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BEFET

£E : MADRS = Montgomery-Asberg Depression Rating Scale
a:AAIE, Zarinetal.®, Mayo-Wilsonetal.'”, Chanetal.’® #&£(c LTz,
b: HERDT7 U b ALEEERT BRI, BEISCT, HBR7OMIVICT T b AL RXA 2 OBRTRHD DEFRNZEAZ
TINETHDB, BREET U AL RXAVOERHEWVES, 7ANJIVTESSNIIFED FXAIE, H2EBEEDED
24 B%FE?LZZSL\"(, EELNOSBBRLOZIREDEHE COBETREINSFEHDOREDHBTFIHMEICEREIND I EHNEZS
nz*,

7% (CONSORT 2010 FHHF = v 7 ) A M H 6a T
eI Tws &k H) Y, HBOFEET Y b
LDT T b AL FRAAL EERL RIS, FHbX
NI OHNZE N T 25D TH D720, MET

52 EDBAARTH S,

ML & 75 2 EE 2 mc X, (1) alBRIcBIS 3 2 A%
(B - B, —fi R, ERER, BORNZEH, HE
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PEOEE, BEEEAEE) Lo TDOT 7 P AL KRR
A v OEENE, 2) 77 AL AAL T B0
ADIIFRFIR, 3) BBEHIC 7T P AL R XA v
e, 44x, D9 TRIRE 2 JTE TR § 2 RE ) A3
GFENb, T, BIRINT T AL XL VD
a7 7w bAhLty b (coreoutcome set) (T75H 5,
FEE DEFRFESIC B W T, ARSI N T RTORE
THESINLZXREFHET Y ALty b) IHEKT
ZEIDLWMEINERETH D Y,

I5H 6a.2. FEDOMIEZ & (B« IGFEEIIME), fi#
Hriats (analysis metric) (] : R—ZAZ 4 6D
ZAE, FeftfE, FRFEF coRME), itk
(1 : FHfE, #E), BXOET7 7 b AL ORHIGRE
J S n s B
COEHIZ, FRICHRD 5N FHEE X OHEIX
77 P AL ZRBRICERT LI E2HERET 2
CONSORT 2010 FH{DF = v 7 1) A2 FIEHH 6a % i
RLAZDBDTHD, SPIRIT 2013 FHHDOF = v 7V
AFEHH 12 (BIXORBETY b A 20ERIBET
ZEH3) 2 S L 7c BRI 2 HESE I 2 /8 L T
% ®_ CONSORT-outcomes 2022 JLiEMR D F = v 7
Y R MEH 6a2 T, HIELRE, FHE DRI,
HRMTEE, GRS L, T b AL DR EREG
W9 % 2 EDHELRE I LTV 5, ClinicalTrials.gov D
X9 e iBRE SRR TIx, TCIC 2 oA E A
TP b ALZERTLIEROENT0S P
W BT Y b L DREHE R YRR L n»
X, MAIARE RS ERE, T—FDF 2V —-Ey
¥ v 7 (cherry picking), alH & 1357 2 GRS
BT 2 RER OB ARIHE 2 WIS 2 O,

IHH 6a.3. T 7 kA L DBENTHRERSINE N D
ELERTES, BACBT 2R/ NEELLEZE
=L, EX4T 5,

Z DIEH X, CONSORT-Outcomes 2022 i #R i D
F v 7)) AMEHG22 ZIRLZLDTH B,
FE7 Y b A LADBMNE L )L DRI,  DLE]
DM (R—=RF A VIRFOMEMZ L) 56 DEAA
ZAba KT, BT 2 5 R O e/ NE 221 E
= (MIC) ¢EZoN2bDDEREIEYEZRT
N ETH %, CONSORT-Outcomes2022 JA5E[K T I,
MIC (83, BRIKEE, £ 72 3ikRBAtRE »EHE &

L2 DI BENER L ERI N (A
KRB L Box IR I LT 3) 230 MIC 1,
FIRFEREC MIC 0L L2 % 75 L 725 # o
& WA, KELLHNG2ESRT220) Y %
RNTT 2 P2 OB nof-1 sBR7: &, SIMHNE
Lo 2 T RCOMBCRE SN2 2 L
HEETH 2 Y,

Box. CONSORT- Outcomes 2022 JBERR CfEAE
hr-mpsE

BETIOMAL EHET Y P AL, 200 O
KT R A s (] B F 2 RSN AR T & %
L =B MEOHE) »oMRI NG, K7™ b
ALTHESINLHROOT N2 L -2h%
3, BATT N LERBLEARREIND P,

CONSORT 2010: 2010 12 552 X 4172 Consolidated
Standards of Reporting Trials (CONSORT) i ¥,

CONSORT-Outcomes 2022 53R : CONSORT 2010
FHTIE A NN=Z TR\, 77 b LIZEET
LZRNEZEFTB L BN EF =y 7Y R FEHE,

WRBLRZ M « B UEDME R B A A %2 %
BITHE L T2 L) REICEDE, B el
SNTAF RO (B 2 NTRBIER, AL & Moo R
DRALR, BIHY 2 MR ORI 2 D) &
Y B,

RNEZLM : MR EONEDRHENR AL v %
)2 S LT B A 0

HAEZUM: b 25HENEORRNT—ILFRAY ~
& — P 2y K LT 3 A 0,
Ex{bRDZ LM Bl S Nz, T 72U E G
X N7 R R EE D IE H O PERE DY Z 0§l R E D R Al
A L 7248560 45 EH OVERE Z b i s LT
VB AW,

SNEETLE: BHE, BIKE, ZoBgEnE
WohsEEZL, BENORNOZLEYY, %
DZELEIE, A2 7MlE AL Gl o I E 5
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NEFFRL DM EAE), T I38HE (ZfE7 7 S A L)
DZALETH B, T OMEER, HEHELREE D 3
MRTlx, LIE L IEm/ANEZ 2 (minimal important
difference) & \»9 FEE & A STV 3,
CONSORT-Outcomes 2022 #AIEM T, #& L, T
INEEZA R FEELRBEFENEE (HHE 6a.3)
ZHL W30, TRANESEMSE) (JEE SRR
ZIEL T3, "Tminimaly D% D IZ "Tminimum,
Z w720, Tclinically; $ lclinical; 7 & DB
Wiz I 720 32 7% 80l HEDOERIE X
C R 6 4% (#l: the minimum clinically important

change) 2

RNEEE B, BIRE, ZofBifRErEmE T
b2 EEAD, ROOHEAE™, 20k, 22
7L MIE BN Glfye 0 HINE fE - NE P BL o I E M) %
73BN (7Y P A L) DFETH S, "minimaly
D DT "minimum, % A\ 72 D, Tclinically
% Tclinical; 7% EDELAGZ M T 72D 5 7% £ il
POHEEOZEFIZ LS HSi s (] the minimum

clinically important difference) =,

7 MAL HENANDBZOR R 2 RS T % 72
DIFHII SN2 bDRIET Y, EHINAETT A
LDS5ODaATEFEIX, R2IREINTWVWS,

FET7U ML RO FEENICR S EEICE
M 2FE ST Y b ALY, ZHUREE, %)
71 (efficacy) AN (effectiveness) @ FfAfli %2 32
FHMWE T 2OV > 7Ly 4 EHEICfiH &
NBHERTH 2, L ORBUIEET 7 2 4
B1DOTHE, 12U EH25ELH 5, E¥X
BT, EET Y A LZIETHA,
pointy &\ HEEBEDNS Z ENH B Y,

