ERFRBUR S 37 Rt
B ayEI {4

(Dynamic allocation)

AERR MR DEE

(Institution
consideration)
Javyik

(Blocking)

B a—FEHM5H%
(Concealment)

1t A (Intervention)
15 B(Item) B A& §&(Japanese) HEE(English)

BY
(No. of arms)

AR EH

(Purpose of intervention)

NTADER

(Type of intervention)

AL

(Interventions/Control_1)

A2

(Interventions/Control 2

A

(Interventions/Control 3

N—

S
[N

I

:
fwd ¥ -

(Interventions/Control 4

\/E

(Interventions/Control 5

o

(Interventions/Control_6

:

(Interventions/Control 7)

A8

(Interventions/Control 8)

ft A9

(Interventions/Control 9)

N+ A10

(Interventions/Control_10)

B (Eligibility)
IHH(tem) H & :E(Japanese) HEE(English)

28 TR) | im0 Not applicable

(Age—lower limit)

F i (ER)
(Age~upper limit)

il

i FA%L/Not applicable
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(Gender) | B &5 /Male and Female
BiREE ot ks L5t _, NP

(Key inclusion i‘;ﬁﬂ‘a’ HaEBEThIER (RBMES Patients with acute cholangitis

criteria)

TN N s 1, Patients with other active inflammatory
« . s A 3 ; ;
SLEHE 2¢ﬂ§§?ﬁ&?§%’%§ﬂ{§%§%§)€ﬁj—éﬁm diseases such as acute cholecystitis

(Key exclusion E P s 2, Patients inappropriate for participating to

criteria)

2, ZDth, HERIB L EMATE L S FIERL
f=fE

this study decided by the attending
physicians

BiEsmEH
(Target sample size)

350

E{EBRE (Research contact person)

1§ H(ltem)

H A& EE&(Japanese)

HEE(English)

EEHREL
(Name of lead
principal investigator)

AR

it

Tadahiro TAKADA

FrR A&
(Organization)

HRRKFEFE

Teikyo University School of Medicine

FTREE
(Division name)

9L

Surgery

Frr
(Address)

HRARIBER INE 2-11-1

2-11-1 Kaga Itabashi—ku Tokyo

HEAEIL S HH B O(Public contact)

TH B (Item)

H & EE(Japanese)

HEE(English)

HUER

{Name of contact
person)

FAREIPS

Toshio TSUYUGUCHI

Foik sk
(Organization)

FRERFERZR

Graduate School of Medicine Chiba University

=]
(Division name)

AR

Department of Medicine and Clinical
Oncology

¥
(Address)

Ei
(TEL)

HBOKR—LRA—D
URL

http://class.umin,jp/

(Homepage URL)

Email
(Email)

EHETHE (Sponsor)

TR H (item)

B iE(Japanese)

FEE(English)

EdN=REg ik
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(Name of primary
sponsor)

HRAE

Teikyo University

5/7 R—T

ERFEMEBET, (REBOHE, BREERAR. IRBENELSODEERO-ODERSE
BICH L TEEER BB ITT . BEELTRARUH—EHYFETHA . BEMA—CT 55818
HEOCETIETENFER A, EVELT THLIEVSREREHYVAEEA,

W90 & Rt 4R &5 (Funding Source)

IH B (Item)

H A& EE(Japanese)

HEE(English)

o =}

(Source of funding)

EEHEE

Ministry of Health, Labour and Welfare

HEBORS
(Category of Org.)

B 435484 /MHLW(Japan)

BrRE AL E

{Nation of funding)

BE

Japan

F DR DB ELHEE (Other related organizations)

IH B (ltem)

H A :E(Japanese)

HEEERS
(Name of secondary
sponsor(s))

TOMDATEIRE
ioilo

{Name of secondary
funder(s)

IRBIZKAEE &2

IH B (Item)

H A iE(Japanese)

(English)

At
B

RBERRICLDLE
E-REZ

(Research ethics
review)

HY/YES

{h BRIV S R ITE N -5 ERID (Secondary IDs)

IH B (Item)

H A& i&(Japanese)

FHEE(English)

RS RiTSh
T=5LERID
(Secondary IDs)

LN /NO

HERID1
(Study ID_1)

IDE TR

(Org. issuing
International ID_1)

A ERID2
(Study ID_2)

IDSITHIEG2
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(Org. issuing
International ID_2)

RERE
(IND to MHLW)

SRERERREER (Institutions)
X H(tem) H A& iE(Japanese)

HRAP R (R ED)
EREREURFLERESHR 24— (LHRE(FER)
FERFEZIMBERRE (FER)

(English)

i
o

AL L AR AR (FER)

(nstitutions) | g 4 7 gl 24 )\ T Tk (F )
EARARIE(EER)

Sy R e (FEE)
TEEANA T A—(TER)
FEE GRS A (FAR)

SERAEIRIR (Progress)
15 B (item) H & §E(Japanese) B EE(English)

