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ST, TOREVDWMETIZR RN ENMERE ST AR ETERWY. 20X H 7R
W OHE % HEFI#E Case report] & FES.
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series study | & FES.
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QOB O EINTEBE ZHEO CHRIEAZ —EHMR G Lt 25, TOME, #HLMERITR Lo T
- IR TEIRL, BEFD, BEOEN (ZOBATEMERE) I LTEDLL BWIRRH D
PG5, LinLEREMREFOFHRARLIZEEANC L D H 0 L1IHE TE 2. [/ RN T
TWRIDIEREN 22 LI mREM S HUE, HDHW0E, bE b S MR LARL TH HARICHMZEF
DT TE oMby, 29 L5t s TR 2 B2 WERKEER Single arm clinical
trial] & FESS.

OEHOEINTEBF ZLEIZ 2 DO T, —HIQEBER 2 —EMEEEG LT, b9 —FHITEREE

Hl g G —EMERE 2B - T fER, BRIEAIZEG LIZBEO TN, AR ORAERDNME - T2
S Z DX )ITEEREEE LRRWEEL T 5 2 & T, BEANC X 0 MR o FE A RN A LIz Alhe
HREED. LrL, INTHLRBHMENES. MIOICBEELE 2 I T728IC, 33, BER =&
B UTBEOBREOTD, WMEFIZR VI Do l2ONb ML L, BFEER, BEANZARI 7256 5
AT 70, @REICERELAL Y 2N TEE I REBE L, BIEAIZEG T 2RHCERIIZEN D i
THREME L B 5. Z D K O R E [3ET v & AL ILE:ERBR non-Randomized controlled trial | & FE5.

OEBOEIMTEREZ T X L2 2 DOREIIH T, —HIEBEERZ ML, b o —FIZiEkE

JEA 2 P G — E IR 2B o oA R, BRIERI A2 B LT RED DS ZE D AR MR o 72
—@ORES MRS D12, BERZIRAT 2006080 ) SakkE, MEEOLME: (=% RKT)
e FFIZTO2MERDDH. 2 DOREOERRTE2FEICT H72D0OM—DFIEX, 707580
T EMENDH DT, — A~ ANODBREZLELLOREZE VT E0%, YA 2o ZIR5EHETT v
FRIRIET D, ZOFETIThN L 15 & AMEEEEREBR Randomized controlled trial (L4
T, RCT) | LS.
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Tx

F v H NEI

A~y R L
/4&‘/ X2y
X (FS5tR) #
PN/ 30
RCT X DIEE
B abstract, summary
#E introduction
7% methods —Fryv P FTREFFRHRIFLEAEZSZIZHD !

58 results
£ discussion

RFZER L - T2 M ORFERE Bk, T340 abstract, summary] (CFE# SN TWDER, Z O ET T
EERA R T2 L %<, XD 715 methods) DI TEMAMRT HZ LBMETHD.
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83D PICO [ h ?

PICO LM A ERL L7z D THY, EARBEN (P;patient) , EARIBERHMELZZIT 201X
(I; Intervention) , fif & tb<_"T (C; Comparison) , &£ 957257 (O; Outcome) Z—LIZE L DZHLDOTH

: -

1-1) BX D patient
f#B& P(Patient) : BERER - T L) — (B) OEEXFM?
#HAH ANEEE inclusion criteria :

F& B2 exclusion criteria :

SENHSHE R D S VGFT

M4 Abstract| DI 7% methods |

AX DI 7% methods 128 51 8 patients, S0 participants ID [EZLHD
RHERDTE-HDF—T—F

patients.” participants

include.~inclusion.”exclude ~exclusion

eligible~enrolled

<H1>

Patients were eligible if they had had an acute myocardial infarction or had a hospital discharge
diagnosis of unstable angina between 3 and 36 months before study entry.

WE, MARBRIL, MOOREBIZREL TOHD AMORE (FEZ2ET) IIXLTIThbils.
PE - TEDOHEEBRENR CHFICHBEICER SN TWDIZT THD.

WE, RER~DxT > NU— (A1) 1%, inclusion criteria (2% > TR ENCHEEEED, FOFNG
exclusion criteria IZF S W CARBEAER ZBRAT 5, &) 2 BBETITH.

%< OBE, [J715 methods) @ [HFE patients, BI04 participants] DOIEICFEEH I T\ 5.