Fprimary end

SR S ICEED R LES L, BARRIZIE, W
K ODHEMETT (B NIVEEAEZ IR S 72D (T
FURHIRED R 2HHE v F2HT 52 L,
FERF I E  (over time) 2 FFME L5 (test-retest),
[F U5 H LR Ml [ (interrater) T¥7& 2 AP &
2D, F 713 ¥ 2 B 5Hii#E AN (intrarater) T,
A PR EE 2 EDOR T AW X b D), S
FOMREDZAE T, BOIRLUMEGEL 72354 ICF U

TH HREY,

ISEM 7 LFEEIC B T BRI % R
W LIIE S % 72 0 O EPli R gy Y,
237 DI % 1T R O B 22 4 %
FEHEZUME L XA D, IBETEIRELR a7 DZY
P (3 72b BRI M) 233,

BIREYT D b A L A DI 7250 5 2 Bl 9 %
feolz, W7 e b aLcHENICRO s N7 7 b
731\ 28)0

BINEEMR EFIc Lo THhRO SN AD TR
b, BENRE, MEXZIEYLTE S, ALK
2 NSRRI Y,

SPIRIT 2013: 2013 4F 12 %5 & 717 Standard Protocol
Items: Recommendations for Interventional Trials

(SPIRIT) FEHH %,

SPIRIT-Outcomes 2022 #i3RhR : SPIRIT 2013 AT
EAN=Z TR, 77 A L ICEET 2R
7’0 b aVONEZBHL 7BNMSEF =y 7)) A
FIEH 7,

BRI, « GO (B 2 S EIRSE B R AT
i) Db, WESNS XA > DXtk
I S L T B A 0,

SMEREE : 3l 21T 72l S N 2 NE £ 7213
Y — b, B RURE 1, TR, R BT RS, AR,
HIRBAREGBZIc k> THoNns a7, ¥
1 ODEMICKTY 3% TH 2 ATRENED D 2 Y,

BiZE v P v A4 ZD0FHEICE VT, AR
DELE7Y P AL THRIEINZEE L TR N,
1 DM Lo FHELHERRE 7V — 71 L > THE
WEIZEETH S (RNEEAEDR/AIEISRE
) LanInsmy,

ZUM b IMERER, WELES ELTWVS R
A4 VRMET B,
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MIC Z 5§ % 2 & ¢, B4, HIKE, BORL
RHDERIBAE R & 2 ORIRI B 2 B L
(2%, WRRBOAGRY D 22— —1%, XV
Fv—27 L LTHOMIC AFICHKRZFFO2H L
WL, b hic, BEAIO MIC X D b K E 22fHic
BRZFO200b Litg v, BRI 17 MIC D 1Y
WAL 2 2 L IFEETH L, ZOMEIE, FU
FEA R EE 12 L T B D MIC D3TEAE S % ITRE 1Y
H Y, ZOERNBSHEMESHERVEIX, EDX)
2, BEERNRE L TIREINIPICK > TRE 2
5TdHh 27, MR REM & FEICH LT MIC
PAHZE G, ZORZMETRETH 5,

IBH 6a.4. 77 N A LD T — & WHEEINTH B D,
AT AV ANT =8 E LTSN Ga (il
), S hy VA 7R T 5,

Z DIEH X, CONSORT-Outcomes 2022 i 3R K D
F vy Z7YRAMEHG2ZILELZHDT, FHij
ko S, HERE (F23EPNE) CINES
NIT TN LDT =5 ZBWDIDIZHT I D
VBT BRI S Nz v b A 7D
WTHAT 2 X9, BBEIGL TEEIRTHDT
H2 %, Ay b 7 EOBROMLE FHT 5 2
DRI NG, BT ® 20y M4 7 E
PEHEINDE Z ERETIIRVDTH S, BRI
7oAy b A 7EDM R b AR D, EERIIBEM: S
HiE e Th 3, COBRERET 22 LT,
L EMRE ("p vy ¥ > 7 (p-hacking) 1 & L CTHI
5N%), T—FDFzVY— -y X, FEER
HEICB T 2R OBIRIAREG 28T 2 2 LT
Ep 09

I8H 6a.5. 7 v ¥ L fbg, HEBORETT 7 B AL
S ASSENE X N7 A E, BRI & a7 S R
RZi#ET %,

Z DIEH X, CONSORT-Outcomes 2022 i # i D
Fxv 7V A NEH 622 DN SICE T 2 NE
ZIIRL 72D DT, 77 A LG T » & Ltk
ICHBOR R CEBI N GE B2 75 stk
O 12 WE DM, fHIE % 5 U 7 588%), @
O S 725l R 2 RN % & 9, SR
CCHEHIRT D TH S, hTIcfiH 3 2 5HillilR
RZEANCEHm L 72 EOHHRE T 5 2 & T, PEAD

RO MR I B U 20T, KE RS HEE R
FESHME & 125 D> o 72 ST 1 MR W R o 1]
BUEZIIZ 2 2 L3 TE B DY,

FTA R 5L O GE PSR 2 7R 9 2 & 23 8E ) S
5 (B PRI NS Atk OHIKKE#E (clinical
trajectory) %, HRIRIICEWK D H 2 (TN HR %
ERT 5 7- OIS ERIGEIRIICEED ), B
Mo &S 1%, B THRE I 2 P& DT
(management decision) (2%} L C#t) ¢ 72 i 1uid 7z
5\,

IEH 6a.6. &7 7 F AL ZMH L - 5&1F, HE
77 A LD EREZ TR TEET 5,

BET 7 P AL, BET 2RO H B 2 DD
LOWET Y P A LTHREI NS, HET T AL
BT 2EBRINIELT V7 LT 1
DR L I-2E L, HET T ML
LHrEND Y EET Y A ARG EHAE,
Hanckd oh, EMLL, BERICERLTEL
EWh 2, ZOERICIE, ZNTNOHKT Y
F A LDFERLIERE, TNHEED L) ICHAS
HEDZPITOVTOFA Bl 2 ED K9 ZfighrFIE
THEAT Y N HLDFRERERT ) BEENS,

LaL, 77 AL, oI nace
286 TH-TH, MIRVBHEERGERH 5, HilZ
X, BET 7 bMALE, BT A LICRT 5%
WSO ATz 2 ) By, FEREK T AL
DRNFAMED 72 25546 (B : J0C & REZ A S
bE7GE), IBENREZRETRERDL D, K
RIEFNZ DO WTHDE RS 217 ) B2 S 51
DT\ B 2,

I5H 6a.7. il g st £ 72133k 7 0 kb 2)L CHulc
IHENT VLR T Y A LERET S,

g 771 b a2 LS R CHETICIRO ST v
W77 b ALT, AEPICHE SN D DIETR
THHEICFRRE L, HEETXRETH S, FHICRD 5
NTHBRWT? T b ALIE, BPPFEINTHRrS
722 LT P AL RAAL OB L > TE
U 20D H 2 (Bl Wkt 7T — 8% X— 20515
5 N B BR BRI BE~ D ABEsEE D 284k % T S+ 1S
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BN TN L 2858) . £, HEER, iR
BE, R, PR R ETICRO ST b
ALERLD, FHICRO SN TORRWBT Y M A A
NHEZ6ND, iz, W7 b~ a2 cHEjk
DN 6H HREH TIE AL, 12 5 HREH OB
R DWW S A, 12 5 AR O IR Y)
KIFFEFTICROD SN TRV T 7 P AL E L TRE
I, BAERNBEERPIFHHINLERETH S, 7
TN ALDT =Y DEFEIZIZL L OEENEET S
Bl : 22 ) ==, B, y—_A4 7 2ADF
ENEHIND ; a—FT 4 VIV AT LADRERIN
25 HMLOEERERROT—IBBING), FETY
kA L DIERRETIZONT, REBRETER: 7
Dt ERETRETH 2 (Fl:EHOMUE & IR,
g, oIV T—F VY —RAn5EL oD
WERT =5V = AP SHE L D, ZDEHEZEHED
REL - DODHED KGR L 72D D),