REGES IR | BRES &P /Enrolling by invitation
(Recruitment status) | (BIIEEEESZhOEEN, RELF -TIBSICHBRFITLGND)

JobkoLEREH
(Date of protocol | 2008/07/03
fixation)

B&-HANBWG P
E) 3

(Anticipated trial
start date)

20— T (FE)H
(Last folow—up date) 2012/03

ABETFER

(Date of closure to
data entry)
F—2EE(FE)H
(Date trial data
considered

complete”)

BHRT(FE)R

(Date analysis
concluded)

2009/11

B @15 $R (Related information)
I8 B (Item) H & ;&(Japanese) I EE(English)

Joka)Li8#URL
(URL releasing
protocol)

HERIER QAR
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Puulc:;::;t:fz F /223K /Unpublished
ERIBHURL
(URL releasing
results)
FoER
(Results)
For the primary endpoints, we will assess
) sensitivity, specificity and accuracy of Tokyo
FEIMEFRE &L T, Tokyo Guidelines®E | guidelines in diagnosing acute cholangitis.
%ﬁ%éﬁ@ﬁgfg‘ BRE. EZEFMTT D, |For the secondary endpoints, prognostic
ZOMBEEER | BIRETEEBEL T, BEXFREF (A factors (body temperature, pulse rate, total
(Other related | }8. ARIAEL, T-BIL{E, S-CRE{E&. S-ALB{&. |bilirubin, serum creatinie, serum albumin,
information) | HL/MR¥, FLFH—U A&, HRREME. | platelets, methods of biliary drainage, used
EELDREER. BE)VEHEREELUVE | antimicrobial agents, etiologies of cholangitis,
EEMINERNTERT 5, etc.) for acute cholangitis will be analyzed
using single—variable and multi-variable
analysis.
EEER
K H(Item) B 4 &&(Japanese) ZEFE(English)
oA 4=
(Date of registration) 2009/09/28
REEEENR 2p.
(Date of last update) 2010/03/29 21:36:24
BER—-SADYYY
B AEURL https://upload.umin.acjp/cgi—open—bin/ctr/ctr.cgi?
== function=brows&action=hrows&recptno=R0000030008&type=summary&language=J
IEURL https://upload.umin.ac jp/cgi-open—bin/ctr/ctr.cgi?
e function=brows&action=brows&recptno=R000003000&type=summary&language=E

¥ RAR—UUIRH OER L, BRI T HHRAMEEMELT, UMINASBIZRL TL BUMINBRER B ER B82S R T AlCIRBt SN 1R R

BRIFWMTY

X HEOERRLBEREFITONTE, BEREFEC—ROFICATTEETHILEBHELTVER A,

UMIN

https://upload.umin.ac.j p/cgi—open-bin/ctr/ctr.cgi?funct%}x=br0ws&action=brows&type:summar...
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55 SMBEER c BRROZEHSINST

WEIZHToT AL FI5A4 VBBRIZE ZARBOMIEIZDONWT

BB E AR R Z IR BT T B R A T84T - — SR
W A

I.® =&

20054E 9 B, TRMEER - JBREOBHEITA KT
4 BRI FHBR I N, 200742 H, [Tokyo
Guidelines for the management of acute cholangitis
and cholecystitis| %%, ] Hepatobiliary Pancreat Surg
CEMmE LTHRasE L

ZDHA FI4 BB BRT, SHEE R
JREJE DB - WRICET ATV AP hna E
PHEHLE L. BRI OEARL 23R BEOR
PrEREPLHEEEH EREGHEINTELT, 2O
HCRMHERDBRICERELYTIBERIA P4V
BHEELEFAT L FHLIYYNVIOZEH
(Charcot’s triad) T9 5 50~60 %D IEBETHAH &
WEINTVWET, 20LH LHEE,S, BEIATF
A4 VY OERICH /o T, ChETHOIEFI/ A%
ERICUDD, BEAFZEHEMER WIREMR  FHEX
2 BHBHER) CBWT, EELI2RFSCHEHED
YR AGEPHEES R, ERIhE L

I. $ECEOBM

BENA T4V, Eohd 244 E1ES
ZERA TERERICTIEHEE, 4 M4 CHEIK
ERBHEICH LT [RYBIRICT>TWEN] 21+545
KFHET A LEPH D E3, 2Fh, SHEESR JA
BROBERTA ¥4 V2 HEROBRM D SREEL
FLOEROBEZIERT A EHPULETH) T,
SVEI N TRBECTREIRTA K4 7 ]%,
EROBHRIERN 7 — 7 OERIC L > TRIEL, TXY
BRICEFTIONLFTL FIL ] CH#LEEE R

Ty THLREERY)ET,

COXIBHERICLY, £45 HHAEHHBEE
£ (Ex, 2009463 12 H) KB THNELHE [&
HENEER - MBEOBRTL NI L FFAL >
PBRIZE R BRROMFEICOWT] HidicE], BfES
nE L7
AEAETIE, IS TOFHRPEERELE IR
EC, BENSTEMRE LTRSS LTIHREWAE
Wiz, A4 PS94 VHREI~NORELEERNICRB L L
b, HEROBERSEICED THHRFERE 2T
BYET,