IZLOThRTZAT VT — 162

1-2) AX® intervention, comparison
' A I(Intervention) :

EE®E C(Comparison) :

SEREDHLHFHEME D S VGFT

FZE4y Abstract] Dl % methods ]

AX DI A% methodsIZ&H A9 A intervention, & treatment, #Z T H 1> study designi®, B&EIZD
WTHEHEDE

REBERERDTE-HDF—T—F

assign.“receive

(Trandom | DERIZHDH_EMNSLY)

<>
After stratification according to the qualifying event (myocardial infarction or unstable angina) and

clinical center, patients were randomly assigned to receive either 40 mg of pravastatin (Pravachol,
Bristol-Myers Squibb) or matching placebo once daily.
WIZ, FFERGE LTV A EERLSMEFICKH LT, EOLIRMA (K LTI EHll~<5.

T, ERARRBRCITIE,

4 I(Intervention) : & OBFFE TR % 514N L 72V B TE

LE# C(Comparison) : placebo & 7= i3t DRI E
L. ZNUPAO NEERECRIZE CRITEZR DRV, FETRWE, ZRAERETHENLEL S
o (NATALRD) AREMER® D, o T, MALUSNDIRERRIENE >0, F=v 735,

1-3) 3 ®M outcome
# 8 O(Outcome) :

SRENH SR REME D S VGFT

Z#7 Abstract) DT A% methods

AX DI A% methods | IZ&H M5 RABIE Outcome measurement, % 7+ 4 > study design]
RHEFERDTSHDEF—T—F

main outcome.~ primary outcome

primary endpoint

<fi>

The primary study outcome was death from CHD. Deaths from CHD were further classified as death

due to fatal myocardial infarction, sudden death, death in the hospital after possible myocardial
infarction, or death due to heart failure or another coronary cause.

ML oL, WBIEREFMET D20 L LT, BEOMEIEIEL outcome & L TREL TW5.
Z09H, ROBEERLOIFTFET L FARA 2~ (primary endpoint, main outcome) & RIS, WFSE
XZOEHET L RARA V NEFMET A7-DIZE B IN TS, 2L OA, [ methods| @ [THESE
outcome, FAfh assessment] DIEIZEH SN TN A,

I CF v 735 HEER outcome) EiE, H 50U DHFZEBMENZIRS Hivz, O THIZE L
LI ELTVEHED B 02 L Thd. EEOHEORE IIZOWVTE, 8. FEEOFHME] T
9 5. Lizdi->C, 72 T3 Result) OIEA BT g7,
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e A LEFIFEHTNEN?

O35 >4 L&+ randomized
OS5 >4 LEFIF non-randomized
BT DA -

S5 U & LT I HFBHRIE concealment S TULVSH
OR#IEEShTWLS

OR&IEShTULEN

OFEH

EEA H DA REMEDE L VSR

BRIV

M4 Abstract| DI 7% methods |

AX DI % methods1I1ZH AT A Intervention, BFZ%E T 4> study designi®, 7 AFiEDERBADRI%
AHEMETR D5 DF—J—F

random.”randomly.~randomize.~randomization

conceal.”concealment

independent center.”sequentially numbered.”identical appearance.”opaque.sealed envelopes

<H1>

After stratification according to the qualifying event (myocardial infarction or unstable angina) and
clinical center, patients were randomly assigned to receive either 40 mg of pravastatin (Pravachol,
Bristol-Myers Squibb) or matching placebo once daily.

Z & KEIFF random allocation & W95 DI, W2l R Y — (B L7-BEZRD < B O/
T EETHD. 22T, [T fhit) & 19225615 ZREELTHEIWT 2Ry, 1704
LR IR SCONI LM A REET A b D, [T U F LB | ISR T 2 HERR T 5 2 & THRIRZY
MWERIETH2HDOTHDH. RCT THRROEEZOIIARYIZ [FZ X LEIFIT] SNTHENEINTHD.

T U H KEUFT OFEICE, PRENS TR, BEERENRH L0, PREG AN bEATWS. R
HIC K DEIH S, BEFEFICIDEMMT, BEORAERICKDEIR T2 L0, —RI7 X 2MZE T LR
TWDHEITHLIN, BEWRLD LR 5 5. 1E-5T, ZNHIFHET & L FIf$1F quasi-random allocation
E Vo THEIEIZIE T v 7 NEIHTIZIEE £,

%< OGE, XA b 159 methods) @ [ A intervention, %25 ¥ A > study design] DIAIZ L
SN TV 5. Random &9 U7 & BT IR, 7 2 &7 ZEIHT STV 2 ATREMED &V 2, 5% 1 random
allocation =L CU 572>, quasi-random allocation 72D 7% ZHfi9 2 LEN H 5 .