MBS HEHICB T 2 RHE T Y A 20BN
RELBEHETH 5 Y, CONSORT KADH
Yy —F st n 67 o 5 B, B
INTT 7 P ALE365ETHoT: QWiBEH D
FH SRR E T R A L) D, BME T Y
FALDH L, HANICHRO SN TVLARVLEINLD
DIF15% KiliTh o727, WESNELTY F AL
B 7 e b a L eEBERONSE L L Tw
2089 DML, EHTICHERIEIXRNE
TR, AHOKREWEETHY (1 RBib7D
1~ 725 LHEEENS) 7, BAICEo>T
BFEATETHZ GRER7 0 F a2/l ncn
GGk ), WBETHRIC T Y AL ZEET
ISP S 25EbH D, FHITHRENA
T ADOURMEERT D720, TD X)) RELHEE
RTXRETH 25 (CONSORT 2010 FHHHD F = v 7
Y 2 FHH 6b),

IEH 6a.8. 77 F A LA ZFMIT B - DI I 7z
AP () : BRI, ERM) &, 205 o
Bsing & RO LRI BT 2EHE, 241, 6
B E L HICEBRT B,

AR EE D43 2 B B & S NS, Bt
BROTBIME & 5 O MBI 2 T 2 D115y
BRLDOTHRIFIUSRS v (B @ fEA S 7GR
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JEDN— 7 >, EETE, BT 2 AR £ —
H—EEFAEWELTZ) Y, FoaEEE
TR TR, SEAER % 72 Sl N oS, NN
HOVE), WM (] 0 AN, BRI a2
Ph, JEUEZZ MR, WSRO 201, RS Y
PE), FPMiXTRCTH 2 EHET Y N A LD (T4
bb, IEME) %PRTFEOREEICE U CEI KR
T 2 EE ), BERSINE &L 2 E o i
HHETH 2 I L EEITE ZMBINTE 7 R 2
WL, BERETT Z LVARARTH L, 20K
S HIEF YA, WEREICET 32 Eof»—X
e, SFRNE DM EREICEET 2 AT =T 4 v
JLEa—, BXRa77Y ALty Fp5EE
M L TE 2, BWIREOREL, E&RINE
77 & A L HSEFEHT ORER O A I BE Y B R IC
W I B 2 5,

CONSORT-Outcomes 2022 JEERIRD F = v 7 ) A
FIH 6a.8 T, Al REEDMEIE R 235 7% 5 &
M (F] : $7% 2 EkER) oMbt hwvwe
feEIN T B, MRS ing & FL L 72 £H
(272132 ELFENICER L S RWEM) 2k
T2 BT B HIERE R G T 5 2 L b HEREI N
T3 7, b EEIC R L TR R ol E
FREDSARH 2 5418, 2 DE % 2 ORI EE %
T 52 EDHYFE I ETH B EEZ SR
DIRYLE L HICFEHT LI L TE 3,

AT — & OHE LR o DRIERE I D
o T3k, ZOWEMREZRET 2 I Lo T
HETH 5, Bl 2L, NEZ LD R,
MEL XD E L RAAL > ZIEMEICWEL 72\ 1Al
T3 1, Gl DS R DR G FHMG R X, 1]
IR N o720, FHlX -
HMAEHECIHH I N Ao 72 LGs, B0k
SRR ) 287 9 WRENED B 2 0,

IHE 6a.9. 77 b A L& FFl L 22 A (B B EEA,
i) &, 7V AL EEHIY 5 7o o I EHil UL
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e %,
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L HEDSTEM T 2 I X o C, e ) Be o 72 4K,
O TR L > 7GABRE RS o s, 2ok)%
6D EIE, FEHliFE OIS REEOE Y, HAD
EHy, BEFEOME (recall) 264U 2 AJHEEDL D
%% KRR, B, JEEIRA 7 — = 5
HINLWEERERT 7 P H LD, F721387 14—
¥ AT KD FHIIE, ORE &SRR (US Food
and Drug Administration) 12 X > T, Z#ZFUTERK
& 77 s, BERETY ML, F 7Y —
N ]ET I AL, N7 4=V AT bA LIS
SHEENTHLD Y,

B2 ANICE > TS 277 A LD
TiE, BEBROBlLE2 ST T 7 A LGHIF D
BB 23IHZIT I RETH D, 77 F A LG
iFOFEZZ TR bAas (B mEEar A
Fa—)LDAKARE) 12OWTIE, ZOEHIEHE DR
HD e\, BREBHERGE YT 7 b A LG & LT
RS % 7o OIS E 2 P E S £ 7 3B Rb L 72
A, % < DBA, BB L Tw» 2 Y (Y =
7 A9 —RABEM A (Wechsler Abbreviated Scale of
Intelligence) 2% 2 i Z i 3 256, MiLs £ 7%
LA LS 2A L, BhET 2 BFEEMITO W
TSEM LoREZ RS, AR 72 13880 1Q
BT E 2 #2515 BILL RS L 72 2 L D & % FFiliE
BELRGERH %), BEOIGREN T SH 7 %
Al SIS 04 % Al o AL ICBE T 2 SR,
CONSORT 2010 FiHHD F = » 7 1) A PHH 11a <5
WINTn3,

I5H 6a.10. 7 — & I (B HIEHE) B X O 7—
SR (B2 77 b A LT — & OfE O HIPH M)
W77 FALT =Y DEZ DSOSk
a2 %M T 5, iEZzns OFlEMER T
E Gz Eli T 5,

HEREER D 7 — & N B L OUEER I, 77
FALT =Y DEEEHO LN v
L ADBHZERT Z L, EHEZHAEL, Wk
T =5 DEOFMi 2 B5H T 5, BIZIE, EBNT
7 b A LGl ASEE L CEMEI S (BN
PRAAEEA) <2, FRNZ2> D 1EAEZ 77 b A L5l %
PREET % 7z DI YR fEZ H 4 (central adjudication
committee) MEH I NG ERE T 65, 2D

fhD—E 2l & L CTld, 7 — & 23 22 = (#i:
BH) THhHI L, TV TRINSMEOHIPH
NTH2 I L, ML 7EEBI%E (source document
verification) (f4 : AEBDOEKHFEE =% —I1c Xk %)
DITbNTVE IR ENDH 2, WBHEHIC
i3, EeLHM, 3 etEREATTELY
Bt (Bl : A=7v7 7 20illiE7a b an) 2B
T LR ENZEDLRNETH 5,

