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£1 57 AMEHERBRZHRETABRICE TN AN EEHO CONSORT 2010 F = v 7 1) A b~
CONSORT 2010 checklist of information to include when reporting a randomized trial

B/ rEvT HE#ES Fry7UZAMNER HWER
(Section/Topic) (Item No) (Checklist Item) (Reported on page No)
a4 L1983
(Title and Abstract)

la 2AMUSSCALEHBHBR TSI CELH,
1b  HE&T ¥ 1 > (trial design), 77 (method), #&R (result), 58 (conclusion) DIEE(LIHER (M [#FH L
URBETOT ZLERBROMIRICHE TS CONSORT AR - 2) £ 8/),

£ ®IC (Introduction)
EX-EB8 2a  FERIE R &AL (rationale) DEXEA,
(Background and Objective) 2b #FENBAIE = 4R3 (hypothesis) »

Fi& (Method)
HBFHY A (Trial Design) 32 BRIV 0RR (ATHE, BERMILE), BftEET.

3b HBEBZROFELOBELTE EIREE eligibility criteria &) EZDIEH, Rk
£# (Participant) 4a  BHNEOBEREE (eligibility criteria) o A
4 FoarPRESNty T 17 (setting) EBFR,
A (Intervention) 5 BRAELEILOILHFMLEHONA. BRICVDEDLIICERINNERT,
775 hH L (Outcome) 6a EAICHTEINEARICERINAZEE BIRNT I M LFMIEE, L OEDQLSICFBEIN N ESE D,
6b HEBRBEOTIMLOTELZDER,
JEBIZ (Sample size) Ta  EDLSICEEBEBBNIRDONID,

b HTEEBZHBAICIE, RREBRIFEFEEEDHRA,
5> 4 1:{t (Randomization)

IBEDIER 8a  EIRY) (allocation) i % £ (generate) L7=F ik,
(Sequence generation) 8b RN D24 T HIRROFM(TOy 7L, TOV I YA IHE),

RN DREMEE 9 SUALEIRYIEBORRICAVSh BB (BESMERBELE), BHORMUINRTTIETERYIEEY
(Allocation c)oncealment BEINTWELEI D DK,
mechanism

£ (Implementation) 10 #VEIRVIEBEER LD, EASINEEEAN (enrollment) 7op>, HEHEINE £ BB 7= (assign) Ho
754257127 (Blinding) lla T34 FEINTOABE, NACERTUHE BFEDLICTI1L KPERTVED (BINE, TAERES,

TINHLORBEELE)
11b BIET2HBE, TAOBLMEDEDR,

Bt ERFiE 12a FE-BIRNT7 7 MLOBBESICAVSh G ENTFE,

(Statistical method) 12b $TTN—TEACEEEO LS LBMOBROFiE,
=R (Results)

EMEORI 132 &HIOWT, SUALEIMFESNAAS, BRINARERUAAY, EB7IMHLOBRICAVSNL:
(Participant flow) N (Of e <1
(FA-Fr—hEHEER)  13b FECOWT, BEREERIE T 4 AMLEORRIMIEIBh & & HICEHE, E

¥ £ (Recruitment) 142 BMEOFEMBE S BHIE£HFETSH,

14b  HEBRIETE/IEE LB,

N=2F4> - F—4 15  BEON-Z71 8135 AOHETFEY (demographic), BRI A3 ER TR,
(Baseline data)

i/ AB 16 JEIOWT, ERITCHIISNER(AE), BMHPTOEGHEICLZLDTHED,
(Number analyzed)

TIMhLEHTE 17a FE-FBIRAT7IMHLDEZAFNIONT, BROBE, NADI 7170 - Y1 XOHEE ZDIEE (95%(E
(Outcome and estimation) BXELE),

175 2P IRHLICDWTIH, BUMI T VM YA XEBMIT Vb - YA XOMAREHT I &N HRIND,

HEhRORRAT 18 YTV —TEFCHAERNEET, ERULABOBFTOER. BB EIN BN ERNBIHERTS,
(Ancillary analysis)

% (Harm) 19 BEOINTOBELE (harm) FLREBERLEAVHR GBI [T 4 LMERBRICHBIZEOLN SVEE:

CONSORT ERAD#iE | 2 # 88),

#% (Discussion)

RS (Limitation) 20 HEBRORRR, AlEEMOS 3/ 1 7XPHEERTORR, BBET 3188 3BTOSEMOERELH,
—RLAIBE (Generalisability) 21  RERIERD—MALRIAEM: (Sa0mUME, EHEM).
#ZIR (Interpretation) 22 HEROBR, BERMIEEMHONTCX, MOBMETIIET VX,
ZODIER
(Other information)
E4# (Registration) 23 ERESCHRERE.
78 k3—JL (Protocol) 24 AIRETHNIE, B2ETOMI-IDAFAHE,
#F&iRMH#E (Funding) 25 RERHBECMOTEE ERORKELY), ALRHUFORE,

