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Japanese translation of “Reporting of surrogate endpoints in randomised controlled trial protocols (SPIRIT-Surrogate):

extension checklist with explanation and elaboration”

SPIRIT-Surrogate H:3RhRIEE 8.1
[SPIRIT-Surrogate extension item 8.1]

(a) BET 7 L AL FFEAL LV FTHD
2L, (b)) MAIRPRESINEINRT T F A L%
HEdd %,

ZOXHIZ, HHG6a, 7, EIZ8TRET LY
GH 5,

SPIRIT-Surrogate HL3EARIEE 8.1 D
fi1

MEMED S FIERETTLICE VT, BH%ENE
M MK IRF % °F W% (OSA) [muscle sympathetic nerve
activity; MSNA] @ 22 fill 3 < & % M R WAKE B
2, oM g2 kT, e bT
&, MR ZASIEERTIC XD, 2EE®R & 48
BICHT D MSNA OIMDFEFH SN D, T DK
PRERIROTUENIX, 90 AW OSA ITK T 515
MEDRA A =ZRALELTRBINZ, Lo,
MSNA HIZE 1, DIE 77 b A Lo\ ~—4—
&L COSAREDIIRZ R T L CRICEIRZE L b
DTHB Y (FEFHE RHENIHRT Y F AL
Z HARINISR T RETH %),

il 2

FETEHW : BRNSEE T 7Y b Lo
N5 A —% L LT, PaO2/FiO2 [EIRIEEZE YL / 45
W AREE] (P/F) HZEHWw3 9,

5l 3

MR T A v iGRTT B L O Z20% ok 14 H
il D H Hh B @ sequential organ failure assessment
(SOFA) 2 a7 D FHfE (B7e < &b 2 D DOfEfiE)
2RET7T F AL (BFEIYFRA b)) ELTH
V5, HIRIT 7 b A LHEERICIE 30 HAETH & 90
HEECEn g Ensg, Y, (F#E, REShzH
KT N L% BENTRTRETH 5,)

fRER

M7 e P avofinik, BfEoOZET R L
HiktoMoX vy 72O oN->oOH 3 L
AT ERBERHLELLDTH S PV, Znicky,
P — FOUEREH L AEGE E, FHE S iR o
R Z T2 2 RN TE2 Y, Furaro

HRov 7y avid, BREGHEOEADL 7Y a
Y EIRIEELTTH 503, WK ORIZ FH T 5
DIk W EL 22 HEDH B Y, Lo T,
FEE, BV PR v roffil e, FHIEZIE
RFBEINBZNRT T F A LICOWTHEZ L TEDL
23T 5 72 v>, SPIRIT 2013 DIEH 6a (6 1),
HH7 (#2), HMHS (H13) k)i, BH#ET 2
HHTHET 22 b T35, 20 WEIN2Y
A, FHEIRE EHD 8.1 (a) i) &RR7YF
AL (EHHD 8.1 (b) &) OWMJFIc>wT, s
OFICHAT 5 2 L 2 EFIITINETH B,

o arv3aBGE-BME A BR
[Section 3a: Methods—participants, interventions,
and outcomes])
7 bAL (353E) [Outcomes (extended))
SPIRIT2013 I5H 12 [SPIRIT 2013 item 12]

FUTT AL, BIXATT FAL, 20T
7 b A HATE, AR 2 HEZE B (B G
fRpTiats (Bl : XR—Z 74 v 6 DZAL, ik,
A XV FFEAF COR), a5 (B Ry,
), B X OTHER R OEREZ ED 5,

IR -G8 L GFEED 77 A L DEFRIIE
D B A C HEFES LB (SPIRIT 20137 & &
O SPIRIT-Outcomes fEAEM Y S:HH) .,

SPIRIT-Surrogate ¥:3RARIEE 12.1
[SPIRIT-Surrogate extension item 12.1]

B FRA Vb2 FET Y FALE LTHE
T 5 FEBHE 73R AN R B 2 R B,

SPIRIT-Surrogate H53EARIER 12.2
[SPIRIT—Surrogate extension item 12.2])

flilicED &I Ry FARA v F2BRE &,
RRBHED D OMNERI NI 2R 25,
SPIRIT-Surrogate $53EARIER 12.3
[SPIRIT-Surrogate extension item 12.3]