BT IVY A X D5k I B 9 % CONSORT-
Outcomes 2022 #E3RAEDF v 7 ) X FIER

IHE 7a.0. iRt o B ()« R/ hEEE) %
EEL, 4k T 3,

Z DIEH X, CONSORT 2010 FHHDF = v 7
2 FNEHH7aTH B TED X 9 I BENEFIE AP D
SNTh ZWETAILRZIELZL DT, HA
DY TINY A RERICHEH L 2 HEEEZRE T 2
Iy FEHIRITbOTH S, HEAEIE 12 ED
FHERAERGRE 7V — 710 X > CTHENE ZIZE
FThH D LABRINDERNEMHTITE LT, FFEDR
FUCHABIOFEE 7 b AL THREL L) £ T2
ZELT, Y7y A AoFHBEICHHINAET
% % ", The Difference Elicitation in Trials project 3,
RO HEAOBR, ¥ v 7V A4 R0FHHE, Wi
BT 2N AR T RIS AV A%
FERLTWE 7Y, HiExEE, RAEEE (MID ;
EETH S LA SN2 BHMORADE) 27
F i RN ERR (BEFICXsTHRO SN
ADARLb, BENEE, AMESZIE4LTE 2,
MM K D RADELIEREIR) & T2 HELH
2P GEIRE N HEEICERZ R TICE, FEH
119 (pragmatic) ¥ 72 1ZEGIR Y 22 SR Dk 4 Td b (i
FET YA LEFHET 5 7 OIS S 47 B R
JEIC BT 22T E 2 MID OFHTRME) ¥, & 7,
SR DR 5B PP RECH 5720 (B - 8
BOMID DI LD 1D, £id, 540y MFFFEIC
Ho i) 7, GBIRE N BEES R ESEIIN O
DEBT 2 2 L SEETH B Y

METBIFE DSk IC B8 I 5 CONSORT-Outcomes
2022 EERRRDF = v ¥ 1) X MIEE

EE 12a.1. BEE X CEIRN T 7 b 5 L OFENT £
7RI B 2 2 EME2FHT 272 DIEH L 72
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FikaGlidd 2 (F: ELFEE7 Y +H 2L (coprimary
outcomes), EH OB CHMM I NIFE—T7 7 A
L, TN LDY T T — TR .

Z DX H X, CONSORT 2010 FHHHD F = v 7
A MEH 12a ZIRR L 72 DT, H5 RO
BT 2 L EME 2 P T 2 7o OIS L 72 #ea Ty
TFEzLBRT 2 LI FEHIRTbDTHE, 77 F
7 LD EMERMEIL, R TRV TH
D, FRICHERIXREZDIIZ, LFE7T L0335
A, —ODT7 7 M ALEEDIR LTS Z L
IZ X o THEBOFHIR R EET 2858, —2D7
7 F A DS OWTEBDOBTSETH S LT v 2556
(B = thiSfENT o 720V — TIRT, % RER Hl
B, HTRRERDZRIRNT T AH L% E D 5
BaTH 5,

&) BLEEZHHT DI INS T
wiciE, HEHFE Bz, 77390 —-74 X
7 — ¥ (family-wise error rate)) P atiby 7 7' 1 —
F (] - PREBRIENTCTH 5 Z L 2R L, PRI
Tt D 7 b A L DR FERE L THRR 2 bR
%) BEZ5ND Y, ok nlERIE, WEE
DRI T2 2 b TE 2 L, Hal@hr
AEEICFELC T 2 2 e b TE B Y, SEME
AT 2 IEDBHH I N > 726, HEHIZZ
DEEMRETLIENTES BEMS L R0EA,
BT I S ) o

ER 12a2. @8 K OMELS T P AL T —%
AT 2 HHEZ SIS L, B4k T 5, 1T
T IEALT =N Lo/l L ERET 5,

Z DI H X, CONSORT 2010 HHHDF = v 7
2 MEH 12a Z958R L 72 b T, FHIC (1) FE
DT LA LT =8 ZEND S BRI T S 7D I
L7 iE2 508 L, EX4kd 2L, £721F (2)
T NALT = ZEN Lol L 2WET 2
TEERHET S, iUk, RN OBERINICERSE
N7 ALT=FICEHTEIIDTHD, HlA
X, ZIMEPRRAFEAOEMFEICKIMIEE R4 $ &
4%, FEDT Y b h LD UEE IES IR
L7 Uiz d 5, 0, E DM
NI7AERZBINT 2 DI LD, ZofEdRE, B
BEZLiZZNZTNDT7 7 P LT —8 OERINEH 23

150 New Food Industry (New Food Indust.) 2024 Vol.66 No.3

FU#l S 41T % CONSORT 7 1@ —F % — M TR T
ZEDVTE S,

BB 12a3. KMoy —» (Bl 1 75 L TR
KM (missing not at random)) % FAli 3~ % 7z b 12 fifi
Ak, BXE7 Y A LHHE £ 72 1354
R D RPN % KT 2 72 O W S d iz J5 7k % Gl 9
%,

I B WTSINEDT Y N A LT —F DRANZ
ANz ETHY, LLDGE, TOXIMIE
7V H LTI, BTN OEIRT, BRI
(P12) W, ERIREDMET Y b A LDFE
DOFTNHPICBHL T3 2 L ZEkKT 2 %, &
W5 — % 3% %54, CONSORT-Outcomes 2022 i
WD F = v 79 2 FHH 1223 Tl&, (1) RO
XY — v Gl & 7 RE T B e oI w7 TG,
BXOY () MaHRITicswTT7 7 b L F e 3EF
fili &R o Rl 2 S $ 2 7z oI H 7205 (2D
FEOFERIE, FEINLRUMARY—ickoT
WEIND) ZBTEIL2HEREL T2 (B :
% EA AL (multiple imputation), 58427 — A 47 HT
(complete case), HJE (likelihood) (3D < ik,
JHE R B AR U (inverse—probability Weighting) )o

RUFT—=21%, ZDF =22k ->T, koM
WK T Ic2%03, fhmicwEs 52, WO
ATAVAY AT 570, RUMT—5 D5 —
v EREIZOWTERZE AT 2 2 L IFIERICHE
Wb 2 7, RIPMOFLELMRNTIC ST 2 KT —
& DI TTSHMET 2 &, X Y IRNTE DA HEE
fii (pooled estimates) CHEAN T % T % 72D ICHH
Yy N4 Xz EMECHE T 3 2 e TE Rl
2D, MESINLFBRICBTLZRAT =640
BN TADY AT 2 IEMEICEHETT 52 2 £ b TE 4
(3", ZoFryr )R NEAR, Bl T —
Yy RS LIEAIEEHINT, RllT—5D
EHPBETEZ LEZ SN GAICIZEE TR L)
b L7,

RMDINY —> (RPT =5 DAH=ALED
X %) 12iE, 58407 ¥ & L7 Rl (missing
completely at random), 7 ¥ % A 72 /KMl (missing at
random), 7 V¥ L THROVRHBIHH, FHEPA Y
fRNTE DS T — % v MZED X I %88 — U SHFAE



Introduction to Guidelines Provided by the EQUATOR Network.

Japanese translation of “Guidelines for Reporting Outcomes in Trial Reports: The CONSORT-Outcomes 2022 Extension”

T 202 YW 20>k 5, R TORED
DETHZ Y, RMF—50—iBiE, 75 sk
RMHE S xRS F 270, FRUETE 2
b Lz i RIEF—% Db 5 RESME DY
7y MR B 0 2B I X > THlE T
2) 0, REDY—iE, KREILETY P AL
Sl A ORAEOEIRICES#H L T ) (] : 4=
RAERHR A (maximum likelihood) f#fTIZ, 7 —
W7 LD T VI ARRITH B EEL T
%), WMET LI EDBAAURTH 5, iklififs o
{d P % BTl 9 2 72 80 12 FEME X 7 RS b (2 R
BT — % 20T 2 -0k 4 iR L 3) 13
TRTRESNDZIRETH D Y,

