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[Abstract] Sepsis has relatively high morbidity and mortality in patients at intensive care unit (ICU). With
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the study of sepsis having continued to develop in recent years, the defects existing in this research have unceasingly
exposed. Because the lack of design process of international standardized clinical randomized controlled trials (RCT)
for septic patients, the situation of incomplete data record exists in these clinical studies, that may further affect the
interpretation of the research results, therefore it is in urgent need to have an international standardized RCT design
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process for septic patients.
[Key words] Sepsis;

Clinical research; Research defects

Fund program: Clinical Medical Research Special Fund of Chinese Medical Association (11030140258)

2016 4 MEFEAE 3.0 B MeFEAE & SAETT - BT R 1E
N R BT B B A RS B DR PR T TR B
YIE> (SOFA) FIfLidE SOFA (qSOFA) /1 > BEEEAE B2 Wik
WD R MERAEATI A B 04 R AR R fe R e
TRAE T AR . B SR RIS () AN T J2
AT o B DTS B AEAE AT MO AL BUKE R Sl
BERE I PRAIFZE ) B R T o
1 FREERE WIS EI LR RETEEREG

5T e AT s RIS A0 Z 38 A BE , BRI B A
e 4 5F e S R MR ST IS WA , (G TF-HERR B A 1)
TR 2 T, I ELE T 5 #12 WT e AR B 1k
YN SRR 1R e o A I M S S 11 U G N N R B
ROPUIRES L IR 275 8 P 10 A8 6 P 2 0 B e T 2 )
i MFLERKSF . SOFA P43 B HAG 101 45 B S R E M H b
DAL, 2016 4F Pettila 25 HF5E45 1 - 25% BORKEEAE
I AR Bt AL XS HE 086 (RCT) ¥ A #5416 RCT 4  (CONSORT)

K R R BRI A R B AHERR SRR 5 A 58% (13K
LR T HRE FLIR KT 0 LB 5 0 A 21% 1Y SCEEAR A
TR R VTA TG JE IR BEAE 3.0 5 SRS MR L R 1Y
e, Schortgen AL 5 TR PR 5T R IORIA T I RIF Y
Je Payen 2517 6 TF AR YR VR o H 5 v RIS A 2
B A5, R0 T O B R DAk 6 2 e B AE 3.0 58 SUBRYL
PEORTE B3 1 L), FAt AT S ) 5di 5 4 31 W gl AT
G I MEREAE 3.0 52 5L, WNTE 8045 S SR A BB &
I EHRYT ™ R RERE I RS 7 RO % Pl il = Xof Il 4505

P2 G DL R 8 BRI IE Rk .

W EEAE SRS R T (R PR AR I SRR 838, R
ALK T8 235 SR 0 JATSE 7 A 5 T, 3 52 W 8500k 19 404,
HOR B MARRE IS W E R R TT , SR Mk & 2
2 WRARLHBIECREERRE

RCT 40 A B FEAE H 5 #0435 A BB T XU , 3 2 R 3
W22 NBETHBIETT 5 AR AR RS A, WRIRT 7 AR RO,
ANREFA 25 1F FTE W58 36 MM ARG K- 257 IR 7 RCR 1)
SRR, X7 TR 6 PRI 58 B 4 T 0 ) FE R
Pk BASTE B Pettila 2550 e REAE FLF R RCT HF
FEROF RN H AT T Ak, 25 R W, R 2 s T
TR TR (96% ). 93 AR (71% ) A5 IF 895 (63% ), R
H 75% (BT IGER T 96T X B 2 SR LA S0 FH IS 00
1A 38% FWFST Sl 1 X6 B2 L2k B E R IR T L Al

WFFEH ATRE AN [ S MR A8 SO IR a0 4l -, R Z 0%t
HEZH S0 B I IR T 45 R T Sk o X BR AT SEZR AR A 58
# 2RI Z S Hr i BT, B3R e A B R —
Gi— e bR
3 FHEMEIE R