I REETHOBRKHR

CLASS Tokyo study (Clinical Assessment Study of
the validity of Tokyo Guidelines for the management
of Acute Cholangitis and Cholecystitis http://class.
umin.ip/) o

AR BMRERODHLE L BEFN ELES
HAB LI OBADBRRMU» SMEEL, 3 L2
KTAZEZHMELTWEY, €0, EIBMNREE
BARBACIANT T, JHESER 7 — ¥ Bk E BV W
L9,

ABFFEIL 2008, 2009 4E OE A @R 2L LT
o ThY, HABEBEAEESZS, HAREENAR
#%, HARBHESRS, HASVBHRIGEZEKR ORI
ERITVET, F, FBIEIE, 2009 4 UMIN
(University hospital Medical information network)
BEkIn-wm X BRIIE T, BEEFOZHh%E
LroBECEL ETES,

L <1, http//classuminip/ & TEL &,
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HA FI4 VBBRICE 2 BFFEOREEIIDOWT
— 2004 4EH & 2009 BT 2 bAEORMIHERODHE NN Y — v DE/L—

R R AR SR e R AR 0 Y,
B B AL K AL S S B IR BE A BT - — RSB,
FURBE R R IR I WLaRsMEE - IRV e ®,
LEBRFHEBETRHEE Y, WA
BIARFER Y, KBSIEY, Sehig— ", HHHEE?,

B [HW] 2005 FICRAI S TAREEROBETNI F54 V] 3, bPEOARBEROZROEON
E2HME LTHER L. bhbhid DPCEANMERBRES—5 (UTF, DPCF¥—%) 2HALT, 2004
EhD 009 ENRMREAOBLRISN -BETOLR - BETY Mo - ERERERORNNELERIT LS
g & b 1447k X vt S DPC 7 — % 2T L7z. 2004 4E 4 A5 2000 4 9 AR & Bl
LABIEEAREE NS E LT, BEEE GEH - B0 - 408, ARBRICBIZZR o (FHo
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£3H, (i) 200644 B~ 200843 A, (iii) 20084E 4 H~ 20094 9 A) 240 C, BHE O FHoBR.
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BB ASEMNCH otz THBEO %Y LEN 1 HARTHEYZIT Tz, PREFREZTEVEREOEE
138 0% CdHolze FWESIBED 0~ W0%PARYHAPRARFEMEZT T2, FROBETIAR
POFHETCOMBENS BULETH o7 FAEFADEEEIZ 02~ 05% &Koo 724, ERNEETRIEE
EMIZELRD, 20084~ 2009 EDEEFIZ20% TH otz 32OHBCRBAHFHLHET S L, BEOTH
ERPEL LY, GEADT - REREREEOANHEE, £RORTERL EIEEALON. L2 LK
BT F VI LUTENT AL, BURICRESILRBIBE SN G d ol FIHERENHRE LR CiE, BHESR
PR OERESHRINT 2EIAA SN, WE AR S 2 HUNOFHOEEITHIML 7= MM OBEN FL > —
VOERESICE, AELREIE Lo, FAESICE T A AR, 1HAESEFEICHML, 2HAR
BB LT FAEFIOFECRICIE, AL h o7z RERBRICBERIZE o205 FRIEHD 2008 £~
2009 EI- BT AR AL, 2006 E~2007FE3 XV 2 HERK Lo ShODBENRTL FI54 v OBE
300 EIPIE, EEICBRLAZTIEZLH V. LML IO XS I administrative data ZFIH T3 &
HWRHERICSENAY — VR By —F BN TEL L, BERRLFBARRLLEOBET Y M A, 36T
ERARRERB L PORBEEEBE 2 EDEGIIRETE 2, 4813, COXH 7Ty 2 REEERERED
AR T — ¥ LHASDE TN TAI L2, BROBOE=Y —RKISHTAHZI LI TE 5,

FHA—Y, EBRE", wHRY

(#&BIHE] aMBEE, T4l BE BROEL

HMERE 30(3) © 413~419, 2010

U ®IC

DEIAFTAL i, [FROBKRREOD LT,
WY R 2 T 5 & ) IR T 5 B CHRI
WKAER S XE] ThY, BEMOBRITHEZYEES
HLFERELTHAERD LSHASh TS, BHYT
AFS4 7, BHEDECAENL LS TVWHRICELD
1-XETHY, bAETR, BAREHEOMES S0
TR FEANFERL o THA FIAL VHIERERT
X7, BANEEOMENSHABEBRAESYS - H
RHERZE - HAFEEARZS AR L TERL
(RO AMIE K - SMEERODR