2-1) 5 0% LAIFIT ORI

T U H REHT EAT O BICHERE L2 TR 5720 ol 7/&A%H #ﬁﬁmmmmmméﬂ
TWAEMNEI D THD. BKRBRICBWNTEFEZHITHAANTIHAIZEFT T LD L LTnD & X
ZTETITHIOBEIC Vﬂfitﬁﬂbfﬁ;ot@ﬁéﬁmytwé& \ﬁ%mi%ébwﬁﬁﬁﬁﬁﬁ%
B EMBAND DED %J&E/uf LFEV (=38R SA T X selection bias) , ZODOFEEFBEED T o A &
LTCLEIZERDHD. Znali<iz®, BECERRBRICHAANTEE D LI NTHIHT Hivizn
Z, BEZMEIHAAN, BT E2T5HICHONRNVE T HI ENEE L.

FZiikik concealment &~ A7 masking &3k <{BRIESNS. Bfddbix, BFICEIMERITIC B 2 HF5E
WCHAANDED, ZHDHHMAANL D T 2BENELLORECEIMFT N0 TR TERVES
T 52 ETHY, —FH, vAX 7, EBRGHRICEFECEN, fEROFMEE 72 EREIM AR %
ﬂ%&w:kf%é.oib,ﬁﬁmkvx%/aiﬁwm@ﬁbt%@f%b,%ﬁménfwé@
I AF U 7 EN TR, FIEERCIZRIN TR AT U 7RI TND EWN SRS
FET D, Bt E~AF U 7T OBENORA > ML, BIRENREI L) ZEd, BEhTnsd AN
D LW 2 THD. Cochrane Handbook for Systematic Reviews of Interventions Version 5.1.0 T, H
B G (FBRE, web N— R, HIFTT LB TET %) , RO 6720 (identical appearance)
H & SoKa T F, HoO I AEHRERESOEFEOWTIY, EFRIEENEFREDSIETT
VLB T M TONESEE RS TS R L TRWE ERTWDS
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2-2) RERIE stratification

T oA RNEST BT GETYH, BRIEMEDN/ NS WIGEIE, WARICEBEORICENELD Z &N
5. Hlz2IE, MR CEROEMLEEICEKRREVRELTCLESTGEARE, MEOMIRNEL < 72
5. ZhEfERT57-012, BRIME stratification L7z ETT U FAEIIT4 5 WD FiERH S, Eift
TENIZH 5N D, HHCEEBOMITE 2 LY, MM CEVWEZAE LIS RVWRTIE (B) [2EE
ERTTEE, ENENDORBOFRTT X AFITZ2FEM L THAGDEDLEWHI DO THS. I
X0, HEZE, BIHELEZRFIZOWTIIANT Y SN2 5.

BL, BILITR/IRIZTRETH D, JBIULT DR 72388 2 2@ICENE D REDOIERE D73 <
RoTLEY, TORTT X LEITEITH) ZENRREI D06 THD.

3. Baseline iZ[q Ua> <

2. Randomized?
Concealment?

‘ Baseline [XE]FEH ?

OREICENLZL
OFMICENH D
ERHIERRFECICHEIN?

BRICHEZE5ASTREOH IR FIIETRE S TSN ?

OaEteh TS
OFRLTLESEDAH S

EEA DDA R DE L VST

AX DR Results I DRADER %

Baseline D& (Z<Di5& & Tablel])
REBERERDTE=HDE—T—F

baseline

characteristic./factor./feature

similar.~ not significant.”no difference ~well balanced.”evenly distributed

<H1>
The two groups were very well balanced in terms of base-line characteristics (Table 1).

T LNET ERTWASOT, BEEIZZED 2OV E D IZESHT 5T BTN, RYIZENR2V0M
DR %9 %. Baseline DHEEN I TWAHFEK (HH tablel) Z#A T, BEMICAENRVWLEINTF = v
I35, FUXLEIDMHITE LEAERE LTCEN WM ETET S DT, AP TlE,  ThEE Results) @
HEEICEEHEH I N TWVWB Z L 23% . Baseline characteristics ™IH% K.C, similar, not significant, well
balanced & & 2V THNIE, ER2WNE VWX D, ZDE X, TEEY GERICEEBELE 255200
HRT) 2720 92500 T ADUANADIERLEDT) BTN TRICEHE SN TV D DBET 5. 2 2T,
WFZE THRDIL TV D IEEITKT T D IEFHIHGRD LE TH 5.
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0_2'(0)%_%‘0)!1}&# outcome [TRBEhTWLEH?
4-1) ITT R/ ?