HBIRL7RBFEZ Y FRA v P OEYSHEDORIL
(a) REEZ Y FRA v+ OZYWWGE S 11T
2 (F3MEEENTVRY) v )ikl (b)
ZDZIVEDS, T 2RDL (B : A A, BEE, A
REMN) CRATHE (FRIFFETRY) v
9 GIEAL,
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Reporting of surrogate endpoints in randomised controlled trial protocols (SPIRIT-Surrogate):
extension checklist with explanation and elaboration D fi1ER (2)

Examples of SPIRIT-Surrogate item 12.1
SPIRIT-Surrogate IJHE 12.1 D)
Bl 1:ER A D ZXLDWHAE

&4 oWt7EiE, CFR IR T iiaE) FEAEZ &
DLMERBAN I A —FICELZUTELDTH
D, 77 FALEEDONROD T2 LIETE R
23, CXCR2 (7 EAA ¥ AEWE) BHEOOLIMEE
FDWAEI A /) = R LI OT DI ZRFE 2 &D
TEL, Y,

B 2: 7 = —X 3 HERDEHEICRI T S 1ERIR M
TMRD (UNEHRZ) Btk FRA v
F (REZ FRAL Y B) 1E, 72— X3
DREFEDSH T8 E ) 2 HIWI§ % 72 012 3l X
Nz (ZopITIRESEDR Ty FRAL v by
EWHHFEEREMLTEY, ZoHE#ET2),

FRER

REZY FARA v MBS 2RAZEEL, #
FRFHEIRBED Y FRA v b 2T 2HEBNE
72 BEAIRIL A BT RETH 5, R PR
A v b zEMNT 2 ERHERE, SBBROREETH 5,
Thbbt, MR7I N HLEFEHTIHEALD Y
YN A XHDYUNE K EBEAREW Z ETh B,
ZDORIFEZ, WNRT A LD ERE N
KRBT TES Z L2 HNE L 29RO
BRI IFPEIN T B, 61T, FERBOTI%Z
HIE LikBRTi, NR7 Y M h L2887
WMET 272DICREVW7 A0 —7 v 72 HEE &
a0 H 5, ¥, HVBEERORETIE, B
RRBEN 2 FH T E 25 003% w0, MY R
DAERHREICENT, By FARA v ME, #HE
BIRERAEMEBDP TIRELRLE, 7V Ay b XT 4
A e == XD EGIEBIZHN T 5/ A DR
RHAROBE L TASCHvuoNTEL, %
72, FREDNHADIRIIC X > TlE, WRT77 b AL
T L HEY) & RS e, # 2, ANRERRE
ek, SNECE2MET7T 7 P AL ERGT 52
EWEE R S A D D T, BARPIER IS T
ES (7K N) CTRBIEHFICLIZHMET T AL
DB TH 25, I 2 TN TGN 72 1 EREEN 7
B, REBZY FRA Y F2HT 29X T
D75 —A%ZHfET 5 D TIEZR WV,
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COHEHEHRETLILET, FEPY AL EL
TREZ Y FARA » b 2T 2 iy 2 24 1E:03
P IR SN, BBOREIHEICKR S, ZNTDH
7B, FHTBERLZREFZ Y FRA oYk
WKOWTGERTRETH S (ROHEHZZW),

SPIRIT-Surrogate THE 12.2 D)

FZowtEclx, T AROME—0 [REZY F
RA V] $EEE LCBMI [ERERER] 2Hw
T3, BMIZHNA, DR ANA A ~—5— (f
~NEZBEY Ale (HbAle) RILE) ZHw2%Z &
LIRS L 7223, EHR [@E RG] 7 —% Tl
HELTWD I ENEL, HREFLEIREAHDZD
EHEZAHRLZINE R 0L H 5, Fk,
HOHHIC X 2 QRS IR HE P IEER I X 5
FRGEROME G Lz, L2L, PHZE
Z5E, ZNSIFMBINICEEZN TR o7, 77,
FEli BN 5 Z A E 2 b, WA EH
PEOHBDMBVIHEINZDTIE RV E WS
BabdHo7, Y, (ZopITIREZIAIEIRND
SEZBMLTEY, ZOHEHZHRET IEICIZZ
DI ZHESES 2)

