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HEI1EH (Basic information)
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B & ;E(Japanese)

£E(English)

RERA
(Official scientific title
of the study)

SUBERODHIELE - BEEHEICOLD
T@mﬁ%ﬁ%Mn

Diagnostic criteria and severity assessment
in acute cholangitis: A
prospective observational study

PLER SRR A
(Title of the study

DHEEROBMEHERE

Diagnostic criteria and severity assessment
in acute cholangitis

(Condition) |

(Brief title)) (CLASS Tokyo)
HERSE RIS | B A& /Japan
(Region) | 77 (HARLASY) /Asialexcept Japan)
¥ % 4% B (Condition)
H B(tem) H & iE(Japanese) HEE(English)
HBREE 2MEE Acute cholangitis

(Narrative
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EERX S | JHILRFA RS (BF- BB - ) /Hepato-biliary-pancreatic medicine

(Classification by | B2 yE AT /Infectious disease
specialty) [ JHLER S+ T4 (BT - §B - ) /Hepato-biliary-pancreatic surgery

EERH2
(Classification by | 4 IE/E 141/ Others

malignancy)
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B #J(Objectives)
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objectives1)
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prospective observational study

B#2

(Basic objectives?)

EhtE/Efficacy

B2 -0 ihEEid
(Basic objectives —
Others)

HERDME
(Trial
characteristics_1)

R FE#Y/Exploratory

HEDMHE?2
(Trial
characteristics_2)

HBOI7z—X
(Developmental
phase)

g 4" /Not applicable

£T{f (Assessment)

IH B (Item)

B A& 3E(Japanese)

HEE(English)

FEFYMNLEHE
HE

(Primary outcomes)

PHBEOR UM
EEE R AR
BEEANBGE, BWETERER

Diagnostic assessment in acute cholangitis
Severity assessment in acute cholangitis
Rate of mortality and organ failures in acute
cholangitis

BIRT 2+ h LgHE
HH

(Key secondary
outcomes)

thoEEEFIEERER
BBERDOREKR
BERNLFT—DAE
ERMmAEME

Prognostic factors of acute cholangitis
Etiologies of acute cholangitis
Drainage methods of acute cholangitis
Antibiotics

HAEIF (Base)

15 B (Item)

B A& :E(Japanese)

FEE(English)

HBOIEE
(Study type)

#H%2/Observational

HEET Y AL (Study design)

18 B (Item)

B & iE(Japanese)

BEETHAY
(Basic design)

S8 L1k
(Randomization)

S F LIEDEAT

(Randomization unit)

754k
(Blinding)

avk0—)b
(Control)

BajE
(Stratification)
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AT
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ERPREAER B %
(Gender)

B4 /5 /Male and Female

417 R—o

e

(Key inclusion
criteria)

i\')l‘iﬁﬁ%‘ﬁt?%ﬁéhtﬁﬁﬂ (bR

Patients with acute cholangitis

fa ot HLHE
(Key exclusion
criteria)

1, IBERLNOFHEREELE T HIED
(PHEEULOBEERHFRLGE)

2, ZOith, HERIE Y EEA T E Y LFIRL
T=HE{5]

1, Patients with other active inflammatory
diseases such as acute cholecystitis

2, Patients inappropriate for participating to
this study decided by the attending
physicians

BESMERK

(Target sample size)

350

F{IHHE (Research contact person)

I8 H(Item)

H A& (Japanese)

B EE(English)

EERRES
(Name of lead
principal investigator)

Tadahiro TAKADA

Pl ot
(Organization)

FRRFEFE

Teikyo University School of Medicine

AR E

(Division name)

SR

Surgery

£
(Address)

HEHRERNE2-11-1

2-11-1 Kaga ltabashi—ku Tokyo

SHERLVSHHEEO(Public contact)

1§ B(tem)

B A&i&(Japanese)

B EE(English)

HUEH

(Name of contact
person)

EOFIx

Toshio TSUYUGUCHI

ok
(Organization)