Olntention-to-treat f@fTch TLVD

Olintention-to-treat @S h TV
—ENTUVEWMES, TIhIEBEREZEONALSBIFREEXM?
OWRZEZL OMALSBIFEEKRTH D
ORBRZ(ONALSBIFEEKXTIIARL

EEA H DA D E L VSR

FE44 Abstract] DI A% methods]

AKX DI % methods ) IZH AT #iETFERIfEHT Statistical analysis | D RTH
RHERAZERDTE-HDF—T—F

Intention-to-treat /ITT

<>

All analyses were performed on an intention-to-treat basis.

ITT &% intention-to-treat DK TH 5. FRT5 &, [TEREINIZ@Y OEE] 5. 20, R
DFHIABRERS T BYICHBFTEIICEN 1T THh 5. £< DB,  [F71E methods] D THEEHEAY
fEHT statistical analysis] DIAIZ A3V intention-to-treat & Gl STV 5. ik 22V i5A 13, baseline @
F (BIfFEE, EE Tablel) EfEROF GEE Table2) O n GEFIE) ZH#ET 5.

ITT fERT OJFEFELIILL T D 3 D Th 5.

1. —EREFEEORICEID S5, EBEOIRENER-TH, Bl D780 E £ THITEZ1T .

2. BEETT U M LERETS.

3. FUHLEUHTEATo T RBEEMITIZCED D.

ITT OE®E, T FLEMHT] ORFEFETHD. BEHOBENEBRIIZBEEZ T 2oz b,
W2 placebo #EDBENIBE Z 2 T 2oV LIZGE, ZZICELTEHARS DT THD. et
X, BEEORWERIC X 0 IR TR ATEE &Il S X, P cRENRF LI G5 HD. —
77, placebo BED HEE )Y Masking 2 STz & LTH A4 1T placebo % 5-2 5T\ 5 L 15 Uiz, i
DEFEEZZ2T 5728 L TEEEZRALBD Dby, 29 LEGATYH, J1D0EIfTE
DITENT 21T 5 2 & C, IRROIENEOHR I b/ s EZEX N0, 567z hkm
NEVEBE D, Thbb, ITT T CHRNH B &M SN TI8HEIE, L RRREATHa R
WD EZZ DI, BIZIIHRERDZNE NI ATEEENMES 5D THD.

B, BEEZITT OMEHAENRKEN THD. ITTICEE LSRR O LI Rbonb 5.

OITT GRFD ITT) : BREREWTOITT T, HHEICELLTRETEED T T 5. 72720, 2

TUTERENICTIE, REETHD. Fo=dic, EFEICE, RICHHAT S FAS
TRITESND Z LR Z0.
@FAS (Full analysis set) : —E H M AZZIT TWARWEREDOLRERNAT S, ITT AL EVICHLEETE
T, ZHUTHE S TERRIIR A2 FATT 5 Z L BRREER T2, 1 DOZHER L
LCIRRESNME. AL, BAT BB 250 F TR 72 ha—
JWIZHHFLT A Z MK LD, 25 TRITNZL, FEOREA~EID AT 5
NIl DITIREEBESTF LN EWIEFINEAEL, TNERATDHZ LIT
AT AL DAEEMERHEINLTHD.

@Per protocol analysis : 711k = — LIt T2 BE T TR A THITT 5.

@GCP A&l : FDA OfFdt 72 BIcH S %x, MEMICRIEDO & DIER - fisk 2 BRI L T3 5.
WE, ITT EMFENL0IFOEQTH LS. ARIFODOAHZE ITT LT HREEN, @QTIEWTRNEND
FERRIZIZIR S TR, ZUBJAFED ITT TH LR E T 57012, @%1T-> THD L LW Ga
SCHICHEMNTRE R PR ENTWA Z &b dh D) . =20, BMEAORTTITORAHWSN A RETH D,
@OTNCHONWTITE RGN E SR TR,

baseline DR LFERDOET n B—B LW IGERERIAXHOBEHEBZHAL D, GEHARE THN
X GHli4 & outcome NEZ W AERVIRIEICH - T2HA2 L) , n A —EH LR THLITT THDH T
5 DM Per protocol analysis TH 5.
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4-2) BRICHEERIFTIEEDHENHHN?

07y
O0%%
IBHRE =4GR OEFIER /BT TR OREFIH =

OA8

SENHSHEREME D ELVBFT
AXDMER Results | DR DERE
SEEME R DTA-HDF—T—F
follow up rate, lost to follow up
withdraw.” stop.~ compliance

<f1>
After one year, after three years, and at the end of the study, 6 percent, 11 percent, and 19 percent,

respectively, of the patients randomly assigned to treatment with pravastatin had permanently stopped
taking the study drug, whereas 3 percent, 9 percent, and 24 percent of those assigned to placebo had
begun open-label therapy with a cholesterol-lowering drug.

