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Multicenter Study for the Efficacy of Godex in Patients with
Chronic Liver Disease and Liver Cirrhosis
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Godex is a mixture of hepadif and biphenyl dimethyl dicarboxylate (DDB), which has hepatoprotective
activity. This study evaluated the effect of Godex on biochemical items associated with liver function
and hepatitis B virus DNA level to patients with chronic hepatitis, fatty liver and liver cirrhosis. A
total of 242 patients with chronic hepatitis, fatty liver and liver cirrhosis who visited to 12 medical
centers from Sep. 2002 to Feb. 2005 and have no other medicines except it were enrolled in this study.
We retrospectively evaluated the changes of biochemical items such as alanine aminotransferase (ALT),
aspartate aminotransferase (AST), total bilirubin, albumin, prothrombin time, platelet count and hepatitis
B virus DNA level before and at 1, 3, 6, 9 and 12 months after the Godex treatment. In patients with
chronic hepatitis, ALT and total bilirubin have shown statistically significant changes (p<0.05). In
patients with fatty liver and liver cirthosis, the ALT level alone was significantly changed (p<0.05).
Otherwise, hepatitis B virus DNA level was not changed. Even if some biochemical items were
improved in patients with chronic hepatitis, fatty liver and liver cirrhosis after Godex treatment, it did
not affect the change of hepatitis B virus DNA level.

Key Words: Godex - Chronic hepatitis * Liver cirrhosis - Fatty liver - ALT - Hepatitis B virus DNA.

B b i A L

a4 AT adgn g3s ZEA4Ee Yaetay

T 110-746, A2 F2T BE 108($HAN S 110-746)

A3} (02) 2001-2086, #2: (02) 2001-2049, E-mail : bik kim@samsung.com



— T. W. Yoo et al: Multicenter study for the efficacy of godex in patients with chronic liver disease —

M E

ZtE vlojglaA R 43 E&A o AWz
1738% % alanine aminotransferase (ALT) 4
29 Aes Holv T4 7H¥d Ui Xge =
4 B¥E 2 C¥ 49 ol9de A AYHE A=
Hol gtk w4 BE € CH ¥y ASdE A

5o He AFd FAE WHoR Fulolyx
A AR7E AAEHL low AHEFo| HE AT
= 94 BE g9 AL dulolglaAg 2w ¥
e A9 ¥R ABLE 18-30% A=, @
4 Cq 19y BY¥ Degylated Ae ) E-L e}
ribavirin ¥4 S¥oZ A& ulogj A5 W
v—zwr-%ﬂ~54&%ij%%q“’ﬂﬂ
ool g BFE AFHA WSS HolA ¥
At BAgow Qs dE ASE ¥ 5 g &
A R ofe] Fhatolg2A 9 AR Aol HA @
T g3 golut Azt A FolA ALT
9] 45S 2dE Fof steA ofyd olejd
1€ 22N & JE 59 FAZ HAWF,

I o299 APE A2 F UeAe =T
o] fiide] Ha Utk 2Y2(Godex)E FHTTZ
$} biphenyl dimethyl dicarboxylate (DDB)E &%
3 B2 ALT A7 £71d WA 714 xR E
gdez & {84, B o g, 77
NEF, olFWA 3 v ZYGAIFAN 1 Hol
439 v gon’, d4 ALT 47} 37t9 o
A Y BAE gFoz MFANE ALgo] F7t
53 gtk

£ d7E 4% 94 g #AE deR 3
o nYx o A Fof s #A" A%
84, EAH QA A wgE #FF
2 Fo] Fo aRE ojru 4 B
4% BE 7+g ulolgl2 DNA F9 W3l
FEFE A=A 3 dotruzt ’\]Eo}?&‘:}.

rl.%

4 9

r\l

=)