Graduate School of Medicine Chiba University

HES

(Division name)

Department of Medicine and Clinical
Oncology

¥r
(Address)

BEE
(TEL)

REOH—LA—T
URL

http://class.uminjp/

(Homepage URL)

EEH(T4HE (Sponsor)

78 B (Item)

H & i&(Japanese)

FEE(English)

EmEEARE
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ERPRIER B4R I

(Name of primary o _ ‘ .
sponsor) HRRF Teikyo University

EEFEARMLE, HEROHE, BEERELR, FRERNEE AN ERO-DDEE S
BICHLTREEZHOMBITY . RERTRAR Y —LHYETN BESA—ST 25810
FREDIETHIENER A, VELT THLIEVSREIZHYZ A,

TFR & 1R (4 B (Funding Source)
18 B (Item) H & :E(Japanese) HEE(English)

BEBIBEARD | o
(Source of funding) BEmE

Ministry of Health, Labour and Welfare

(Cator B | 448 /ML Japar)
(Category of Org)

50 S AL [=]: Japan

(Nation of funding)

FT DD EEMSEE (Other related organizations)
IE B (Item) H & iE(Japanese) B EE(English)
HEEEELS

(Name of secondary

sponsor(s))

TOMOHEE IR
ik,

(Name of secondary
funder(s))

IRBICKHEE -REE
H B (ltem) HEXEE(Japanese)

fﬁ@%ﬁzﬂ%&éﬁ
(Research ethics HY/YES
review)

(English)

i
DH

fth B B 5 FE TS 152 ERID (Secondary IDs)
15 B (item) B & §E(Japanese) HEE(English)
RS HITEN
1=BERID | LMNE/NO
(Secondary IDs)
S ERIDT
(Study ID_1)

IDFEITHEE

(Org. issuing
International ID 1)

FAERID2
(Study ID_2)
IDRITHAEH2
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(Org. issuing
International 1D_2)

BERE
(IND to MHLW)

SREREMHEE (Institutions)
5 B (Item) H A& iE(Japanese) HEE (English)

N AR )
ERERELAYERESHE U 4— bR (FRR)
FERPERHMBRR(FER)
R 18RRI (TER)
%ﬁ%ﬁ%ﬂﬁﬁﬁ’?ﬂ%ﬁﬂ $*|Hlik.z:g§ﬂm(i9§ﬁ)
L | BE LA (FRR)
MOSULEONS: | m s FERLAE/N\TFRAER (FRR)
RESHRERERUGER)
Fya—vUoRERR(FER)
FEENALVEI—(TFER)
THERERREGFRER)

HERE B RIT (Progress)
1B H(tem) A & :E(Japanese) FEE(English)

SHERAE ISR | [REHE & H/Enrolling by invitation
(Recruitment status) | (BINERISEZZDOEBEEN. HEXBLTESICHBEITEND)

Joka)VEEEH
(Date of protocol | 2008/07/03
fixation)

SR-HANBRRGCP
&) H

(Anticipated trial
start date)

40— T(FE)R
(Last follow—up date) 2012/03

ABRT(FER

(Date of closure to
data entry)

F—AEE(FE)H
(Date trial data
considered

comglete")

BERT(FE)E

(Date analysis
concluded)

2009/11

B EE R (Related information)
5 B (Item) A & & (Japanese) B EE(English)

Zoka)LiB#E URL
(URL releasing
protocol)