Pettili 255 HFST o5, AR 1/3 19 RCT 10520 40 i
TEOLMABES 1 K SOFA $F45 25 1 4~ 24 h AMNEE = | LR
TRV S ABESR 1 R, AT IE s i FH 2 S IR ER
7] B AL ], AN 172 IFSEE % 1o 25 B H o
S )1 T = OB 0530 o SISV % g | W S S SO o
TESRIAYT LA SO IR YT ISR AT S RIS 2 b i/ v 7 1 0 i



- 440 -

rhEh P ESS S 2 fde3E 2017 48 7 45 24 455 4 1 Chin J TCM WM Crit Care, July 2017, Vol.24, No.4

20 AR A SCEE R E TR 64 T TR 2 5 o
AR AR S5

g, H T A7 T R R 1 SRS e L 1 )
TN I R 11 S Re N3 AR DT o 2 19 1 5 8
4 TMEIEFRAIICRELHA

I3 8N 125 AH O S UL WS IR BEAE £ 3 1) T 2 W 545
B, SR BT H AT G — A9 0 SR b e, (i it 3 3h
SO IC SR APV £ )

Asfar 25 6 T th B MR ST AR I0UR 5 T AOBESE
XiF 8 T I3 3 77 24 A0 5 S B34 B ik (MAP), HroL i
JKHE (CVP), bR FLIR | 1450 e 2 Al s ] B0 i | W fA
B HL RO R TEANC SR, DO H AT ME——RXT 8 4
M B0 J1 24 M e SR AE S B RCT RS, H AR 5
SE RCT WF5E KA DA T 18555 14> 24 h (903
B2 E R, A 173 B SCEER R TR 25 L R 3R A7)
TEFIRFSEIT ] | ) 24 h 3RAR 0 MR 80 1 28000 MAP.,
CVP. JR&:  FLIER AR T, AR 14 1 SCEEdiid T8 TF
BAJG S 1 24 h AR

BEAN, 23 HT Peake %512 6 F LI I e rp 35 MK 0 5
5295 ARRAORIFFE LA R Hoth 9 33152 G i i 3 7 IR SE
W I BRI ST 5 A AR ST I 2 7 2445 B A IS A T X EE
A RLR IR, A5 USRI o 8 I 8N 2 e s
MRS SRR IC S e M T e R

g5 b, BT R A T L 2 1 2 B E SR R e Y
), FL R RS RIS B B TEE, R T iR 4 R s e, 1
TEANTC SR I B0 2 i B3 S HC R ) AR A a3
5 GERISTEIETETELRE

FRAEAR I B 25 SR bR 2 — (ARG KRBTSR 5E
RIGI A OIEARGE— 563, T 5 2, A A IR
WFFEERATRAERAT A , BRI ETA S A —3. Annane
EA SR T LR X N eI A P =N A
JH B9 RCT 43 SE % 1T PHALAERBE 28 d F1 90 d AL
Annane %V F M 9 — 5 R TIRLE A C 7RI PO
PRBE P EIVE AN Peake %5112 6 TR PEAR 52 % 42 05
FARIIBFTE 0 HiC 3t 7 90 d st RFIE %2 % T
N3 908 Ao B0 5 I R R RS X6 A N 1 4 i DR )i (HLA-DR)
R FB IR EEIE 838 19 S e i b Sk 1 28 disEe,

SRS, 24 172 (356 X JE A 3 (R AT i b
BOFFE o B T ABE 1N 3N A BRIER ., N T
iR T T I AT PR, 75 1l R e — BRI 5 o At
RIGIRIGETT T A5