A4 EI4 7] (UTF, BBBERTLFIA40) Y
13 2005 4E 9 BicFIfT &R, Hiv T 2007 4E 2 BRI
HEOEBRN 2 Z2#ERs % B L7z “TOKYO Guide-
lines for the management of acute cholangitis and
cholecystitis (Tokyo Guideline)” ? 23#t & & h 72
COFERIIBLEF VA LRV OECERFENZ L
Wi, FA4 F94 ViFEOBWEKRTIEOER
FUEBRLLIPELD, TEFVAQARIZELDRTEFE
EIRFEROBEFRMOT A ANy ¥ a v OKRLM
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NIzHA FTGAVH, BREEDIHICELSIEH
WKOoWTOMRIZEZZ L,
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K810 SHEHER

F2 BMBELCEETLFHOBHEMS B —F

DREMA - | P

K672 AR At

K672-2 NI T R B A
K681 HRFESME 1 A
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REEMIFTMIT 203XHEETH L, 2¥RL, B
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AFBOEAC - BN HEBZEAHSBEFHOMK
Wl E) FPCHELEOBBRZTEH5TH 5D,

% 2 CARHIF X Administrative data (BL'F, DPC
F—%) BAALT, 74 F54 OBKRAHOMME
BT A AMRELOEE T A (REHBNON
RBRCFWHEH L L) - BETY A FETF) -
EHRERHEE (ERHBRERE) ORRNEILER
L7

I. MREFE

1. BITHRT—4

ABFEICHER L7227 — %1%, Quality Indicator/Im-
provement Project (BLF, QIP) & F—F X— AT
H5b, QIPix, DPCF— ¥ O9H - k%2 B L TE
BOBLBHEEROWEL BT, HBREEEREFE
SBAERT AUV b THY Y, ZoTSu
V7 NI ORI S vz DPC EA S EE
HPERE T — ¥ 2 EHIIE - BT LIFSeR s &
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LEIEIRE (74— v AEE) 2ERICTA—F
Ny 7 LTwbh, WE200 U LEOFHELTI Vs b
KBMLTWw5,
2. MRMNREFIOEE

2004 4£ 4 A~ 2009 4 9 H o HiC QIP Ikt % B
RL-BEDH S, [FEHRA] - TAROERE 2>
BRG] [RDERERLEBL-GRE] (&
MR ]| TH HIEFEHB I — F (ICD-10 2— F:
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L 72 BEFITDWT, & T o ABei i o JREERS % (B
Jid B IZEREGE TN PSEBSRIENE, SR
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SMMHBROBFIZ 1 EHOARTERET S LIZES
BVDT, AMBERICLIAIAREBEILICETE
BLT, BT L. EROFET [AMREL] 29%
BEBH SN TV RERN, 723 FHC (TR (5
JidHWIIBEEET2MbT) | PBEShTVWER
HOID 2BURL, F—IR—AnbLEEOBEDOA
BELa—F2EeTHt Lz, Sohds, AMBER
HHWIIIARE L FHEDO R WEROBBEHENTARL
T REBNZ BRI U 72 TR NN DSl S M7 JERI T b,
AL a— FICEHERERDRER R ERIL, T
POBRN L, FL-ARBEERICILIEEAA ROV
I— FHEBWEFIR, HHEOABEY» ¥ TREDA
DOTF—FBFRELTWBEMNIZRA L2 BRIz
o IR =B ONEE Lz,
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HOABRIZT THREIMTORTWA) BE, €T
AT — 7 &2#E L THRBNE - B - BREEZ
it L7z $hbb, ChOZEAROERDR - B
HBraitlizboz, EERBY - REFEEL &L
720 E1-FINOEER 2 FITT 235463, StHE
RCLDBENOABEEPSFHATCORBEZEHL
720 BEHFREBER, 2ToBCB TSRS L
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3. F— 2@
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Tokyo 4 F5 4 Q00742 H) BEESINI-H
HOBME 2EBIC 3PS TR SN, Thb
%, (1)2004 4F 4 A~ 2006 4E 3 A (2004 £~ 2005 4E),
(i) 200644 H~ 2008 4 3 H (2006 4~ 2007 4£),
(iii) 200844 H~ 20094 9 H (2008 4F ~ 2009 4£)
DO3IWTH L, BHRTIZIUTOEBECTH S, T4b
b, 1) BEFE (FE- 5 - AREBHFERA 2T -
JEREREEOEHEE), 2) BESOLR (Fil
WROZER, FHRH, ABEE), 3) BETY M
A (FEEE), 4) ERERHEE (EERBHE REE
%) 2EHLTBOBOLBREZMA . 2) ®5
HEMMROBIUL, BEFW - BESET IR - 8%
WIRE R V> —Y (HERSIWN2ET) OERige
BLUHERMN O ) BEESEFHTEOLEE62HR
Al BT col:, —EAL-VLETOAR
D) LMBADABEPSFH T CORKEEMN Lz, %
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FHROMARL TG, ARKEZZ LG, HEICLY
Bhbl, LEROEBOREELE RV NV TH
MlLZo 220088, f21E (1) 2004448~
2006 4E 3 H & (ii) 2006 4 4 A~ 2008 4: 3 A D@
WAEDFELLEZRET 2 5E, TO22o00RHO
F— ¥ PHET A HEENRE LT, SHHICBT5
BB R TOER - BET Y M A - BRER
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BOEZE L LT —  OBLOE & G
T A0, HERT2REL-SRECORN 2
Totze MEERIET L2012, 200HBICBITA