Wi &L, BAEBIZRT U N LIS S Te B DA & fgotﬂﬂ%:?é?‘ ITT fEfr s Ccnic e
LTh, WENZ BIFRMETNIE, 707 DEUHFIC L0 BHFITET T 23T OFFECR Y 84T
TLEY. FEOHI, WENELL 72D AHE @iﬂ%éﬁ%f%é. HEE{% L 7IEBIOEN, WFFeHE R
WEZRIITIZERESRoTLE) LIWETHS.

T T REOIEFIE D 5 B, FERIHEF L TOLIEFIEOEIG B TH 5. 1BEFED 80%IZ# L7
WEEITIE, 7o HLEITR f%#fé;hfu\é LIEERT, WHIZSHERRED LS 2% (I27ZL, 20
80% & VO HIFITHE AR b DO TIEARWY) - L O5E, iR results] OEIHICEH SN TN S,

P, BEFE=1—BHETHS.

Jofie !@?@

B BERER T — 27— b 2 B O5E)

8
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[ 5. AAlE~275hT05 ]

(4 ééi@iﬁd%%‘;g

O =2:7 mrw shovane

RAXVYT (BRIE) ShTLWSDIIHEMN?
Of#E, emE
Oft A (af) =Eld
OOutcome FHfiE (BHRZHET HH)
OT— 42 @iE (MItLEE1T5H)
OMmEEH Quadruple masking
O=F&E#& Triple masking
OZ=F&# Double masking
O—E&#& Single masking
O RF>Y (§#1E) 7L Open labeling
OvX*>J (B#1E) TrIEE
OF8

P

SEA DDA REME DB L VST

ARV

FE44 Abstract] DI A% methods]

AX DI A% methods 1IZ&H AT A Intervention, BRI T H 1> study designi®, N+ AAEDERBED .
AXDM%F Introduction | D&%

AHEMETROTE-HDF—T—F

mask.~masking.”blind~blinding.”aware

open.”open label.”unaware

<B1>

In a double-blind, randomized trial, we compared the effects of pravastatin (40 mg daily) with those of
a placebo over a mean follow-up period of 6.1 years in 9014 patients who were 31 to 75 years of age.

— A= ANDEENEDL I RN AZZT TVDEON, BEPCHKRETMO RN ENREE L. £z,
FEIEN N AEZRH L T D L, outcome DRI EEHRDO I BIZEOTLEI> ZEMNHSH. LarlL, B
FE~AXF L T TERWEE LS S.

AP Z2ERRER TIX, BE (MFE) - MAFENE - outcome FHAME - T — F MEHTE N —FRIC~ A%
7 (BERfb) End. —HEKR - —HEHEMR - —HER - WUWEEREVWI HEEEZINLLDOYAF 7O
HEDOEOEERILI-LOTHD. WL _EHERE V- TYH, AFFEICE - THEZK L TIrbu T 5 0
BRI D T, ~AXF 7 (§Eb) MThNI=ORHERONE R T 52 EEHETHD.

9
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%< DA, XA X [J51E methods] (265 [ A intervention, AfFZET A > study design] DIEIZ
AHEHIN TS, FHFELIENTHDLDIE, [J775 methods) @ 41 A intervention, #ff7E7 1 > study

design] DIETH DD, EOMDOGHENIZEPNTWDIEAEIE, BHE~AX U IRMENETREINTE
D, ZFORBERHEPOTLFH TN ENIFEAETH D, LiIZLIE THEE Introduction] AME—D < A3
TIWCOWTORFEGIT E 2D, £z, SAF U I NRARAHETH D Z ERHLNREEIE, wmXHIiz~Ax
VBT AREN NI LB D.

i, MR REZEATAARMEOHZEEL LT, 78RR LAFA—Y VRN TNS.

5-1) F5tHR%hE placebo effect

BEITBEEZ T TWDEEESTWEER, BEoTWAWES LD BIRENRRBLS RS, 207 TR
NRNTEERRBR OWEN IS, T AL LTASHLNTWD. fE- TEPIFIEICBWT, 2O, T A
Z7p < T2, A% placebo 2 JHW T, HOIEH O RLUSNDEENFRFIZ/LD LD LRENATND.

