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4 [Abstract]
EE [IMPORTANCE]

mE 7 a b a VIR RICE T 28 eR B e ik 5 2 L, HElNREORREES -0, EES
NI EEZHER T 2720, ROMEKZ A 720, 2 L GRABFEOZEAMZ R4 L, RBRomEE, it
HIREEAT, SRS SR O IEME e T & AR, AR A 2 EET 2 -0 Icild TEETH S, LarLl, EDX
AT A LRERERE &GO 2 REDPICOVTOHIRIZL T -EHED 2w, BHTHEEDOH 2 77
b7 L DIER, G, ﬁﬂ‘ﬁ%%xﬂ“ ZMESEEAYGET L2012, BB 7 raricEok) 7y
b 72 LR EIE R 2 Bl TR ZOoWT, BARINTH SN h A v ADRETH D,

B8 [OBJECTIVE]

BHEZ 0 P a VIHH MG T A2 Ik D, KRB Z7a b avic8i3 277 M AL 2R 579
D, TETVREAVR Y RICEDS (i I EHEZ BIFE T 5 - Recommendations for Interventional Trials
(SPIRIT) 2013 FH] L BT 5,
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IEF AL E1— [EVIDENCE REVIEW]

Enhancing the Quality and Transparency of Health Research (EQUATOR) O J7ikmiPEfH#4 % F\v» T, SPIRIT

2013 FEHDIREERK Td % SPIRIT-Outcomes 2022 1%, FRdi# D R S 417z,

(1) HEMRLE ORI X 277 b A LWMETEHE OBH O R & 3, #HMEK D%, MEDLINE £ L O
Cochrane Methodology Register D -7 — & N— AR, WKESCHERR, ZE Y A PRRSRIC X D RiE
SNLERREED 77 b 2 AT 2MFEDO S A ¥ A (2018 4 3 H 19 HBLRT 10 FELANICAE X
NHD) DRAA—Er L E 22— kY ERI N,

(2) 22 A 124 ADRFY A MICK 2 3MOEEET L7 7 A FE7a xR (2018 411 H ~2019 42 H) %
SR L, SEMEE OFHE & REZ 1T o 7.

(3) 25 AD SRV A DB L 7202 v v A5k (201944 HOH ~10 H) Z 5L, FRAKER 7
0k TR ) RET Y A LREERE OSAEH 2 RE L 7,

AEHER [FINDINGS]

Aa—Ery 7L Ea—BXUOHMREDWHHICED, BRRE 72 b aL o) XET7T Y A LFRRNHR
THCBH T 5 108 OHERERIDRFE S, Z DRI (72%) 13 SPIRIT 2013 AHHICIZ & EFN T Aad o7,
TIT7 7 A HEDKER, 19 DHEHHa Yyt v AAHECOE LR 2 M JEHEZ jii 72 L, SPIRIT-Outcomes 2022
TEERIMIC GO 5 Z EWAIRE L I o7z, a v v 3 AR TOHEM DG A, SPIRIT 2013 FHF = v 7Y A b
HFHHAZ S SICHEMc L2 9EHEMS SN, TO 9, BKRKE 70 Faricsne, FE7Y F AL,
HIXWN 77 b AL, 2077 b A LDFREZERICERL, 46325 2 L (SPIRIT 2013 FHHHF = v
792 VEB Y, Y IV A ROFHEICENT 2 EE T b AL ORERNEEA 2 ER L, 4T3
T & (SPIRIT 2013 AHHF = v 7 Y 2 FIEH ", 7 kA L %3S 5 72 O 11§ 2 574l RS OIS 2
LR L, 77 b A LAFHIEF IO W T O 2 LT 5 2 & (SPIRIT 2013 FHF = v 7 ) A FHH 18a), f#
Wi E 72 3R RO BRICBE T 2 L HEME2ZE T 2 720Dl S e ik %zl 3% 2 & (SPIRIT 2013 A
F v 27 AMHEH20a) ICBT2HDTH 3,

f&3m & BE M [CONCLUSIONS AND RELEVANCE]

SPIRIT-Outcomes 2022 (%, SPIRIT 2013 FHHHZJLRE L 72 DT, TXRTOEKRE 70 b a LTI XRE 9
DDO7 7 b A LRRMREEEEZR L CE D, BKGEBROG M, B, EWEom Bicrb, RERS
ROFIRWIERE DV A 7 Z i/ NRICHI 2 2 ATREED D %

E 3 [Key Points]
SR8 [Question]

EREER 7’0 b 2 iciZ ED X I BT 7 b A LEREGEDDLRED?
#52R [Findings]

Enhancing the Quality and Transparency of Health Research (EQUATOR) @ J5 kA & @ Fik% v 7z,
IETYABLCEENZ a2y 277 —FI1c k), BREE 7 a2 b a VIcEl#lTRE 9o
DT b A LR ERHEGETE H 2RE S e,
=% [Meaning]

HRERE 70 P a)Lic N DHHZ G 5 2 L ¢, alBRoAHME, BB, @k EL, SRR
DERIER G 2 W2 2 L IO THS ),
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g7 b anicis, 7 v 8 LR O H i1,
THA v, J5E, GRS T, MR EIEdRE
DRI N TV 5, alE7 0 b avis, FBREMLE
fill, SBRZ % v 7, BHPEUEEY, BIHIRERY, Pk
BANREGAERY, fMPFEEERAS, AT T4 97
LB a—, it & offiflsng, BT n
I 2 VIHH Standard Protocol Items: Recommendations
for Interventional Trials (SPIRIT) 2013 = H 1) 1,
FRREER 7' 0 b avica o 2R E 33 OWEHEHO
Fry YA RRBHELEY, BERSET Y P AL
29 5 72 D SPIRIT ARM A ATRE T H %
b b 5T, RHEMIESNEZTRTO T
7 b A Lo, FH, B X OGUET YA I
AREZ 77 b A LR RERE WG T 570D E
TV RIZEEDSHA B4 VIFEFEL v,

g 70 b anT7 Y A LRRNERE B4
WET 5 2 &, mENE X OBHRY R O RKR 25
27DICHETHD, i, BEDRATICRES N
TeHWETTEICHE> THEMI N T2 2 & Z2REET
2bDTHD, 7w b LIRS T
WUk, % oD TEDBEREDMEE X 4, B
B R OWME CIEROB S 172 503, HLD A 3 —
YL a— TR, Y, BEIR, 207
HHRRIC X 258870 Fa VB2 77 FALD

B, B, T i 2 ISlE 5 EICBE T 5
& ia sk, —HEPRR L, L o3CEITTHL

TW3 I LIS DI A5 7, SPIRIT 2013 FEHH 2
DT LA LDOWETIEICET 2 RN E A 57
AL TR0 5T, 77 I LDH
BB AR RA L LT Tw ™, 2o
X9 WG ORMEZ, AT T A v 7L EL—®
ALY 7 F ) ADRGEICEE 2 MX L, BIfRiEfTH
DIFEDMERD — & 72> Tz 219,
SPIRIT-Outcomes 2022 #A5RIR D HIWIE, 5% 7" 1
Farooo, I, TETFrvAtave
VRIS T LS HAER PR B 2 L
ThoT,

7% [Methods]

SPIRIT-Outcomes 2022 $A3RR (%, Instrument for Re-
porting Planned Endpoints in Clinical Trials (InsPECT)
7aYxs bW ORELT, A4 FIA BI%
15 D 72 & D Enhancing Quality and Transparency of