fRER

77 A L0, BT A v OEE LR R
5 v 7 CH 2 %, SPIRIT 2013 DF = v 7 Y & k
TlX, 7Y NHLDEELEPLTOERE, ERL
727 b A LDORYDFHMH, TET7 Y ~h LOK%E
BN Z 2 2 RSN T w3 Y, K 10
HEMIchY, a7 77 bty FOBFEICLD,
NAGE AR CHETCE 2 a vy RAFEH
DTN ALDRMEINTEL O, s B
TIEdH 0%, TRTOPREBFIRCHAER T A >~ (]
VN7 = —Z2XDa7 77 sty FOIARRL T
2) RLTOar7y bbbty MEELEBFES
NTELF, FRHIFFEEZY AL 777 A
Ly bcEEnhwl bbbz, HlziE, ¥
W7 = —X0iErTix, FE7Y A LDOMRTIX
%, By FEA v b2 TESME 2 SHi
EEDH B Y,

AV Y RACEDISERN LT T A LDE
E WA, a7 77 rhsky MBI S EK
ZFIH) ZETwwT Y A aeAT 254,



Japanese translation of “Reporting of surrogate endpoints in randomised controlled trial protocols (SPIRIT-Surrogate):

extension checklist with explanation and elaboration”

EL B ABL Y FRA v F2&EIRT 3
A7 (Tbb, TZRENZER (cherry picking) 1)
BH b, LiddoT, s —2ik, Robh ek
ZREBFPRA Y P 2BEHL, Eo k) RER
POBIED T Y FRA v 2 EIRL 7200 % HE
WKIRETHD, ZOLH) mMIBES 2 LT,
alBE D ZHMED I L, RO I B v TR
Iy FARA Y OREPRAZ @Y 5 7
OOFEBPYZF{ENS, ZOHHOWEX,
HT 2By FPEAL v Mtk THRE S, —i
D7 —ATlE, EBROMEAPEBENZLDTH 2
WlELTRLEY—ARYE) 20, Bi0HEH (H
Hi12.1) Ll d2 2 e chs, —
BT, Y FRA b OEIRDBIARIL (%)
REPRBZ Y FEA Y FoZY R L) 10D
WTW B AR, XOBH (HHH 123) &8 T
W32 LAWY TH B,

SPIRIT-Surrogate JEE 12.3 D)
i1

"IMPROVE-CKD iR D £FE 7 7 b A Lk, KR
SUHUREE IR RBRHC T VA LCEI D MY s
2, 2L T2zN3T4abb, 96lHBDOKENKR ~
7747 A (HEIR—ABEIR PWV (IR IS7E
WE) CHlE) OZLTH S, &Y v IEIZBIR 2
VIIATVADKT EBEHEL TR, HEDOWF
ZRCIE Y Y E PWV OIS IEDOMHEIBIR 2 S 5
ZEPWESIN TS, PWV EEIIR2 > 774 7
YADHIEICHSENTED, LIMERDORERL
WA ERABEEEZ N TVDS, £,
PWV & CKD (121EENEN) DWWl & MBS D,
CKD ZSEFTS 212240 THINT 2, ¥ (Bl&piss
LOIET VY ADOfEHIE, BV FRAL VD%
WiEZFEHT 2 ICI3AR T TH B,)
f 2

TR Y FRA VM, R—R2A 54 v
5 2 »H# F oM A BATE T IE I D214k
Th 5, WHHEMIME L, 613,815 4DSNNHK % KR
&L 72 123 DUMERE T HREAE D X & i b ic Heove
T, DIMEICBIR T 2R L LD PRI AR 2
By FRAL v FThbh, IEEHIILE ORISR &
OMIE A XV b & DRI WEEDYH 5 2 LIRS
Nk ¥, Frc X #aacid, BELNEA X b (P

