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558 fl, KA MWW FHRIRYT G, A B LA MEEEE ™ M EEAE . MODS B AR 038 PRIRATR 1M &
WBC . PLT.GCS . 24 h 4= | Ifivht FLE2 . SCr. TBil . Marshall 343 . B HIBEIT/> LA R s RAEAR AAE 54 IKE .
T BB B RS (P<0.05 5 P<<0.01). T A B DL IRERAE ™ 5 MeEEIE . MODS FBFRYT B4 50%
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[ Abstract] Objective To evaluate the clinical efficacy and safety of Xuebijing injection in treatment of sepsis
and multiple organ dysfunction syndrome (MODS). Methods A prospective multicenter clinical study was conducted.
The patients with sepsis, severe sepsis, or MODS admitted to Department of Emergency and Critical Care Medicine
of 70 hospitals across the country during 2006 to 2008 were enrolled. All of the patients received the basis treatment
of conventional therapy, plus Xuebijing injection of 50-100 mL, 2-3 times a day for 5-7 days, and the dose might be
increased in serious cases. The vital signs, 24—hour urine output, Glasgow coma score (GCS), white blood cell count (WBC),
platelet count (PLT), Marshall score, gastrointestinal function score, syndrome of traditional Chinese medicine (TCM),
blood lactate (Lac ), blood glucose, serum creatinine (SCr), and total bilirubin (TBil) were observed before treatment,
1, 3, and 5 days after treatment, and at the end of the treatment. The results of above mentioned parameters after the
treatment were compared with that before treatment in each patient. At the same time, the occurrence and the degree
of adverse reactions were recorded to evaluate the safety of Xuebijing injection. Results A total of 2 574 patients

were enrolled, and in 2 509 cases the treatment was completed in, with a drop of 65 cases. 704 cases were diagnosed
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to have sepsis, 768 with severe sepsis, and 1 037 with MODS. According to TCM, in 1 951 cases syndrome of stasis—
toxin in the interior, and in 558 syndrome of excessive exuberance of heat—toxic in the interior were diagnosed. After
the treatment of Xuebijing injection combined with conventional therapy, the temperature, heart rate, respiration rate,
blood pressure, WBC, PLT, GCS, 24—hour urine output, blood glucose, Lac, SCr, TBil, Marshall score, gastrointestinal
function score, as well as the symptoms, signs and TCM tongue condition and pulse condition, and TCM scores
were significantly improved in all patients as well as the patients with sepsis, severe sepsis, or MODS (P < 0.05
or P < 0.01). The effective rate of all patients and the patients with sepsis, severe sepsis, or MODS was 89.20%
(2238/2509), 92.76% (653/704), 91.54% (703/768), 85.05% (882/1 037), respectively, and the 28-day survival rate
was 93.90% (2 356/2 509), 98.01% (690/704 ), 96.35% (740/768), 89.30% (926/1 037), respectively. In 3 patients
with MODS adverse events (0.12%) occurred, including 2 cases of stress ulcer and 1 case of Adams—Stokes syndrome.
After clinical evaluation, the adverse events were found to be unrelated with the study medication, and Xuebijing
injection was continued till the end of treatment. Conclusion Xuebijing injection combined with conventional therapy

may effectively ameliorate systemic inflammatory response, protect organ function, alleviate the symptoms, improve organ

functions, and elevate the clinical cure rate. Adverse events occur occasionally. Xuebijing injection is found to be safe.
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1.3 SiitsEJy ik B SPSS 10.0 B4 K a4 7
Gitortre THE TR R IER M YR + AR
(x+s) FoR, KRB ¢ K55 SR IEAS S04 L
e () (M Qs Q) I3RS BRI
K THECRRER T x AR s SRR T Ridit 43
Mro P<0.05 hESAGIFE X