5-2) 71&—Y 238 Hawthorn effect

AT EFEEZ TR, L ELNTWARWNWE JT o720 FE2HWZ0 320, HNICERLNTHD
CEIV DT LT EEZAMERD D, BIEINL TS E W) EiiE, EEHICBRRERE2 5 2, 1E¥EI
LVERIES. bEbé, ZOLHICEBEDOHRIVLEEDDILDER— Y VR LSRN, KT
KRR TIIWOIREECLDLEELHD. 2FV, BERBRRIZBML TCVWEDTE 2L RDTHA
I EWV) BRENMIE, FIEAZANADBDENTLESTZHER Y, IRIFEBRIVIETFLTCLED

5-3) PROBE %

PROBE % & 1%, Prospective, Randomized, Open-labeled Blinded Endpoints (i & 7 > & A4k
=T T70r GEER) WBr) Ol B, BINE LA AFEE (ERH) O FIX, i, 1RER
EXBEEDO L HIZEID [T b E o TWA A, outcome FEEE IXF A %0 S 972 outcome & FE
fid %5k TH5H. PEOBE JETIE, MAFEMENEID FITAREZF > TNDHId, BEMICHE S
LIGRMERH Y, FIRT BRI RSB ORI IERE DR L ETH 5. FFIZ, outcome DFFAGIZFEALE
DEBBAVAL L D72V 7 b= RaRA v b (MAEFRBIESR, MATHENEITER, mERIECIDLA
Brak/p ) NERE SN TWAHEE O PROBE 1 T, outcome O FEMMEE 2 M+ 5 = &£ 12 X ¥ outcome
BAERLEZHZLENTETLED.

10
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SE BT+ 555 ?

ORRICHEEENH D —-EARET+H
O UITINYA X FFHE TS
OY VT INH A XFHEShTLAL
OFRICHFEENGL —EFARE+LHE S HTEH
OHUITINYA X FEHEEThTLS
BEICEMLEABTHESAEY DTS XEZBZTWSHN?
O#ZTWS —EABIE+S
OBZTULAEL —EFBIEF+5 (GERBIENTEEENHST/EEHY)
OY VT INH A XFHESThTLAL

EMZ (&5 : ast: )
AR FRER: %

MR : %

o -

B -

OAEA

SENHSHEHEME D E L VGFT

AKX DI A% methods ) IZH AT #iETFRIfEHT Statistical analysis | D& 3 (FRIZHTE)
RHEFRAZRDTH-HDF—T—F

sample size

calculate

o/ alfa.~alfa level ~p value

power

<f1>

The study was designed to have 80 percent power to detect a reduction of 18.3 percent in the risk of
death due to CHD at five years, with a two-sided P _value of <0.05. The trial was planned to continue
until 700 deaths from CHD had occurred unless it was stopped early.

P TN A X BN, RIS ERER S A BT S, B, BRRBRTIIH 60U, IBEIROE
ERHET A1 DICHERERSE Y TP A X LTHRELTBSbDOTH D, =L 2UE, EFKND
RYEDLE, RYFTEEDERPNSHICHEDLL T, MEFRIIZENRWERRINTLES. 5T,
FERIZEN Do & ZIFEFEIT 0 E S AP, BRICENRPoT L X2, YT A X7
T EDFRNE I DERFTLIMLENHTL B, TN A XOFEFEIL, < 0%A, [HiE
methodsJ O THEEHEHIfEAT statistical analysis] DIEICEEHFH SN WA N, BHEHARWI L H D, D

AL, T A BT 2RI ORI AR ICBEIC R R SN TWD Z b 5.

TN A ZOFEITIE, LTFO4->OHEEEZREL T LERH D,

O CetRarED) 4’/\/ kAR

O A% LT AICHIFF S LD 23

®a level : o error Za?t ER 2SS

@B level : Berror Z# Z J R, power=1-BCTRINDHIELHD

AR NAREMFINLIDRITREOHE R EED & J&ﬁ?éﬂé

a error X g TRYMIIZENZ2VDIZ, ZDRHDEMEVLTLEIEY | THDH. olevel IFiEF 0.05 (2
MEINDZ ENEL, WRRERIC iob\“(pﬁﬂ N&E TS E, aerror DL Z HHERNMMEL, AEED
DRSNS, a level PEDIUE, SR pMEOHKEHRELZE DS (o level # 0.01 L3EE L7-5GA
BEOHREREL p<0.01l 70d) . [ TAYDaerror] L2 5.

