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gl

IR RYIE & D S/ 5 2 & DVBHET IR DBl 723 % YV, 1881 4R
(Z Billroth & 239 T HIEEIT TS 2 B P DIERIN 2 il 2h S Hio, £ 222549
140 4, FEANTZBOEINT I Y | AFFAITIRE el 2 2T 7o, FINTEC, R
R THTE - WREE, KBRS DM AN SR S . B EGE o g Bk
L7228, FARERAIEY: (Surgical site infection, SSI) &, W& 72IC AL
YIEDL L & HHTND 77,

THALERAMRL TATIC I D SST DFRAESRIT 10-25% & ME SN T D “9, SSI A

FAET DL BEOBRITHEAR L, ABEa A MABIINT 5720 ThR< P EIER

-

BOTRICADEEL 52 5720 V| ZORRITAFHENS BRI iR & H
e, B RENTH 5,

1-2. SST OFB5

1999 4, K[EEIR T EH L #— (Centers for Disease Control and

Prevention, CDC) 73 SSI TRED7= DI DOH A RIA v5FEL D, 2017 4EIC

YT SR Y, BUEDRFTBRK RO L 72> T 5, HEREEERE (Torld

Health Organization, WHO) SKESNEIFE/ KENBHEGUEFZNO S HTA R

AL IR e ERERIN, AP L L BAROERFEELZE LA T4



Y OVBEW AR BARINBIRGE PR E o TIRELTE A RT A4
WHREINT Y, o, HA RTAUNTMA, TET U AOH DR EBEE
& ¥ TAT 9 SSI Prevention Bundle"™ | 7t #0117 7 7' L "Cd % Enhanced
recovery after surgery X° Fast track surgery M3EEE SST ORG24
HIEbmanTEi W, 6T, FBEOR AT OFEICEY | TET
(X, JetEETIIEEEAEL R OK 7 RIS T m ARy R SRR L ORR
MR TITOITNT, T BIRFEFNRL SST OIRBICFHFETHZ &0, %
O TR ST D Y,

LD XD, ZORAHTSSI O PRI SR AN A, SSI OF Pz iR

DESERITIFELIERLTE L,



1-3. SSI PR AHA RT A AZBT HAIEEGE OB T

SSI PRI A BT A > OHESRZ, FAr 2@ L CHfral - freh - i 2R IO

EhTnWd (F1),

# 1. SSI PO HA R4 DOFEH

AT BE - AL firAio A (b L<IEy v 7 —)
AR p

brE

B HITAL

i B - ALE T HIRHUE R G-

Al IR E O ]

AIlVEE

PLERES SR DfE

Rl —roffiA

s e - P HE O

KL —r otk

P PRSI IL

JE i H A B BHmE T 2 7T Ao FEli
JEMTE D e 7

(oS PR

DIVOIULZ OH O HALE D —D>Th HBIBEFICE B Lz, AIEEIX. Tl
([CHUNT, PAIRE O B JERES BITITAT 9 BIBHAI O B AR TER <. flifEIc TS 2 &
INTE, BED Meta—analysis TRIYEIA SST FAERZEBSEL LHEIH
TV D T AIBEE T AR K 3 — R — VKSR (Wb b1 Y P iR)

WD Z EINBN N0 B oOWRK Z IO TR 21T 5 _XZ o0V T,



WFZERE R D3 A — TIE 7R < FEFRAMVF DAL TV Ly,

CDC @ SSI FREDT=bDH A T A 2 TlE, 38— RA— VKGR Z AW T-AIE
AR L CTOWA0, TOMIE LT 7 ROWMIBFIHENTWD *77, fElk
(TEESEABHEIR O RIVEEIZBIT 2 2 #R 2%, WL R a0 REIE PN e (2 B
T2 3w 2. ML RHER O RITEHIZBET 5 2 /R 0 Th D, IEEFIFO
AEEICBI LT, MED I — RAR— /L KEIRTEE & AR K IES & o L7z

F &7 IMEHEATFZE (Randomized controlled trial, RCT) % 2 IZ/R7,

2. WEDWEEFIICIIT DI — AR —/LKEIR & AP RHK D LR

EFE -5 FTITR SE B ABREE o FRAE P fE
Sindelar®® | BHJEfT. AHSER | 500 | 143F 10%=— | 144 P<0. 001
1979 ik, IR RAR—/LokeEs | K CTH
i, ~v=7F T 39/258 (15. 1%)
7. FLER T, 7/242 (2. 9%)

RN RPN
Fh, LIS
TLFW, A

Rogers®™ | BAREMG, ~= | 187 |1/ 10%=— | 1/0fAEEA Not
1983 7 T, NHERE RAR— LKA YK CTHE significant
R, JHIEF A ned 11/101(10. 9%)
ftr. H < /DG - 4/86 (4. 6%)
KGFM, 224l
(2K 2 Tl
Galle® SR B A fE 67 1Ma—F | 1 oMARES Not
1980 ifr. EHEH R VKRR | HEKTHES | significant
T, B S Y YR 9/36 (25. 0%)
BRA 9/31(29. 0%)