I5H 12a.4. B 7’ 0 F 2 )L DAL ICB#ET 2 7
7+ A LR OEREZ R T (B 7 vy L LR
Fre L),

BEREBR D 77 b A L7 =% 1%, Lzl
fers, B2 R2ESHITEEND S,
CONSORT 2010 75 H I GRS 4172 — e il 725 ik o It
HlZ, THRETH 200GV ILD T —FICT 7k A
TE, MESNIHERZMELTE 5 X 912, HElmy
FyEx otlciidd s, ctcho7?, HH
12a.4 X, CONSORT 2010 fHHHDF = v 7 V) A MIH
H12a ZREL72boT, FEHEIAB 72 Faro
AESFIC BT 2 KN O L7277 - 7 A fgbr
EHOEREZME T2 2 2L T3, KT
B VT, MBRETERRANCHEIA T & ffic
T U LR G o N2 TOSNMER &
E 9D (T 745 L, intention-to-treat fENT) DIEHRIZ,
Hifs RGBS SR D BLHIY BT & iR & - CIRFEICE
HWTH DI EDELBHSNTLB Y,

RUMFT =5 DRIEZT I FALICL>THEZD, K
HWoOHME A TH %728, CONSORT-Outcomes
2022 JRERIR D F = v 7V 2 MIEH 1224 TlX, it
FRFTICEE L 72 77 b A L ENTERM O E &% Wi 3
22 EEHRL TS, HlZIE, o5k T—%
v DK D T b A LEFTICHITE 23,
A U CREREGE 77 b A LDt IcfHTE
ROEAENH D, HOHITIE, EOMNTIX, FEDFE
EOEMPE—ELZIT TV ARWBRICERNT S Z &
Wik )i, MBEONAZZITSMNHEICRE S

NZTREED S 2 ),

7O MALEHMEDS R ICE T 5 CONSORT-
Outcomes 2022 #E5RARDF v 7 V) X FIER
IEH 17a.1. HEHICRO 5N TRXRTDT T A L
fRMTOFERZ &0 2, F 73R EE I I 2
BEEE ICHEROFEDS D 2 0 ERT,
COHEHEIWEF, T ML EHECHET S
CONSORT 2010 WD F = v 7 U 2 FEHH 17a # ¥k
RUZCH DT, FHIRE 70 b 2L okEHETET
HEFCHANICHRDO SN TRXTDT T b A LIEFTD
FEREZWME L C0D I E2MERT 2 L) HEEEZRET
bOThs Y, TN REESETH B L
MNP, FedosakBas B oI AN 15 23
Dol EI YW T I1I2h7-o>T, ARG E
IZREH S LT 2 TSR & N7 BT ICBE T 215
WOARTITHE L ELIELIESHZ ™, 1 DR
B CHRITICIRD 5 N TR TOBNIT2WMET
% 2 EDIRATRE e (B SHATICIR D & M7 EIlR
77 b5 L% H 5B, FHHEi, Fuhck
DOENTZZFDMD T b h LEFTOFRERNE ZI2dh
D2 WMETEIRETHY B2V v 7 IR
metry 74V RY YY), FREFEMEHKDOYE
&, BOMETI2REAZRTRETH %,

fEBhEy 3 tr D52k [ B8 9 5 CONSORT-outcomes
2022 H3RRODF v ¥ 1) X MIER

I5H 18.1. HHMIZID 6 LT WIENT YD > 7285
&, ZOMEEHHT 5,

7 F 77 A (adherence) ZBH9 % B D
e Tk, IS N BRGEERIC B WL, RRcHE!
fRpTD3 RO 5N % 2 WP wEETH D, FHAEC
P & N AT &S S T o RICEIH T &
BOAR—ENH B EWRENLTY, ZoHEHE,
CONSORT 2010 FHI DAY ITHTICBE S 2 F = »
7Y A MEHHE I8 ZILRL 72 b DT, FHAfIZkD 5
w0y (F: GRER 7 1 b o LR E AT E il
He), st E ol SN T RTOMTIZD
WCEIHZIT ) B EDYH 5 Z L ZHERL TS, Z
D X9 IfRHTIE, PREBIINT &, F 73 FHENCRD
STV & HIEEN S, FHETCHRD 51T
W WENT DI FE N - S S R E R T I L,
AREBROBEHMEZ H o, REROGHEMEZ 1 L < FEili$

New Food Industry (New Food Indust.) 2024 Vol.66 No.3 151



> 1) — & EQUATOR Network24@ft 4 2 74 N7 A » Dk

I

Guidelines for Reporting Outcomes in Trial Reports The CONSORT-Outcomes 2022 Extension D IR

Z7-DICEETH D, DX BRI COFT
bz R EbEETHE W fho 77 b
71 I D H RG22 MEGR 3 2 1, £ 72132 D8g),
H U7 — % Z RT3 2 & Btk ok R H %
VA7 BH D, FRICHD 53T 2 W FNT 2 2R
MICHE T2 2 L2k o TNA 7 AL % Aliglk:
bH 5,

EE
CONSORT-Outcomes 2022 ¥AgRfR I, —E T >~ A

Bl arveryRIHEIE, HikE 2 BIKER
B EEO 7T P AL WMEICET ALY A%
RTHDTHH, CONSORT 2010 FHHDOF = v 7
YR M7 ofEEEZEML, & BT 2
$EHIH % SPIRIT-Outcomes 2022 AHRIKD 44 5>
ZEFMEELLDTH2 ', TN 2ODHhKE
IRAA Fo4 va2BEAIEZIET, R0 b
L 5 RERSE T O —H L N 2 s Y
fron, HEHEIC K 25887 0 b o LB
HOERABMTFICZD, S6ICEBERILLELT,
RO EF B T 23 7' 0 b a LSy o 5l b
A2 7% % ™, CONSORT 2010 /B & AR *Y,
CONSORT-Outcomes 2022 #A KM%, P, F v
74 v DAHDOHRER E G Lol & O N 12
HEnz ™, SUTOHRRES FKIC, Zhso
W Z2ME T RSB ITIC DL TRBEL Tw
v, EHEZ, WXHFOEIH,T, Fxyv YR
FDIEH%Z, o EEM» O WBICHE T AN E
TH o,

CONSORT-Outcomes 2022 RO F = v 7 1) A
Foa2—%—1%, ThooBEMF=y 7Y A MH
H237 7 b2 L& ICREBRHELRIHHTH D,
Mo B Mg EHME ERHEZRAML, S
ROZEIRAERE 2 BRI % 72012, CONSORT
2010 2D DAL F o4 VIEME NS0T
HDHIEICHEIRETH D ([ERD eTable 5),
BTk o TUE, 77 b A LREE OBIMEER % A
B oMs T 5 2 ENEETH B Y, 2D EA,
8% D eTable 6 12dH % Xk 9 % b D, PRO KL L
7 A A 4 A %77 CONSORT-PRO"™ & D
HA5ICBY 3 2 CONSORT DILIEM P 22 ¥ 2 b
DHHEZ 545, CONSORT-Outcomes 2022 HLHHK

152 New Food Industry (New Food Indust.) 2024 Vol.66 No.3

ICHEL G 2 L, H I HDYH 9 O a1 B
LW ZDHT 268035 %5, HlZIE, 20D
PEERMT = v 7 ) A M IE, REEHVICFHM S 17 7
TR ALERETZ20DHDTH B0, HIEMW
MG SNTHEHRRD L 5 BRHENWICNE S N
T, FlFERickdonTHuRw 77 b
ALIIFEHATE R VHRBELD 5, ¥ v —F L
DXFRICHIRID B 2856, FHHIEZ, -7 7
e 2D T 0 b 2L, WEHENTEFEE, R
ISR ESHL, v 54 vDADOMLEER %
NTZENTES,