RERBRO AR
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B PR A BR B 8% 7T R—
(Publication of | .. ,\ .
results) F 423 /Unpublished
#ERIBHURL
(URL releasing
results)
FaiER
{Results)
For the primary endpoints, we will assess
) sensitivity, specificity and accuracy of Tokyo
FEFHEAIEHE &L T, Tokyo Guidelinesd 2 guidelines in diagnosing acute cholangitis.
&ﬁ&%ﬁ@ﬁ&lgs HRE, EREEMITT S, |For the secondary endpoints, prognostic
ZOMBDEER | BIREMEEE EL T, RE X FREF (K factors (body temperature, pulse rate, total
(Other related | i8. kA%, T-BIL{E. S-CRE{#. S-ALB{#&. bilirubin, serum creatinie, serum albumin,
information) | ML/NMRER, FLF—C Kk B EEWE . platelets, methods of biliary drainage, used
FEEXORRAKS. B EBRTBHEIUE | antimicrobial agents, etiologies of cholangitis,
EERTERLTRET, etc.) for acute cholangitis will be analyzed
using single-variable and multi-variable
analysis.
‘EETER
7 B (item) H A& (Japanese) ZFE(English)
2468
(Date of registration) 2009/09/28
EREREHH R
(Date of last update) 2010/03/29 21:36:24
BER—UADYUY
B AEURL https://upload.umin.ac,jp/cgi-open-bin/ctr/ctr.cei?
e function=brows&action=brows&recptno=R000003000&type=summary&language‘—‘J
REEURL https://upIoad.umin.ac._jp/cgi—open—bin/ctr/ctr.cgi?
e function=brows&action=brows&recptn0=R000003000&type=summary&language=E

¥ AS—VURBOERIL, BRERMBRICHT 2FHRAMEEMELT, UMINAYBEEEL TUBUMINERERSRER B4R R 7 L ISIR AN 1B RS

BIRHTY .

XREDEERPEREFCOVTE, ERBEREC—ROAICHTTEET 5L EMELTOEEA,
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SRR 214 FE A S BAA B R S BB & (MR SR AR B R HE R ST 30)

TFERT e
BN, ERERARERBRT A FTA OBk E,
A& ROEHZIE - T 7 b h A%HICE 2 5 BEOBRECE Y D88

GEERFE B A KT A 2 ORI RIS T ORFSE

WoeliEy SRS EREREARCERETT eI B R LB - M i

[(REE]

[(55] 2WHA KT 4 OFFE - HEECIE, A BT A > BIEOFF & BEFMALETH D, & D IZHTE
BVERFEDTE L ER S NI HA RFA v ONFFMABETH D, —HHRACHE LT, W R B & R
HERNEL 25 (1), ABETIE, OB T, KbiRL 72 HVER T BRI 72 5L 7 MR D W TRE T Do

(B8] AR TREARBESA BT A Vil Y — VAR O 720 OFRER

[ 5] AR, BLOECKTHWLR TWDBRAIA KT A v EAERT R BRI 2 FEIC OV TIRS
LR 2,

[R5
L BEHA RIA L DRIT, & HOERIEE FER O L TV 2 b 0% il

1) AGREE Instrument {Z & 2 #Fli /715

2) Terrence M. Shaneyfelt OFFE A4
9 AL H—Fy NERWT, AFRRAAAL BT A VY — A ZIRE LT

1) AGREE Instrument HAGER

%\%

2) AGREE Instrument training manual

3) BREHA T A v OIEOFIE ver. 4.3 2001.11.7

4) Minds 2RI A K7 A AAERDOFF] & 2007

5) HAESHERETMIAE EBM EfRRiE#E L ¥ — (Minds)

[B£]
TEH I LTIk, AGREE b Shaneyfelt O3> — /i, JEEEEAE <, ZHIC RARORKERICET S
WNAEZMZAZ LT, FMEER & LTHEREEZ BN
47 FiFE & LT, AGREE OFEH LTI 2 & 3 RO R D WA H Y | Shaneyfelt i3 yes/no
OIBRZD T DI TIE S 2 MM BT m 2> R W ATREME SRR S h Tz,

= . KR CHWBIEY —Mi2iE, AGREE 0 4 HH 2 ) Aho-o, FHe/RRR ) BRI &
- imEERFE & b,

BEHA BT A OFHE - REEZIE, TA KT A~ WAL NMEL 205 (R 1), AR T ZOHFT,
B RO & RSN ETH D, S bICATH B b B L 72 B VRRL T R 22 R A7 HR IS DV TR
VERR T 1R DR & fER S nTe A BT A ONAERF 9 Do