2 RS REMETEN

2.1 FEARVERE AL 2 574 Bl V% 65 1,
32 509 FIHERYT I R R , FEAR TR LR 1.

R 1 2509 FlHHEIE S H KRR |
MODS & AR TR

HiH Hufd TiH Al
5 B (%)) 1756 (69.99) | | MLbsdil( 7l (%) )
L (%)) 753 (30.01) 100 mL 1997 (79.59)
G 200 ml. 100 ( 3.98)
RS (B%0) 2508 (1) 300 mlL 373 (14.87)
J?i’]%é 5 xts)  5405+19.75 400 mLL 22( 0.88)
I 45 (%) ) 500 mL 3(0.12)
Hﬁeﬁl—iﬁ 704 (28.06) Hfly 14( 0.56)
P MeRHE 768 (30.61) || 4 H B FUA ] (%))
MODS 1037 (4133) || 2% 2155 (85.89)
TEEESEI G (%)) 3 121 ( 4.82)
P P BT 1951 (77.76) Hfly 233( 9.29)
FAAEIE 558 (22.24)

{E: MODS N2 & i DI RERE 25 53 AE

2.2 JPRTHN
221 ZEAYTRL (32 2) i AR B i 55T
(GG R 3G 205 R 89.20% , Ha v e 259k A1 ™ o e 15
i F B A ORI T 90% , MODS & i AT
BRI B 85% LA L5 B IR 8050 ko, e
B S Ry AL — 2
222 I ARAER SIAEIRIT RIS H S - i
S DL MERERE ™ e HEAE AT MODS S #RYT IS
RN B IS K K R R ML
JEL I SR T T PR, DA K B R R
ST AT 2
223 SREHEWEIRIRNAZL (R 3):rf i
HIRYT H S BRI AR Ik R 25 e g iR R X
(P=0.486. P=0.602) 4}, A, 0> 3 I W00 8
GCS. 24 h JR &, WBC. PLT . [fih# .FLAR . SCr. TBil,
Marshall F1'5 B EhREVE/r 24107 ek (34 P<0.01).
224 MEERAE B TR RIS AL (3 4)  MRFEIE
SBEBYT G AN R s [R] S AT 058 R IRATIAR |1 s
GCS. 24 h JR# . WBC, PLT. Marshall ¥4 . H i)
REVE A B BGATT R B (P<0.05 3 P<0.01),
P AR 0 PR  GCS. 24 h JRit . WBC,
PLT. B I RERE A 7EIAYT 1 d RIVBH k% (P<<0.05
B P<0.01),

F2 2509 FlAEAE = EIRAEE . MODS B4 HIZE BT

s il i R A1 (%)) o BETEAET 1) (%) )

- B pedx B A A BATRK Pefin Bk A Tk B
o stdl] 2509 638(25.43) 1074 (42.81) 526(20.96) 271(10.80) 2238(89.20) 1159 (46.19) 553 (22.04) 526(20.96) 271 (10.80) 2238 (89.20)
[ FEAE 704 291 (41.34) 264 (37.50) 98(13.92) S1( 7.24)  653(92.76) 442 (62.78) 113(16.05) 98 (13.92) 51 ( 7.24) 653 (92.76)
P T 768 210(27.34)  352(45.83) 141(18.36) 65( 8.46) 703 (91.54) 399 (51.95) 163 (21.22) 141(18.36) 65( 8.46) 703(91.54)
MODS 1037 137(13.21) 458 (44.17) 287(27.68) 155(14.95) 882 (85.05) 318 (30.67) 277 (26.71) 287(27.68) 155(14.95) 882(85.05)

