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412 IRE  FHE  KFE O RENB 7ER REs ki AER R¥E
EiE2 g (A=) -
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[ id ] | e EEZ (AB=) -
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bEtS e (A=) -
A 4
B
A 4 A 4
SrRHEIN AR (A=) - SrHHEIN AR (AB=) -
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| o
A\ 4 A 4
KEEnt (BBHEH) (A=) - KFEEhHE (GBHEE) (A#=) -
fEIE A (GRBREEH) (AB=) - fEir A GREFEH) (A=) -
L oo
A 4 A 4
B (A=) - B (A=) -
o HEBRAESMA LS AT (BRIHERE ) (A#=) - o HEBRAESMAN DA AT GRIAEEE) (A=) -
B— : CONSORT 728 (flow diagram)®
EH o SAIRF A AR ER « 3 20 I KT 40 68 2 i L Ath B
(=) T3 FEHIRG R AT REGEI 7 T TR L RSO I SRR E T

1. R IEEET © B (1) F9EEET T
HtBH S 2R 1T (parallel) 8¢ 5 % [K] F (factorial) 55
fgeaat i =0 > MiEE S A A BBl - (2) BT

S LRHE  AEH Z 18 B (superiority) B € [F]
(equivalence) B/ N4 1B (non-inferiority) Y
igeasat o 3) 1F& R ZHEREMET D A aubit
JERRETIRE » JHAEABEE o (4) 2 EEY)RA B - H
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W JEE S RN 235 A IR (B4
ZEF WA oE ) L -

2. 2 Bl # Y A F (eligibility criteria for

participants) K it 7% HE1T H985 & « 3F ffl 3 B 22
B WA BRI B W92 AT B85 5 mI aBaE & 1

TF 52 B 94 7E 24 L (external validity) o fff 9% 22 Bl
FOURENE ~ MR~ N - AIEEE - /BRI
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FRRE GBI R > PR SEZEY)
gefitinib #7477 A SCHHEE R IR A SSCERANEE »
(B FAE BRI B Sl ) B i A BN A BE Y
B o W TS A thZERE AR A - BIa0qE
BEER LA AT T R B T 2UE [ B e Al A
—EHBEVERE ST LI T o

3. FEAIE A AR A TT s DUKREE R
5] - ZEZR AR SRR R ~ B S R B (O
W BB S ) ~ BHREE » JHAFHIERERE & E LA
B o

4. TR THE W S s SR A 3 i 2
H o ] ) & AT IR & Tt Sy
Jota SR AR E (FTRER IR ~ B3l ~ BORTH
EENE IR ) i EEIAIR o A LiibE
T B )R b S o HERT AR HY 2 81 A BT f R
(multiplicity of analyses) * [Kl JLifi ~EEEE - TR
As S FTLAAIRZ A - 25 B TEIASM SRR 5L
SIEH o W05 B s S E 77 20 ~ B E IR
G S 2 B A AR Ut -

5. WHATTRE B A B« BRABUORK/ VAT REE B
TN o T AR A B RS I Se A B Y
EE Rt P _ERORIRE » 1R D HTE B R A
BT E AR o BRABIN U E EHERBELL T &R
(1) B tHAYFEIARS IR © (2) o fE (55— RISE -
type 1 error) ° (3) ¥ /] ° (4) SRFAC L EM EIE T
HEERE o EABIRENRGREFIMT « T
T 5 hk A B 3% 31 montelukast FH 300 A » 22|
fH 200 A > B 95% B K 77 (@=.05, 2-tailed test)
SRABM —AHEE — M H St SR R 57 5.4% K
HEEAR 7 B 7E 9.1%™ -

6. FER I 3 b7 B 94 IR R0 - BAAR 43
G 5 8 TR 9 i A U0 TR 70 5% A B
SUAETT 34T o DUIRR R 92 3 6 ZE R FA AT SR 72 L X1
PR 5 ¥ [F]— & RS2 RfaT o0 1 2
JEBR B E R IE 7 » 5 Al g 8 B R i A
SREfigEE