—7J7, Berror L%, TAMIZENHDDIZ, ERRVEHEWLTCLEIEY ] THDH. HlziE, Blevel
73 0.2 (=power 7% 80%) T DHFFEIC iow'c, IRERD A EZER L Lo 7o 56, 20%DfE=: TP error
NEZSTWAHEEEENRDH D, EWHZLETHDH. DFV, RYETELHDDIZ, 20%@6’%%’(“7&%753‘7’@1/\
EVIOFERNPHTLE 9. BEiREE, REOHRFICHEZNHIUR, Dl L bBerror T2V EFZ 5.
NEARLY EZEDORerror] &R Z5HERL.
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O B {ifl

R R D outcome ICH W B VDRI, RO 2FAICT T L.
1) WEfEhCEE OB  FAER, BWIEF, LfFE, HCER, HEEhl.
2) PRI AT F6HE - RIAE £ TOMM, AfEHIRE, BRI E.
1 SDOEFRAERIZEB VT, [A U outcome Z IRET I T B 22 H5HE & AT REIEOM S TR e d D,

1) BfEEhICEELIBIE
NANIEE > THL—EHRZOH 5T
THUTDOL ) RIBENFETE S.

1T 5 outcome DISAERNIFIE L 72> TV DA, BIHE

B R relative risk
xR H B E relative risk reduction
@3 R oA FE absolute risk reduction

I ABEA X MRS experimental event rate
*EFRFEA X N343R control event rate

EER=a(a+bh)
CER=c“(c+d)
: RR=EER/CER

! RRR=(CER—EER)/CER

: ARR=CER—EER

1B BREAR = Outcome (+) |Outcome (—)
f[’}-\ﬁw%ﬂi$ = g a b (a+h)
gl
ll\\ﬁ®%$$ -
N c d (c+d)
RRR= popiihisa
NNT= atc b+d (atbtc+d)
Outcome
(+) (—)
I B a b a+b
xf HRRE c d c+d
a+c b+d a+b+c+d

SABLES number needed to treat ! NNT=1/ARR
1);ERFRAM
FEARRRER TIX, outcome 23EU 5 F T+l 2 LE L T 5. BRI+ T7Z2u\ & outcome
DELDIZELT, MROMREBDLAREERSHS. £, FUEEETHH-TH, outcome ZHIET
HEEMIC Ko TEDORAERITE LS. - T, MEOMIUTIE, BHHIRN EN BNV TH oA E
EThb. < O5E, [HEFresults] OFBHICEH SN TWVD
2) 485 5T &t et BT 4l

Primary outcome (Primary endpoint) DOIARNFLH SN TWIUL (REALD08FV) |, £ 2T HH
KR C & 5 RRR & At 7l T 5 NNT 23 3% (RRPRRRILFA LHITR SN TNDH Z & H &),

RR=X°RRR (X, MAZDOHL OO EE RI-FEETHD. RR 1 Z FED &, IMARED A% REE X
DHEIENRHY, W 1% LD ENABOTVNIRNE D (=FER"HDH) ZLilied. ok, xR
flitd, FIERCBHHIMICEREZ T2 2 080, NABFOHREOREIEZRLTWVDS.

ZHUZKREL, ARRS°NNT I, BIERICELAESND 20, KRB CE D EELRHEETHDH. NNT

% 1 ADEFELLEL outcome ZRISCDICH ADRBEEGDIAB A 3. Lo T, DEUELLTE2EY
BT TSR, NNT I REEAICIZ 2 FF CHHMER SV, 1 THONENR VRN ETE D L &
N5 W AT D EThH R THRN~A T RZBNTZ D, F% outcome & LTV 541X, number
needed to harm; NNH & FES. NNT IEBMIEIZ K-> CTELT 20T, LB HEZ T 5.

B LE, NAREORIER, MEEEORIER, HIATHETCOEDORE X, HxtFE i CORED
REZDASOEEZ L TH TRAETIT 52 L Thor. AEEOREL, EWEEL@AJ% TR TH D .
FRIZEBE/ZROIX RRR°NNT 72 FOHEEEO K& X TH Y, HEEMIN/NE , AERENRb-TZE L
THHRITNSNENS T EIE7 0, REOEFITEZEX DT 04 //\7 M)&)é& ELAL 1A%

728, BEENCEREREECY, ‘R RO ONLRWVWES (LESCREMZ K OREM, JERA S
772 E) 1%, RRR=° NNT TR TE 20,
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3)95%{E# X[ confidence interval & p il p-value

95%fF #EH X [#] 95%CI <° p fifi p-value DFEHFH A HALE, T D bkl 5. 95%(EHEXH & 1%, WFIehs
ROEDED B5NDHER CTlAAET DEH A 9. 95% 54X 1%, RR <° RRR Tif 1 %, ARR Ti% 0
Z, NNT TlLoz2BERNWE X HEENRDD ] L) . 95%EEEXMHITA b i/NEHE L 72355
BHIEBKEHN L7280 RICHOWVWTHEE 2 S.