ZOH T, Sindelar & * & Rogers 5 D 2 #§13 CDC DHA KT A v DOHff
TEIHEINTWD, RIE TIEE — RAR— VKB %2 A T2 Bl o A B 1
K% RN T IR~ D BIBHAI SST J8 A= FARIERN SR OEBNMEDSFER S TV 2 23,
%EH Tl I — FAR— VKR 2 A T RIS O BB TRER] S Tun7euy, CDC
BEIOWHO b OREREZE D= Meta—analysis OFERICEKSE, BifE, 3
— RAR—=VRERERWTZRAESEEZ < HELTHD %Y, Ll Meta-
analysis DL & 72> T2WFGEIE S D06 40 FLL ERIIATON AT, =BT A
LALIMENZ EN TN ETHRD R LIEEf S, SRS LTRSS Tuniz,

TET AV NAPENFER O 13, WFEFRICEE ORI 5
(Clean/Clean-contaminated/Contaminated/Dirty-contaminated) @ Fffi23E
FNTNDHZIERHITHD, CDC 1FFE 3 DX ITHiBROAIZSEL TEY,
Clean (C) IZEBE~V =7 FILHIE FIl 72 &, HILE LB S LT, FIEIO
T5YD IR WNEER T4, Clean—contaminated (CC) 1TV LB IR 72 E 03Bk S
HUEIER T C L % < ORI T3 CC I & E41 5, Contaminated (CO)
> Dirty-contaminated (D) (X, firR12> & EPENIZIEGEDFET D Filr ¢, £<
DOIHLEA R BB TN Z LT D, AIDENERD & SSTD Y R | FBAERN
Rip D7 2 A GICE ENDAIDEDOEIGIT L - T RCT OFFRMN KX L

EREN,



# 3. BIDEDER

Class I (clean) An uninfected operation wound in which no

inflammation is encountered and the respiratory,

alimentary, and genitourinary tract are not

entered.
Class 11 (clean— | An operative wound in which the respiratory,
contaminated) alimentary, and genitourinary tracts are entered

under controlled conditions, without unusual
contamination, provided no evidence of infection

or major break in technique is encountered.

Class II1 (contaminated) A wound in which gross contamination/spillage and
a break in sterile technique occurs, and incision

in which acute, non—purulent inflammation 1is

encountered
Class IV (dirty- | A wound that is already considered infected, such
contaminated) as an old traumatic wound with retained

devitalized tissue or perforated viscera.

B 1T RCT DHENEIZMIE T H D it FIEE Ao GEYEBI O FH R T i
TE LT, R RIIHEHOERICZ LV, =12 RCT O EEFHMiEE TH 5
SST DHEFLMEDAH —N DT b D, HAE, CDC 22D 1999 FITFEFK STz SST

SR 2 < OWFTE, ARZRHE . RO ICER S TR Y | K
HBEFEEORWT A RT AT, ZOBKEMEICH]> T EITH 2 L BNED
BT ET U ADHNLDTZDICAR AR THD P, BINTS DD 40 4£LL EATIZAT
b7z Sindelar & P& Rogers & * OAFFEIL T CTOIERINBIIE Tl T - 7=
N, BUE, SErEETIIML SRR TR O 7 BINIEREE o R v N ER L

DIRREFH CTIThIL TR Y | Z OMRIEFIL SST AR R EZF L



TWD M9 Z o=, BIE T CH LN R A RRETHICEOE EE
ETE Dm0, MOEERNE D,

VI b ORI A MR U BITEOH LBRIMNEL I C R S S AT RrICAIVE
FAE T 2R (ST 2B OENWT BT A Z ML T 5 7o ORI & ¢ RCT

ZFHE L3 L7,



II. RCT DA

1-1. FHA

I — R — LR HR 2 T RIE R S AR B R K 2 IV 72 B L 0 b BB

Al SSI OREREZHEIEBI TS, WO E, I — KB —/LKIER

W RGeS O BRI 2 F O T RIGEE (O3 2 Bl & L7,

[1-2. EIREEUE

Lo/, H. 8 NG W - B R MDA, RN e S R

SR FITTH D Z &,

0. [RIBHURRE DR 20 BB L TH 5 = L,

3. {74 —ALKR-artry NARETXAZ L,

[1-3. BRHMEEYUE

L FINANIHE ORGB H 0 . FIEIEIRRTTOR TV D,

B

ANTHLPPEBCRECILE R H 5. £, HLE - BEXT  FPH

B e AL AR EDO R L) —UF a—T A IR TV S,

w

. B 5 FTEIRIAIZE < . BRGSO T EE ST D,

S

. THIR RIS Z AT 2 R0,

(@]