Mz, HEE T IR 19 PCT AIF ST A77E B8 52 e 1
IR BRI, FEERBUAE RIS WHRFAE Ok} | T R it
WL FE bR G JRy 16 br LA SO IR ZH BE4R Bl . o 1 F 4 )
FLAS, BUTE [ s 45 T A R k) [ B e >, T
V5 LG B T v T 7 LB S Ao 30 fe B s PR 5y 1, 0]
HE— MR EERE B RCT B AR, (L 3E e ARE
S FUAE il | S T B b L i sh 2 W |
B RIRCIRIT SR 5, (FET-45 %), — MR IR R AT L

R T e H TSR R S S AR R AL T S A BT A
FERARIIDITEEE R, T A2 SRR B e i 1] LL AR
{H-
S0k

[ 1] Shankar-Hari M, Phillips GS, Levy ML, et al. Developing a new

definition and assessing new clinical criteria for septic shock:
for the third international consensus definitions for sepsis and
septic shock (Sepsis—3) [J]. JAMA, 2016, 315 (8): 775-787. DOI:
10.1001/jama.2016.0289.

[2] Singer M, Deutschman CS, Seymour CW, et al. The third
international consensus definitions for sepsis and septic shock
(Sepsis=3) [J]. JAMA, 2016, 315 (8): 801-810. DOI: 10.1001/
jama.2016.0287.

[3] ik, 5EY, D0eFE . 2016 [H BRI b B YLLK sn g

18R 5 H AR Y7 18 B 2 5 A [J]. h AR 1E i 2 B i
2%, 2017, 29 (4): 289-293. DOI: 10.3760/cma.j.issn.2095-4352.
2017.04.001.
An X, Zhang ZD, Ma XC. Comparison hetween the international and
the Japanese guidelines for the management of sepsis and septic
shock 2016 [J]. Chin Crit Care Med, 2017, 29 (4): 289-293. DOI:
10.3760/cma.j.issn.2095-4352.2017.04.001.

[4] 30, 00k, SRR | 45 | Bt I RO R R v S B

HEFRIREI [1]. HE PGB A5 A kil | 2015, 22 (1): 64-67.
DOI: 10.3969/}.1ssn.1008-9691.2015.01.015.
Dong X, Guo J, Fan YH, et al. Effect of Shuxuetong injection on
microcirculation of patients with septic shock [J]. Chin J TCM
WM Crit Care, 2015, 22 (1): 64-67. DOI: 10.3969/j.issn.1008—
9691.2015.01.015.

[5] Petiild V, Hjortrup PB, Jakob SM, et al. Control groups in recent
septic shock trials: a systematic review [J]. Intensive Care Med,
2016, 42 (12): 1912-1921. DOI: 10.1007/s00134-016-4444—y.

[6] Schortgen F, Clabault K, Katsahian S, et al. Fever control using
external cooling in septic shock: a randomized controlled trial [J].
Am ] Respir Crit Care Med, 2012, 185 (10): 1088-1095. DOI:
10.1164/rcem.201110-18200C.

[ 7] Payen DM, Guilhot J, Launey Y, et al. Early use of polymyxin B
hemoperfusion in patients with septic shock due to peritonitis: a
multicenter randomized control trial [J]. Intensive Care Med, 2015,
41 (6): 975-984. DOL: 10.1007/s00134-015-3751-z.

(8] TESh, ARF, WRSCBE, 45 . PG SN BORUE 07 ) B R = LG 5

IR LA IR Y7 ™ T R A A I8 PR R0 (1) T P o =
A ERIRE | 2016, 23 (5): 464-468. DOL: 10.3969/j.issn.1008—
9691.2016.05.005.
Wang Q, Zhu Y, Chen WQ, et al. Clinical effect of mirabilite
external application and neostigmine injection at Zusanli acupoint
combined with Xuebijing intravenous injection on patients with
severe sepsis [J]. Chin ] TCM WM Crit Care, 2016, 23 (5): 464—
468. DOL: 10.3969/j.1ssn.1008-9691.2016.05.005.