BEORED-OWLERBN 2To/z.Tbb
MEtONSE L AZEREZBERE L, HRBIV
WEOYI —EREHPERL TIEERBBNZIT
v, HEOEFEEKE @E) 005 RETHL5E
2O TREBICHELREND S LHIHT L7

I.#& &

2004 4E 4 A5 2009 4E 9 BB L - SR
DB 12622 Bl %, QIP 7 — & R— A D FEE
L7 (7P LBRBEOAED SHl-» TREHOTFT— 728
SELERIEBIDR), 3, FHEICBT 5 BERE
ZHMIOLR - BET Y ML - BRERHBROEY
BRT. AN, FHHERS WGER - Efidhz
ol fERETENGE LT, HIFNOREEIT- 7,
BROERPENICE, 3OOHMBETHELREZAD
Nipdrolods, AEBOAHER a7 - JRERESE
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PRIULA - BET Y ML RERREROEY

hii:1 il 2004 ~ 2005 4EEE 2006 ~ 2007 4EFE 2008 ~ 2009 4EFF Pl
b 13 73 138 -
(& T DEH)

fEBIE 738 3,358 8,026

E#, Mean+SD 649+154 662+157 663158 0.08
BE (%) 386 (52.3%) 2067 (53.6%) 4,374 (545%) 0.39
Carlson score, Mean+SD 05+0.95 063+1.04 065+1.04 0.01
JBERBADEH (%) 17 (23%) 233 (6.0%) 578 (72%) <0.001
s (%) 7 (09%) 72 (19%) 164 (20%) <0.001
PN R

1H 604 (81.8%) 3246 (84.1%) 6,953 (86.6%) <0001

2 [l 131 (17.8%) 568 (14.7%) 1,009 (126%)

3|k 3 (04%) 4 (11%) 64 (0.8%)

F4l

FleL 221 (299%) 1,257 (32.6%) 2,688 (335%) 0.007

BEHNFLF—YDAR 11 (15%) 88 (23%) 187 (2.3%)

FREER AT (LC/0C) 506 (686%) 2513 (65.1%) 5151 (64.2%)
ETOABRDEEFERE H 181+168 194+194 186204 007
(H), Mean=SD
ETOAROKBER (T, 846+ 768 901708 885+ 778 018
Mean =SD
(FHRER)

SEBIEL 512 2,520 5,158
Fily

JRZERHA (%) 366 (77.9%) 1,897 (799%) 4,022 (82.3%) <0.001

#78 PTGBD ®EH (%) 36 (7.1%) 139 (55%) 266 (52%) 0.19
BHMOAREIOFHET

1~2H 180 (35.1%) 967 (384%) 3,357 (42.9%) <0001

3~4H 83 (162%) 317 (126%) 1,096 (135%)

5H+ 243 (475%) 1,236 (49.0%) 3,730 (436%)

BT (%) 1 (02%) 11 (04%) 29 (05%) 046
ETHOAROEERHEK 178+160 177+16.3 1644149 0.001
(H), Mean=SD
ETCOABROBRERE (T 912+ 644 935+ 641 907 £ 620 018
), Mean=SD

LC : JEEESETFAH - OC : BT

Guideline? BFFEE NI, HA4 FIF 4 ViZ2HHE

Ml A Z L iE, ARAWRTH B, LoL,

P UTHEARMIC, FE R o B RESE T IR Al
FHRBLTWSE, TM5r0BBHD 2R
BRI L) BYPRERT X 2 WP SED EOER)
BT, BEIEE F L F— Vil (BB VIidlk5 )
ZRHDTWVE, AP, (1) 200444 A~ 2006
£ 3H, (ii) 20064 4 A~ 2008 43 A, (iii) 2008
£4ADED 3 OOHE % L LR TH b,
ZOWRTFAL Ve flioTHA RS54 VOB EE