. HIRTTH D,

6. F— RAE— LKIEEICHT 5T LAX—2HT 5,



7. FOf, HMENSFENSE L TCREYITH L LHB LS D,
11-4. /v A
I — R — VKRR L BARIRE, 2 EREG RO R TR OBV A2 10%T — R

AR — VKRR 40mL T 1 0T 9 . AEFREE /KRS AR ALK 100mL T 1 41T

NS
o

I11-5. {57 h=2—)L

10% = — RAs—//VKIRR 2 O THUIRTO K& 21T 9. PARIRE, il 2 B

B, Az 10%3 — R —/LKIER S L UIAEBRRHEKTIT 5, MRz v

TBCFHARR AT U7z - oERAE A% 7 & 2 BR B 25 K 512 1 RT3 %,

MAT, LT ORGTRIR 2 F T 5,

. BT 30 DRI THIREREE S (EEBEFR TR 7 7Y v, T

HLE - FFIEEFIF X7 A &2 Y —1) 2170, BEERESIEE Thivd

firrhid 3 BfE AR BN 5- %217 9

2. RAlixfRERZMEHT D,

3. PAAIRNC PR AT 5,

4. M - TG IXPUEMES R Z M L CHET 5,

5. AT IEF MR Z #EFF 9 D,

6. JEMTHAMBEE 2 200mg/dL LA F & HEEE BT 5,



11-6. JEGIEEE

HRITHBERRTWE S WIZEEFRY o F ——i - HESARHI W T, 7

PR 72 BRI (RIS CC) 2T D BE & LT,

11-7. %214k

P [ 150 RS - BRAR LY 2 HL T U CHDY R A RSt L L 30 3 RT3
ATV, MIREOFRE %1%, #0{HFi% REDCap (Research Electronic Data
Capture) * Zffi fl L CT4T > 7=, REDCap > AT L DFEHERE T 1T B 15 E R K2

X H = ITAEW T, Y4 EIL REDCap T, FIFFEMATIZEI Y 17
AT 9. MR, FAREAL (EEEIRE . DM, NEERE . ITIREE. 2 o) |
e Fifr & BRI R, o 3 KTk L, BIEAIC T — RA— LK IRRE

EAEFRAMEKERC 11 ZHI0 A 72, S EIEEND AR - TR 21T -

Te Dy, FINGLERITITAIEE O FIEIIATHE & LT,

11-8. 5k

3 — N — VKR & AR R KIISMBIN SR 5 720 FIRICSML T 5

ERIIERMIC TE 720, BT T TRE, FREFMEEERTCINE O =2 — R —1K

WK TR ERA Z L TEMRE LTz, SST OHEZEIZFEMITSIML T

ERiZ e 5 2 & T, Blinded—endpoint #ER & L7-,

11-9. BERDPiiL

10



AT D ERIE, BIBERKRFZOMBAE L Z#H L, mMEEASD
REGEHE L, B PETINNO 1-2 BENCABET 5, H4EIZEE OBE
HRERLT LV X —E a2 iR L, M RAEICAE L iU, AB&ICHZES IO
AT F—L R arky bEIGT 5, #HEEIZFINE TIZ REDCap % JHV T
B ERGL, BIVAHT 21T O, REBEIIE 30 HE TITbh b, # 41

kL T — 2 WE DR AR,
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F 4 BEE T — X INEDOFTIN

B FEAH

B # Y A+ #F o FROBIE BT

-1-2 H | Fk© B) POD1 POD3 P0OD4-29 POD30

X X
A & A OB X
RS FLHE & fRANEVE X
FO AT X

A X
REREE (3 — FaR—Lk X
)
xf FRAE (CEER R K) X

FHA -

FRE 2T — &
BEAEIE - DR

H IR,

MR A

FARr T =G

FARIREfE

Al ¥E

HH ifn

A g, o> A7 48

N TALF % oo A 1
GIBHAIDIRRE DL 52
SSI MNEE DAL= IRF DEF#%
BT oA
HERESZOAE

fr e ERT H £ X

=< o <
<o o = = <

=< < <
=< < <
<o < <

X
X
X
X

* EIMERE, R, ~E7m el ~~ 7Yy ME, MW, U o ERE g R
i, Mmig7 V7 Il B ULEAE, AST, ALT, JREEFR, MiF7 V7 F=fE, Na, K, Cl,
L

POD, postoperative day; SSI, surgical site infection; AST, aspartate aminotransferase;

ALT, alanine aminotransferase; Na, sodium; K, potassium; Cl, chloride
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[1-10. VA7

BB VIR BINT 5 2 & T, KRl Y 27 BNRAET D Z LT,

VIR, 2 — FAR— /KBRS E E M2 D 0 | AIETEIERE D JRIA & 72
% FREMEDMHERE S A Y ARIBCILKR TR~ I Ch o7, LinL, Bl
TEDORE I ETE A Z LR35 2 & THEEEAZIEBL TBY . FINFOLT
MR~ OFEHOBEIGHH L TWA D, EHICRIEIZZ2V, BFED Systematic
review %° Meta—analysis Tb ., AWFIE & FIERIC T — FAR—/LKEIR TR O EE
A EHFERITRD LTV RN TH T A~ 0% 2P b RED

BRNEEZDBND,

I1-11. SSI DL E

SST (X UIBHAI SST & figia/tARlE SST IS L, S HIZHIF TR FL~LET
DG TH AR EYIBAA] (Superficial incisional) SSI & . XV IESOIEL
AL FE TITRRED K SEE AL (Deep incisional) SST I243HS NS P (¥

1,

13



Skin

Subcutaneous _|
Tissue

Deep Soft Tissue _|
(fascia & muscle)

Organ/Space -

Superficial
Incisional
SSi

Deep Incisional
SSli

Organ/Space
SSi
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SST DZWHE CDC 2 H3EK SN TWA W ELE D2t~ 7~ (F£5),

% 5. SSI Ok vk

Superficial

incisional SSI

Date of event occurs within 30 days after any NHSN
operative procedure (where day 1 = the procedure date)
AND
involves only the skin and subcutaneous tissue of the
incision
AND
patient has at least one of the following:
a. purulent drainage from the superficial incision.
b. organism(s) identified from an aseptically—obtained
specimen from the superficial incision or subcutaneous
tissue
by a culture— or nonculture-based microbiologic
testing
method, which is performed for the purpose of clinical
diagnosis
or treatment (for example, not active surveillance
culture/testing
[ASC/AST]).
c. superficial incision that is deliberately opened by a
surgeon,
physician* or physician designee and culture— or non—
culture-
based testing of the superficial incision or
subcutaneous
tissue is not performed
AND
patient has at least one of the following signs or
symptoms:
localized pain or tenderness; localized swelling;
erythema; or

heat.