Health Research (EQUATOR) @ J7 ¥ i Y FH & 12
fit> TBA¥E & 172 'Y, The Hospital for Sick Children
DMEMBMEEROPREICLD, AR IZAE
TH o7, HatMEpratmio WA B 2 BRI 75
ATV AHBBFESNT WS 'Y, SPIRIT-Outcomes
2022 JEAR I D B 3 13, WRIKABRIR &G D 72 0 D
Consolidated Standards of Reporting Trials (CONSORT)
-Outcomes 2022 #AARIK & W47 L Tirb iz 7,

FBRERR [Key Development Phases]

B, HMAREOWH#ESP, EMERDORE,
MEDLINE & Cochrane Methodology Register @ &
7= RN— AR, KOS, B L ORI S
7 BE Y A PRBIC X > TRE SN LTI M 7
LB T 2 AFOHN A ¥ A (2018 4E3 H 19
HIATO 10 FEHICHRINZZD D) DRAa—E v
L= oI nt, 7 vy aUEKAEBD
77 b A ARG B 2 SRR oI R - &
ﬁmbk@moﬁzm,mm$1Uﬁam9ﬁzﬁ
T T3MICH 7 2 EBRN R TV 7 7 A &E T
A% L, BMEEZREL, 9 BRED Y v A —
FREZHWTEEH o EEME 255 L, 22 A [H
124 AD 3% Y A R D3LA L 72 (8% D eTable 1 3%)
i3, BEAS— P F—BIXORWSN=rF %5
4 AE25 AD 82 ) A RIS L 7 R E S
ave Y 22K (20194 HOH~10 H) 2B L,
B R b anicBIF 7T N LREENEHROMR
BB 2 0 H Y A 2RE L, WRIGH%
M2 L7, HEOEINE LS, avery A4
BOEEANFY A MICXB2RHEE, aVvRe VT AR
RORFY AL EDEF A — )& U TRAETRE S
n-,

FDDIEER [Other Information]

SPIRIT Outcomes 2022 HEHRI D HHFE 12 B3 % G
7L, BB CTOIBEEE, R AR
HHX Y b 7uv A% &0, 1D eAppendix

XIS N T3 ((J§kD eFigure %), A 32—
Er Lo —ill7 e b al fEREARINT
B W (F4ED eAppendix 1 %12, BRI 1A
%D eAppendix 2 XTI NTW5E, TILT7 74

BHDONRFVAM LIV YRAESFEDSRY A b
DHUHEIZ X 2R, 8D eTable 1-2 124
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WINTw3, BES—FF—LR/HS—FF—D
B G2 BY 9 2 5RAIE, AFE%D eAppendix 1 3% (248K
INTw3,

R [Results])

SPIRIT 2013 BB F = v 7Y A FEHHEHZ &% %
Z & ITHNZ, SPIRIT-Outcomes 2022 fAHRIK T,
BT A R » b 6T, REI DD 7Y b
VNSE R SN S RO U= I = I A el
MECEHDOLIERHERELT0E, Ra—Er )
LEa—LEtHMREDWRICK D, 7 e k2
WAZEHTRE T 7 b A LEF RS I Bh#E T 2
108 DHEFZRIADRFE S 7225, ZDKEHT (72%)
% SPIRIT 2013 FHHAIZ I & EFN Tk, T
NTCTOWRRIEIZ, TLV7 7 A FREDDHIT 56 H
Hickia i, 77 7 AHEDORE, 19HED
AV VY ARETOME R B Gl HE & W7 L,
SPIRIT-Outcomes 2022 JRIRIRIC & D 5 2 & D3AJHE &
77z, SPIRIT 2013 FBHF = v 7 ) A FIHH &,
SPIRIT-Outcomes 2022 JKERICBM I 4172 9 DD 7
v kA LFRREREEA 2R 1 ICRT Y,

F v 7 VR FDORATRER N—Y 2 VIE,
D& 3~4 % E X O SPIRIT Web ¥4 M ICHE#H S 41T
WY EH XN F 2y 2 ) A L REHT 5,
2 — W —FHEEE ™ (Box) TEHEAMEOCHE
BT 20 BEDD B, TEF LT ML Y I %
B2 CIHET %, ERSINLMERD 5 o ohLEE
BiftE) z&21ITmT ™Y,

SPIRIT-Outcomes 2022 #ARIRKDFT L\ F = v 7Y
Z FEHHEZ SPIRIT 2013 L b CHEM T 5 C
LTk D, 7 RALDEAEE7 T 2L TR
il EIcEL I N, dBamREEoREINL e
IEZ 5, 9 DD SPIRIT-Outcomes 2022 JAHRR D
Fry7VAMEHHZHEMT 2 LT, FHELL—
P—, HoDRETITIHE LN ZOMREDL L X
NBWAEN 2R OHEE ) A B IX, kD eTable 5
XICHEINTED, 2yt 3 ARHEOEMRE
MBI VRSN, TneD 77 b AL
BT R R oMS LA X, RBoEE, H
GEmEEH, fLaid, YATRTA v ZLEa—{HY
&, B, Mo R, RSt > THMTS
%9 (ft§kD eTable 5 %),

AR5 EI21, SPIRIT-Outcomes 2022 15 58 il 7>
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SEe o oDF =y 7V A MHEH D H 723t
HBRGEN T3, BFOF vy 7Y A MHHD
W HIEICET 24 ¥ 2%, 1D SPIRIT
2013 FH Y, BIXOMIAA K I 4 V@G EICH
WEhTwz?, —MoREE7 ka2 I
T2 MBOGE (EHiTslmEEZ L) ICEHv s Lh
FZBMEE X, 8kD eTable 6 XIZEHEH I LT
20, TRTCOEKREB 72 b a)L CHZEOMEE
HEEEZo5Nn T,

Box. SPIRIT-Outcomes 2022 ¥L55RhR CIER TN S H
£B£ [Glossary of Terms Used in the SPIRIT-Outcomes
2022 Extension)

&7 b 7L [Composite outcome] : EHE7 7 +
AL, 2ODEET T M AL B T F i3Ik
BOLHING A 2 885k L 7- SN O EIG) 2 6 R S
N5, BRHEEZTHEE INHRDO VT I % #F5
L7eE L, HET I AL 2R L L ARSI
nz 0w,

CONSORT 2010: 2010 212 ¥6 3% & 4172 Consolidated
Standards of Reporting Trials (CONSORT) 7 HH 250

CONSORT-Outcomes 2022 #5 3& hk [CONSORT-
Outcomes 2022 extension] : CONSORT2010 T & %
N=ZN TV, 77 A LCBIET 2 NEZ G
WL 7zmZl8F = v 7)) A+ OBEIEH,

ERBERZE % [Construct validity] : G ) A3 HI
ERTR B A A v 220 HIE L T0 5 &) REI
o, AECHE I NS (B NEBEE
%, FR MO REORR, BET 2 LN AR
BT 2b D) BT B EAN Y,