<0.0001), B%EHd (P <0.0001), A4 (P<0.0001),
I (P=0014) DHNY R 7 OJfA %, IHE
WIMEDE T ORE S ICHHIT 2 2 LRSI,
LorL, B 2RISR 2 Y R 7 RIREhF 1 3654
DI L > TEL->TED, BERMRE HY
FITHDIME A Ry PR EICB T 5 A2 Tl
T 57O DIHERE T OEXREZMELT 2 72D I1TE,
ESIE L DIEFT Y ABBETH %, (Z DK,
FREINHRBE " DO IBRREE TR L 72 b D
T, aBRL L DU EORE R R T DI, R
THMENZXZTF Y2 ZHTW3,)

FRER

R FRA v M, AT 222 5Tl % 17
IRETH D, ZMMEHE & %, B FPRA v
MZXT 2N ADEIEDY, WRT7 7 A LINT 5
ADNFZETFHT 2 2 E2MERT 20D 70k
ATHD I, BRI ITE, REBEZY FEL U
DOBGEES ™Y, ZXEo L7y 2 %25 Hii$ 5 7
DDIL =L =2 R RRAL LD
BEE 7R 22 METL220DREDF = v 7V A
MCBIY 2 RS RN T B @,

fliHICE 9 &, B LSMERHG L, R P
RBA VP ENRTT P A LDOBOBE (Wb 51
AL L) ZR L, REICRT 2 1ARER S
RRT 7 b AL B IRENER LR HE D %
2t (WhbwAEEL N)LOBHE) 2R THELDH
%59 10, DRI GRS (R > R &AL~ B)
&M RDORIEERE X OHEKCITRT 7 F A L)
EOMBEZET Y AZGHLTWa®, Dl
BRIETYALUIIEEL T, XFHEEIC,
B2 ik, REZY FRA v b (GEmE) &t
K77 bA L (DINEA NV b B X ORIEHIEL)
L DM DEHN RO Z 24T 2 72dic, v
G AL D X ¥ 7 F U > AW TW S, R
By FRA v oL Eoms 2o Wi 2
7201z, FHIFWL DD TE L A F AlRiEEE e i)
I REThs, HEMWICZ, B FRL b
DR ERNR T b o & DB DORIBRIGRZ
R ABLRE (B X0 95% X)), MBI S
ZRTAET 2 OMHBIRE (o) F 723 RERE
(R2) (fAAL ~LE XEREIL ~V), 8 X ORE
IV FHRA Y OEHRNRE 2 FHXE (M
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141 H2H) b5, MELLINEA XY FDY A
7B 5 s ORIERMED FEEL, Lassere 5
DFLIHBE S LT3 ™,

MBI B U 2REZ Y FRA v FoBEEE 5
IR I TV, 2005 4E & 2006 SEICFEE I N
etz EE LS, TEP YD
LELTREZY FARA Y Z2HWZ 109 ok
BRGS0 B 3748 (34%) PRBFZ Y FKRA v b
DEMPEIZOBTHE T, REBEDY FEA
¥ F DOREIE DR G ODFERIN TV EDBAT
X, SAF2T 4 v 7 LE2—DfE L
FRA Y FERRTY b A L&D DBEESRIC
B9 2 24k, BB L LTI R LR
NTH DI ENRINT, I N7
Iy FHRA Y FofEE (52%) 1%, &= F
RA v PSR 216830 & RGBT L XL ot
Bl (r<07) ZiRL, NRT7V M ALTHSAELN
IR 2 GBI R & E B (r 2 0.85) &R
LD b$H23% Th-o ™, REREEE 7L
T, By FRA v ST 2815818 HEE S n
TRREABRIC B \WT, WRT 7+ A LT 2R
R EFUCTE LT EDL N, Lo T, Tl
ErERLT 2 LIREETHL Y, EFLDOT
HMEREE X vV L — 3 V2T 27201213,
EFIVHEABICHRBINLHT L VERED, He ol
BT — 8 E T NUHEE IR T E 7200 o 7o ikl & H
Wiz, D S A R & SRR 2 B
BARAIRTHZ P, ZoBgEr»s, RELY PR
A v P aRFEHT I, Gy FRA Y b
WD EWIRT 2 2k, HB0iFZoXRA%ZH
EDINCT ZMBEEINEERD ISk o7, RO, &
HDIDDEL DREBL Y FRA ~ FoffEH 7 7
O—FPREINTEL (Box2) &Y, BV R
KA v+ OFEIROILHE & 72 2 WEEFE L, WRETH
U, BICHRT Y P HL~DHELTHTE S &
T 27D BEEINL TP E2ED, WiECH
RINERETDH 5,

