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Appendix 1.

PATHOGENESIS OF PERENNIAL ALLERGIC RHINITIS

ALLERGEN |—> | NASAL MUCOSA

> WMEDIATOR RELEASE

primary secondary
I [
histamine ECF A leucotriene
bronchospasm
antihistamine cellular
infiltration
receptors circulation > eosinophil
infiltration
bone marrow stimulate
ﬂ eosinophil form.
nerve blood vessel glands
Pruritus vasodilatation hypersecretion
sneezing hyper permeability |
transudation

eosinophil
nasal secretion

mucosal edema
nasal obstruction

watery nasal
secretions

T

maln s*mptoms
erg Initis




Appendix 2.
Overview of the study design

Out patients of the ENT Dept
perennial allergic rhinitis

eligibility criteria

age
41 moderate & severe sympt ms
uncomplicated

16 -55 years old

duration of rhinitis > 3 mo
free of antihistamines 4 days
have symptoms > 2 davs
sample
severity of symptoms
moaerate severe
randomization randomization
blinding\
sequence 1 sequence] sequence 1 sequence
Cit. chlor. Cit. chlor.
washout washou t washout washout
Chlor . Cit Ch lor Cit.
OUTCOME
symptom relief
adverse effect




Appendix 3.
Calculation of Kappa
6.1. During Cetirizine treatment

Physician 1
SUCCESS failure total

Physician 2 success 58 60
failure i 11 il
total 59 13 1o
1. Total observed agreement = 55 + 11/ 72=0.95
2. Positive by chanfe =59 X 60/_*2 = 49,16
3. Negative by chance = 13 X 12/ 72 = 2.16
4. proportion of the chance agreement =(49. 16+2.16)/-2 =
. Agreement beyond chance =" 095 - 0.%1 = 0,24
6. Potential agreement beyond chance = 1°- 0.71 = 0.29
6.2. During Chlorpheniramine treatment
: Physician 1.
succes fai lure  total
Phy icia 2.  ccess 60 i 61
failure 1
1lal 61 69
1. Total observed agreement =60+7 /69 = 0.9
2. Positive by chanCe = 61 X 61/ 69 = 53 02
3. Negative by chance = "X [ 69 = (.92
4. Proportion” for chance agreement 53.92+ 0.92)/ 69= 0."
5. Agreement beyond chance = 0.9% -0.79= 0.1S
6. Potential reement be ond chance = 1-0.%9 = 0.21
7. Kappa = 0, 1 [0.21 = 0.



Append ix 4.

The adverse effects event during the treatment:
1. Dry mouth

Excluding dropouts and confounders

10 mg. Cetirizine
posifive  negative  total

my Chlorpheniramine pos. 6 12 IS
neg. 41 49
total 14 53 67
{{12- ;- 12 _ _
Mc Neman stat.= =0 .45 -> not sien: ficant

12 +
The 90'T confidence interval was 0.054 < 0.059 < 0.05

2. Visual disturbance
Excluding dropouts and confounders
10 my Cetirizine

pos . neg. total
my Chlorpheniramine pos. 3 5
eg. 7 52 59
total 10 57 67
I 5-71-1)2
Me Nemar stat.= { ) =0.08 -> not i ificant

avwoConfidence interval = - 0.09S < 0.03 < 0.06S



3. Headache
Excluding dropouts and confounders
10 my Cetirizine

poS1  neg. total
Smg Chlorpheniramine  pos. - 15 22
neg. §- 45
total 15 42 67
-]} o
Me Xeraar tat .= 3 = 1.56 --> not ignificant
s07 Confidence interval = - 0.24 < o.10 < o0.23

4. Urinary problem
Excluding dropouts and confounder
10 my Cetirizine

nos . neg. total
8 mg Chlorpheniramine PO . 0 4 4
neg. 60 63
total 3 64 6"
117-3;-1>2 S
Mc Nemar stat.= --eeeeeee- = 0.08 -> not significant