HCBUI2BHOBLS, LKA v 0HE2D
LZEEHRETHIENTE L,

AHEONB L o7k, LEORYIC QIP
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o ORI DPCICED BREFHMEIC X 5 Xl
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4 BEEM - PHNRE - BE7Y M A BEEREBROBENEL
- 2004 ~ 2005 4 vs.2006 ~ 2007 4 2006 ~ 2007 4E vs.2008 ~ 2009 4
2004 ~ 2005 45 2006 ~ 2007 45 pvalue | 2006 ~ 2007 £ 2008 ~ 2009 &£ pvalue
R 11 11 66 66
S5EH)
FEBIRL 728 1,310 3726 5,308
4E#5, Mean=SD 65.0+154 66.9+159 0.02 66.315.7 662+16.0 0.1
B (%) 380 (52.2%) 682 (52.1%) 084 | 2002 (637%) 2945 (54.6%) 052
Carlson score, Mean *SD 050095 0.60+1.01 0.009 063+1.05 0.68+1.06 0.001
IBEAEMBEEOAE (%) 16 (22%) 44 (34%) 059 223 (6.0%) 462 (86%) 0.001
BT (%) 7 (1.0%) 25 (1.9%) 0.60 71 (1.9%) 117 (22%) 013
FH
Pl L 216 (29.7%) 424 (324%) 065 | 1223 (328%) 1822 (338%) 061
BEMBEFLS—Y0H 10 (14%) 42 (32%) 001 87 (2.3%) 125 (2.3%) 068
B ZEH AT 502 (68.9%) 844 (644%) 019 | 2416 (649%) 3451 (639%) 0.19
B A% (H), Mean+SD 182169 208+22.2 0.11 196+195 184+220 058
WESR® (TH), Mean=SD 853771 949 =788 0.04 880+ 683 865 = 838 0.12
FHHEES
HEBI 3 506 850 2415 3457
48 (Mean=SD) 628+159 629149 0.86 629147 625+148 092
Bt (%) 251 (49.6%) 445 (524%) 0.31 1295 (535%) 1,902 (55.0%) 0.34
Carlson score (Mean+SD) 041 %0.78 052 +0.88 0.008 0.49 +0.87 053+091 0.002
JEEREMES (%) 6 (19%) 21 (25%) 0.06 125 (5.2%) 324 (94%) 054
T (%) 1 (02%) 6 (07%) 049 11 (05%) 18 (05%) 0.39
IREERE A
BIEER (%) 104 (22.3%) 219 (274%) 065 465 (204%) 544 (16.7%) 0.02
R (%) 363 (77.7%) 580 (726%) 1815 (796%) 2717 (83.3%)
WHOBEHFLF—2 (%) 35 (7%) 45 (53%) 057 136 (56%) 190 (55%) 007
HBIEO 7DD AR
108 595 (81.7%) 1,116 (852%) 0001 | 3152 (846%) 4753 (881%) <0.001
28 130 (17.9%) 178 (136%) 533 (14.3%) 605 (11.2%)
3EME 3 (04%) 16 (1.2%) 41 (1.1%) 40 (0.7%)
WEARALFH2TORR 196784 189+7638 0.89 153+505 150476 0.68
(H), Mean=SD
ME A S 4 H R ICFH
B EORE (%) 180 (36.0%) 352 (41.4%) 0005 | 932 (385%) 1598 (462%)  <0.001
BIEBEHE (H), Mean=SD 178+16.1 184+192 0.99 17.8+164 157+154 0,002
ﬁfﬁﬁ+ﬁﬂ & (| 102+108 103+12 0.06 105+121 92+112 0.14
ean*SD
BERR (), 917 +644 970 764 0.25 918+617 878 +637 0.99
Mean=SD

BEROBRBRIN—TTH DB, LIAoT, RHRET
BEIN-2AHBERODRIL, £ —ROBKRBSIC
BUABHERMLTWEEER D,

BUBELOSEOEN OMKE, SMHHREAEED
SEERITH 66 KT, LERMBBETH o7
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BREZTRVEAFZOEEIIN 0% TH o 2o Tl
BZF7BEOH BB ARY HPBB TR E 2T
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Tholco FREFAOTEEEIL 02 ~05% L EH o
ohs, ERNRECREBENICE R D, 2008 £~
2009 4EDFET-HIL 20% Th o 72o LI o T DI
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The “Practice Guidelines for Acute Cholecystitis and Acute Cholangitis” Were Published in 2005.
In this study, we Utilized Administrative Data (DPC data) to Examine Trends in Patient Characteristics,
Process of care, Patient Outcomes, and Medical Resource Utilization for Patients with Acute Cholecystitis

Miho Sekimoto, Kazuhide Okuma, Yuichi Imanaka, Masahiro Yoshida,
Koichi Hirata, Toshihiko Mayumi, Tadahiro Takada
Department of Healthcare Economics and Quality Management, Kyoto University Graduate School of Medicine”

Department of Hemodialysis and Surgery, Clinical Research Center,
Kaken Hospital, International University of Health and Welfare?

Department of Surgical Oncology and Gastroenterological Surgery,

Sapporo Medical University Graduate School of Medicine®
Department of Emergency and Critical Care Medicine, Nagoya University Graduate School of Medicine”

Department of Surgery, Teikyo University School of Medicine”