4 MODS h 248 B DIREREAFLE A AE

R 3 2509 FIMEERIE U HFEIE . MODS R EIRITHTIG A5 MR H AL L (x+s)

il A P R ETE GCS 24 h JRA WBC PLT
(C,x*s) (K /min,x*s) (YK /min, x+s) (4, x+s) (mL,x+s) (X10°/L,x+s)  (X10°/L,x+£s)
RITHT 38.27+1.04 25.05+5.66 109.11+18.57 13.12+332  2146.74+1150.98 14.42+12.11 188.76+108.48
VBWITE  37.14+1.12 20.07 +4.06 89.61 +15.31 13.94+2.63 2521.55+1085.10 11.62+ 6.57 211.51+123.76
14 38.680 50.890 40.710 -18.150 -18.950 11.190 -9.260
P 0.000 0.000 0.000 0.000 0.000 0.000 0.000
P T4 mmol/L, FLAR( mmol/L, SCr [ pmol/L, TBil [ umol/L, Marshall ¥4 H A IIRETES
M(Qp,Qu)) M(Q.,0,)) M(Qp,Qu)) M (Qp, Qu) ) (43, M(Qr, Q) (43, M(Q, Q)
MEvigin] 6.88 (5.40,9.21)  2.61(1.70,4.00) 78.00 (58.00,108.00) 15.80 (10.25,24.65) 2(1,4) 0(0,1)
NEvigE] 6.21(5.10,8.00)  2.18(1.35,3.00) 68.00 (51.00, 91.08) 14.12 ( 9.14,21.00) 1(0,3) 0(0,0)
VA 12.420 4.490 16.540 7.940 22.960 26.120
Py <0.001 <0.001 <0.001 <0.001 < 0.001 < 0.001

TE: MODS S Z 35 B INRERESLEA IR, GCS WA HIETaF B2k, WBC S 144, PLT Ml MRS, SCr oA I ULEF, TBIl S IRLT 2
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R4 704 BIHEEAE BG4 WEHE PRI H B AL LA (v £s)

] ﬁiiﬁ Abﬁ_ ﬂ?ﬂ&‘fﬁ_ﬁ llﬁz*ﬁ)_f ﬁ%)_f G(ES
(C,x*s) (YK /min, x +s) (YK /min, x +s) (mmHg, x+s) (mmHg, x+s) (43, x%s)
by 38.35+0.95 104.51+16.10 23.86+4.37 125.83+18.96 76.55+11.55 14.04+2.66
JBYT 1d 37.91+0.84° 99.45+16.29" 22.24+3.90" 12537+ 16.47 76.33+11.12 14.13 +2.49°
IRIT 3d 37.47+0.88" 93.46 + 16.00" 20.77+3.53" 124.89+15.95 75.62+10.46" 14.25+2.30°
RIT 5 d 37.18+0.72" 87.39+ 13.84 20.05+5.21" 124.61+15.14" 75.17+ 9.70" 14344217
IR 37.03+1.32° 85.91+13.06" 19.46 +4.37° 124.33+14.88" 75.56+ 9.69" 14.39 +2.08"
4] 24 h R4 WBC PLT Marshall 343 B IR
(mL,x+s) (X10°/L, x+s) (X10°L,x+s) (4%, M (Qp, Q)] (43, M(Qr,Qu))
HEpAgi) 2241.08+1084.80 13.57+6.08 220.63+ 97.60 0(0,1) 0(0,0)
T 1 d 2359.60+1016.71° 12.60+7.53" 211.54+ 99.45° 0(0,1) 0(0,0)"
RIT 3d 2454.02+1019.47" 11.11+5.24° 217.92+101.01 0(0,1) 0(0,0)*
1RIT 5d 2466.26+1010.21° 10.74 +5.67° 233.01+112.93" 0(0,1)" 0(0,0)"
IR 244794+ 936.85" 10.17+5.21° 238.36+115.23" 0(0,1)*° 0(0,0)*°

T GCS AL AF Bk iF53 . WBC S FAIILHHEL, PLT M/ 1| mmHg = 0.133 kPa; 5iJ7RTELER, *P<0.01,°P<0.05

K5 768 Pl H TR B EIRT RIS & 05

FEAREY F B AR R (k)

