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Abstract

Dry eyeisavery common diseese in the modern society owing to the long-time
gtaying in the arr-conditioned environment, the dry ar, decreasng humidity and fast
vaporizaion of teas Moreover, the dae of ar pollution, the aging of sodiety,
over-usng of drugs, increesng the popularizetion of persond computers and
terminas as wdl as the fashion of contact lens dl make the symptom of dry eye
getting even worse. Dry can eadlly causes inflammation of eydid, conjunctiva and
cornea. Dry eye had become a very popular diseese in modern dvilizetion. The
incidence of dry-eye in the populaion aged from 48 to 91 is aout 8.4%, among
which mde is 11.4% and femde 16.7%. They are suffering from eye dryness, pan,
intrusve foreign body sensation and photophobia.  If the condition is getting worse,
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it will influence the patient’ s normd life and socid rdationsip. Medicines used
now include atificid tear and immunosuppressve medicine such as cyclosporine.
Asfor operations, they sed the putum of candiculi in order to keep tears saying for a
longer time in the eyes, but the effects are limited. Therefore, the Department of

Chinese Medicd Science and Ophthamology in the China Medica College Hospitd

ae planing to do a reseach on the thergpeutic effects of Chinese herbd
pharmaceutica treetment for dry-eye patients. Chi -ju-di-huang-wan is the commonly
used Chinese herbd medicine for eye thergpy but there are no thergpeutic reports on
the effect of Chi-ju-di-huan-wan 0 far. In our sudy, 40 dry-eye paients were
evolled. Every patient will informed and 9gn the agreements before engaging in
the experiment.  The patients randomly divided into two groups. The experimentd

group will be trested with topica eye drop and Chinese herbd medicine. The
control group will be dedt with topicd eye drop and placebo. Bath groups will be
observed and the results are compared to find the thergpeutic effects of the different
medicd trestments. Chi -ju-di-huang-wan will be usad in the experiment conforming
GCP gandards in order to prove its thergpeutic effects ever recorded in the Chinese
medical books.

Key words Dry eye, Chi-ju-di-huang-wan, Schirmer’ stest, Rose bengd test, Jogren

syndrome
Symptom ICD-9 375.15
48 91 144 60 84 80 19.0
114 16.7
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shirmea’ s test Table 1

004 0025

Rose bengd test Table 2
p 0.02
002 0.09

Huorescain test Table3

tear bresk up time Taole4

p=0.008
data 100 Table 5

002 001
p 0.005 0.002
schirmer’ s test, Rose bengd tedt, fluorescein ted,
tear bresk up time tear bresk up time
p=0.03 <0.05
fluorescain test
p=0.002
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Table 1. RKRRey B4 EH  (Raw data of Schirmer’s test)

AR AT —E#H w2 #1 —1{8 A =48 A
Control 2.18+1.70 2.9242.13 3.1842.13 2.41+1.90 3.4343.09
N=20
Study
e 2.14+1.99 3.0743.10 3.1443.0 2.96+3.58 3.2842.57

Table 2. Change from the baseline in schirmer’s test

Group 2 weeks 4 weeks 2 months 3 months P value®

MeantSD Mean+tSD Mean+SD MeantSD 2 weeks 4 weeks 2 months 3 months

Control

1=20 0.74+2.32 14256 0.23+2.41 1.25+4.00 0.06 0.02* 0.66 0.11

it:“;g 0.9343.62 143.36 0.8242.52 1.14#332 013  0.08  0.14 0.82

0.79 1.0 0.43 0.27

*p<0.05 **p<0.01  ***p<0.005

# p value in row 1 and row 2 : p value inter-group

p value in row 3 : p value between groups
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Table 3. Rose Bengal B3 84 8 4 &4} (Raw data of rose benagl test )

BB % AT —ZH8 w9 Z @A =1A

Cl‘l’jg(;’l 227+1.82  2.24+1.89 1.86+1.33 1.95+1.30 1.88+1.20

Study

=20 2.70£2.15 1.73£1.45 1.95+1.09 1.79£1.25 2.02+1.17

Table 4. Change from the baseline in rose bengal test

Group 2 weeks 4 weeks 2months 3 months p value"

Mean+SD Mean+SD Mean+SD Mean+SD 2 weeks 4 weeks 2 months 3 months

Cr‘l’f;f)"l -0.0341.67 -0.4141.99 -0.32+41.94 -039+1.71 092 022 045 023

ii“zdg -0.9742.19 -0.76+2.30 -0.91+1.87 -0.68+2.09 0.01*  0.05  0.03*  0.10

0.04* 0.49 0.31 0.58

*p<0.05 **p<0.01  ***p<0.005

# p value in row 1 and row 2 : p value inter-group

p value in row 3 : p value between groups
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Table 5. AR EAB AL ERARY B EHR  (Raw data of fuorescein stain )

AR AT —EH w2 H7 =18 A =18A
Cr‘l’fgé’l 0784122  097+145 0974093  1.12+1.14  0.96+0.88
Study .
0 1274150  0.89+1.02  1.08£121  0.95:0.77  1.66%1.71