[Methods] We analyzed DPC data provided by 144 hospitals, and included patients with acute cholecystitis who were
discharged from those hospitals between April 2004 and September 2009. We examined patient characteristics(age, sex,
and complications), process of care during hospitalization (choice and timing of surgery), patient outcome (mortality
rate), and medical resource utilization (length of hospital stay and medical charges). ICD~10 codes were used to identify
patients in the database who received hospital treatment for acute cholecystitis. We identified all hospital treatments for
any patients with multiple hospitalizations, as well as the types and timing of surgeries(cholecystectomy and percutane-
ous drainage). To examine changes in medical care over time, patients were divided into 3 groups based on the time of
discharge from the last hospitalization: (i) from April, 2004 to March, 2006, (i) from April, 2006 to March, 2008, and (iii)
from April, 2008 to September, 2009. Patient characteristics, choice and timing of surgery, whether or not drainage was
performed, and mortality rates were compared across the three groups. [Results and Discussion] The mean age of pa-
tients was 66 years, and slightly over half of them were male. More than 80% of patients with acute cholecystitis had a
single hospitalization for medical treatment, and approximately 30% of them did not undergo surgical treatment. Thirty
to 40% of surgical cases underwent cholecystectomy within two days of hospitalization, while half of them received cho-
lecystectomy 5 or more days after hospitalization. The mortality rate for surgical cases was low (0.2 ~ 05%), yet the
overall mortality rate increased over time, reaching 2.0% between 2008 and 2009. Patient age, comorbidity scores, and
coexisting biliary tract malignancies increased over time. However, when adjusted for hospitals, no changes were ob-
served in the mortality rate. The frequency of laparoscopic surgery and surgery performed within 2 days of the initial
hospitalization increased over time. No significant changes were observed in the frequency of those who underwent per-
cutaneous drainage prior to surgery. The number of cases with a single hospitalization significantly increased while
those with two hospitalizations decreased. No changes were observed in the mortality rate for surgery cases or in total
medical charges over time, but the total length of hospital stay for surgical cases between 2008 and 2009 shortened by
approximately 2 days compared to the period between 2006 and 2007. Careful consideration is needed to define whether
these results are in fact a result of the implementation of the Guidelines. Using administrative data facilitates relatively
easy monitoring of treatment patterns and an examination of patient outcome such as mortality rate and readmission
rate, and medical resource consumption such as length of stay and medical charges. Future studies which combine and
analyze this type of data with detailed clinical data such as disease severity could be applied to monitor the quality of
medical care.
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#1 SMBEAEAOEMIL
(BHRg %, BIBEHRAEEDHER
T4 KS4 > HAKSA4 > * P value
SR %
B 39 41
SER (FpyLl) 55 (24 ~85) & 60 (32~ 93) **0.36
Bl 25/14 25/16 0.82
B BE 16 (41%) 16 (39%) 054
P 11 (28%) 16 (39%)
HiE 12 (31%) 9 (22%)

* Fisher's Exact Test (two sided)
** Wilcoxon rank sum test

F2 2MBPBEEMIBTHEEENOMPEFL -

(BERE %, REERL SR

T4 KS4 HAFS4 * P value
IR AR
B 39 41
BEFLF—Y 065
£k HY 21 (525%) 25 (625%)
%L 18 (475%) 16 (375%)
BE HY 6 (375%) 7 (438%) 10
%L 10 (625%) 9 (56.2%)
P HY 8 (727%) 11 (68.8%) 10
L 3 (27.3%) 5 (31.2%)
HiE Y 7 (58.3%) 7 (77.8%) 0.64
=L 5 (41.7%) 2 (222%)
* Fisher's Exact Test (two sided)
#£3 AMBEEEFLF—VESOFM 46 6)
FLF—Udh HA4RKI4 > HARKIAL v * P value
SR B
21 25
FLF— P Hk ERY 13 (62%) 8 (32%) 0.074
PIHER 8 (38%) 16 (64%)
FEE-34%: 3 0 (0%) 1 ( 4%)
ABESS FLr— Yol 00 0~ 9 H 000~ 20 H **0.56
(dpoeq#)
FLF—V0sFMi E coHH 11 (2~39 H 20(0~21) H
(poefl) 0.00015
FAED O F oMM 14 2~44) H 40 (0~56) H
(FpdLql) **0.00078

* Fisher's Exact Test (two sided)
** Wilcoxon rank sum test

SYEIRER F L F— VEFICOWTEEIICHER T 5
&, HAFTAVRABCBENF V-V PBAL
(62%—32%), PIBLHEH F LV —IHHM§ % HHH
ERDIH BB—64%), FETRhedok (P=
0074) (£3)o FBICAREDL FL -V ETOHH
CbZER L P oz 2, FLF—IUPLFEHETO

Bl (11 2~39 H—20 (0~21) H,P=0.00015)
ERIENOFHE TOHM (14 (2 ~44) H—>40(0 ~
56) H, P=000078) i3, HELZEZFADL (£3),
FRICHEHC AR L TR OR8N 5 T ToH]
Bicd (23 2~53) H=2 (0~19) H, P=0019)
ERAD (EA),
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F4 WHICARLTHOAREAMENZETOHH (WR L DAR~BA LR o7