7. BERE TR R R 073 ~ REFE TR TS
W DL TRERE T HH ) AORS 01 > 35 e Bm
R ERERE AR 7T 2 0 TR IR A 2]
RIFFRA TRERE D 7 BIE Bkl K ST ERAH L -
FEE IR T HE N R R EERY TR, -

DRI AR5 73 1B — ELRE m] TR 5 3R HL Al
ARG s TR P G AR O BE B o) R 4 B
RN BRI 1 > FE A R A & 10 2
A — R AT R PSR PR - R R THEIEY > 2
EIER) TRER ] -

8. M RAMAT I M T2 - A FFHALR B RHA
ANERIIHTTE - (EE S B S Ay 75 2K
RS TR S AT S AT IR RE AT
(P0) #55R

128 DR - TSR ARG
P 32 e [ AR 1 R » SR TR ELAE B S S
RERIHIER o SR 1M BBl R S0 2R 362 18 PR A
W AE A LT - BF Z2 S BT 20% HY SCIRR
MH% /D AN2EER AL ~ THZ /D AWk
BRAESE ) BRI EAN B ARG HE - M
HI TOAEE ) SRR DAL E BRI SERR © - (KL
CONSORT @Z & fa % TifilE | RFoR
%O NBERTE » %0 N\IFERAGRYE » £H
%D Ny BB Bt ke B IAH - TARIE 2 0 A
DRI R RGR 72 ( BlIAnEE A SZ I ER ~ fE
R EBHET ) » IR &R Z DA - fi5 iR
I AIRE AR R B 2K 25 B & S5 & - CONSORT
2010 FRALFRRIE B TIE—1 Fis e

2. 2HUREIRI 4 /7 20 ¢ W e T 22 e
& A BEAE (AR IR Fisd R A AR S IR (o i A b B
LEYREIERE ) MR HIFTE ~ K ZBHs R R
A U AR PERRAESY » SEEUAFERE 1 IR R A
9 N BB b S B AG IR AT REANIR] © BIAN BN
SEPIITTEIE 100 A - FHEERE 50 A > ARAIEEHH 50
A o WFFEHARI A EZERR A 25 ORI - R 46
A 10 JGRHIFZE - Fee 1R SEREIE 5 A
i R EERH I 5 AFEIE » G IR—RHHY
TG AR 2 U A R AR 3 A7 75 =0 — Y fi
V6% = 17 57 H7 » intention to treat analysis] *
eyt 7 2R e TR 2 Bl ba i o il &
oI AT L > LUl s 5 - ] SERH B R ] 46
M —BAIAE R 50 A - [KI Ik A 42 0 1 1705 28 2
5/50=10% » AR M EERAIFIEZHRZ 5/50=10% 3
S —1E i 7 U T4 77 2934 » per-protocol
analysis or on-treatment analysis] * [t 73 # /3 2X
AT N ARRYA o DL 41 »
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R %540 50 AR 25 AR BFSE » FF 25
A o HAFIE R JE 5/(50-25)=20% 5 & F £ 4H 50
NHA 10 JORHIFSE > FT 40 A > HAFIEZ
& 5/(50-10)=12.5% ° H1 L RTEIE (H A TG E
5y M7 IR - FHSERH B R A SERR I 12150 B 2=
Al B T3 7285000 W > HEERHIN F15
AGEREB R AR RS EIER - HR o TEEER
[ 37 1 FTREARAIEECR - (H—ikmE > A
TR 1A 3 AT ) ] 3l SR R BE BRI 18 20 2K it e R
MIRR7E » PABIRIRR R 2 o (HEEEZE/ VD
iFRE o INEMEEA MRE R T BsCEs >
IEREME] DERER T & HA 39%

3. kSR DEFEMEHCE » selective reporting ] :
E& AR HEH EPE— ISR
(EIEVIAE R B R BAE R ) B9 TR/~ P E K
95% {5 FRIE M 1 o 7FE T Re L8 e G #iGtH
BRI > SO R R 2R e A
TR KN (effect size) FUBUIE » B HE AR 5T HE
EWr7TGe NEREERE ) > KEEGES
A e R R B TE AT SO R o DB HE
1E HRITh & M S S g e > o