HAEZ UM [Criterion validity] : & % S R E D5
MR T— IV FAY & — FEEYN KL Tw» 3

/l%b) 33)O

B/NEEZ{tE [Minimal important change] : 35,
WEIRER, ZOfiBIfREPEE L EZ 5, BENTD
FUNDZELR Y, 2 02K, A 3 7Rl
bz Geiye o I E A0 NE )P B o0 I EAE), 5 7 133
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(CHE7T P AhL) oZETH S, OGRS,
BEHEEICBY 9 2 30k ©l%, LIE L 1 minimal important
difference (f/NEEA) &\ ) HEE & HARTYICHE
JHZ 1%, SPIRIT-Outcomes 2022 AR Tl, /D
HEZ LRSI EE 2 BEH AN LR (HE
122) L, wAEHELIGEELHMEZHE T,
minimal D fX# D 12 minimum Z A \>72 0, clinically
% clinical & W ) TEEFEZ 1T 720 T 2% 7% Dl
POHREOEER L 645 (f: the minimum

clinically important change) 0

B/NEEZE [Minimal important difference] : 3,
WEREE, Z DMBIRE I HEETH % L& 2 2 m/)
DR T, z0#E, A a7 RME R (8
ot D WE LM B O WEME) 72 (38 (5
BT R A L) D503 %, minimal DfUH D I
minimum % 72 D, clinically ¥ 7z % clinical & \»
VG IMA =D §T 572D, flrwHEDZE
Xk {545 (# :the minimum clinically important

difference) 2.,

7777 ;73 L [Outcome] : fEEEE/ AN DIREER DR
BB EOICFHITS B b O &I Y, EHS
N7 ALD5 OO PEEIIR2IRINT
W3,

FE7 9 b L [Primary outcome] : XEED FHH
(I35 b IEHEI IS B S BRI S e 777 b A A7,
AUk, ZhR (efficacy) P EZN: (effectiveness)
DMz FEH & T 25 BED Y v 7Ly A REHE
RSN T FALTHD Y, B ORI
FHET T b AL DOTH D08, 1 Db % RER
bdH b, EFCETIE, FET? Y AL 2B THA,
Fprimary end point; &\ 9 HEEDibILS 2 L03H
%9,

ST [Responsiveness] : 77 F L F XA IH
VT % AR Z2 AL 2 IERE LSRR UIAE 9 5 72 8 D FH(
RED#S] =2, B—D2a7DZ4MEIcERT
A S ORGP & 2 G PR B M L I3 R D,
FOGHEZZALA 2 7 D241 (§ 75 b 6 Mty 2224
) #49 Y,

BIZRB77 7 kA L [Secondary outcomes] : /i~ A D ff
I 72 B % Bl 9~ % 7o l2, BB v b arcH
Hilcikdonzz77 F ALY,

B/INEZEHNER [Smallest worthwhile effect] : 12
XoThkd NN AD A, BENLEENE,
AMEI Z IEMLTE S, NMAICK RN DHIERE)
% 34)0

SPIRIT 2013: 2013 4F 2% & 1172 Standard Protocol
Items: Recommendations for Interventional Trials

(SPIRIT) 7HH "2,

SPIRIT-Outcomes 2022 }i 3& FR [SPIRIT-Outcomes
2022 extension] : SPIRIT 2013 FHHTIE A N — 3 11
TWwiwy, 77 A LCBEET2EBE e Faro
NAZBIH L 7BmaziF = v 79 2 FFEH,

SElRE [Study instrument] : ZFili 2 1T 9 72 @ 1T fili
SN REE 13y — L, MR, B,
i PR Bt FURE, BRRRR A, B (A iRl 1c & >
oz zxar, £ 1 >OEMICHT 2 ME%
THs 7,

B1Z% [Target difference] : ¥ > 7 )L ¥ 4 X DEHE
IZBEWT, NMARHOFEET Y AL THREIINS
AL LTSN, 1 DM Lo FEHEZHEHERERE 7
W= Lo THENEIFHEETH 2 (R/hEHE
ERRNERSIR S L) LA Ens Y,

ZoM% {Validity] c B DI REDS, HEL I
LTV)% F‘x /f V%?ﬂﬂﬁ"ﬁ‘%gé\b) 33)0

70 b A LERD T8 D SPIRIT-Outcomes 2022 i
RARF v ¥ U X FIEHE [SPIRIT-Outcomes 2022
Extension Checklist Items for the Descriptions of the

Outcomes)

BE 121. HBROEET 7V b HLD F A1V %&ER
LR ZRT,

Z OIHH X SPIRIT 2013 A F = v 7 Y X FIHH
12 2R L72H DT, FEHEFFET 7 AL LELT
AT 277 AL R XA OFROBIL (R
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& 1 SPIRIT 2013 AEBEF KU SPIRIT-Outcomes 2022 #iaRhR & Y, ER O M /L CTI/RORNEHREF v o ) X FIER ®

BEES SPIRIT 2013 F=BH IHEEES SPIRIT-Outcomes 2022 $L5RHAR

Z (Section) .
(Item No.) (SPIRIT 2013 statement) (Item No.) (SPIRIT-Outcomes 2022 extension)

1TBUEER [Administrative information]

BTV, £H, NA, BXUZHT

ZAR ! BB HBROBIERT AN S 1 L
L. EREROHRT SBRE. REROBE
) i, BRTEOESMES,
SEREER - .
Jo | AL (VHO) HIRBE T — s b
D EDLEE
o k3l 3 Bft&/N\— 3 VHRIF
N—=3>
P : -
e , | HE. MEN, OMOZEERLZ0

e

5a 70 b LEREDKS, FIE, 1’E

5b SUERKFRE D LIEHRST

BASEETE, 7 —2 DI - BEE - 7347 - #EIR,
BREZDMER, BRUMESDEMRICEIT
REHDHREICHT D, HIRART—HLU
BALRMUEHNVBIHEIFZDRE (IhE5D
| BE ERTN T BRENTGERER T 20 E DD
HEG)

5¢

7,

Xd
Dhe

AL 72—, BEEZER, IRV
YIEERER, T—R2EEF—L, TOMEEER
5d EEETHEAEIETIV—T (RYT 25
&) O, %8, SFE(7T—2EZ2UY
TERERITDOWVTIFIER 21a #8,)

(& C &I [Introduction]

BNADE R EBERZRET LI FEE
6a B(RRBIURRR) OBNZZE,
ZEERRE L EBRZ SR 5 IE S M DR

BREEN
[Background

and objectives]

6b HBSRDOBRICEE T 257

BEY 7 BN ENE 3R

SERDIER (f: WITEE, 7 AXF—/\—,
2R, B—aF) 2JtEx, B (6 E
it EFE ELE RBRN) 22GH
BRT A > DEtih

Bl T 8

HiE BME, A, 77 kAL [Methods: participants, interventions, and outcomes]

WRRE (OEBHF, KEREES) 5
HSRE 0 | KUF—RINEEDY R FORd. HRE
FEERD U 2 BAFETE BBANDER

K

SINEDRRBEESL JURNEE, ZHT5
BalL, HEEREIUNAZEREY HEA
DEREEZLE (F: ARE, OEFEL, BIR
LR E)

ERELE 10

WD, EOKDICRETBHhEED, B
WABEA R T IL—TDNAD T+ 755
(BHEMGHA R ATDWNTIE, TIDieR
Frv o)A LBKUHA RESE)”

11a

BEOHBRSIME I LRI HIFons
11b NAZHRLEEIZEET HEE (§): §F
A %, BMEOER, FRIFEEOHE/E
BT Cle iR 5 80NEE )

NATO MV DEFEE LT EDHD
11¢c IR, PLCETFEE=_RZUTT DD
DFIE () : 2RI DRE), EEHFRE )

BE Y 5 HARRS L UERPICFIE £

Nd mranaan
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£1-2
KSEDRTEZE (B : INKEHAMT ), RIS ABRDERT T M ALIT AL EFRL
12 (fl: R—R 51 U BDEALE, SIAE, TEARHLE SR
AR M REETORR), £31755% (6
RRIE, BE) TV PHLOBRES
GEB7Y AL, BIRAT Y NHL, 7 '
DD T ™+ L, EIR LB EBE
HDT 5 b H LOBEREBSEMEDHB AR
s
FET Y O LODHHEELSBINERDE
S 15 122 (LBEEXRTHES BACHIIRNEEL
fLBOESE L ELL
INE LR T — 2 DNESEH TH DD, H
123 FOdU—9IF (£55%) BTS84, &
B 3Hy b T EEEE
S B LB DEEDEETT Y kA LT
124  (EERET DS, BRIFICERT 2S%E
BsE
125 BT Y MHLEFERT 5, HETY
: b HLDEL DEREZERTRTES
= P =~ ~ S
BIIED ,bﬂﬁd)iﬁ:ﬁé(7/»r:&r77r//1
ot Lo 13 TONESG), FHME RROZA LR
Va—)b, BEERERHE (RBR)
HEREMEERT 1 HIRBEE RSN EEEEOBEE (IR, BNEEE)
. . EREZDRESE (Y T IV A XD5t DEHEEELUL
FLINTAA " mrmngsERMBLOREHNREES
&)
. s BEY Y 7L A REERT BTz +5