HTCHA 3 W

1. AChA

20023 9€RE 20059 2€7HA A= 127 W

Table 1. Demographical characteristics of 242
patients studied

Characteristics patiI;Ir(l)tsOf(%)
Sex
male 175 (72.31)
female 67 (27.69)
Total 242 (100.00)
Agelyrs)
below 20 yrs 2 (0.83)
207 29 yrs 14 (579)
30 T 39 yrs 38 (15.70)
40 ™ 49 yrs 61 (25.21)
50 ~ 59 yrs 71 (29.34)
60 T 69 yrs 47 (19.42)
above 70 yrs 9 (372)
Total 242 (100.00)
Disease categories
Chronic hepatitis 109 (45.04)
HBV 80 (33.06)
HCV 25 (10.33)
Alcoholic 2 (0.83)
Unknown 2 (0.33)
Fatty liver 33 (13.64)
Hepatic steatosis 31 (12.81)
Simple steatohepatitis 0 (0.00)
Hepatic steatosis/Steatohepatitis 2 (0.33)
Liver cirrhosis 100 (41.32)
HBV 63.(28.10)
HCV 15 (6.20)
HBV/HCV 1 (0.41)
Alcoholic 2 (0.83)
Unknown 14 (5.79)
Total 242 (100.00)
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Table 2. Biochemical and serological changes (meantSD) during 12 months after Godex treatment in
patient with chronic hepatitis, fatty liver, and liver cirrhosis.

Period (Month) Chronic Hepatitis (n=109) Fatty Liver (n=33) Liver Cirrhosis (n=100)
0 22752 + 91529 11321 + 9792 123.88 + 12853
1 7570 + 7484 63.27 + 4593 130.06 £ 219.57
3 8781 + 110.75 7839 + 104.83 8.32 + 62.68*
AST 6 8.2 + 10425 6543 + 3480 85.47 + 5988k
9 60.71 £ 69.42%* 11033 + 168.21 8797 £+ 86.30
12 67.22 £ 549% 4886 + 2748 TITl + 5484
0 26061 + 772.82 7576 + 4297 96.46 + 104.35
1 5590 £+ 64.89%+ 3470 £+ 23.02%x 5334 £ 85.15%*
ALT 3 70.24 £+ 9550+ 41.74 + 34.07%x 36.09 + 2590+*
6 6223 + 6527« 4536 £+ 32.04x+ 3731 £ 2807+
9 4046 + 2717+ 6322 + 7697 3697 + 27.28x*
12 60.16 £+ 87.02 4143 + 2537+« 3769 + 37.76%+
0 138+ 148 239+ 472 206 + 332
1 1.00 +  046%* 183 + 218 259 + 531
T-Bil 3 108 +  0.74« 175+ 252 203+ 520
6 095 + (.37 179 £ 084 143+ 086
9 088 + 0.3%5** 156+ 08 147 + 059
12 098 + (.39 137+ 069 149 + 066
0 406 + 04 370 £+ 064 349 + 0%
1 414 £ 0.36%x 390+ 065 352+ 060
Albumin 3 413 + 045 399 +. 056 353 + 060
6 433 =+  041=* 398 + 047 357+ 078
9 423 + 041 417 £+ 054 366 + 061
12 400 £ 046 402 £ 050 362 + 057
0 18694 + 70.89 200.83 + 11812 128 + 6414
1 216.15 £ 9589 20245 + 117.27 12560 + 6201
PLT 3 183.09 £+ 8311 13542 + ™14 10923 £+ 5304
6 19062 + 7543 11688 + 66.9 11097 £ 6703
9 179.85 £ 46.72%* 13500 + 68.H4 97.80 £+ 40.17*+
12 180.13 + 65.89 34650 + 55.86 10993 + 46.83
0 108+ 035 114 + 031 136 + 094
1 101 = 009 109+ 028 130 £ 065
PT 3 1.02 £+ 006 1.19 + 033 117 £+ 029
6 1.4 £ 020 130 £ 021 113+ 015
9 107 £+ 013 095+ 0.9 119+ 020
12 1.06 £+ 011 143 £+ 021 136 + 032

* p <0.1 and ** p<0.05 compared to 0 month; ALT (alanine aminotransferase); AST (aspartate aminotransferase); ¥
-GPT (y-glutamy! transpeptidase ); T-Bil (total bilirubin); PLT (platelet); PT (prothrombin time)
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Table 3. Serological changes after Godex treat-
ment of chronic hepatitis B patients

Serological Seroconversion Percentage
markers before after % (n)
Negative Negative  41.82(23)

Negative  Positive 3.64(2)

HBe Ag  Positive Negative 3.64(2)
Positive  Positive  50.91(28)

Total 100.00(55)

Negative Negative  44.23(23)

Negative  Positive 5.77(3)

HBe Ab  Positive  Negative 5.77(3)
Positive  Positive  44.23(23)
Total 100.00(52)

Negative Negative  12.50(6)

Negative Positive  16:67(8)

HBV DNA Positive Negative  1667(8)
Positive  Positive  54.17(26)

Total 100.00(48)

* HBe Ag (hepatitis B e antigen); HBe Ab
(hepatitis B e antibody); HBV DNA (hepatitis
B virus DNA)
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