CONSORT-Outcomes 2022 #R5RM D F 7% 2 — 4 —
1, BRSO FEE, v —FREHE BT
F, VAT T A v 7 VLEa—{ERE, A¥T T
U > ZWGEE, AR, B GUBRZINE 2 &
), MR TH2 EFHEIND ((JEED eTable
5 SNH6DTIINL—=TBNZDIERKZHHT 2
Z LT, oA ME FEHME BB i
WO REED D 5, BEB XX BTROZMN
X, HEEwmNICEM Ry s EwmS i a Y
Uy ALSFEIC) FCMHARENTED, I
X, INFEFTOMESA F 74 VERICEB W TH
BRI ETHoT, GHRDOMETA T4 v DI
IZiF, 2TE2EL CEEC-RITREZ2SME ¥
% R ETdH %, CONSORT-Outcomes 2022 L3RI %,
EQUATOR % v k7 — 7 % CONSORT O 77 = 7%
A rzELLIAT, ML LH)icERIES
FRETHZ Y, T RFI—F—1F, WE, bhD
T, LT IIConTAr o4 vy TERE
Rty emTE ™, SHBOTy FF— RO
zFons,

PRER

AFRIIFT LS ODDRARH 2, HFH1lg, K
Fry 7V AMIEENTORHEAIR, FEAED
BEN AR & —oEZ &L RMICPE I 1L
T EALICHEL TS, Lo L, RHIICHEHES
nNTORWEOHEICIE, hoHENEHTE 51
EMEDsBH B ™,

o2lo, ZnonF vy YR NHEEIEZ, 7
CONSORT DFFHF v 7 VU A MITHAEIN TV



Introduction to Guidelines Provided by the EQUATOR Network.
Japanese translation of “Guidelines for Reporting Outcomes in Trial Reports: The CONSORT-Outcomes 2022 Extension”

Wi, FEEPRELZICL->TIE, BEDOF v EENCESE, BRIz nL Y, aver

ZYRANZMERLTHENT 2 ENAaHICRS L P AZHED /SR A b c:+§;‘c:fﬁ%émfun§cw

EZEZoh, ZOUBHARICHET 2 REDH N4 (B RSB DA D B 24 ) o RLfig X

27, S8, InooEMFy 7Y A NEAEZ  BAZWHEENH L, T A LEEONAL SR

CONSORT D T#F = v 7V X MIcHAT 2HLD # BT ME R A a -y L= 250,

kD, EEOEMIMREI NS REELRDH 5, AKHA R4 vOERICHV s i Rt e

FrRILESOET Fa—F1 59, cns o

31, KDIAHAME S a =T 412 BIT 50 ROWENZEELZN ST 20O Lt

WeTIX N LI sHNT, HIRBI XDV AQTEN

Z—H =12 X B RBIB L EFENE 7 v — 732

5 DHERERIHDERICBIG L7z icb b 5T, o8 ]

YA MIALERNCTH- 72720 (Tabb, B ZX CONSORT 2010 7 B @ CONSORT-Outcomes

DD BHBHMMADIT VT 7 A FHEICSINT 5 7-DI10H 2022 PRIRARIE, T RT o HARK S 47z B R R S

HERAToT), TIOVT7 7 A PHE O RGN EORFITXRE17DO7 Y b A LA OHGEE %

NA T ADEERZ T HIEDRH 2, R, SBoa M, R, EVEor o
b, BB SROFEIRIARE DY A 7 & iR/NRIC

FalZ, ave P ARED IR Y R ME, %S M2 20D H %,

DR R D I2h, B, Wi ICBhE g 2 BRGER

SE X

1. COSMIN. Consensus-based Standards for the selection of health Measurement Instruments (COSMIN) is an initiative of an
international multidisciplinary team of researchers. Accessed April 13,2021. https://www.cosmin.nl/
2. Moher D, Hopewell S, Schulz KF, et al. CONSORT 2010 explanation and elaboration: updated guidelines for reporting parallel group
randomised trials. BMJ.2010; 340: ¢869. doi:10.1136/bmj.c869
3. Schulz KF, Altman DG, Moher D; CONSORT Group. CONSORT 2010 statement: updated guidelines for reporting parallel group
randomised trials. BMJ. 2010; 340: ¢332. doi:10.1136/bmj.c332
4, Butcher NJ, Mew EJ, Monsour A, Chan A-W, Moher D, Offringa M. Outcome reporting recommendations for clinical trial protocols
and reports: a scoping review. Trials. 2020; 21(1): 620. doi:10.1186/s13063-020-04440-w
5. Bhaloo Z, Adams D, Liu Y, et al. Primary Outcomes Reporting in Trials (PORTal): a systematic review of inadequate reporting in
pediatric randomized controlled trials. J Clin Epidemiol. 2017; 81: 33-41. doi:10.1016/].jclinepi.2016.09.003
6. Chan AW, Pello A, Kitchen J, et al. Association of trial registration with reporting of primary outcomes in protocols and publications.
JAMA.2017; 318(17): 1709-1711. doi:10.1001/jama.2017.13001
7. Goldacre B, Drysdale H, Dale A, et al. COMPare: a prospective cohort study correcting and monitoring 58 misreported trials in real
time. Trials. 2019; 20(1): 118. doi:10.1186/s13063-019-3173-2
8. Monsour A, Mew EJ, Patel S, ef al. Primary outcome reporting in adolescent depression clinical trials needs standardization. BMC Med
ResMethodol. 2020; 20(1): 129. doi:10.1186/s12874-020-01019-6
9. Kampman JM, SpernaWeiland NH, Hollmann MW, Repping S, Hermanides J. High incidence of outcome switching observed in
follow-up publications of randomized controlled trials: meta-research study. J Clin Epidemiol. 2021; 137: 236-240. doi:10.1016/
j-jclinepi.2021.05.003
10. Mayo-Wilson E, Fusco N, Li T, Hong H, Canner JK, Dickersin K; MUDS investigators. Multiple outcomes and analyses in clinical
trials create challenges for interpretation and research synthesis. J Clin Epidemiol.2017; 86: 39-50. doi:10. 1016/j.jclinepi.2017.05.007
11. Glasziou P, Altman DG, Bossuyt P, et al. Reducing waste from incomplete or unusable reports of biomedical research. Lancet. 2014;
383(9913): 267-276. doi:10.1016/S0140-6736(13) 62228-X
12, Monga S, Offringa M, Butcher NJ, Szatmari P. From research to practice: the importance of appropriate outcome selection,
measurement, and reporting in pediatric mental health research. J Am Acad Child Adolesc Psychiatry. 2020; 59(4): 497-500.
doi:10.1016/j.jaac.2019.08.468
13. Toannidis JP, Evans SJ, Ggtzsche PC, et al. CONSORT Group. Better reporting of harms in randomized trials: an extension of the
CONSORT statement. Ann Intern Med. 2004; 141(10): 781-788. doi:10.7326/0003-4819-141-10-200411160-00009
14, CalvertM, Blazeby J, Altman DG, Revicki DA, Moher D, Brundage MD; CONSORT PRO Group. Reporting of patient-reported
outcomes in randomized trials: the CONSORT PRO extension. JAMA. 2013; 309(8): 814-822. doi:10.1001/jama.2013. 879
15. Butcher NJ, Monsour A, Mew EJ, et al. Improving outcome reporting in clinical trial reports and protocols: study protocol for the
Instrument for reporting Planned Endpoints in Clinical Trials (InsPECT). Trials. 2019; 20(1): 161. doi:10.1186/ s13063-019-3248-0

New Food Industry (New Food Indust.) 2024 Vol.66 No.3 153



) — X EQUATOR Network2 it 3 2 74 N 7 4 » OfFs

Guidelines for Reporting Outcomes in Trial Reports The CONSORT-Outcomes 2022 Extension D IR

|

16.