— 77 pAEIFN ARE & S RRBEDO R RN AL L AE LT & &1, BARIRIZEVRH D &V ) SR
LHERTHD. #2103 p=0.02 72 ST ARE &t REEO N RITMBIREV R H D HERIZ 2% TH D (£ ORER
722 DO CTHBEDOZN R DOEWTINIREVWZ D) . pfEN0.05 LV H/hNEWEAIL, TAEERDHD) &
Wo.

2) FFREEHICTITIER

100
£ 904
i3
L
=3 B
b Combined thermpy
g 50+ {91 events)
§ :
. 30 Raditherapy =~ — 1——1 =
20 (103 events)
104 P=0.04
0 | | 1 L] | I | | 1
0 1 2 3 4 5 L 7 g 9
Years
No. at Risk
Radiotherapy 67 118 73 57 45 30 1% 9 U

Combined therapy 167 125 105 B85 66 42 29 10 1
1 : Kaplan-Meier #i# > 1 (NEIM2004;350:1945 7> 55)

FRORE L LT, outcome NFEAET S TORR] (EFHIFESCIEEIIR 72 L) OB rh Il A3
AN TWAEELH L0, D XREMEN AT L 72D, ZNOERMT — % 2% LT 5fiE
W FREERFLC, TS H(survival analysis) & 5. Z O J5iklE, outcome DFEAED 1 [A Lo
Bah, #RESL5ETMODO LEIIETE I N T AGEICHWS I ENTES.

RCT 04, i, AEFEHRCIHEMMOBSITT v X LEIM TR E 225, 1) (BFREshcRE R
FE) EDOREREBWNL, BEOGERRSICLD, OB THIEBEERNOWNTH D, EFoHTT
X, BLIE L7-JEfl S 72 RIcBrab 35 2 L 7e <, FTHEIY (censor) & L T, #FZEIZSIM L T
MOT —ZEfITICEDDL I ENTEDL. FOED, P THIE LIZEROT —Z 2832k,

BN EATHICHZY, £7°, BB OKRS T, £72 outcome 2334 L T2 W NDOEIS & BEfi
\7' v v k L7z Kaplan-Meier Bh#® (X1 1) Z#i<. BERMICE, BEhciM 2 & v, #itfhic outcome
DOFERITH LT HIE (AR, BIER, HCERRLE) 2L5. FRETOEF OREL (outcome 73
FAT D ATRENE D B D IEHIEL No. at Risk) 1XHFR & 2B T2 08, k- T, 77 7 offhc
Bo TRENEIPNTVWDZ ELH D, AFEFRIL, outcome MFEA LR WEIEZELE3, outcome 723 1
ANFEAE UTZH TR 92 0T, Kaplan-Meier HifR I PEERIRIC /2 5.

Kaplan-Meier i A \
DG 6, I ARE
& % FREE o iR DT
WA 5. KM
TR HE > TEEDBH
nwWTn< o (K
2A) , —HZEMNLN
B0, BAEAIZIZFE
Cizkes b o (M
2B) , B TRXL
<, EERWET p o ER g c NM
LD (K2C) 7 En 2 : Kaplan-Meier HifRDTE & HEZEO HLTVRE
EZz26N05.

1 1 1

B 3t HE
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T, IO OHIRESAFEIEINCE R D RET DH. ZOREICL Y AEAENHTSEE, iROIR
WD ZEBREN, BROPICENHD LV ZD. ZOREIF, FRRTO 2 >OROMEE
AVEARHLTITY b0 T, AT 329 TE Log-Rank test °r4JLaoY) I RTE Wilcoxon test 73V 5
o, a7 7 0 VREFTETCORROEAEZFELNWE LTEFT 2720, BMOBEBWR—ET, KRk
it & HATAEMFHBROZENIED > TOLHHIZEZNHLT W ([’ 2A) . —F, U=y Y URE,
HEBHREORIIIERENWI L ZEA L TEAMITEZ L TWD 72D, MIRO KR RINICEZ 5
outcome Z BT D HAICENHLT WV (K 2B) . P TREXLTLE D L5 liRoGAIE, EHo
DIETHZENHIZ< W (K 20) .

& 512, Cox Al ¥ — F=E5 /L Cox proportional-hazards model % VT, MAXHEREZRD D, =
U, I ALIAMC outcome DFREAEIZHEEE 52 2 AREMED H LR T2 PR T 5720 D HFIETH 5.
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