[9] Iwashyna TJ, Burke JF, Sussman JB, et al. Implications of
heterogeneity of treatment effect for reporting and analysis of
randomized trials in critical care [J]. Am J Respir Crit Care Med,
2015, 192 (9): 1045-1051. DOL: 10.1164/rcem.201411-2125CP.

[10] Kavanagh BP, Nurok M. Standardized intensive care. Protocol
misalignment and impact misattribution [J]. Am J Respir Crit Care
Med, 2016, 193 (1): 17-22. DOI: 10.1164/rcem.201502-0314CP.

[ 11 ] Asfar P, Meziani F, Hamel JF, et al. High versus low blood—pressure
target in patients with septic shock [J]. N Engl ] Med, 2014, 370 (17):
1583-1593. DOI: 10.1056/NEJMoal312173.

[12] Peake SL, Delaney A, Bailey M, et al. Goal-directed resuscitation
for patients with early septic shock [J]. N Engl ] Med, 2014, 371 (16):
1496-1506. DOI: 10.1056/NEJMoa1404380.

[ 13 ] Patel GP, Grahe JS, Sperry M, et al. Efficacy and safety of dopamine
versus norepinephrine in the management of septic shock [J]. Shock,
2010, 33 (4): 375-380. DOI: 10.1097/SHK.0b013e3181c6ba6f.

[14] Lu NF, Zheng RQ, Lin H, et al. Improved sepsis bundles in
the treatment of septic shock: a prospective clinical study [J].

Am ] Emerg Med, 2015, 33 (8): 1045-1049. DOI: 10.1016/j.



R P ESS S 2 feE 2017 48 7 45 24 55 4 1 Chin J TCM WM Crit Care, July 2017, Vol.24, No.4

. 441 -

ajem.2015.04.031.

[15] Jones AE, Shapiro NI, Trzeciak S, et al. Lactate clearance vs
central venous oxygen saturation as goals of early sepsis therapy:
a randomized clinical trial [J]. JAMA, 2010, 303 (8): 739-746. DOI:
10.1001/jama.2010.158.

[16] Lin SM, Huang CD, Lin HC, et al. A modified goal-directed
protocol improves clinical outcomes in intensive care unit patients
with septic shock: a randomized controlled trial [J]. Shock, 2006,
26 (6): 551-557. DOI: 10.1097/01.shk.0000232271.09440.8f.

[17 ] Annane D, Vignon P, Renault A, et al. Norepinephrine plus
dobutamine versus epinephrine alone for management of septic
shock: a randomised trial [J]. Lancet, 2007, 370 (9588): 676-684.
DOI: 10.1016/S0140-6736(07)61344-0.

[18] Yealy DM, Kellum JA, Huang DT, et al. A randomized trial of

protocol-based care for early septic shock [J]. N Engl J] Med, 2014,
370 (18): 1683-1693. DOI: 10.1056/NEJMoal401602.

[19] Annane D, Timsit JF, Megarbane B, et al. Recombinant human
activated protein C for adults with septic shock: a randomized
controlled trial [J]. Am J Respir Crit Care Med, 2013, 187 (10):
1091-1097. DOL: 10.1164/rcem.201211-20200C.

[20] Mouncey PR, Osborn TM, Power GS, et al. Trial of early, goal—
directed resuscitation for septic shock [J]. N Engl J Med, 2015,

372 (14): 1301-1311. DOI: 10.1056/NEJMoal500896.

[21] Russell JA, Walley KR, Singer J, et al. Vasopressin versus
norepinephrine infusion in patients with septic shock [J]. N Engl J
Med, 2008, 358 (9): 877-887. DOI: 10.1056/NEJMo0a067373.

[22] iR, Sk, " . S I G I o 4 11 40 DR

PR IA M AT J8 5 09 S U AR T D). rh A 1 d 2kl
£, 2015, 27 (9): 750-753. DOI: 10.3760/cma.j.issn.2095-4352.
2015.09.010.