15




d. superficial incisional SSI diagnosed by a physician%
or a

physician designee

* The term physician for the purpose of application of
the NHSN SSI criteria may be interpreted to mean a
surgeon, infectious disease physician, emergency
physician, other physician on the case, or physician’ s

designee (nurse practitioner or physician’ s assistant).

Deep incisional SSI

The date of event occurs within 30 or 90 days after the
NHSN operative procedure (where day 1 = the procedure
date)
AND
involves deep soft tissues of the incision (for example,
fascial and muscle layers)
AND
patient has at least one of the following:
a. purulent drainage from the deep incision.
b. a deep incision that spontaneously dehisces, or is
deliberately
opened or aspirated by a surgeon, physician¥* or
physician
designee
AND
organism(s) identified from the deep soft tissues of
the
incision by a culture or non—culture based
microbiologic
testing method that is performed to make a clinical
diagnosis or
for the purpose of treatment (for example, not active
surveillance
culture/testing [ASC/AST]) or a culture or nonculture-
based
microbiologic testing method is not performed. A

culture or

16




non—culture—-based test from the deep soft tissues of

the incision

that has a negative finding does not meet this

criterion.

AND

patient has at least one of the following signs or
symptoms:

fever (038° C); localized pain or tenderness
c. an abscess or other evidence of infection involving
the deep

incision that is detected on a gross anatomical or

histopathologic exam, or imaging test

* The term physician for the purpose of application of
the NHSN SSI criteria may be interpreted to mean a
surgeon, infectious disease physician, emergency
physician, other physician on the case, or physician’ s

designee (nurse practitioner or physician’ s assistant).

Organ/Space SSI

The date of the event occurs within 30 or 90 days after
the NHSN operative procedure (where day 1 = the procedure
date)
AND
involves any part of the body deeper than the
fascial/muscle layers that is opened or manipulated
during the operative procedure
AND
patient has at least one of the following:
a. purulent drainage from a drain that is placed
into the
organ/space (for example, closed suction drainage
system,
open drain, T-tube drain, CT-guided drainage).
organism(s) identified from fluid or tissue in
the organ/space by a

culture or non—culture based microbiologic

17




testing method that is performed in order to make a
clinical

diagnosis or for the purpose of treatment (for
example, not active

surveillance culture/testing [ASC/AST]).
c. an abscess or other evidence of infection

involving the

organ/space that is detected on gross anatomical or

histopathologic exam, or imaging test evidence
suggesting

infection.

11-12. FHH 5

THERHE E I, IirEg 30 A AN OGIBHA] SST o34 L L, HAEEF, &

B ABERIIE BRI OZE 21T 9, SSI 038D LWIGAIX, A OMEL# %

PRILL ., AIESOARRE (&R, MR, BUK, KR OAEE) 2RIl 5, I

% 30 H £ TITIBBE L7235 &3, SR EENBIR 2k 5, IR ORI

% 30 HZ BRZICRIE S, HNEITAEOZRZAT 5, HESINEITEBZ IS

AR 2 RO T- AL, UTIRTOBRER . B2 BIBAl

SSI DHIE L., FIFIZS ML TORWARHENRTT 9

[1-13. T — X4

WA L7 BE R, BENDOASRY — RSN T —F N R RAF S

. WFZESINE DRl ID IXEA LS D, WET DIFHIE. Flin, M5, Body

mass index, fTATROWT, EMERBOAE, MiATmEEAE, allE7 L7 2>

18



i, aTY v NERE. F1FE¥E ., American society of anesthesiologists—
physical status classification, #TRITGEDOAEE, FoirH | el FAHHFRH,
e i &, i oA EE, NTALF oA, AI0%E, BETH . SST OATHE,
SST LA DI G IHE, TH D,