22 481)
HA4 R4 HA4 K54y *Pvalue
ZTIR BH1%
17 5
WE P SRS ETOMM 23 2~53) H 2 (0~19) H
(P gefi) 0019
* Wilcoxon rank sum test
E£5 AMBEXAFREANOEN2 GERH 282K
38 WA KT HARSL * P value
(1) SPIHT B %
Se5d 40
(B L) )
FAHEIA ik Ry 5 (15%) 20 (50%) 0.00061
FRFW 33 (85%) 20 (50%)
ik JE eSS T RS AT 21 (55%) 25 (625%) 0.39
IR RES BT 5 (13%) 7 (175%)
Be N IR 2R 4 AT 12 (32%) 7 175%)
[iliE- 3481 3 0 (0%) 1 (25%)
WA HE 10 2~44) H 65@~2N H 0.00078
 ARHE 250 4~81) H 95 3~47) H 36 x10°7

* Fisher's Exact Test (two sided)
** Wilcoxon rank sum test
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PREh, EENDROBEAHOATHE P, 2
ZCAHE, A4 FI 4 YEHRHOIER % retrospec-

tive IKHRET2 2 LT, BRHIBWTHA FI 4 a8
EDX) BB THBRICERE LG I LrBE L,
WVEHOSEHEBREINICBVTIE, 14 FS4 V12
XY BFEN ML, BERE L TaERE RS
Li-c el s hiz, HEFMN & HFRFHORCT
T, BHIFMCHERTER, AERAR, 2ARK
W EREESE COBMEIRERTNE B,
HA T4 VI Y EEHERO R TR ZaRe T
LIRS 417%H 5 573% MLz L oHtED
HY Y SHIFHPHS—BEMT2EE LN,
—%, BEPHZHTCE 2ho 2B AICIRYY, O
MR BD-® (RTEE or FUREE L L), ONFZ
DB oT-Z L, OF OB T —RE
L0, ORELRFICFEHEFLE L b o7, ©
WIEEBEICEMEZELL, 2EFDIFoRTVS,
BICOREL T, BHFRET) 2OCLELDH
KEI OB EZRATHAHER LALLM, g
MEERAY Yy 7BPHRLTOLHERIZBWTL BT
WEITTEARPoENN%H -2 OHED
59, ABRERLORAT TR, L F540T
R ENTRZNIBR OB CIHBTESLT L b H—ER
DBEFRABRL L > THIRVWHEEOD 2 2 L BIEHE
ThTtws ¥,
SMEERCELUCHIE RV — Y ORITE, W

—423—

76



H A EHCE EF R MRS Vol 30(3) 2010

®6 [HRIRESIER O FM

Vi B o VA HAFEI4 > * P value
T ZHH%
B 9 36
EW (FHE) 68 (51 ~84) ® 785 (35 ~92) 0.091**
Bl 6/3 16/20 0.28
FHREE B 1 (11%) 12 (33%) 042
AR 7 (78%) 20 (56%)
B 1 (11%) 4 (11%)
HEE XA 6F HYy 5 (56%) 10 (28%) 0.14
2L 4 (44%) 26 (72%)
JBEFLF—T HY 4 (44%) 32 (89%) 0.0044
7L 5 (56%) 4 (11%)
H#E BB IR~ W 0 (0%) 2 (6%) 26x10*
BRI EFE RSN E#E 0 (0%) 1 (3%)
PR SE  TE B —~ 1l 4 (44%) 17 (47%)
PIRSERRE O A 0 (0%) 13 (36%)
BREMEE IR 5 (56%) 0
BREREBEO A 0 (0%) 3 (8%)
EARHE 41 (12~110) H 155 3~55) H
(FrgefE) 0.045
* Fisher’s Exact Test (two sided)
** Welch Two Sample t-test
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** Wilcoxon rank sum test
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Have Guidelines Influenced the Treatment of Acute Cholecystitis and Cholangitis?

Ryota Higuchi, Hideki Yasuda, Keiji Koda, Masato Suzuki, Masato Yamazaki, Tohru Tezuka, Chihiro Kosugi,
Atsushi Hirano, Shuichirou Uemura, Hironori Tsuchiya
Department of Surgery, Teikyo University Chiba Medical Center

We retrospectively investigated the effects of guidelines when treating acute cholecystitis and cholangitis, by compar-
ing results before and after the guidelines were established. Between October 2002 and September, 2008, 125 patients
with acute cholangitis or/and cholecystitis underwent treatment in our institution. In patients with acute cholecystitis, a
decrease in the number of days could be seen in the following : period from drainage to operation(11 — 2 days, P=
0.00015), period for referral from physician to surgeon (23 — 2 days, P=0.019), period from onset to operation(14 — 4
days, P=0.00078), postoperative hospital stay (10 = 6.5 days, P =0.00078), total hospital stay (25 — 9.5 days, P=0.0044), in
addition to an increase in the early cholecystectomy rate(15 — 50%, P=0.00061). In patients with acute cholangitis, an
increase in drainage rate(44 — 89%, P=00044)was found, and cases successfully treated endoscopically resulted in a
shorter hospital stay (41 — 155 days, P=0.045). Suitable therapies were promptly performed according to the guidelines,
which shortened the hospital stay for patients with acute cholangitis and cholecystitis,
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