- 12!:%5‘1 AIL‘$_ ﬂ?“&‘ﬂﬁ% GCS 24 h _Eﬁ WBC [ X 107/L, PLT
(C,x=*s) (K fmin, x+s) (K /min,x£s) (43, x%s) (mL,x+s) M(Q., Q)] (X10°/L, x*5)
TRTTHT 38.29+0.96 108.49 +17.06 24.79+520 13.40+3.16  2166.51+1203.25 13.38(9.45,17.60)  206.30+ 106.89
VA 1d 37.91+0.86" 75.04 £10.76" 22.86+4.41" 13.55+3.03" 2455.14+1177.04" 12.10(8.80,16.70) * 187.71 +103.50"
WY 3d  37.53+0.75° 95.33 £15.63" 2138+3.86" 13.83+2.74" 2498.38+1088.52" 10.60 (7.90,14.63)* 197.30+111.43"
HIFSd 37.25+0.72° 91.20 + 14.69" 20.27+3.40° 14.01+2.60° 2548.07+1027.22" 10.47 (7.60,14.20) " 216.34+120.54"
IRYTES 37.14+0.68" 89.07 + 14.64" 19.78 +3.35"  14.10+2.49" 253451+1014.39" 9.80(7.20,13.54) " 225.36+125.41"
- 1B mmol/L, FL2 [ mmol/L, SCr [ umol/L, TBil [ umol/L, Marshall $F43 H I RETE )
M(Q., Q)] M (Qr, Q) M (Qr, Q) M (Q, Qy)) (3, M(Qu, Q)] (43, M (Q, Q)]
TRYTHT 9.44+16.40 2.60 (1.68,4.10) 74.00 (58.00,97.00)  15.03 (10.23,22.50) 1(1,3) 0(0,1)
A7 1d 1(0,3)° 0(0,1)"
IHI7 3d 8.77+£15.93 2.20(1.47,3.03) 69.00 (52.00,92.00)  14.79 (10.00,20.73) 1(0,3)° 000,1)°
HIT 5d 8.16 +13.59" 2.29 (1.40,2.80) 64.80 (52.00,80.00)  13.60 ( 8.60,19.80) 1(0,2)° 0(0,0)°
YT AR 8.50+£16.35 2.26 (1.60,1.90) 66.00 (51.00,86.00)  13.44 ( 8.70,19.15) 0(00,2)" 0(0,0)°

T GCS M LT AF Bk DF43 , WBC 4 P4, PLT S it/ I, SCr S IUULEF, TBIL Ay SBT3 537 R AR, “P<0.01,"P<0.05;

25 ARSI IMRBIAAKEN 3657 1 d FLER . SCr, TBil Bl Rt fr 40T

2.2.5 JEERERAE B MR AR A L (K 5) T
B IE AR IR YT IS AN RIS (] s AR 0% R
HiA  GCS. 24 h JR& . WBC. PLT. Ifib% FL#& . SCr.
TBil. Marshall 1745 . 5 15 D REITF 3 ¥4 AN [l 2 2 ek
# (P<0.05 3 P<<0.01), H A5 o0 28 I 1 4
#_GCS, 24 h JR#E . WBC, PLT. Marshall ¥-43. H
W UIRETEArAEIRYT 1 d RIBR B s (3 P<0.01).
2.2.6 MODS {5 W EFE R0 224k (55 6) : MODS
SEIRYT I AN R F [] 5 AR I o0 8 P IR | I
JE . GCS. 24 h JR &, WBC, PLT, ¥/ . SCr. TBil,
Marshall P43 . & W4 D1 68 V143 Y8 1A 7 1 BH S k5t
(P<0.05 3% P<0.01), FAA g 00 RIS 4 |l
JE.GCS. 24 h J . WBC. PLT . Marshall 157 . &
DIREPEAAEIRYT 1 d BIBH B GE (35 P<0.01).