4 AERFRTA

(1) ST ERIAE R > AN ASE AT 2L
FEVR (BB 7% » risk difference) BAHRR (FHET EFE »
relative risk  risk ratio) ZKF > B A F A FEL
FHE RS A 1 ZORMIRR A 222 - — i S o
FEES S P e S R M S (TR R 0 o

(2) BFIAEE » B A SRR AiEEEY) RS
P IR ZR S - 854 200 A 0 BFSHE TIEIE TS
20 A 0 FELCZR 20/200=10% 5 ZZRIFIFH 200 A >
BFFERE TIFSETS 100 A » JETEZR 100/200=50% °
K] b S5 LB 72 52 50%-10%=40% > FH ¥ mfg &
10%/50%=20% ° #4555 — G B i ) £ W BE
P IEERBE - FSE4H 2000 A » BFZEHE THESE T
20 A » FETZS 20/2000=1% 5 ZCRIHEIFH 2000 A >
WFZERE TIREFETE 100 A 2 SETCZE 100/2000=5% °
D] I 8 S5 LB 72 /2 5%-1%=4% » [T FH % al fg 2
1%/5%=20% o FH 51 A] 1 > 5 LUAH #F Ja Be 2k
E o W ZREERFHE R PR 2 20% 5 (HF LU
bR 2K o SERAE RS 2 S 40% 0 3E
B ZBE 4% » R U AH S RS 5 = 2

7 EE

Bas ki ALER 0 R¥YE

SRR o IR A SRR A $2 e 2 B 72 1
R KGR LB ERI GRS L KR
T 40 S5 HEE 1) 355 A JeL o /2 S — ) (AT
CONSORT 2t G SR %5 /7 2V e -

SOREEANGHF LEERE  (FELHE
FE IR P A R B A5 BB RITEH (adverse
effect) o TEI(EH 1 WIEZ ~ BRI ER > 41
s K TEIVER 1 ffE 2 16 5 P s il S5 A B 7H
RIEHELE o ARG HE N HCE N #ET ] 2% 5 —
FSCE TCONSORT for harms| * °

() &35
1. BRI IR » ATRERIARA A - TSR
(imprecision) %% T34 : {2 RERKEEAIRT Aot

B ] REAY PR B m RS 2= 2RI o Bilan Rt Bg Lt
o Y e 5 fEs 8 U] B o B G R =X U Bl > %
BUREIESENE B UIRRIMTI i OF BEwR D *° > SR
TEE ARG 3w 80% HIFHIE ZCNE 2 U0k o & th
FEZ AN SERE > MEE A5 52 R T A RIS e
FENERUIBRMT o 1F fa G G A FE THERY AR -
AT AR A 2 32 B B A 7 P - SO o A SR
T RAEE T - WETame G k% Bk E
FIREIE AR RS PEAS SR AT RE ©

2. WFERE SR A HEYE « R JHET dm i 580
958 )7 2N i SR s FLE R A S SRR PR R AT
170 > SR A R E B B AR I LAE T 3 o

3. G R R > A AT B
% g H A AHBAOT FE A s 2R - & 2 & T 2T
F%) R B SR #4031t ]IS 3 3 1E S TG 2R 3t HL
R 3T ARG R A R B R 0 T AN R A5 | B
H Cam B SISk -
(77) EfEFH