5 +
9096Confidence interval = - 0.064 < 0.015 < 0.094

73



Append i X 5.
Day : 1 PATIENT
( PH

Date FOR PHYSICIAN)
Code no:....
AME s
Address:  (COMPIETE) s
Baseline data
. Age ear
11. gex :(1.)y ma le
2. female
111 . Duration of disease : 1. . year
Tonth
IV. The symptoms occurred about !
AM
Please score your rhinitis symptoms using this scale.
0 =no s¥mptoms : . o
1 = symptoms are notice but not disturb activity
2 = symptoms disturh some of activity or sleep
3 = symptoms are disturb activities “and sleep
V. Do you have any other allergic symptoms ?

e
0
Bronchial asthma
urt rcaria
f?od g 1eerrgy
aITgrglc gf}f/;\mily history

VI. During you have symptoms, which one are very disturbing. ?

1, \?Vn%ezing i :
2. atery s ns () ) ()
3 Nasalyob uction



Variation of symptoms

VI|. How many times do you sneeze during your worse
symptoms ? less than 3 times
3 to 5 times
6 10  times
more than [ uncountable

VIII. How many times do yo blow out y
during that time ? § ' qo secr?
d

?ur nasal secre ion
or 2 fti
repeate
C
r

Kl
Imes |
blowing ,
profuse nasal secretion

|X. Do you have nasa obstructiop during your worse
symptoms ? no opstruction
obstryction

otal nasal obstruction

X. Do you have other ggmptom during that time ?
y
no
Te y[ptoms dré : % headache

sine 11 djisturhance
taste disturbance

at 1q e
edalio
} difficult to concentrate
How long is your wor e symptoms happen everyda
W 1908 fRad ym PP yaey

383m|n. to 1 LOUP“r

; more than 1 hour
XIl. Physical examinations

The ear normal
abnormal, record:




The Nose

Nasal mucosa ﬁink (normal
yperemia .
_ pale/ bluish
secret ron no secretion
© ) positive
profuse
concha no edema
gartlal edema :
3 evere ( total obstruction)
Paranasal sinuses () X
( ) abN
Sinus X Ray
The throat
Phary X
Tons 11s
X111, Cytologie nasal secretion
yioros ') 1. eosino n||
()2 neutroB |
XIV. Renal F.T. : creatinine clearance ( )
Liver F.T. SRR AN
XV. Allergic Ski prick te ti g
house dust
dust mite
human dander
do? da der
cal dander

milk



RHINITIS SYMPTOMS DIARY CARD
(for patient)

Name . Date:
COdeno: Period (1) (II!
Address ............................
e se
the 00 a.m.

?? Your |n|t|s s% mptoms usin thrs scale and record
follow 0" p.m. and

ace

no symptoms

sm¥o?ﬁs are not ice but not Orsturb act:VitV
ym toms i t 1 Ome of actiVity or sleep

3 %oms are disturb patient's activities and sleep

RHINITIS SYMPTO SCO

1 4 ‘
N. M M. N. M N. M. N M N. M.
' ; r
ADVHEFFéCHEdORd (et 00 i)
Please record if you experrence unusual sensation dgréng the treatment
12 F Y5 6
. Do you feel something discomfort
drlrygtakrngthedrggr '1(){ 00
2. .
. What feelrng did you expedience 0%
Dry mouth I ) |
I« .ed vision | ‘
Urinary di cOmfOrt

Somnolence / drowsiness
f you have somnolence feelrngi
Iease score with following scale
feeling active, wide awake
fynctioning at not peak, able
U conce trate

| .
2.
3,
4, Headache
i %
I
1
f
axed awake but not fully %
1

e
I

_(D—

tle foggy, let down
nrn? tgg)iose track.
cul in staying awake
r(, refer to [T own
stay awake

O O W ROST -

t
r
a rtt
a |
. beqgin
d fi
sleep
canno



Symptom™ score

Patient's symptom scores during treatment,

Appendix 6.
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symptom score
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Append iX

seque ce
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sedation score
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ppendix Data of the physician assessmen

! heni .
Get|r|2|ne/F()3érl|8(rj% eln”amlgeériode |
biuinber

} ? D

1 o)

gi p- 0

2 ' 3

33

36 r
e C D 0
G- g

J 0
Qi 6 e
1%

-0 i i

g r ,

2O [F)O :

:i r.l

20

29 3

I g F

44 .

46 F 0
4 F

g

g@) D.0.

0 D.0.

note:

2 to "9 severe cases
1“ to "0 moderate cases
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