17.

19.

20.
21,

22,

23.

24,

25.

26.
27.

28,

29.

30.

31.

32,

33.

34,

35.

36.

37.

38.

39,

40.

41,

42,

43,

44,

45.

46.

Moher D, Schulz KF, Simera I, Altman DG. Guidance for developers of health research reporting guidelines. PLoS Med. 2010; 7(2):
€1000217. doi:10.1371/journal .pmed.1000217

Butcher NJ, Monsour A, Mew EJ, et al. Guidelines for reporting outcomes in trial protocols: the SPIRIT-Outcomes 2022 extension.
JAMA. Published online December 13,2022. doi:10.1001/ jama.2022.21243

. Butcher NJ, Mew EJ, Saeed L, et al. Guidance for reporting outcomes in clinical trials: scoping review protocol. BMJ Open. 2019;

9(2): 023001.

Hoffmann TC, Glasziou PP, Boutron I, ef al. Better reporting of interventions: Template for Intervention Description and Replication
(TIDieR) checklist and guide. BMJ. 2014; 348: g1687. doi:10. 1136/bmj.g1687

CONSORT. CONSORT statement website. Accessed March 31, 2022. http://www.consort-statement.org/

Ferreira-Gonzdlez I, Permanyer-Miralda G, Busse JW, et al. Methodologic discussions for using and interpreting composite endpoints
are limited, but still identify major concerns. J Clin Epidemiol. 2007; 60(7): 651-657. doi:10.1016/j.jclinepi.2006.10. 020

Cordoba G, Schwartz L,Woloshin S, Bae H, Ggtzsche PC. Definition, reporting, and interpretation of composite outcomes in clinical
trials: systematic review. BMJ. 2010; 341: ¢3920. doi: 10.1136/bm;j.c3920

Cook JA, Hislop J, Adewuyi TE, et al. Assessing methods to specify the target difference for a randomised controlled trial: DELTA
(Difference ELicitation in TriAls) review. Health Technol Assess. 2014; 18(28). doi:10.3310/htal8280

Mokkink LB, Terwee CB, Patrick DL, ef al. COSMIN checklist manual. Accessed February 28, 2022. https://faculty ksu.edu.sa/sites/
default/files/cosmin_checklist_manual_v9.pdf

Johnston BC, Ebrahim S, Carrasco-Labra A, et al. Minimally important difference estimates and methods: a protocol. BMJ Open. 2015;
5(10): e007953. doi:10.1136/bmjopen-2015-007953

de Vet HC, Beckerman H, Terwee CB, Terluin B, Bouter LM. Definition of clinical differences. J Rheumatol. 2006; 33(2): 434-435.

de Vet HC, Terwee CB. The minimal detectable change should not replace the minimal important difference. J Clin Epidemiol. 2010;
63(7): 804-805. doi:10.1016/j.jclinepi.2009.12.015

CalvertM, Kyte D, Mercieca-Bebber R, et al. the SPIRIT-PRO Group. Guidelines for inclusion of patient-reported outcomes in clinical
trial protocols: the SPIRIT-PRO Extension. JAMA. 2018; 319(5): 483-494. doi:10.1001/jama.2017.21903

Hopewell S, Dutton S, Yu LM, Chan AW, Altman DG. The quality of reports of randomised trials in 2000 and 2006: comparative study
of articles indexed in PubMed. BMJ. 2010; 340: ¢723. doi:10.1136/bmj.c723

Mokkink LB, Terwee CB, Patrick DL, et al. The COSMIN study reached international consensus on taxonomy, terminology,
and definitions of measurement properties for health-related patient-reported outcomes. J Clin Epidemiol. 2010; 63(7): 737-745.
doi:10.1016/j.jclinepi.2010.02.006

de Vet HCW, Terwee CB, Mokkink LB, Knol DL. Measurement in Medicine. Cambridge University Press; 2011. doi:10.1017/
CB09780511996214

Mokkink L, Terwee C, de Vet H. Key concepts in clinical epidemiology: responsiveness, the longitudinal aspect of validity. J Clin
Epidemiol. 2021; 140: 159-162. doi:10.1016/].jclinepi.2021.06.002

FerreiraML, Herbert RD, Ferreira PH, et al. A critical review of methods used to determine the smallest worthwhile effect of
interventions for low back pain. J Clin Epidemiol. 2012; 65(3): 253-261. doi: 10.1016/j.jclinepi.2011.06.018

Prinsen CAC, Mokkink LB, Bouter LM, et al. COSMIN guideline for systematic reviews of patient-reported outcome measures. Qual
Life Res.2018; 27(5): 1147-1157. doi:10.1007/s11136-018-1798-3

Chan AW, Tetzlaff JM, Ggtzsche PC, et al. SPIRIT 2013 explanation and elaboration: guidance for protocols of clinical trials. BM.J.
2013; 346: ¢7586. doi:10.1136/bmj.c7586

Chan AW, Tetzlaff JM, Altman DG, et al. SPIRIT 2013 statement: defining standard protocol items for clinical trials. Ann Intern Med.
2013; 158(3): 200207. doi:10.7326/0003-4819-158-3-20130205000583

Cook JA, Julious SA, SonesW, et al. Practical help for specifying the target difference in sample size calculations for RCTs: the
DELTA?2 five-stage study, including a workshop. Health Technol Assess.2019; 23(60): 1-88. doi:10.3310/hta23600

Cook JA, Julious SA, SonesW, et al. DELTA2 guidance on choosing the target difference and undertaking and reporting the sample
size calculation for a randomised controlled trial. BMJ. 2018; 363: k3750-k3750. doi:10.1136/bm;j.k3750

Zarin DA, Tse T, Williams RJ, Califf RM, Ide NC. The ClinicalTrials.gov results database—update and key issues. N Engl J Med. 2011;
364(9): 852-860. doi: 10.1056/NEJMsal012065

OMERACT. OMERACT (Outcome Measures in Rheumatology): domain resources. Accessed May 19, 2022. https://omeract.org/
domain-selection/

Schulz KF, Altman DG, Moher D; CONSORT Group. CONSORT 2010 statement: updated guidelines for reporting parallel group
randomised trials. BMC Med. 2010; 8(1): 18. doi:10.1186/1741-7015-8-18

International Conference on Harmonisation. E3: structure and content of clinical study reports: step 4. Accessed February 28, 2022.
https://www.ich.org/page/efficacy-guidelines

Williamson P, Altman D, Blazeby J, ClarkeM, Gargon E. Driving up the quality and relevance of research through the use of agreed
core outcomes. J Health Serv Res Policy. 2012; 17(1): 1-2. doi:10. 1258/jhsrp.2011.011131

PageMJ, McKenzie JE, Forbes A. Many scenarios exist for selective inclusion and reporting of results in randomized trials and
systematic reviews. J Clin Epidemiol. 2013; 66(5): 524-537. doi: 10.1016/].jclinepi.2012.10.010

Collister D, Bangdiwala S,Walsh M, et al. Patient reported outcome measures in clinical trials should be initially analyzed as
continuous outcomes for statistical significance and responder analyses should be reserved as secondary analyses. J Clin Epidemiol.
2021; 134: 95-102. doi:10.1016/j.jclinepi. 2021.01.026

Kravitz RL, Duan N; DEcCIDE Methods Center N-of-1 Guidance Panel, eds. Design and Implementation of N-of-1 Trials: A User’s
Guide. Agency for Healthcare Research and Quality; 2014.