[1-14. 5T —XEH

ETOERITAAT — FTR#E S NIZEFIERIHE EF (Excel 7 7 A V) 12k

FEEND, HFZROERBUTFEIC UMIN-CTR ETHEH S, mMBEREZES

Zi L CHTR R~ EICHmE L7,

[1-15. > 7FNH A4 X

2017 FEJE . YR CAFAE K E W8I 21T > T =R O UIBHA SST %

FEFT 9.4%°C, T — N — VKRR & A T2 ARSI 3> TEIBRAI SST 8L

PSS (4.7%) EE L. HEEFEIT 30 HIEEEH L7z (a=0.05,

77 80%), Wi 2 20 il & PRI L. A& L BRERIEIE 950 fil & L7z,

11-16. #EEHEENT

FEFHMMIE H OfEFTIX, intention—to—treat (ITT) & v FEHWTITWV, &

T per—protocol & N THAMTEIT -T2, ITT ® >y MIT v Z LS,

2HEZHEIDAT T O, 7u ba— s TRz T SME L EERL

7-. per—protocol > NI ITT & v s OH Tk ELUEN S LI D AEH] (B4

19



BN CC TR0l ik 30 HO 7 4 —7 v I HERTE o lz, 72 E) &

bR U2 E LTz,

2 BERR DD LTI, ERLZI O AT TIZIEM /3 ARIZAT LTI Student” s

t—test &, FIEIEHIHOAMITIE Mann-Whitney U-test Z{HH L. (EBEE DN T

I x? test X°Fisher’ s exact test Zfff L7z, EZEFMHEH ISV TIL,

x? test ZMEIL, 2HEMOU A7 E U R 7 % OBWEHXH TR LIz, P

fEi3 0. 06 KV /hSWHDZERAFARIICHER SO LHE Lz, &2 TORHEIT

IZ EZR (version 3.5.1) 2 &ffH L7,

11-17. PR 722 %

2019 £ 4 AICEHIBERIKFHIE S W EEEFEE v 4 —DmEEE S OKR
5T (S18-138). 5 I UMIN-CTR {24k L 7= (UMIN000036889) ,
11-18. /&

3 — RAR— VKRR & T2 A S AR R K 2 W AIER L 0 A E
(CIH bRRSM R (A% CC) D UIBRAI SST AR S5 Z L& L, BEo
W BT VA ZAIT 572D OR/A1 & RCT Z5HH Lz, RFFEOT 1 ha—

JWIE BUT open |23 LT %,

20



III. RCT DFER

IT1I-1. Flow diagram

RCT @ flow diagram %X 2 |Z7~"1,

2 : Flow diagram

138441 EHE - BRALEEOKRGT

y
95081 51 & Afk |

| 43441 E&S-

A
4774 BRBREECR Y 1)

v

47361 TRBRICH Y AT

48 AT
201 T4l & M T
T 1 meeRas EE

561 SrART
) 25 P4 A KT

v

4734 RERFEDITTE v -

N

46884 XHRBEDITTE » b

174 per—protocot > k A>5H DR
1041 HFZE L D 7= DAISTFANC L 7 o 72
341 30 H LAN D FE 1 R0 B 17
2] PRJET = — TR AT > kN
161 22 BE oD 72 b AIST DD & 72 o 72
1651 205% AT

25 B0 A 2 IS A A ]
] # 0TS =S — R 7 L — A3 151 XRGakHS HAE

145 BR 2 TFNIER
151 205 AT

1745] per—protoco® v k2> DR

9] 30 H LA D FETE R0 TFAlF
—» 5% INRE LD/ DAIGFEANCE Ze o7
1) JRIET = — 7R T > kAN

45641 FRERFEDper—protocot v k

45141 3 FREE Dper—protocotE » k
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201946 A 1 H225 2022 42 3 A 11 HE CTOHIM, 1384 Bl DwkE M4 Mt L.
950 il (3 — RaA— LKESURIE 477 B, APRRIEKEE 473 ) 288k L7z, 9 H

(3 — RAR—VKVEIRRE 4 B, ABRREKEE 5 B1) CTRIFSHEIT ShRdoTz
7=, 941 5l (53— RAR— /LOKEEHRRE 473 #, AEBRAIEKEE 468 #1) % 1TT & v
Ne L7z, ITT By b BTRER 2 O CAIENETIZ /272 34 ) (53— R
IR VIKESIRE 17 B, PR REMEOKEE 17 1) ZBRSE L7 907 B (53— Rah—b

IKIEWRRE 456 1], AP AYE/KEE 451 #]) % per—protocol v k& L7z,
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I11-2. HBEH =

ITT &~ b & per—protocol v ~DEHE

#6. ITT &y FOEEE R

B2l
H

mER6, KT

\ZRT,

39— FR— VB AT R KB PfE
(n=473) (n=468)

Mk 182 (38%) 181 (39%) 1
Efin 68 (13) 69 (13) 0. 368
ASA-PS3 LA E 98 (21%) 95 (20%) 0. 936
BMI, kg/m’ 23.0 (4.1) 23.1 (3.5) 0. 647
g7 V7 2 fE, g/dL 4.0 (0.5) 4.0 (0.5) 0. 63
U Bk, w/L 1418 (151-21046) 1428 (308-3279) 0. 938
WEPR I 122 (26%) 108 (23%) 0. 363
AT A RG4S 19 (4.0%) 14 (3.0%) 0. 479
NI IRE=S 7355 98 (21%) 108 (23%) 0. 387
O 2P R 72 (15%) 68 (15%) 0. 784
R 29 (6.1%) 25 (5. 3%) 0.675
Tk EE S L< X 26 (5. 5%) 36 (7.7%) 0.19
LB R
FAERAL

EEAGAE 79 (17%) 80 (17%) 0.931

N 12 (2.5%) 12 (2. 6%) 1

THENEGE 230 (49%) 222 (47%) 0. 744

it - BH - 151 (32%) 151 (32%) 0. 944

Z DAl 1 (0.2%) 3 (0.6%) 0.372
NEESE Foly 332 (70%) 323 (69%) 0. 831
BAEREAT 11 (2.3%) 12 (2.6%) 0. 836
Blor¥E

Class I 10 (2.1%) 5 (1.1%) 0. 298

Class 11 462 (98%) 462 (99%) 0.328

Class III 1 (0.2%) 1 (0.2%) 1

B ) b L<IE hRfE ),

Anesthesiologists; BMI, body mass index.