BEMEERET O ODFE

75 N ADEIR T (REREERDIZE ) [Methods: assignment of interventions (for

controlled trials)]

BT

=V RER

16a

B = Y ADERAE (FI: O
Ea1—2THERLEEE), BXUERL
DIeHDHEFDIR ko ZVELEY—F
Y ADFATREEZ RO E D, FHE
TNTHIR (B 7Oy F> ) OFMIE,
BMEDBHREIENAZEY HTHED
FATEGVRDXETREEINENE

BMSIRES &

16b

B =7 v RZERET B8 (6 :
PREBEFE,; EREEMIFAERGTHZ L
HfE), NADBVETOSNSETIEFZ
WEY HFIRDEH

eSS

16¢

OB — T AZEER L, #OBM
BEEBHRL, #EOBMEZNAIEIY IS
2DH

BiR{t
(RREFY)

17a

NANDEITITE, #HHNERILETNZDH
(B SHBRemE, EFRREHE, 7O MAL
HiiE, T —2WAE ) KTDAE

17b

BERILENTWVBIHE, SRILZRRYT
BT ENFENDRAR, BLUHHERPRIC
SMEICE Y HTONTENAZRSHIC
TBFIE

New Food Industry (New Food Indust.) 2025 Vol.67 No.4 223



> ) — X EQUATOR Networkh4$2fit 4% 74 7 A > DS
Guidelines for Reporting Outcomes in Trial Protocols The SPIRIT-Outcomes 2022 Extension D FfIFR

*x1-3

HiE D T—RUNE, B, HT [Methods: data collection, management, and analysis]

T RINEFE

18a

TIMAL, N—=XSA, ZTOMDEER
T—ROFMEENEDE (T —2DER
BMLTEZHDOEETOLX (fl: EE
BE, SHMEEONL—Z>Y), SHERE
(PRI, EME, BRREE) ONE, 58
M EZYUERDLH D TWBIEEIEF DA
HE63), AT TLELD
5E, T2 NERRDOFEES &

FEZEARICEU L ERIC ST B5HmRE
DRIGHEIEDVTHMSNTWS T &Z&eit

18b

NAEFRIELE, FENATOanvh
SR LTeBMEDHINE T NDER
T—EDI)ANEEL, BMEDES LR
ERTAO0—7 v TEEET B5E

19

F—ZAHN, A=K, €FaU7a, &
BICET25E (T —20BEEHZH
DEETOt REEEG) (F: ZETF—42 A
h TREQCEEFIVY), T—FE
BFIEOFMANA 7O b JJVITEETNh T
TWEE, ETICREHINTVAHLEER

MErFRFE

20a

FET7 U NALEXUBIRNT U b AL%E
DY BIcHOREFINAE. A3
ICGWSE, BEHRRITSTEOSFMN L 1T
EHINTLEHEER

18a.1
18a.2 HOAEET U b HLZEFHET 5D IR
' () : GEhm, (REE)
FET7 U MALERIRNT T - A LDE
PHERICBWNT, ZERZEERT DHD
20a.1 rEENAEDGNIEER (f: HEE

7O NAL, B—77 N LEERORS
TFHES B, 77 NALDYTTIIV—TR
Wiz &)

20b

BIMEMDFE (T 7 )IV— TR PHEE
BRI L)

20c

70~ 3)VDIEESFICEE Y B EEFERDE
& (B S AL LEir), RiBT—2%%
SHETEMNFE (B BERAE)

Hi&: EZ 4R >4 [Methods: monitoring]

rl-H\H
I

21a

T—REZR VT EER (DMC) DB,
‘BB EMEFEHOBME, ARV —PHE
FRH ST L TVBHESh DR, 7
O~ OVICEEINTULEWEEK, £8
KROFZICET H5FMEERNDOER. F
fzl&, DMC B ARE/ZIEHDHA

21b

FRREEET EBRPLED A A B S 1 2 DEih
(FED TN S DFEEFHERICT 72 AL,
HABRPULEDREREZ T IHZEEE)

BE®

22

FERINBEERSLUBRENICTRES
NEBEER, GOSUCICEBRNMATIFH
BEBICLDZTDOMDOFEEHTEEZIN
&, ME, HRE, BEISHOFE

23

AREBRAZEE T 2MELFIR(EHL
HNFE), ZOT7OLXANEREEERP
BREBRELSIRIIL TV EHESH

iR & & X% [Ethics and dissemination]

MEREEESR / HREEZS SR (RECIRB)

PR RIEARGE % pEEmERBHEHE
TJOFIJIWOEELREZE () BREE,
7Y AL, BRROLE ) £EEE (65

JORTLOIEE 25 BASIEEER, RECARB, HERBNE, MR

B, Uv—FIl, BEEB) ITRET S
SHE

224 New Food Industry (New Food Indust.) 2025 Vol.67 No.4



Introduction to Guidelines Provided by the EQUATOR Network
Guidelines for Reporting Outcomes in Trial Protocols The SPIRIT-Outcomes 2022 Extension

BIE X foldA&GE

26a

OB BNREE £ IXER I N RE
ADSA Y T7+—LK OV bEkiE
BEXZ/Z DL, £lZDHZE (IEE 32

26b

ZET 250, MMNARICEITZEMNE
TR EKUEMENREDIES LUE
RICEY 2EMDERERE

PSS

27

FERal, AR, SHRROMEZETFSH
T, BiME@ES SUBFEINSMED
BABRNEDK S ICRE, HE, Rt
nsn

FESHRE

28

ABREMEE S USABRREEROGAREE
EEMDEENHRE KU Z DMOREFE

T—=2" 0D
TR

29

HEORBNGERT — 2ty M7 o7€X
TEZHDER, BIUHBREEEMDT
VR ZEFIRT 2N EDEBEDRR

BT 77 &
BRI D T 7

30

ZET 25, MG 7 PEBRERO T
7, BBREMICE > THEEZH O AND
BRI BRE

=Nk

31a

AEREEES K URRKBRED, SmE,
EFEREE, —HRHR, TOMEEREIC
HEBRERZIREY 5 HDFHE (F: HAR,
BRT—2N—XN\DOHE, ZOMDT—
RHBEDOEY RDHIELE)

31b

REERONA R4V BXUEMRICEK
SEREN

31c

24T 254, JObTLeE, BNEL
NIWDTF—21 v b, BLUKETHI— KA
D—RARRESEI Y BEHE

f@iE & & [Ethics and dissemination]

AT F =LK
aver hEH

32

BMES LUEBENTHREBAICREEN
PRABELIUZDMDBEECEDET IV

EMFRIRE

33

ZEYBi5E, SEORRE LUFROMH
BIMBRICEIT BB EFHNE I D FFH
DR DI DDEFRNREDIRE, REE
TOFHEES & UREDFHE

B& 58 : SPIRIT; Standard Protocol Items: Recommendations for Interventional Trials, TIDieR; Template for Intervention Description and