23 28 d A7 O 40 58 DL K e FE L ™

Jie 75 i F1 MODS 8 & 28 d 7775 K 4 % 4 93.90%
(2356/2509). 98.01% (690/704). 96.35% (740/768 ).
89.30% (926/1 037).
24 AR AAFBFE DG 3 4 MODS B kA
ANEFM, ZAEFE RN 0.12%, A RIFIFEFRI NN
Pewez 2 0, B2 A0 13, 28 A 2 1 536
TER , IR LA i SR 2T A
3 3t i

Jie T E PR B 4% PSR AL 2 A, R
ALHEI AR S ARk 2 8, DA SR LSl LA™ A=
M N A2 2 B, OGS BE B85, 43 4%  BHLZ& R L Bt o
JHEEERE (AR 2%, WO B8 RS B 28 IR TR L oF T
WRERAE VRS T HAZR " M i SR 2T 48 R
JNE P2 Y3 5 sRrb 254k, AT PV EE T I
A A 2828 Tt R AR VR I, RS SRS BTN
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:z 6 1037 5l MODS B EIRITRIIG 2 WERSEhr i B B8 fE LA (x£5)
. iR I 3 I T 5 Wi FFIK IR GCS 24 h fRE
(C,x+s)  (K/min,x+s) (K /min,x+s)  (mmHg, x+s) (mmHg, x+s) (4, x+s) (mL,x+s)

TRITHT 3820+1.14  112.69+20.40 26.06+6.53 122.72+24.54 71.57+15.38 12.28+3.62 2068.06+ 1150.68
VWIF 1d 37.91+090°  105.57+19.23° 23.82+5.13" 124.82+19.11° 731741323 12.68+3.41° 241226+ 127447
VIF3d  37.56+081" 98.17+17.13" 22.29+4.63" 126.32+17.92° 73.88+12.34°  13.10+3.23°  2511.82+1234.73"
VEIF5d 37354080 94.66+16.68° 21.28 +4.25" 126.29+17.50° 7344+ 11.30°  13.41+3.04°  2573.41+1245.41"
YT S 37.21+1.23"  92.54+16.58" 20.70 +4.23" 125.39+16.90° 73.07+11.35"  13.52+2.99"  2561.92+1219.67"

- WBC PLT FLIR( mmol/L, SCr ( pumol/L, TBil (pmol/L,  Marshall ¥£4> B HIIRERES

(X10°/L,x+s) (X107L,x+s) M (Qp, Qy)) M(Qr, Qy)) M(Qp, Qy)) (4, xts) (4%, M(Qr, Q)

MEvigin] 14.48+9.09 154.15+106.99 2.80 (1.70,4.60) 101.90 (66.40,156.00) 21.02 (12.10,33.50) 4.54+2.71 1(0,2)
VWIr1d  13.68+7.85% 142.97+106.77" 4.13+2.78" 1(0,2)*°
VT 3d 13134698 15034+ 111.48 2.20(1.43,3.30) 83.00 (58.30,137.00) 18.20 (11.90,31.80) 3.49+2.80" 1(0,1)"
VBIFsd  13.14+757"  169.25+114.05" 2.40 (1.43,3.50) 77.50 (53.90,121.00) 16.05 (10.05,29.00) 3.00+2.72" 0(0,1)"
VRITAEIR 12.87+7.52°  183.04+122.40" 2.13 (1.20,3.09) 77.00 (54.00,118.00) 17.00 (10.60,29.00) 2.71+2.71° 0(0,1)"

1 : MODS K2 88 B I RERE RS2 B AE , GCS AR Hr i 8F 2343, WBC i A 4H -5k, PLT i/ M4, SCr SR L JILT , TBil Sy M JHLT 255
1 mmHg = 0.133 kPa ; 51AJFRTILEL, "P<0.01, "P<0.05 ;25 FURFHBSMR 1A, 1697 1 d LRR . SCr. TBil Bk #7401

B R A F IR SE A F — o (TNF-a ) 1
SR AR R IhAE Y D R I I
RAg T A IE e S AL A A A B
iE N, HAE My A M 25 Y S 5 AR T T 1 e
AT LA A I RYATT AT ROR , B 3 I AR AR
A E =g e

AR Z L G RBFFESE A S FEAN A e 75
AE I EEAE . MODS Fr A (B b, iR EBHIE /A
PISREE N BELA B (77.76% ), 55 2 i % e 3 RE 7 IEHR
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