A (YRS, ASA-PS,

American Society of
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% 7. per—protocol & FDBEEE &

g — FaA—/VEE AT B KRE P fE
(n=456) (n=451)

Mk 177 (39%) 176 (39%) 1
i 68 (13) 69 (13) 0. 228
ASA-PS3 LAk 91 (20%) 93 (20%) 0. 805
BMI, kg/m’ 23.0 (4.2) 23.1 (3.6) 0.74
MFT7 V7 I Al g/dL 4.0 (0.5) 4.0 (0.5) 0.957
U B, u/L 1419 (151-21046) 1428 (308-3279) 0.85
WEPR I 117 (26%) 106 (23%) 0. 488
AT A RGN 19 (4.0%) 14 (3. 0%) 0. 479
NI IRES 7355 94 (21%) 106 (23%) 0. 299
RN E s 68 (15%) 64 (14%) 0.778
R 27 (6.0%) 24 (5. 3%) 0.774
firaifb i s L < 26 (5. 7%) 36 (8.0%) 0. 348
o€ sr SRS
FANEBAL

BT R 75 (16%) 78 (17%) 0.79

N 10 (2.2%) 12 (2. 7%) 0. 829

TEBIH LA 223 (49%) 217 (48%) 0. 842

JiF - BB - % 148 (32%) 145 (32%) 0. 943

Z Dl 0 (0%) 0 (0%) 1
NE eSS F ol 324 (71%) 315 (70%) 0. 663
BARERAT 10 (2.2%) 12 (2.6%) 0. 836
Al ¥

Class 1 0 (0% 0 (0%) 1

Class II 456 (100%) 451 (100%) 1

Class III 0 (0%) 0 (0%) 1

B % b ULLiE hRfE (FPE), FEXE (BE¥ERZE). ASA-PS, American Society of

Anesthesiologists; BMI, body mass index.

ITT & v MZBWT, MEEOEBREE EIZET R o702, BIZFEIT 924 1] (98%)

23 CC, 15 B (1.6%) 23 C. 2 # (0.2%) 2% CO TH-o7-, REWEEETFiTIX 655 i
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(70%) 1ZhifT L7-, E£7-. per-protocol v N THMEEDBHE T R IL e

S 7=, AISHEEIT 907 il (100%) 25 CC Tdh o 7=, MENEEETFIiE 639 1 (70%) 12

1ITLT=,

[11-3. EEFHMmIEH

ITT & > b OEEFMIEE OFREE 8 1T T,

#£8. ITT & v O FHZAHIE H

I— Fah— AKX V27U %E V27 H P&
IVKES IR ic (95%E X H) (95%f5 X )
(n=473) (n=468)
BIBHAN SST 36 (7.6%) 24 (5.1%) 0. 025 1. 484 0. 142
(-0. 006~0. 056) (0. 9~2. 448)

g tIBaAl 31 (6.6%) 20 (4. 3%) 0. 023 1. 534 0.15
SSI (-0. 006~0. 052) (0. 887~2.651)
TRESGIBRAAN 5 (1.0%) 4 (0. 8%) 0. 002 1. 237 1
SSI (-0.01~0. 014) (0. 334~4. 577)

SSI, surgical site infection.

941 fIth 60 31 (6. 4%) (ZWIBHAN SSI 23384 L 7=, #iif% 30 H AN DOYIBAAN SST 3§

FEHIX, T — R LKIERIET 7. 6%, AEFRRHUKEECT 5. 1% () 22 7 0.025

(95%{E 5 X[ -0. 006 ~0.056) ., U A 7 k. 1.484 (95%{E#E X [&] 0.9~2.448),

P=0.154) 727z, F— FaR—/ /KR 2 O T2 flveid o AR K 2 vz hl

PEE x5 SST FE4E R OARIEN R O 1XFEA T 22 o 7=, YIBHAI SST %

FJBYIBHA] SST (6. 6% vs 4. 3%) . EEIUIBHAISST (1.0% vs 0.8%) 2% L T
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ALTH, AEAETRN-T,

RIZ, per-protocol & N TOMHTHER 23R 9 12~

% 9. per—protocol & MO EEAGTEH

a— Fa&— ABEfEK VR73%E VZ7H P

VKB HRRE ic (95%fE /X [H) (95%fE X H)
(n=456) (n=451)

BIBHAN SST 35 (7.7%) 22 (4. 9%) 0. 028 1. 557 0.108
(-0. 003~0. 006) (0. 94~2. 645)

g tIBaAl 30 (6. 6%) 18 (4. 0%) 0. 026 1. 652 0. 334
SSI (=0. 003~0. 055) (0. 954~2. 92)

TRECGIBRAAN 5 (1.1%) 4 (0. 9%) 0. 002 1. 239 1

SST (-0.011~0.015) (0. 335~4. 584)

SSI, surgical site infection.