Table 6. Change from the baseline in fluorescein stain

Group 2weeks 4weeks 2months 3 months p value

MeantSD MeantSD MeantSD MeantSD 2 weeks 4 weeks 2 months 3 months

Comrol 0.19+1.78 0.194139 032170 018£156 052 041 039 055

it__l_lgg -0.38+1.23 -0.19+1.51 -0.3241.52 0.39+1.79  0.07 045 0.34 0.26

0.12 0.27 0.20 0.64

¥p<0.05 **p<0.01  ***p<0.005

# p value in row 1 and row 2 : p value inter-group

p value in row 3 : p value between groups
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Table 7. R Freurr AR R EH  (Raw data of tear break up time )

AR AT — 28 v £ #A =18 A =48R
C:f;g’l 3384234 3464231  3.8642.19  3.83x191  4.52+4.88
it:“gg 3.65£2.62 2734179 278420 2924187  3.04+1.91

Table 8. Change from the baseline in tear break up time test

Group 2weeks 4 weeks 2months 3 months p value®

Meant+SD MeantSD Mean+SD Mean+SD 2 weeks 4 weeks 2 months 3 months

C:f;f)"l 0.08+2.75 0.49+2.69 0.45+331 1.14540 086 028 0.53 0.27

it__gjg -0.92+2.98 -0.86+2.99 -0.73+3.53 -0.61+2.44  0.07 0.09 0.35 0.20

0.14 0.04* 0.26 0.13

*p<0.05 **p<0.01  ***p<0.005

# p value in row 1 and row 2 : p value inter-group

p value in row 3 : p value between groups
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Table9. BlAWELEHRBLEHR (Raw data of questionaries )

AR Ay —E4 ™ 2 #A —fEA =
C;f%’l 36.24+14.57 33.57£16.70 30.05£17.42 42.74455.06 28.88+16.46
Study
1=20 35.03+15.52 27.08+14.20 26.00+16.61 22.17x17.33 22.67+15.67

Table 10  Change from the baseline in questionaries

Group 2weeks 4 weeks 2months 3 months p value*

MeantSD MeantSD MeantSD MeantSD 2 weeks 4 weeks 2 months 3 months

Cff;f)‘)l 2.68£10.66 -6.1949.45  -6.59.67  -7.36+820  0.14  0.003***  0.0021%** 0.0001%**
Study
50 T9SEI6AT -9.03:1644 -1286:1845 -1236£16.73 0.005%¢  0.0020%  0.0037+*  0.0006*+

0.10 0.37 0.16 0.17

*p<0.05 **p<0.01 ***p<0.005

# p value in row 1 and row 2 : p value inter-group

p value in row 3 : p value between groups
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Table 11 % change from the baseline in schirmer’s test

Group 2 weeks 4 weeks 2 months 3 months p value

MeantSD MeantSD  Mean+SD Mean+SD = 2 weeks 4 weeks 2 months 3 months

C;’:;f)"l 29.76:97.99 16.37+95.48 -4.38+126.44 20.75+143.36

0.03* 0.41 0.48 0.28

Study -18.93+58.8

. -3.104+73.48 23.67+85.41 -19.12+74.04
n=20 3

*p<0.05 **p<0.01 ***p<0.005

Table 12 % change from the baseline in rose bengal test

Group 2 weeks 4 weeks 2 months 3 months p value

Mean+SD Mean+SD Mean+SD Mean+SD 2 weeks 4 weeks 2 months 3 months

C{?f;f)m 34127016 -12.72+64.29 6.92+72.41 -13.8245591

0.19 093  0.04* 083
Study
o0 2236%8222 -14.15£6631 -39.54+60.58 -9.71%72.64

*p<0.05 **p<0.01 ***p<0.005
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Table 13 % change from the baseline in fluorescein stain test

Group 2 weeks 4 weeks 2 months 3 months p value

Mean+SD Mean+SD Mean+SD Mean+SD 2 weeks 4 weeks 2 months 3 months

C:l’f%’l 25049931 -6.79+66.46 14.94+75.76 -9.69+61.10

012 053 011 029
Study
g 355244104 -1871%59.41 -33.5364.53 194748357

*p<0.05 **p<0.01 ***p<0.005

Table 14 % change from the baseline in tear break up time

Group 2 weeks 4 weeks 2 months 3 months p value

MeantSD Mean+SD Mean+SD Mean+SD 2 weeks 4 weeks 2 months 3 months

C::g)‘)l 42.16+144.89 68.85+177.40 49.92+154.64 78.43+202.17
0.14  002* 034 0.03*
iilzdg 6.45+107.03 -14.84486.19 2.71+127.41  -20.20+69.47

*p<0.05 **p<0.01 ***p<0.005
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Table 15 % change from the base line in questionaries

Group 2weeks 4 weeks  2months 3 months p#E

Mean+SD  Mean+SD Mean+SD Mean+SD 2 weeks 4 weeks 2 months 3 months

Control

1=20 -5.47+32.74 -19.05+28.29 -21.04+27.32 -24.31+27.83

0.48 0.90 0.50 0.78

it:';g -71.95+16.17 -9.03+£16.44 -12.86+18.45 -27.74+56.87

*p<0.05 **p<0.01 ***p<0.005
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