Replication

aTDFT v IR ME SPIRIT2013 EBBEDAA RSA 1, 2 EEHBTHRG T EERIHERET S, SPIRIT2013 ABEBF T v
UMK, 2VIAT47 - AEVR - AV ADTFTEHAEITNTWLS,

B2 Gde) ICOWTHET 2 X HERIN S,
REDPBRWEL LTI, 77 FALDFXAL VL
&, 77 bAL (B EE) 23T 5 0
ENDABOEEIET VY, FAL v nw) 5iE
¥, XERETIEarv AR5 2 7R E2—FE
VW) BIEEERRICBE L, RpICIZMAEICfbins 2
LuHz Y, 7 LA0ReRERIRBR ST -
LRI NS 2 EDMIFZ 4 5AY (SPIRIT 2013
S =y 7 ) 2 MEH 12 THEESTw3) 2,
HEBOTET Y P ALLELTCT YV AL R AL V%
IR 2L, BEINHRBOANZZZ 5

DTHDBID, IBADIEPAAARTH S,
Rl E U CEER AT,

(1) ABCBIS- 32 A% (B B3, —MaiiR,
IREE, BUORSZZH, Befedids, 73RS
BiHE) I >TDO 7Y b A LFER O EEME,

(2) 77 AL AL ITHT B0 ADHIERDE,

(3) BATICT Y b AL R XA v EIEHE, WA, b
DFETHRRICTHI T 2R G D,

I, BIRENT I F DL ERXAL B arry

Faney b (Tabb, FEDHKFEERICOWT

TRTCOMBTHIE SN NEERELI LT 7 b

New Food Industry (New Food Indust.) 2025 Vol.67 No.4 225



> ) — X EQUATOR Networkh4$2fit 4% 74 7 A > DS
Guidelines for Reporting Outcomes in Trial Protocols The SPIRIT-Outcomes 2022 Extension D FfIFR

K2 ERINLET7IMALDS DOAT7ER®

EH=
[Element No.]

=1
=]

[Element term]

fEFREZ

[Definition used]

£ 1
[Example 1]

i 2
[Example 2]

i3
[Example 3]

1

RXAP

12UEDT T b ALZE
SREAT B2 MILE Tl
BER

mAE

PSS

T

AEZEE X
BEDRE

SERBIMEDL SEENE
TN T—RITRIS; 7
T M AL RAA T EFHE
I BOHICERENTFT
HRE A& GEcih

* SCIRAYRLFR

FN=DIO N 5=
mMEHTAETN
TeUEEAE

MADRS

AT —2N—RT&
DFEFTETER

ZET B5E, BRL
£2ETBEFRAT
Tl TIRE

ZE LW

MADRS &35t X1

7

ZE LW

FEEDIEIR

FRIFICH T 2E5mME LA
IWDBEBRAL (B : N—
AZA VD 5DEE,
RRERMEE I H 2511
BRICBIT5E R
FEE T TDFM (time-to-

event))

HBEFRDME

N=RZAUH5
DElLE

ERFEET TORHE

E5HAE

BEIROHEFIE

e T I MNALEERE
#, A7dVJAHIVEE,
time-to-event BUZZH &

=y

ERFEEE TORHE

CEMEBHMDIZE, HiD
{BERORIE®E (F: F5
&), 7 3)HILEE
H & U time-to-event B
DT—2DIHE, ER
=BIBHEEG LU
BEY 554, LR
N3EFEDAHY bF 7T
{Exfclgh7Td) —

T8

50% W £ DD
ZERLIESmED

Bl

TBEBZ (incidence
density) 5 K UEERBID
TREBZRER (incidence
density rate)

STHfR

B DRIE R

e WD U MALBIESE
To5H

Y ELMED S
2, 4, 123B%

SURIMEDS
2, 4, 6, 88#%

&#H

c EDT U NALREE
BT 2D

SURALMEDS
12 8%

SUELMEDS
B

BPHET

£E : MADRS; Montgomery-Asberg Depression Rating Scale
a:NAIE, Zarinetal®®, Mayo-Wilson et al'®, Chan eral® #&E(C Lz,
b: HERDT Y A LEEET BEICE, BBITSCT, BRTO P UCT Y b AL AL Y OBETIA DEANEEIEE T

IRETHB, BREDELSICT T bAL KAV DRBEVIZE,

T RIVTESSNIAFED FAAVIE, HZBEED

BD24BMIcENT, BRI SBRL D ZHEDHEHE COBETREINDFEHDBREDBBAFHEEICEREINDS I LD

EZ5Nn3 Y,

226 New Food Industry (New Food Indust.) 2025 Vol.67 No.4



Introduction to Guidelines Provided by the EQUATOR Network

Guidelines for Reporting Outcomes in Trial Protocols The SPIRIT-Outcomes 2022 Extension

HLDOEEINy b) ICHET I E ) L
HBEINDBERETH B O,

HE 12.2. ZE7 Y b A LOSRIBIEDNSMERD
ZbaXRITIHE, BACSIT3RIBEOEELE(L
EE&ZL, EHLT 3,

Z OIEH X SPIRIT 2013 FHHF = v 7 ) A FIHH
RZIELIZSDTH S, FET T N A LDSN
H LV DFRNTEEEDS, Hif (R—R 7 A v CllE
SN L) »ooMANELEELTEE, B
HT 2RI R IS oW TRANE T2 LR (MIC) &
AEINDIHDODDEFRLEIELEZ R I RETH S,
SPIRIT Outcomes 2022 AR Tl%, MIC X%, K
IREE, 73BT 2 b HVEE L EZ 2i/hDE
TN L EL S (R HEE T Box 12
RENTVS) 27 MIC 1F, SIAKERET MIC {H
ML EZ AR L 2sME0#EE Bz, BBl
TEEREET 270) P 2OWT 5 TE OB
n-of-1 7HA 72 &, BMENOEAIEE % 3
¢ RCOMBCRET 2 2 LBEETH S Y,

Al T AT AN BB B AR 7 1%, HEME L L T MIC
ZOHDIZHELEROD Ltk wL, HDW0IkBE
HDOMIC £ D HRELRMEICEHLZR>2D LIk
Vo Gl S N7 BRI EE ICBI LT, BT U
D MIC 254561, sBEo—fE LT MIC %
WETZ72DDFE EDBIZMEININETH
%, aREREHEE IR S 7 MIC @ 1E 241 % 5ok
T2 EREETHD, RS, FHUMGREC
R LT, BRI ZE SR TRV B, Eo k9T,
HEENRE L CIREINTDIT Lo THRLR LD, %
WD MIC D3FLET 2 ATHENEDS S 206 TH 5 7Y,

ER 123.NELRET V7 MALT—2HDERNATH
30, ATIVAIVERE LTARETNZEGEE (&
A%, RTINS Ay A TERERERET B,
ZOTHIE, SPIRIT 2013 FHHF = v 7Y X M
HiRZERLZ2boT, HHTZ2Hy M4 7%
Him EICEA L, iR (X2 EPRE) <
INEINTT I FALT—81%, BITDO-DITH
TV DNVERICEMTRETH D I L E2EHIC
RBIbDTH2 >, Ay b F 7 EERORWE
ST 2 2 eI NS, BIRSI N Ah Y M A
7D e DB e 0%, R BEE I 23 HE 75 5

HTH2Y, A7 u bk an (B X OEEHENTEHR
Y Ay b A 7RG DR A, BIEAR
g @EmE (Tp-ry Xy ELTHISND),
F=FDF ) — - EvFrr, REREEICET
2 KGR ORI 2 2 2 s TE B 1Y,

