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% 2. GK#10 & placebo ¢ 2R % i 4 % /& & 7 7% 171

GK#10,

Placebo,

No. (%) (N=25) (N=24) p -value
i3 4(9.1) 3(7.0) 0.95
it 3 2(4.5) 2(4.7)

B HIHT 45 9(20.5) 11(25.6)

CRIfiF 8(18.2) 6(14.0)

g7k 9(20.5) 7(16.3)

A b o HE I 0(0) 1(2.3)

1 s 22 2(4.5) 4(9.3)

W BRI 6(13.6) 6(14.0)

5 1111 R 4(9.1) 3(7.0)

Fh 0(0) 0(0)

3. GK#10 f placebo % ##% & fk il #T Week 0 & Week 5 84 i iz 8 &
A AL G R o RIA R

GK#10 Placebo

Week 0 Week 5 mean Week 0 mean Week 5

mean+SD +SD p-value +SD mean=SD p-value
WBC (pL) x 103 4940+1944  5435+2440 0.06 523242109  5127+1941 0.75
Hb (g/dL) 12.7+1.9 12.8+1.9 0.45 12.8+2.4 12.5+2.2 0.18
P1t (103/ul) 106.3+£56.8  116.0+76.1 0.32 112.5£50.9  105.0+40.8 0.08
Cr (mg/dL) 0.9+0.4 0.9+0.4 0.88 1.0+0.2 0.9+0.2 0.09
T-Bil (mg/dL) 1.1+0.6 1.2+0.5 0.63 1.2+0.6 1.2+0.6 0.49
AST (U/L) 60.3+32.3 50.5+15.0 0.61 54.5+21.9 52.2+20.0 0.46
ALT (U/L) 44.8+29.2 45.6+22.1 0.81 31.0+15.7 33.8x15.6 0.08
PT (seconds) 12.5+1.1 12.1+0.9 0.01 11.9£1.8 12.1+1.3 0.32
hsCRP (mg/L) 8.4+3.5 7.0+0.0 0.11 8.4+3.3 9.1+3.7 24
115 » ZRAFEHERSE 12.5 0 WERREEK TR E - BURIHAE I AT L8
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% 4. GK#10 ¢z placebo & 3 & & 1& Bl AT Week 0 & Week 9 4 fu % % &
A AL S0 RIGALE R
GK#10 Placebo
Week Omean Week 9 Week 0 Week 9
+SD mean+SD p-value mean+SD mean+SD p-value
WBC (uL) x 103 5019+2027 5106+2027 0.76 5406+2224  5078+1860 0.2
Hb (g/dL) 13.0+1.7 12.8+1.8 0.64 13.3+2.4 13.2+2.1 0.87
PlIt (103/ul) 104.2+60.4  108.3+58.2 0.34 112.2+48.8  112.3+45.9 0.98
Cr (mg/dL) 0.9+0.3 0.8+0.3 0.26 0.9+0.2 0.9+0.2 0.94
T-Bil (mg/dL) 1.0+0.6 1.2+0.6 0.12 1.2+0.6 1.2+0.6 0.63
AST (U/L) 59.5+£34.6 58.4+24.8 0.84 48.8+15.3 51.1+£20.9 0.55
ALT (U/L) 42.1+£31.4 48.2+29.3 0.09 31.9+16.5 39.5+21.3 0.01
PT (seconds) 12.5+1.0 12.4+1.1 0.49 11.6+1.4 11.8+1.5 0.25
hsCRP (mg/L) 8.2+3.3 7.1x£0.5 0.15 7.2+0.8 7.4x1.3 0.75
TNF-a(pg/mL) 12.0+3.9 10.0+2.7 0.04 10.8+2.9 12.8+£7.2 0.23
MDA (pM) 0.6x0.2 0.6+0.2 0.16 0.6x0.3 0.6x0.2 0.64
VEGF(pg/mL) 200.8+190.9 252.3+181.5 0.11 262.5+183.8 196.0+192.5 0.02
% 5. GK#10 ¥ placebo % 2% 7 1& H 77 Week 0 & Week 13 84 fn iz & &
A AL SR B R o RIGA &R
GK#10 Placebo
Week 0 Week 13 mean Week 0 mean+ Week 13 mean
mean+SD +SD p-value SD +SD p-value