HRALECTHD, ~HEHFCEL T, ERELRE
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A. BFFERE
A CHRIRTTRERBIRA A KT A L5l — N AE
FR O 72 8 DA

B. WrEH

A, BRUOHCKTHWONRTWABIRT A K5
A 2 EVERT i BRI 2 PRI OV TR <
& LIBETY 2,

11|

C. WrousER
L @BRAA RTA DT, FHOIERTEEF
EFP O L TV a b oa i L
1) AGREE Instrument = X % 2Tl 5%
AGREE Collaboration

( http://www.agreecollaboration.org/ )
2) Terrence M. Shaneyfelt ®EE{liH1: (A AE
* 2)
Shaneyfelt TM, Mayo-Smith MF, Rothwangl J.

Are guidelines following guidelines? The

{0

N

methodological quality of clinical practice

guidelines in the peer-reviewed medical literature.

JAMA. 1999 May 26;281(20):1900-5.

2. AV EZ =2y NERWT, AFHERIA RS54

VRHEY — LB A LT,

1) AGREE Instrument 2 & % 24l F ik

AGREE B AGER (&F 1)

2001 FIT AL 14 FE R T AT 5 B wiBh &
MEFBIHRETEEE @RI N4 2 OFb

(CBEYDHFIE) | BE (RFZERERE - BAIIKR) 23,

H AREERIRR AR & 1R

2009 &, ZOHAFEROEME S 2 #5720, HE

BRI Ny 7 b T A2 L— R E1TV, AGREE [

FRIEI2SARR L, Bkl o7,

http}//www.mnc.toho-u.ac.jp/mmc/guideline/agree-

jpn09.pdf
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2) AGREE Instrument training manual

http://www.agreecollaboration.org/pdf/ aitraining.p
df

3) BIEAA KT A L DI DFIE ver. 4.3
2001.11.7
Terrence M. Shaneyfelt DA 5L D H AZER (3
2)
TEBM DK D123 0 T R AMERR & 80E H kB
& O EBM DA B MRE I B3 2 B2
WIEREE @BHRE RN E L5 R
)
TAKIZET D EBM O 07 — 5 ~— 2R
ORBEHI N B3 2 s A 52
IR FHEERAR (S ARE AT E R4,
T E B RRIE )
http/lwww.iph.go.jp/glgl-4.3rev.htm
4) Minds B A B F A1 B O FS] & 2007. 18
FUR, ERAEE, LOEAR, E¥ER, Bt
http‘//minds4.jeghc.or.jp/minds/glgl/glgl.pdf
5) HAREFRMAETEENE EBM Byt »—
(Minds)
BIRATA RT A OFHEREDORAN R E LS (%
3)
http‘//minds.jecghc.or.jp/st/outline.aspx

D. E£

HHEICE L CTix, AGREE & Shaneyfelt ®ZE{f >
/Wi EEENL < I AROBRKERIC
By oNEEM25Z &¢, FHBEB & LTHES &
Exbhiz,

—77. WMk E LT, AGREE Ok EE
fih 2 & BB KT @438 9 . Shaneyfelt
¥ yes/no DIBIRA D7z AP TILd 5 M EEME7 b
WA IXIA 22 W ATREME A RIS S 7,

SO AATHW LMY —/icid, AGREE
DAHEE Z]Y ANoD, BRERIR Y BARE 2 FEE



M E VR E N AR & Bbhe (R4).

AGREE Z{fi>y — /L% Minds OFFHEREDE X
Fint. BARICBTDHA R A ARRITEmR 7S
RO ERE R AT, BERE. FMEOF
2T, LV XOREE LW,

G. HrRRR
I & T
L
2. FPRFER
L

H. MR EERE DO HIFE - BRI
1. FFEFES
L
2. FERFEEE
7L
3. & DAl
7L

69



K1, A RTA P - BEED T DDIKR

1. A F7A4 2 BEOFAH
1) YERHEORHE » - » ¢ - - BRI B S ERRFEAZ VTV B0 2
2) HARTALNEOFM « - WEIZAAOBEEREERIZAI LTS 2
2. A RTA DB

1) TREFAE - « « 0 o o BRI N LT A2
2) REHAE - - o o o 0 0 . EEORBZBRITANKRE LT ?