EHB 124. SV 2 L1b1E, BRORRTT Y ML
FHMEZRET BI5E1E, BFICERT S5HER %
BAEE 9 %,

ZDIEH X, SPIRIT 2013 FHHF = v 7 U R MIHE
H12 2L 72 DT, 7 v LLEDEB DK
RTT7 9 AL ZFENET 2 FERH 556
(B . 7 v & 2 Ab# 12 B A H T % 53 2 58
BR), FRPTICEE T 2R 2 LT 2 & ) FHHIC
T HDTH S, UM R Z HE L T d
% 2 LT, BB OHMIR R & o 2 Gl sh o @b
P, RELGHRLAERLBRDE S N d o R
ZERICHRE L e O igE 2z 2 2 L3 CTE S
239 SR O E R T C EaNE S D (-
FRIN 5N ABDEIRFEES, FERNICERD H
2 BN I A IR T B 72 o ISR 2 iR IR s S
). BEHIHORE X &, IR ERIEMET 2
7D T A v ENAE Lo ik L b
HHRNETHDY,

IHE 12.5. 8877 b AL ZFERT 355, B
7 MHLDERDEBRERZINTCEERT .
BE7 7 b AL, BET2AREEDH 5 2 DL
LOWET T N AL ORI NDS, BET T A
LERMET2ERINIWE T P AL 0nTih
P1OEREBRL 22ME I, HET 7 h Lz
BRL7-tAakEns ™, AT M A LERMHT
284, R aricsBuT?, s ORER
T A LDEALEF (SPIRIT 2013 AT = v
7Y A FIEH 12 8 & O SPIRIT-Outcomes 2022 fi5E
MRF = > 7V R FEHH 12.1~124), BXOXIN 6D
7 b A LDMARGLETT (Bl ED X RO A
Ty P TEET I F A LDORERERT BDD) D
A&, HANCREEL, EX4EL, wecER
TEIMERH D, HET 7 b A LD L ERIIE
M, SCHkCHES TR D, HEELMBRT YA v
LoEgHETH B ",

New Food Industry (New Food Indust.) 2025 Vol.67 No.4 227



> ) — X EQUATOR Networkh4$2fit 4% 74 7 A > DS
Guidelines for Reporting Outcomes in Trial Protocols The SPIRIT-Outcomes 2022 Extension D FfIFR

HE 14.1. BEEEOBEEZ B /NEEE) %

E&L, EHET S,

Z DM HIX, SPIRIT 2013 FHHF = v 7 U & MIH
H14DY v 7Ly A4 Z0EZIREL 2 H DT,
FENT DRFE DIEATIC 1T % Jaliny 20 H AR iR =
ZHHGLT 2 X ) FH IR T D TH 5, HIERHZE
&, 12O Lo BEEARERGRE 7 L—TIck>T
BFENFIZEELE AR IND, BRITORE DRES
BT EZNAREOEET Y b AL THRINI NS 2
ELT, I H A ROFRICHHINSHTH
5 36)(, The Difference Elicitation in Trials 7’12 ¥ = 7
M, B HEEAZOZER, ¥ v 7 vy 4 XDEHHE,
WEHITOWT, TEFVRICHEDOLIAHL A
VARFRLT LD T, AL T2, f/hE
g e (B, BREE, F73BET 2 g E
WTh 2 LRk T 2 BEMOR/N D) 22 %
T3/ INEIRIE GREDRET 2N ADEH,
T, AMES 2140 T 2RO HERZNER) £ T
pIETES Y, BEERWET S I L,

(1) W&o fziEr&enils z E4kd 20t
G372 M IR B 2 0 £ 9 & HIWE T
570,

(2) MBEES, BERYE, Zofhofmssy, i
Bz &GRS 2 oAtk L A EEO K
WHL0E DD, BRMICEEREZZ2HRET 5
DI I d 20 £ 9 %2 i % 72
DIz, A0 P a VOB AR TH B,
IR S 7 HAEAE % P 3 2 AN £ 72 13 ERIR
MR ERIIkLYTHH (Bl FHETY P ALz
A9 % 72 D IS Z 02 5l R EE IS D W,
B TE 2/ NEEEIAMTETHZ I L)
DR ATRE RN I S B H B -0 (B
BOB/NEEAEDI LD 1D, £kid 40y
R R Y F I H K fE) 7, IR E e B
BRI NIHEAZHHT 5 2 L3HERETH S

26,48, 49)
o

T—2INE, EE SHFDEERICEEY S SPIRIT-
Outcomes 2022 ¥i5ERARF = v 7 ') X FIEE [SPIRIT-
Outcomes 2022 Extension Checklist Items for the
Descriptions of the Data Collection, Management, and

Analysis]

228 New Food Industry (New Food Indust.) 2025 Vol.67 No.4

I5H 18a.1. AEIEARIEHELIL-EFICH T 2FHER
EORIGHEICDOWTHISNTWAZ &%E5EiRT 5,

ZDIEHIE, SPIRIT 2013 FHHHF = v 7V 2 FIH
H 18 <, FliREE (I BRI, WHEHRE) ofE
M & SRR E kDb DR IR L, T
BOINEEIC >V THHET 2 bDTH 5, IWENE
Lk, FHEiZ 0B 77 N A L ORERIZEAL & IERELC
e UMGE 3 2 Ml RE (72 b, RERINZELS
SR 2 e 2 ME T 2 RE) 7 ot %215
g RSN, BWIREESERETH BB
EEEREE () Wi A b)) ICi3HEOBIRL %
W HERE (R 7 £) D3RR & B L 72 5EH1 (£
7 dA 7 K L HEER L FTEWICE & e wiER]) T
TSN TR E) il T 22 LIFEHTH
%, ¥ s, B R EE QMR ERHE I SOIRE BT
HhH, TETVADROIRY e 2 LM (F]: 5
72 (R 2 RO MR 2 2 k) ik
UL L RRETE VAL TH 2 Y, s
M3 2 JERED A H R 6 (B B2 04
E L7 TR ICHFE SN RIEZ T 248
&), ZOREMboFATRE 2 RE X D b HH
ThHh, HELwETPHEINIEE, AT
BEARIERDH 20 E I DITOVBTORME & HIZH
Y5,

IBH 183.2. EE7 U A LEHHDFFET HHD %5
he 3 (. 5EEm, REE).

Z OIH I SPIRIT 2013 FHHF = v 7 ) A FIHH
18 ZILER L 72 b DT, 77 b A LT —% Oiffi &
INEDFHHDOFHD B & LT, #EPTE7 7 b2
LRl 2002509 5, BE DRI ) &
B kB BT 9 2 7 b A LS O B R b
'%, SPIRIT 2013 j%B{F = v 7 Y A FIHH 17a TA
N=ZNTW3, LLOEDOT7 Y b AL (17
FAEI T b A L, DRI T A L) ITBWT,
HEDST T b A L EGFHE T 2 ko T, FEEICHR
72 5%, O TE R 2 ERERS A S 1 5 T
Wb 2, ZDkH)RIESDEIZ, FHliE DI
FERDE O, i@y, BEOMRZ SIS g
ZATEMED B 5 PV, WIREE, B, JEEIRE O
SH D WG SRR T 7 b A L ORI, F 72k
FEfE IS B D EHM X, SKREIEMERSEIC X > T,
MR R, MEWRE, BigEmE, FEET VA



Introduction to Guidelines Provided by the EQUATOR Network

Guidelines for Reporting Outcomes in Trial Protocols The SPIRIT-Outcomes 2022 Extension

LTHFEENT WS P, Bex e AT & o Tl &
NBUEEDOH 277 F A LIZONTIE, REDOX
IRCTfTh sz 77 A L FHME OFEPUCET 3 5 5
ZRMETRETH 5, FHiHEOHELZ TR T Y
FAL B IiEa L 25 a— L) I2DowT,
ZOMWEHRIZH T D EERDI O,