Ying LJ, Lyu T, Yan J. Effect of hemofiltration combined with
hemoabsorption on improvement of immune function in septic
patients with low expression of human leukocyte antigen DR [J].
Chin Crit Care Med, 2015, 27 (9): 750-753. DOI: 10.3760/cma.
j.18sn.2095-4352.2015.09.010.

[23 ] SOOI, PNACE, V3G, 25 . 2 ZORRION PO P IR AL 5 7 2

SRR NEVERIFSE [J]. 55 P A BE 4k, 2016, 8 (3): 171-174.
DOI: 10.3969/}.issn.1674-7151.2016.03.014.
Wu XY, Sun JY, Xin WH, et al. Correspondence analysis of
Chinese medicine syndrome type and clinical stage in type
2 diabetic nephropathy [J]. Chin J Clin Pathol, 2016, 8 (3): 171-
174. DOL: 10.3969/j.issn.1674-7151.2016.03.014.

(ks F1L9T : 2017-05-05)

- iEE - MEE - FEE -

AHERANAEERER IR GERGE

B R IATT

(continuous renal replacement therapy, CRRT)
S I L (continuous blood purification, CBP)
k451477 (traumatic brain injury, TBI)
i N [ (intracranial pressure , 1CP)
Vi RH ZEVE it

(chronic obstructive pulmonary disease, COPD )
PEFIEK S22 M A 55

(enzyme linked immunosorbent assay, ELISA )
R A ik S0 (polymerase chain reaction, PCR)
FE [ DR 2s (American College of Cardiology, ACC)
& ELOERMZ: (American Heart Association, AHA )
A T A2 (World Health Organization, WHO)
RO I/ P € I

(disseminated intravascular coagulation, DIC)
HARiE RS (targeted temperature management, TTM )
figif#E 73 I ( cerebral perfusion pressure, CPP)
B JAE SN ERAE (SIRS)
2 1M (whole blood viscosity, WBV )
1M FE (plasma viscosity, PV)
P SR (thermal withdrawal latency, TWL)
Bk s /2 2 [ ( mechanical withdrawl threshold, MWT)
FLER I &l (lactate dehydrogenase , LDH)
ZBER R (adenosine triphosphate, ATP)
HUR 52 %% (parathyroid hormone, PTH)
i ik e T B (deep venous thrombosis, DVT)
W4 s ( systolic blood pressure, SBP)
#F K JE (diastolic blood pressure, DBP)

A TARFIERT 2k

(receiver operating characteristic curve, ROC fl1£%)
ZARFE TARFRAE 2 R X (area under ROC curve, AUC)
BERLXT RIS (randomized controlled trial, RCT)
PR 4R %L (body mass index, BMI)
2 K22 (sudden deafness, SD)
TEEEANES

(lower esophageal sphincter pressure, LESP)
UM IR (cardiac arrest, CA)
INIEEBIN (cardiopulmonary resuscitation CPR)
M9 (cardiovascular disease, CVD)
RS (cardiac rupture, CR)
FEshkJeZ (aortic dissection, AD)
H FE 5 % & (restoration of spontaneous circulation, ROSC)
LA B P

(sequential organ failure assessment, SOFA )
I A 25 (hematoerit, HCT)
TIN5 (platelet count, PLT)
HATEE (oxygenation index, O)
— S LA AT (nitric oxide synthase, NOS)
SiBIE (peak airway pressure, PIP)
JH 1% 2 (forced vital capacity, FVC)
S-HER RS I B (mean maximum expiratory flow, MMEF)
N1 32 344122 9T (ventral motor neurons, VMN)
SRS I REBE R (bronchoalveolar lavage fluid, BALF)
Fr kR (central venous pressure CVP)
e SRHE RN+ — o (tumor necrosis factor— o , TNF— o )
FRENNSRIATTA B+ (intensive care unit, ICU)