1. W SRR EE RS ke w4 f - A Lerfge & L
AR IR EE R > BE R AR (3
FEVEERE ) o A S Rl R 22 30 H AT REE R
AE P [ SRR O 3 BRSE (] — B 22 0 A — 2R Y
1B 2 o KFISeaEMm - 6 7 — % — M 10 4R
S 23 AR FE Y H A B A A] DAY /D 05k 50 05 Bk
FofE R - TEIER B B A PR iR % 2 & 1 (Inter-
national Committee of Medical Journal Editors,
ICMIE) & # A IR H % [ 5% 2 H AL M i
g2 > R RA R AR T B E K
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M BB 22 A T i = B dy ) RISk 7 ] ¢
B ) aE i FE 51 (www.icmje.org/faq.pdf) o fH 57
A A% (WHO) thE /5 - TEEfM A — A A
PERF SRR ~ PRy fOEE ERE T -
AN I T ik RPF 7 38 2R IRs B AT T A il -
The trial is registered at ClinicalTrials.gov, number
NCT0024484231 °

2. SUITE RS n] LLECE se B ny i 5231 2
WIANHESCEEEIEA © Full details of the trial protocol
can be found in the Supplementary Appendix,
available with the full text of this article at www.
nejm.org ° BB EEH o # N
fEReE ~ B SRS A ST AR - i my DUk
SRR E T 25 M8 R FR ) B Al LS 4 538
FEIEHCE -

3. EAS B AR B B B & B A SR ARE
[ L RF 72 2 B T 42 il 7 B ) B 9% L ARE 1 4% i
BAFTRIFSE 5045 2 5 2 B S R B 2 > TR
B BhE AW I AT R S B B A G B RS A
o DUERE A AT A el Rery e 2 o
—mEERET

Co R [l o DAJE 735 2 4 2t 22 I 52 5 A
BFF 52 B DY A B B g B ) > L DU FE B B 4T -
AC (enrollment) ~ 47 #H (intervention allocation) ~
BB (follow up) ~ K77 (analysis) i 2 @& A]
LU RN E R PR 2 INE N B - &
FIEE S IR o0 M7 75 2R A R 6 B 100 o0 A

(intention-to-treat analysis) ©

CONSORT Statement V=728 FEFS

CONSORT Statement 52 822 % 77 H Y
B R T STRRERE M — (A AR e 1 g
JERE R 7T X o (EERF TE 8 HY e B KB A
P o ol H PR L T RE B A% AT AE A AR I 5 A
ROTH: 5% Mg G
CONSORT (1973 3 m] LU 3£ BE % S B B ol 15
e o HA)EEER © CONSORT J& B B 3 5L
(AT LU EERE e A B i o s ) T2 ™1 e
CONSORT W EM /2% /5 ) » ¥ 5eE m
5 o ] LU ERE R E A B ek A - B
&~ WTHIfEEE K [ EAE S o o] LU

TEA B rRE T IR S EA T LR 2

CONSORT Statement s& 1R #5 iff 5T 78 15 5% Ji2
AR HY B » 38 Bk A 38 Fre A5 2K [R] IR e 775 L Ath
T BT GR o BIANERE SR [l S A
BT SCENIHE T H PRISMA statement™ 2
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Randomized controlled trial is the best research design to investigate the validity of a specific healthcare
intervention, but poorly designed randomized controlled trials might lead to bias conclusions. “Consolidated
Standards of Reporting Trials (CONSORT) Statement” was first published in 1996 to guide and assess the reports
of randomized controlled trials. With the emergence of new evidences, the statement was revised in 2001 and
2010. For researchers, following this statement could contribute to better quality of randomized controlled trials.
For readers, journal editors and peer reviewers, this statement could be used as an appraisal tool of randomized
controlled trials. The CONSORT Statement comprises a 25-item checklist and a flow diagram, along with some
brief descriptive text. The checklist items focus on reporting how the trial was designed, analyzed, and interpreted;
the flow diagram displays the progress of all participants through the trial .The “CONSORT 2010 Explanation
and Elaboration: updated guidelines for reporting parallel group randomized trials”, explains and illustrates the
principles underlying the CONSORT Statement, it is strongly recommended to be used in conjunction with the
CONSORT Statement. CONSORT Statement deserves to be promoted, because it is always updated with the
emergence of new evidences and has been proved to be effective in promoting the quality of reports of randomized
controlled trials. (J Intern Med Taiwan 2010; 21: 408-418)