IHH 20a1. FE7 U FALEBIRAT U M HLD
R E IEBIRICH T B ZEREROHDEHEE
hrehEzRdRd s Bl HEET7 T AL, B
DR THHEINER—77 AL, FET7UH
HLDY T 5 IV— TR

Z DIHH X SPIRIT 2013 FHHF = v 7 ) A FIHH
20a ZHRR L 72 b DT, FHIZT 7 b AL DR
FERUC BT 2 L EME 2 BT 2 72 OIS S 17
JHikEGERT 2 LR THDOTHL, T EAHLD
L EEOMBEIZRBICB TR TH D, Fr,
KFHETT P ALDH 256, —DODT I M ALE
DR LIS 2 2 &2 X D DR DEAET 5
By, —ODT Y A LIS O TEEBO BT ASE
STV 80 (B R0 7 7L — 7 g,
% REMIGRER) , RNT O SR L 22 2 BRI 7 7 b
B BDGBAFAET BB ZTEESLETH 2 7,
CDXI) BLEMEEZEZET 2 72D ICHH I N2 5T
SN, FEHENAE (B 772 =7
A AL 7 —3F (family-wise error rate)) %0k 7
7a—F (B RN CH 5 2 L2 fRAL, ¥
MENBED 7Y S L% BB L THEZ
WN2) BEEns Y, 2ok sz, So
FaVicfBICEERE NS 2 b IR, MEHENT
FHEECEEICR S s 2 L b b D 9,

EZ [Discussion]

SPIRIT-Outcomes 2022 fAHEMR I, &7 v b 2L
BT 7Y b A LRENERRED OO ZE
FrARLtave PRI AL YU A B R
9% H DT, SPIRIT 2013 HHIF = v 7 U R FIZ9
DOWEHEHEZBEML, WGP 2 HEREHREZ
CONSORT-Outcomes 2022 E5RXD #' A &> A &3
MEErzbDThs ", ZNE220EAA F
T4 EEEZIELET, BB a R aLh o5
B U 72 5B TS 2 £ e —8 L 2l e 5 23
I, wRgEHEIC Kk 27 0 b o LBt

DERBIEG ), FREEZZ L E LT, %
FIZ X 2B 7 0 b 2L ORSFIRILO S A A HE LS
%5,

SPIRIT 2013 A B & [ R 12 ?, SPIRIT-Outcomes
2022 FRERAR 1%, BERT YA v EENICBR AR <,
A7 b aloNFICHEAINS, BTOHERES
FHFRRIC, DX ) ICERZELIH T RE IO
THIET 2 b DTIEZARC, Mg, HE7a ko
UHES 2 HI L gE (B BIHRS R~ o f
LAMEE N DFEER), BhE T 2 aBaSCE (B : iat
FEBTEHEIE) DABMRILIC k> THR% 2 'Y,

D SCEDHTRE 2 5413, BB 7a F anic
Fx v 7R MEHHOKKETE %2 HERICED £ 7213
WL, #EtHEEiE 2 E oo XX EH2 ST 5
LT, ENSDHAE, PifE, FIALST I 2
X4 %, SPIRIT-Outcomes 2022 AR DA HIE & %)
RE2 R RIT % 72912, CONSORT-Outcomes 2022
IR L PEH T 5 C kv cE B T, 5, BB
& #% (1 : ClinicalTrials.gov) (2 SPIRIT-Outcomes
2022 LR F = v 7V A FVEHZ&ED S Z LT,
FHEED T F 2 R D %, LIRS Y
# D 72 ¥ 12 SPIRIT-Outcomes 2022 AR % 5 L,
FEMiT 22 Eh, HEADHIMT 2 H8%E2H %, ik
7 m b anIciddk S e EE, SRRk
FEBTRIE TS SN ERE I RXETH S,
B7a b anix, HH2OM S ICT 7 AT
HHNETHD B WY £ 72 I ZEAN LA 5
AR FYENLT),

SPIRIT-Outcomes 2022 JARIRDFHE X, 905
OBEMF = v 7V A MEHIE, 77 A SRR
HIHHE & U CRIEBRBSEZ D Th D, MEoiEH
M, FELME, BRRIROEENG 2 R U, RS o IRINIE
WG 2 MR T % 72812, SPIRIT 2013 FHHHA A 5
A NTBEMENTVS Z LICEBETRETH S (ff
R eTable 5 %), HBAIc k> TiE, lE7v 2
NMCHERGE T P AL Z2RRT2BONA 5
2 & LT SPIRIT-PRO #5#EM ¥ 2 &M ¥ 5 2 L b &
HCH %, SPIRIT-Outcomes 2022 LRk F = v 7 V)
A FMHHOHITIE, FET T P ALITOWTDHLL
FOMEHEHE L Cavery 252 E26003H %
D, DERD 77 b A LITOBTHWET B &
WHEIETH 555038 %, SPIRIT-Outcomes 2022 A4
RRRICHED FH L, Fxv 27U A MICRHAT B

New Food Industry (New Food Indust.) 2025 Vol.67 No.4 229



2 Y — X EQUATOR NetworkaMefitd 2 74 F 5 4 ~ OFEN

Guidelines for Reporting Outcomes in Trial Protocols The SPIRIT-Outcomes 2022 Extension D FfIFR

{1

2, BE¥ZOHHEVPASORERICBHEL Rz
HEl T RETH B, HlZIE, RFENICHEMS LT
7 N ALBWET 570D DIEKF = v 7 ) A
N iE, HIEWICHEGE INGEERD X I 2 RHEN
WKINESINTW iy, FRERHEINCHES N TV
W7 P ALZIEFEHTER W LD D,
SPIRIT-Outcomes 2022 JE5RAR D 2 FIH#F 1%, 3
B7'a b a VB, mEEAERES w%%%
ThHhBEFEHINSG, 25D )L— 7 SPIRIT-
Outcomes 2022 JRRIRZ I 2% Z & ¢, sllEDf
JHE & FEBAMEDNA L, CONSORT-Outcomes 2022 i
R EDFH T 2 2 & ©, BRI 2 iR 0%
RIOFEHEG DY A 7 2T E B WREMED H 2 7,
BEB LT RoSNE, J7Emc 8% b
Ey 7RFEHINT-a vy ASEIC) £ HA
AENTED, 23, ZNETOWREHTA FI4
MERICB W TR Z L Th o, SHROWMENA
B4 v OERICIE, L% L CREC— T
BE#&IN&%3XETH %, SPIRIT-Outcomes 2022
PEERAR 1%, EQUATOR % v 7 — 27 %> SPIRIT D7 =
7HA PGS, DENCHE L 2 X9 I kI
FETHD W, TV F—F—IF, WE, d»D
T, P TIIConTEH Yy 74 v TREAZHR
T2 TEY, SHBOT Y I — FITKB
INns,

fHZEBR5R [Limitations]

AHFFEICT TN O DIRAD S 5,

o, aFENnsF vy 7R F0HEBIIL, 2L
A EDIFIEIRIGE & v D0 FEE2 &8, K%
ICIE S N7 7 P A LIS L TV 358, fthold

AR FE & 40T 20\ A EE O #S 13 H
TE 3 HEED H 2

B, IhonF vy 7)) AMEHIZER

230 New Food Industry (New Food Indust.) 2025 Vol.67 No.4

SPIRIT D EH % F = v 7 ) A FMITHEI N TV
W, FEHPRETICX T, HEOF v
YA EEL, HT 2 EREMICRD, FEhic
WEPHZWHERH 2 7, Zns oBEH%
SPIRIT D %7 F = v 7V A MIZHET 2 5% D
D AT & 5T, EBEOEMPIEEI N2 L
Nz,