907 1 57 1 (6. 3%) (ZHIBHA SSI 23 %84 L7=, flit% 30 H LLN O YIBHAI SST 3§

ERIT, F— R — VKEERET 7. 1%, ABRRHKRET 4.9% (U 2277 0.028

(95%1Z #E X [E-0. 003~0.006) . U A7t 1.557 (95%{EHE X [H] 0.94~2.645),

P=0.108) T& > 7=, per—protocol & KON T, T — RAR—I/L/KIEIKZ H

W RITE O AR B R K 2 O TZ BRIP4 2 BIBAAI SST &R DIKEEN AR

DEEMEITER D 127 o 72,

[11-4. FHTEBALE D SST FEA

#1012, FHTALB] D SST FARE RT,
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#£10. FHEEALRID SST R4 (ITTE v B)

FARERAL BRRE/ g — R — VKRR AR KR

fE g (n=473) (n=468) P f&
St 5] SST &Y JiE 5] SST & 1

EFANENL | BHE 141 14 (9. 9%) 143 11 (7.7%) 0. 536
HE SR 332 22 (6. 6%) 325 13 (4. 0%) 0.12

EEARRE | RRER 79 4 (5.1%) 80 2 (2.5%) 0. 443
BaIE 45 3 49 2 0. 668
NE s 34 1 31 0 1

N Nl 12 0 (0. 0%) 12 2 (17%) 0.478
BAIE 5 0 7 2 0. 47
NG HEEE 7 0 5 0 1

THENHILE | REG 230 22 (9. 6%) 222 12 (5. 4%) 0. 109
BAIE 21 3 17 1 0.613
NG HEEE 209 19 205 11 0. 184

BT« BE - B | RSERY 151 10 (6. 6%) 151 8 (5.3%) 0. 809
BAIE 69 8 69 6 0.779
NE e 82 2 82 2 1

Z DAt IEL] 1 0 (0% 3 0 (0%) 1
RIS 1 0 1 0 1
NG HEEE 0 0 2 0 1

SSI, surgical site infection.

FINFNLHBI OB CTH . T — R — VKIS HRE & BRI KR CYIBIAI SST %

RIS R R o T, IVEBERE 2 BIIREDECRE T b, 5 — R A— LKW

E & AP AE KA K D UIBAAI SST BARDZEIIRD Lo 7203, (G

HECITBIERE LD

S YIBA Al SSI D F&AE LML o 7=

5. 3% (35/655) vs BHIERE 8. 8% (25/283), P=0.049),
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IV. &%

IV-1. 70 ha2—/LOZ4

WD RCT T ™ HGUEFI OB RN — STV o 7272, RCT
(CRIGHEBIA AR — T, = — NAR—/LIKEIR & F T RIBEG O A 2t 0 FFAT 23
WEET, RNZ BT VA L-ULIC £ > T2, & 2 CAMZE TIE. T bassi sl
SEIR D FHT O TRROENIE % (5D 2 FRHEFIN, AlEE CC, ICHREIRE L,
IHHDOREFO T COWME T TV ADRS & B & LT RCT % FHi L= *0,

3 — RAR— VKB % O T2 BIVES D RIFREITA T O L O ITHRFT L, &E
L7z, B ICMBEIEBIBROFRE L, 3 — NA— VK & F O T2 BIGEE O BIBH AN
SST FEARDIRREN RIT, ABRRIE K Z W7o RIBEAS & ik LT 59%0D ERE%)
R L@EIN TSI 2 RIFFECIE I — KRR —LKEKRE AV 72l
Bevr CUIBHAN SST J84EH M 500K 2 LIE L., Bt Lz, 103 — Rak—
JUIKTRIE % R T2 AIYET O AR 22 5 151%, 3 — R — VKIEIR O IREE, Yeif i
. B L OVEHFR O BIZ OV TSR AT L7z, R RCT THEHA STV
7z 23— RA— VKRR DO EIL 0. 35%-10% & K5 —PEDR 7220 T2 A3 79 Fe b bl
JEIZRRE SAVTWTERED 10%Tho7=7csd, 10%kE Lz, 7 s a X
DFFFEITHNZ 2017 4EEE ORIeE L, AFEIEAK 100mL 2 VTR 1 43T

STz, K RCT OAFEBE/KEEORIVEEIT I NICE LY D XL 9 ICAHEEEK
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100mL 2 VT 1 43T & Uiz, 3 — KRB — VKRB BRI R & 1 47
e Uiz, 83— KRR —LKEIRITHRRIC A 5% 30 B CHEER A RET 5720
W1 yEOARESRE T H A TH D EB X T, Fo, 10%F — RA— /LKA
ORI, B RITEE L AR K 100mL & XX RSO 40mL (£ 40 )
& L7z, 3— RR—VKIEROBENRIIE BN TR < W ARAaK
L0 BENDIRONEEIRERE & B & T,

IV-2. RCT O#ERICBIT D %%

ITT & > b. per—protocol v k& H1Z, T— RAR—/L/KIRWKIZ L 5 BI0EE &

AP RHKIZ K D RIVE S CTUIBHA SST JAERICAEZAEIT AR, I — FA—K

VSR & 2 BIVE O BRI IRER] S e o T,

A, SEETIREEAR R oK 7 BIEREER Ton Ry MR ED

IRARIEFATTIT DAL TN D A3 2550 RIFTE T O IESE T O%I 513 69. 6% T

(ZEFAFOLRE 20 | HREER EOBEYE ZK 1250, BURDOHELIRIIE

MR 2 IEMEIS SR LT 2 o SEBIEIRITERIE 723884R - FRIMETEICHE > TV D72,

ITT v b T 98B NAIZHE CC L 720 | MWD CTH)—72JEBNCK LT AEITD =

ENRARETH -7, MEFTHEHINADERDO 2 A MIIFIEREKE 2D L 912

XE L. SSI PRHICRT D& AR RO EE Lz, AlIvEELIsMI CDC @ SST F

DA KT A NZHE» TEITEIR YRR 21772\, SST OZ2Wrd CDC D2l Ak
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W Uiz, DLEDSARMIZEE, BUAED SSI THOBRFEITA R4 Dtk
RoleT BT VAL RERWVIFEOREME A R L, BonefRo= e
VALYVIIIEREIZEWEEZE Z TN D,