154 New Food Industry (New Food Indust.) 2024 Vol.66 No.3



Introduction to Guidelines Provided by the EQUATOR Network.

Japanese translation of “Guidelines for Reporting Outcomes in Trial Reports: The CONSORT-Outcomes 2022 Extension”

47.

48.

49,

50.

51.

52,

53.

54,

55.

56.

57.

58.

59.

60,

61,

62,

63,

64,

65.

66.

67.

68.

69,

70.

71.

72

73.

74.

75.

Carrasco-Labra A, Devji T, Qasim A, et al. Minimal important difference estimates for patient-reported outcomes: a systematic survey.
J Clin Epidemiol. 2021; 133: 61-71. doi:10.1016/j. jclinepi.2020.11.024

Woaye-Hune P, Hardouin JB, Lehur PA, Meurette G, Vanier A. Practical issues encountered while determining minimal clinically
important difference in patient-reported outcomes. Health Qual Life Outcomes. 2020; 18(1): 156. doi:10.1186/ s12955-020-01398-w
Mouelhi Y, Jouve E, Castelli C, Gentile S. How is the minimal clinically important difference established in health-related quality of
life instruments? review of anchors and methods. Health Qual Life Outcomes. 2020; 18(1): 136. doi: 10. 1186/s12955-020-01344-w
Devji T, Carrasco-Labra A, Guyatt G. Mind the methods of determining minimal important differences: three critical issues to consider.
Evid Based Ment Health. 2021; 24(2): 77-81. doi:10.1136/ ebmental-2020-300164

International Conference on Harmonisation. E9: statistical principles for clinical trials: current step 4 version. Accessed November 14,
2022. https://database.ich.org/sites/default/files/E9_Guideline.pdf

Mayo-Wilson E, Li T, Fusco N, et al. Cherry-picking by trialists and meta-analysts can drive conclusions about intervention efficacy. J
Clin Epidemiol. 2017; 91: 95-110. doi:10.1016/] jclinepi. 2017.07.014

Butcher NJ, Mew E, Monsour A, et al. A scoping review of outcome-reporting recommendations for clinical trial protocols and reports.
Accessed April 26, 2022. https://osf.io/6f5x7/

Eunethta (European Network for Health Technology Assessment). Guideline: endpoints used for relative effectiveness assessment of
pharmaceuticals: composite endpoints. Accessed February 28, 2022. https://www.eunethta.eu/wp-content/uploads/2018/01/Composite-
endpoints.pdf

Jones CW, Keil LG, HollandWC, Caughey MC, Platts-Mills TF. Comparison of registered and published outcomes in randomized
controlled trials: a systematic review. BMC Med. 2015; 13: 282282. doi:10.1186/s12916-015-0520-3

Campbell JM, Kulgar M, Ding S, et al. Diagnostic test accuracy systematic reviews. In: Aromataris EMZ, ed. JBI Manual for Evidence
Synthesis. JBI; 2020. doi: 10.46658/JBIMES-20-10

Mokkink LB, Prinsen CAC, Patrick DL, et al. COSMIN methodology for systematic reviews of Patient-Reported Outcome Measures
(PROMS): user manual: version 1.0. Published 2018. Accessed November 14, 2022. https://cosmin.nl/wp-content/uploads/COSMIN-
syst-review-for-PROMs-manual_version-1_feb-2018.pdf

De Los Reyes A, Augenstein TM,Wang M, et al. The validity of the multi-informant approach to assessing child and adolescent mental
health. Psychol Bull.2015; 141(4): 858-900. doi:10.1037/ 20038498

Basch E, Jia X, Heller G, et al. Adverse symptom event reporting by patients vs clinicians: relationships with clinical outcomes. J Natl
Cancer Inst. 2009; 101(23): 1624-1632. doi:10.1093/jnci/ djp386

FDA-NIH BiomarkerWorking Group. BEST (Biomarkers, EndpointS, and other Tools) Resource. Accessed May 19, 2022. https://
www.ncbi.nlm.nih.gov/books/NBK338448/

Li G, Taljaard M, Van den Heuvel ER, ef al. An introduction to multiplicity issues in clinical trials: the what, why, when and how. Int J
Epidemiol.2017; 46(2): 746-755. doi:10.1093/ije/dyw320

European Medicines Agency. Guideline on multiplicity issues in clinical trials. Accessed February 8, 2022. https://www.ema.europa.eu/
en/documents/scientific-guideline/draft-guideline-multiplicity-issues-clinical-trials_en.pdf

Gamble C, Krishan A, Stocken D, et al. Guidelines for the content of statistical analysis plans in clinical trials. JAMA. 2017; 318(23):
2337-2343. doi:10.1001/jama.2017.18556

Akl EA, Shawwa K, Kahale LA, et al. Reporting missing participant data in randomised trials: systematic survey of the methodological
literature and a proposed guide. BMJ Open. 2015; 5(12): €008431. doi:10.1136/bmjopen-2015-008431

Little RJ, D'Agostino R, Cohen ML, ef al. The prevention and treatment of missing data in clinical trials. N Engl J Med. 2012; 367(14):
1355-1360. doi:10. 1056/NEJMsr1203730

Higgins JPT, Thomas J, Chandler J, et al. Cochrane Handbook for Systematic Reviews of Interventions, version 6.3. Accessed
November 14, 2022. http://www.training.cochrane.org/handbook

Akl EA, Briel M, You JJ, et al. Potential impact on estimated treatment effects of information lost to follow-up in randomised
controlled trials (LOST-IT): systematic review. BMJ. 2012; 344: ¢2809. doi:10.1136/bmj.e2809

Rombach I, Rivero-Arias O, Gray AM, Jenkinson C, Burke O. The current practice of handling and reporting missing outcome data in
eight widely used PROMs in RCT publications: a review of the current literature. Qual Life Res. 2016; 25(7): 1613-1623. doi:10.1007/
s11136-015-1206-1

National Research Council (US) Panel on Handling Missing Data in Clinical Trials. The Prevention and Treatment of Missing Data in
Clinical Trials. National Academies Press; 2010. doi:10. 17226/12955

Little RJA. A test of missing completely at random for multivariate data with missing values. J AmStat Assoc. 1988; 83(404): 1198-
1202. doi:10. 1080/01621459.1988.10478722

Kahan BC, Ahmad T, Forbes G, Cro S. Public availability and adherence to prespecified statistical analysis approaches was low in
published randomized trials. J Clin Epidemiol. 2020; 128: 29-34. doi:10.1016/j.jclinepi.2020.07.015

. Schriger DL.. Guidelines for presenting tables and figures in scientific manuscripts. In: Moher D, Altman DG, Schulz KF, Simera I,Wager

E, eds. Guidelines for Reporting Health Research: A User’s Manual. Wiley; 2014. doi:10.1002/9781118715598. ch26

REDCap Research. CONSORT-Outcomes feedback form. Accessed February 28, 2022. https://redcapexternal.research.sickkids.ca/
surveys/?s=EL4LAR3HHR

Qureshi R, Mayo-Wilson E, Li T. Harms in systematic reviews paper 1: an introduction to research on harms. J Clin Epidemiol. 2022;
143: 186196. doi:10.1016/j jclinepi.2021.10.023

Howick J,Webster R, Knottnerus JA, Moher D. Do overly complex reporting guidelines remove the focus from good clinical trials?
BMJ.2021; 374: n1793. doi:10.1136/bmj.n1793

New Food Industry (New Food Indust.) 2024 Vol.66 No.3 155