* AFEIE, BEBICOWTOEE LM AL 72 CONSORT 2010 S & 6l ¥ & & DICHV S 2 L 2R HRT 2.
2 SAY =5 ¥ AMUEGRER Y, St - RSB, FEEAER T, TR Y, EHRE Y 120w T,
CONSORT mHILERIM 2 #3835, ZOEZHOIEMOAEHERTE (ENoEAF 2 v 7 ) A bEEORHIHHRIZ

[Wwww.consort-statementorg|x ZH).
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Flow diagram of the progress through the phases of a parallel randomized trial of two groups
(that is, enrolment, intervention allocation, follow-up, and data analysis)
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CEISEE] 1 (a) 51 NIEEEDEORN T, TR T1 % BNICASI2MEE T
[title and abstract] RT3,
(b) BBTE, METIONEIEEHSNCINRILILEDONT, +211E
HBxEFH, NDIN\SUADLWENZTTHT D.
[ZUsIT [introduction]
M beapen] | 2 FRONZNLERCRIENNATS.
ML [rationale]
BE# [objectivel 3 BFEDRRZESOCENZRLT B,
7% [methods]
7T > [study design] 4 HRTHA > DEBRBRER/IDGUHD [early] BBB3TRY .
twF 1> [setting] 5 w17, EeBmoEh, BEEQIB/CONTE, 57, BE
[exposure] , BEf, T—~INEDOHRZZHTHET 3.
20#& [participant] 6 (a) @gE%E [eligibility criteria]l , SIBOBER [sources] , BESE%E
B2 9 3. BHMOBEICDVWTERRY B,
(b) RYF>UMR [matched studyl DIFE, IV FIODEE, RERY
[exposed] &3FBRFEEY [unexposed] DEAEZLHKT D.
Z# [variable] 7 FARTDT D AL, BE, FRRF [predictor] BTENZHEEF [potential
confounder] , BIENLHRIEETF [(effect modifier] ZBAMEICEER T D. &%
LI IBAE, BHHEERT.
F—4iR [data source] / 8* BEYIZRFICHUT, T—2R, AE - sHEsEOFEE RS, ZDULED
BIEFE [measurement] Bin'd3mald, BIESEDOLERIAEY [comparability] ZBE5EdD.
)47 [bias] 9 BIENR) (A P IRICHIET DL ESNZBBASNIEIANTRT .
izt X [study size] 10 WY+ X [RET : BRUREH] NEDQLSICHE NN ESEY .
BRI 11 BNZEBODIERRAT R, ZHITIBEE, EDIIL—-E>D
[quantitative variable] [grouping] A REFEENTELELHT D,
(a) XASRFORRECAWEAZEZSD, INTORETENSEERT .
(b) BIUIL—TEABEEA [interaction] DRRFTICAVLVZINTOHEZETR
(e) 9.
et - DATE 1> (d) R#EF—5 [missing data] ZEDLS (TR ENERET S,
[statistical method] BT BBAE, BUEH (oss to follow-up] & EDES(TREAESR
(e) B3,
HEWBRREDH [sensitivity analysis] DR EZRT .
R [result]
Z0& [participant] 13* (a) ARDOBERMBCHITDIAEERT (Bl BENLERE [eligible] &, &
BENEE TN, BREEREINCH, ARICHEANSNIZE, T4
O-7vI=zTTURE, Stiene) .
(b) BEMBETOISHEDEBRERT.
(¢) ZO0-Fv—KILIEHEEERT D,
THNT—4 (a) BBOEBH (B ADFSTEN, BRKN, H2FSE) SREDBE
[descriptive datal T HZAERFDBERE TS .
(b) ZNTNOERICDOVT, T—INRIBLUIESNERZLHKIT D.
(¢) T/R— MR : BHERMEFEIS KUEH TENT 3.
TORALT =4 15% T MLBROFEEHCENRE [summary measure] OEZFERFEYCR
[outcome data] g 2
HHEMER [main result] 16 (a) :@E@ [unadjust] DIEEEE, ZHTDHEFBRAF TOREEDH
EflE, TLUTENSOREE (f : 95%ERMXM) ZELtd .
EDZAERFH, REABENIEHNEREICT D,
(b) EHZEH [continuous variable] "AHFITU—{bEnNTWVB & E(E, HF
IU—18R [category bordary] 2#H&ET 3.
(c) BxDH [relevant] BEE, B RD [relative risk] &, BKRZH
DEAfID#EXT U X4 [absolute risk] DIRETZZEEERT D.
OB [other analysis] 17 ZOMTITONZIRTOD (B : BT D)L —T EBEEROBITCRES
) ORRZERSETD.
Z% [discussion]
B2 RR [key result] 18 AREMCEAL TORERDIBREZENT D,
BRE [limitation] 16 SBIENR) (A PAOBEORMBEEZER LT, HRORFZERI D, HEN/ o
TFADEEMEAETEEEBRT .
#2IR [interpretation] 20 B8, RR, o2 EM [multiplicity] , EEOAFT TESNIZREREOM
DOEETRTET U AEERL, BETHESNLBEROBRELHID.
—Ax{br]EE - AFRERO—MLalsEE (M2 [external validity] ) ZFRT 3.

[generalisability]

TDMDIESR [other information]
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