BT, KDIAHARE I 2 =T 218 S
I—HEY) T4 A LEIESHNT, KHEETEEE
ZEBNEEMRE L0y F2—H =271 —79
IS OHESEFIHDFE I G- L 7223, %Y A b
FHSERN TH 7720 (Tabb, BELodh
AT N7 7 A PEICSINT 27D A Ty
TL), TIT7 7 A AEDOREIIGIERIE AL 7 A
DR Z T DS 5,

B, a vy AREDNRY AN, TV
& VBRI O S2hE, B, W, SRS SR o
FHIC B 2 S PGS & Al DT, EMRYIC
S, ave vy RAEHED IR A Mol
SN AL Ak a —ua v RSP OB
fi%) ORAGRZ 5 0EE2H 5, 77 AL
HWENA SV ADHERAI—EYy L E 22—
Zoty, AXWA RS54 v OERICHG S N-ER
CIEF Y RACHES VAT Fa—F 9 3, o
o OHIROGLEMN 22 B %2 BT 5 D
THH59,

S RVAS)

#5558 [Conclusions]

Z @ SPIRIT-Outcomes 2022 %, SPIRIT 2013 7 HH
ZIRL72DDOT, TXTORE 70 b a1
INRZETT P ALIRRENZIHEHEZRLTED,
sl A, MBI, EEZ SO, USRS R
DFIRIERE DV R 7 % /NRICH 2 % ARE 1
BH 5,



Introduction to Guidelines Provided by the EQUATOR Network
Guidelines for Reporting Outcomes in Trial Protocols The SPIRIT-Outcomes 2022 Extension

BEZ Xk [REFERENCES]

1.

14,

15.

17.

18.

19.

20.

21,

22,

23.

24,

25.

26.

217.

28.

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

Chan AW, Tetzlaff JM, Ggtzsche PC, et al.: SPIRIT 2013 explanation and elaboration: guidance for protocols of clinical trials. BMJ.
2013; 346: €7586. doi:10.1136/bm;j.e7586

SPIRIT. SPIRIT statement website. Accessed April 13, 2021. https://www.spirit-statement.org/

International Conference on Harmonisation. E6: good clinical practice. Accessed November 22, 2022. https://www.ich.org/page/
efficacy-guidelines

Calvert M, Kyte D, Mercieca-Bebber R, ef 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

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

Page MJ, 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/j. jclinepi.2012.10.010

Yordanov Y, Dechartres A, Atal I, et al.: Avoidable waste of research related to outcome planning and reporting in clinical trials. BMC
Med.2018; 16(1): 87. doi:10.1186/s12916-018-1083-x

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

Kampman JM, Sperna Weiland 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

. Monsour A, Mew EJ, Patel S, et al.: Primary outcome reporting in adolescent depression clinical trials needs standardization. BMC

Med Res Methodol. 2020; 20(1): 129. doi:10.1186/s12874-020-01019-6

Glasziou P, Altman DG, Bossuyt P, ef 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

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
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
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

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

Butcher NJ, Monsour A, Mew EJ, et al.: Guidelines for reporting outcomes in trial reports: the CONSORT-Outcomes 2022 extension.
JAMA. 2022;328(22): 2252-2264. doi:10.1001/jama.2022. 21022

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

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/bmj.c3920

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

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

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

de Vet HCW, Terwee CB, Mokkink LB, Knol DL. Measurement in Medicine. Cambridge University Press; 2011. doi:10.1017/
CB0O9780511996214

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/hta18280

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

New Food Industry (New Food Indust.) 2025 Vol.67 No.4 231



> ) — X EQUATOR Networkh4$2fit 4% 74 7 A > DS
Guidelines for Reporting Outcomes in Trial Protocols The SPIRIT-Outcomes 2022 Extension D FfIFR

29.

30.

31.

32,

33.

34,

35.

36.

37.

38.

39,
40,

41,

42,

43,

44,

45.

46.

47,

48,

49,

50.

51,

52,

53.

54,

55.

56.

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

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/

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 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/j.jclinepi.2021.06.002

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

Ferreira ML, 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

Cook JA, Julious SA, Sones W, 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, Sones W, 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/bmj.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 domain resources. Accessed May 19, 2022. https://omeract.org/ domain-selection/

Williamson P, Altman D, Blazeby J, Clarke M, 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

Gargon E, Gorst SL, Williamson PR. Choosing important health outcomes for comparative effectiveness research: 5th annual update to
a systematic review of core outcome sets for research. PLoS One. 2019; 14(12): €0225980. doi: 10. 1371/journal .pone.0225980
Williamson PR, Altman DG, Bagley H, et al.: The COMET Handbook: version 1.0. Trials. 2017; 18 (suppl 3): 280. doi:10.1186/
s13063-017-1978-4

Kirkham JJ, Davis K, Altman DG, et al.: Core Outcome Set-STAndards for Development: the COS-STAD recommendations. PLoS
Med.2017; 14(11): €1002447. doi:10.1371/journal .pmed.1002447

Gorst SL, Prinsen CAC, Salcher-Konrad M, Matvienko-Sikar K, Williamson PR, Terwee CB. Methods used in the selection of
instruments for outcomes included in core outcome sets have improved since the publication of the COSMIN/COMET guideline. J Clin
Epidemiol. 2020; 125: 64-75. doi:10.1016/j.jclinepi.2020.05.021

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; DEcIDE 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.

Carrasco-Labra A, Devji T, Qasim A, ef 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

Devji T, Carrasco-Labra A, Qasim A, et al.: Evaluating the credibility of anchor based estimates of minimal important differences for
patient reported outcomes: instrument development and reliability study. BMJ. 2020; 369: m1714. doi:10.1136/ bmj.m1714
Mayo-Wilson E, Fusco N, Li T, Hong H, Canner JK, Dickersin K; MUDS investigators. Harms are assessed inconsistently and reported
inadequately part 1: systematic adverse events. J Clin Epidemiol.2019; 113: 20-27. doi:10.1016/j.jclinepi.2019.04.022

International Conference on Harmonisation. Harmonised Tripartite Guideline: statistical principles for clinical trials E9: current step 4
version. Accessed November 19, 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/j.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/

Freemantle N, Calvert M. Weighing the pros and cons for composite outcomes in clinical trials. J Clin Epidemiol. 2007; 60(7): 658-

232 New Food Industry (New Food Indust.) 2025 Vol.67 No.4



Introduction to Guidelines Provided by the EQUATOR Network
Guidelines for Reporting Outcomes in Trial Protocols The SPIRIT-Outcomes 2022 Extension

57.

58.

59.

60.

61,

62,

63,

64,

65.

66.

67.

659. doi:10.1016/ j.jclinepi.2006.10.024

Hankins M. How discriminating are discriminative instruments? Health Qual Life Outcomes. 2008; 6(1): 36. doi:10.1186/14777525-6-
36

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/ a0038498

Cohen SB, Strand V, Aguilar D, Ofman JJ. Patientversus physician-reported outcomes in rheumatoid arthritis patients treated with
recombinant interleukin-1 receptor antagonist (anakinra) therapy. Rheumatology (Oxford). 2004; 43(6): 704-711. doi:10.1093/
rheumatology/keh152

Basch E, Jia X, Heller G, ef 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 Biomarker Working 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, et 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

REDCap Research. SPIRIT-Outcomes feedback form. Accessed February 28, 2022. https:// redcapexternal.research.sickkids.ca/
surveys/?s= TN847LCEJF

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.) 2025 Vol.67 No.4 233