BEDMEET 7 bl DRSS L) 2
3. A RTA &l 5 K H R4
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£2 BBEHA RT A OEOFHME( Terrence M. Shaneyfelt. JAMA 1999;281:1900-5 )

S A KT A OB, TNk, P, (EREME, R, BRROBE A, FRR B ZRAR
RS . SRS, YETOTE, REKOVTEliSN L RETHD,

C HA RIA v OFERTT I RIS DONWT

(1) HA ¥4 20 BHIBHEICESDIL TN D yes/no

@) HA KT 4 o OE N & EARE, BEENRHEINTNDS yesino

(B) HA RIA MNEHER & ZOEMFHEREM SN TN D yes/no

(@) @B L b7 —~ (FERRME, EREEHR ) PHBICERESNTWVD yes/mno
(5) &L 2D BERFDPRE SN TND yes/no

(6) MELTWAFE. EMAFENFHESNTND yes/no

(7) ZWrolhfR. TRHICET D% EIREEAFHFRETEELR L OEZMEEL TV D yesno
Q) THEhAHEELEDOT Y N A LD EE STV D yes/no

) 1B LT A BT A v OSEFHlORER PR ST D yes/no

(10) BB L < IXSETOTEZFLE L T yes/no

C BT U ADKRRE - BAIUCDNT

(1) TEF v ADORFFHEEZWRL TS yes/no

(12) L or (1) DTEF U AEBBRELIZONETHE L TWD yes/no
(13) e F U2 &3 AL, 38R E LTHELTND yes/no

(14) F—F i L7e FIEZ R LTS yes/o

(15) ZEF L AD Y L— RO, HHEHEZTHL TS yes/no
(16) TEF L RSHAROBEREY 7 4 v ARFETHA L, TOFIEEZRELTVD yesmo
(17) BEITAHORE L ELZTLHEL TS yesmo

(18) FE L ENERBMICEE SN TN D yes/no

(19) BFATHO A h~ORBPTWINTND yes/no

(20) = A MPEBHITRESNTVD yes/no

- BN OAERUITIEIC DWW T

Q1) B E ERT DO AR STV S yes/no

(22) BEOBRMMNBE SN TV D yes/no

3) BEREEKT, HA KT ORMIZKH>TND yes/no
(24) BERT ET v ADEITIE LT/ r— FfIFERTWD yes/no
(25) BEMNFIEDH HNE L8> TV D yes/no

Al




R3. BEIA FI4 DM BIKR 2% 2 5
(B REFEHETMEAE Minds &2 % —)

http://minds. jcqhe. or. jp/st/outline. aspx

1. DHHEIZHT% Disease Burden (RfEE, BHE, MM R, FELEH) A KEL
RFR-REICET 550 THETE,
T—RICEHLENHENERZENBHITNEILE,

TR (B LUHRE DT ERL) BBERESWTNBIE,

MREGHT—V (BRI, EREMLE)ABEEICEEISN TS,
IETUADBREFENERSATINADIE,
IETUREMHELI-XBMETZELTNEIL,
IETUABLARIILAFFSATINDIE,

HENT L —FHTEhTNAIE,
BRIZH->TEEDEMICRET A LB TINSIE,

® © N o o kM 0D
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£4. HA RI4OBEHRFHESHE (R)
%8 1) AGREE instrument
%M 2) AGREE instrument training manual