WBC (pL) x 103 50072168  5286+2559 0.39 5424+2291  4882+1755 0.2
Hb (g/dL) 13.1+1.8 13.1+£2.0 0.89 13.4+2.4 13.2+£2.0 0.66
Plt (103/ul) 106.1+64.6  104.9+50.3 0.83 114.5+49.2  103.2+53.7 0.29
Cr(mg/dL) 0.9+0.3 0.9+0.3 0.16 0.9+0.2 0.8+0.2 0.2
T-Bil (mg/dL) 1.1+£0.6 1.2+0.6 0.34 1.2+0.6 1.1£0.6 0.56
AST (U/L) 47.2+16.7 46.5+14.6 0.86 48.8+15.3 50.4+28.7 0.78
ALT (U/L) 32.4+8.0 36.4+8.1 0.16 31.9+16.5 38.1+x19.9 0.02
PT(seconds) 12.5+1.0 12.3+1.2 0.25 11.2+0.6 11.5+1.2 0.39
hsCRP(mg/L) 7.2+0.5 7.4x1.6 0.64 7.2+0.8 7.1x0.4 0.7
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% 6. b GK#10 2 placebo 2 3 Ak A 12 69 A AL 5 A7 B4R L ML sl 5 A B I

GK#10,

Placebo,

No. (%) N=24 N=25 p-value
Cr 13 (52.0) 12 (50.0) 0.18
AST 8 (32.0) 13 (54.2) 0.27
PT 7 (28.0) 6 (25.0) 0.61
hsCRP 5 (20.0) 3 (12.5) 0.82
TNF-a 11 (44.0) 11 (45.8) 0.63

% 7. GK#10 vs. placebo % 3 3% 9 ofn % % & 4 AL 42 64 38 58] A bb 3%

No. (%) GI\II(jzls() Pl;zezlio, p-value
WBC 9 (36.0) 6 (25.0) 0.29
Hb 8 (32.0) 10 (41.7) 0.58
Plt 8 (32.0) 11 (45.8) 0.45
T-Bil 10 (40.0) 7 (29.2) 0.55
ALT 13 (52.0) 11 (45.8) 0.56
MDA 10 (40.0) 13 (54.2) 0.45
VEGF 11 (44.0) 7 (29.2) 0.16
% 8. GK#10 # placebo R & & % & 1% % 1L

No. (%) Gl\lr(j;so’ Pl;ll(;ezlzo, p-value
better 7 (28.0) 2 (8.3) 0.03
No change/ Not sure 18 (72.0) 22 (91.7)
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The Safety of Probiotics for Patient with Cirrhosis-related Portal
Hypertension: Clinical Studies

Abstract

Recent medical studies indicate that probiotics
can stimulate the intestinal immunity and have
many beneficial effects. GK#10, a functional
food launched by domestic company, is popular
among Taiwanese. The usual consumers are
healthy. However, the safety in cirrhotic patients,
especially in high risk patients, is not well
evaluated. We conducted a clinical trial at
National Cheng Kung University Hospital. Forty-
nine cirrhotic patients were invited using
probiotics, GK #10, when they were discharged
from hospital. They were randomized into
probiotics using group and non-using group
(control) group. The placebo and the probiotics
looks the same in appearance and the same taste.

The dose is 4.5x10'!cfu/day in probiotics-using
group. All patients received blood tests on
entering the trial and week 5, 9, and 13,
respectively. Our data showed that GK #10 is
safe in the high risk cirrhotic patients, as in
liver function tests, renal function tests, and
clinical outcome. Our study has some limitations
beca use of not so many patients are recruited,
and the observation period was short. However,
even in such high risk patients, GK# 10 shows
safety in all patients and some beneficial effects
in some disease parameters.

Keywords: Probiotics, portal hypertension,
clinical trial
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