢ FBS

(= ) 2 lipopolysaccharide (LPS) % jk & 10 g/ml ¢ ConA ¥ k& 5
g/ml & ¥ { e o

(Z) AN 2 RERCHBR AR ¥ 243~ 37°C
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primary end point :
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secondary end point :

1. x 75 IgE - allergen specific-IgE *% 4 - allergen specifit-IgG4 = 3
2.1L-4 ~ IL-5 k& "% 4
3.1L-12 ~ IFN-yik & = 3

+= Btk

(=) & &P E %3 &KL+ (Repeated Measurement ANOVA) 4% 3t
BN L R RS LRk s 2 .

(=) ™ T-testf 3t = 2B J F i+ ~ Jigp 3 B i i IgE ~ 84T R
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2 80 o
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foo Miuppend|¥re S LI M2V I M 3T M 4R
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R R TF R R e 2 Bl 37 5% 522 e
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(=) 7 LF Bk 2 BE* £ o
(=) Bk * &> 72 aF i 4 o
(z) BE* %> 228 vt
(I )tk 2, 2 4K ROELS 5k o

(+) 7 i

N

75  dropout & missing values
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