S8 3) Minds 2L A KT A v OFHEDBAKK 2% 2 F7

<EUEFTIE> FHROEE 1205 25 A L, 100 ROl 2 R HT 2,

L BE GER 1-4) 13, YEOHA KT w2A0BRE, BYHE D R LOM
B, Z2OXMSHRETHRAECHETOIEHRTHD,

1. HARSAUERIZHT=Y . bAEIBITHEEOERITOVTHRE SN, /RO
DHEESRESA TS,

<A >

1. SHHRBOFRNTRS TR,

2. MBEBROEROPMEDOLPTMINTND

3. RMBEROERNFMCERINTND

4, JIBIEBOE RO MR S, 1’155520)%% P s BARAICRESE S LT
%

G R ORFER, OBHE, OR&GR, @RCEHR, OV 7 A MEK
2k 5T, BAER ERLHRAABRICORBLIRBEN B D

2 HA RITALUEEOBHNERNIZTERINLTVND,

<FPl >

1. 7A RSA akE LTOHBBRR,

0. HA RIAvEEe LToRMNERIIN TN D,

3. ZDHA KT A v DHE~OHEESHAHENBMICTH SN TN D,

4 XDz, HA RTA AR B, BR oI LT RN RS
REALOTHD, (BEAHZIH TRV, HNENTRY)

=RE NP R I

O WRFEO (EHO) SHEEZ T I L,

© DEEECHEREOS DBFEOLMEA R FOVAZETITFLHI &,
© BRAHBEOBEA) AR LBEOLT 2T D5 L,

73



3. AAVNTATHYESEEE EORENBEHICERSN TS,

<FA >

LR3I, BRAR Lo BBERE Y b TunZen,

2. A3, R LEOMBENTRY fbhTna,

3. LREo> TERAR LRI 13, BEM M s h s,

4. EREO TRAER SRR HETOEBIZSWTITFbh T 5,

BARRY 7230861
O HERS TITFEITE, HbAlck IERIE2 6200,
O BMELHEEOR S DR BERER S 5 BE T, A Daspirin DR &
WX E DRI T & 9y,
O BROMER TIIZRATER(TCA) X Y bR o k= FEAPL &5
(SSRDD S & 0 B IENRENTHS 5,

4. EDXIRBEERNBE LIZHA RS540 Th D00 BAAMIC 08 X
nNTnWa,

< FTA >
LA RTAUBHBETHE (BEL) OI/EN,
2. 04 RIA4 L ORBENR (RHE,. 28:H0I2) DHShTV3,
3LRBREIL, T 4 PRERICEHIh TS,
4 RTRHE OG- M, BRRAVRY - PHEE, RAEESARH I TV 5,

L RVN:SPAERE AL

O BRIREETA RT7A TR DL, A v R IRk GRS R BE %
MEREL, DILERBOAHL TV EEZIIRNT S,

© BREHTA RT A4 THRD OIX.DSM- IVOREHROBL 2 xte L L.
REER (DR, B8) 28 T3FBLOVNERKRL,

O AT Y == 7 HARTA TR O, BOBEBERES | 3,
BOFRBEREOTEN, 0% bT0M DL L+ 5,
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ﬂ%%%%®%%(@ﬁ58)ﬁ\ﬁ4F?4V®ﬂW%kbfﬁﬁbkAﬁ®%
A EOBRERBTLILOTHINIEREZETTVD,

5. HA KITA BRI N—FITIE, B%ET 2L TOEME I N— T DREEN
fboTWVWS, (ZOEETIEHA FIA L DMBEEZBITRAL TVD)

<FHAM >
L HA RIA EREOZREN V), FTR (B D WIFEMER) ioLn
ELDIHTHD,

0. HA FTA vxtiEm (JE) OFMFEOLTER SN TV D,
3. HA R A AR, BURT 2V O OBIROFEMRNZIML TV D,
(Fitd. (D26 E)DH b 2 FEHATHENTND)
4. HA B4 AERLC, BRI 2 2EROFEMEHRZML TV D,
(1) B RBOBEERE (NER. SRR, BER. FiER. f)
Q) HA BT A ANERFEROEME, £iT VAT T OHMZEE
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