ABRR K & IO T2 AT, T5 Y U7 FRRC NS & 2 B, B iR &
EREL, WENICEHELIR T SEL0RR8HH Y, —J 10%3 — RA—L
IR A I T BIVES S, BPLEER M IS D 2 & TUIBAAI SST FAE MK
BWENDZ ERTRESNIN, A CTITREH CTE ed o7z, KHEFZECIX in
vitro DFEFRT, 3 — RAR—/VOFIETEEIL, MKCIEN, 7 rn—7 00X
—DNFEET DR TR T2 Z &R mESTnD ¥, REORHicInkd
RPN ZERIZI Y BRS Z LITREET, b DERD I — RAR—/ L KEKIZ
K 5 UIBHAN SST DARIEN R % PR L 72 vIREMEN B 2 H i D, F I ERRAFE Tl
INEBOFHEFHT (BI5HE C) T, 0.35%3 — FaA— LK Z2 W TAIEET %
HEAMBEKZHNCAERZT 5 2 BEARE L. TNENORE CAIVESEHT
IR DEERZ RN L 72k, &4 OFEEE 3 nHRES T, 61220 OAHE
K CU LT te, BEEAIORE R 21TV BT ORIDORE R = & ik L
TR T TV D 2, AR OESEBMEEIL 0.35% 3 — R —/LKIEE
AR UToBECF& 4 18%, 16%, EFRRMHE/AKZMA LTI 17%, 18% T,

FEICZEITRER DT, 0.35% T — R — L/KIEHR 2 AV 72 Blleis & AR K 2 v
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TZRAEF OPUEERIZR%E TH 2 /Rt Z R LTV %, fiTth ORI DR &R Bk
(TEIBHAI SST OFEAER LT 5 Z ENRE SN TEY V0 Z ORI Tl
HEiz g — RAR— VKSR DL 0. 35% TAMIIE & O1FWITH 5205, AR
DR Z BRI TE 2RAR L EZ DN,

1V-3. HIE DR

ABFFENNTN L D DORIR D D, 1T, R 2 IHLERIE O R 1l
(BIZHE CC) & LTWAB7=®, (HYERE <, XV UIBAI SST U A7 23@E
AIZPHH CO R0 D DIEFNZIE, AWFZER RITEIE TE T, I — FA—/ KRRz H
W BIBES OB W EILREEC & Ze 0, B I, B TOMRETH D720, iR
D—EAIZIX, Zhsk LR IEAMLETH S, =12, RCT OE LV & HIBHA]
SST /ML T, FHEHFRIZRBRI I DIR TIZ D7 RN o T2 mIREMEN & 5, I
(2. WFFET YA L 3584272 Double-blinded (2 TE 2o 7o, FIEBAFESSFH
MATEE, ABTHYEIIER SN THE LT BIERR A T R &l fo alRetER &
Do AN, A NERKELT D0, T — RA—/LKIAEIR 40mL & A BRI

100mL. DFRE & L7223, YEFEDEWIZ K D EFIR~ DR BITEETE U,

31



IV-4. /NE
I — R — VKRR 2 W T BIes O A BB K 2 - W T BIEE 2% 9 5 1H
{b2sdh Bl e (BIl43%8 CC) BIBAAI SST F&AE RO KIERN B OB EILZE S v/

Mo~ AIFZEONEIL. Annals of Surgery 253 L1 Y,
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V. 5% OES

SSI D SH D 72DITIE, BRI RN D DT 7 —F N0/ % & A
PiLD, T mFEOWE T, JEZ 0T T ABREKIESF O A IMENEE S
TV 9 BIBESEO IR bR A R TIER G Y | BRI AT O 5L E e
HEMP DD EBbs, -, B LA ORI L - HEE B R L . MR
S AU 72 L S B O FEANE S M & BRI RET2 2 &1, A% O XY )R T

ALK DI S22 28 0 | SST DARIC F 59 5 ATRetE RN i S n s 1Y,
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I — R — VKSR & Bl D - A T AR R e k2 WAl L v &1

BIBHA SST BARAZIKE T2 LE L7z RCT Z3FHH L, Ei L=, EiiX

AEHTCE 2o To, AMEOFER 25T T, CDCCWHO T A KT A4 D a— Kk

—VIKERHR 22 O T AT OHELHIIRES S T, I — AR — /LKl L & b

(Z. AFTEA SN TS AR K2 L7 BV b8 72 (CHESIn A &

nNoZ eI NG,

VI-2. FistEX

ARG B D FISAE ST R0,

VI-3. HiE¥

AREKZ DU BFFEICH /I L CHEW BIRERKRZRE S W&
W F——f - HILESE O E R B OEEL. REDCap ¥ A7 A& 42k L TIHW
7= BIRER K RERIZE B v Z — Ok, SFH e g2 TE - =&
PRGSO - AT - fRHT - AR SCEVER e kA7 THRE L THiREL

TE = AL BF LGSR O 0 A L LT £ T
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