g DRRBRIRYL (]« 2 I JEL L 22581, A A,
PEER, W, ) COHEN S ciRBR L XL ok
HERNR D Z L1, o sABR I I3E T T E vy
bLlinkw?, flig, 2FiHoRELy R
RA v b &L COMmBEMEAGYIN O Z 241 % STl
L7t AT 4 v 7L Ea—Tl, L
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OV DFEMPEE, Bl S A, DA DRATE,
DADIHFIHIC X > THLZZ Z LB IR TS
) fREE LSRR MY B M R T,
B M I BT 2 A 0RE, 2 D ADFER, NX—
2F4 VONEEIC L > THREZ Y, 2000,
M7 a a7k, BEET 2 RTEHE NS
fREZY FPRA VY FOZYELZ LRI XRETH S,
Wl ZE, #l2Tl, BaezEBIcTzRF v
FARA Y FDZYENRF R I N TS0, sl
RONMNANICFFRINTH D L) ZET v 2D RAN
PHFH I N T35,

Box 2: KB IL Y FiRA 2 MEEDTHDFEHT T
A—FOBIE

W40 RN BLL 72, IREEREEHT IC B 1T 5
> R A v b D412 5l % 7 d Dtal
MFEE a7 7e—F ZRGE L, JEMETIC

I

TLoT 1 ADEHE

1989 4FIC 3R S L7 By 2 9% C, Prentice 1
B ARG EINFED 72 D 3 DD HEHE (WL v
FRA ¥ FITIBERIED e v ) R R 32 1)
TBZEIE, WNRTY A LITERIES RV E N
I IRIERFZ AT 2 L2 BRT2) ZHREL
0Ly FHRA VvV FDPEDOLY FFRA ¥ MTKkIE
T, 7Y AMURC X > Tl v
ORFLY FARA VY FDEDILY FARA v M
95 ;

ORIy FARA v MTHT 2IRFEDOEIEIE, HD
IV FHRA Y MRS 26RO VIR EZ L2 5 |
TV YT 4 ADQHREL, BERIICIFRA L L CEHE
7203, EBEOFGHMEFE S iTw 5,

EhHERE Y

ZOHEE, &L FARA > bl oM & 2
2 DERRIBECTH 2 RET, HREHE LI,
CHEAREIC I T 2EN T 7 b A L DIRFETER O
et d s L FRT 5, NFOZLMEITIE22OD
BEDRNETH B, 1| DHIZKESLIANE (causal
necessity) TH D, ZILXIHEELINRT Y A L4
AR5 2 50, FIHEBEPREZ
AV PCOHEZEZ TV I LRRETH D



Japanese translation of “Reporting of surrogate endpoints in randomised controlled trial protocols (SPIRIT-Surrogate):

extension checklist with explanation and elaboration”

ET %, 2 DOHIIHENN 2 —MBALTTREYE (statistical
generalizability) T D, ZILXFEROWFRICE W
TRFERDO AR I N 56T, VT
FAYMZESOTNRT? Y F A L2 RIFICTFHITE
52 LRIRT B,

AEZSRERICEDILK 7 7O—F =7

o7 7a—FiF, il (7 v 5 MEEER) B¢
EILBITANEFREENRT Y b A LD 2 B
e 7Y v kG LCw s, REREE, FHao
BHEL L TOREENRT T b L OPRERRE
(AL ~LR2) &, FBRL ~LTORBEHRE &t
R7 7 A LIS DIGRNROVERE Glig L
~NVR2) ICHDWTHES L SN D, H DI, A
B %) 9 (surrogate threshold effect) 1, H & 72 ih
BENRDART 7 b A LSO FET % LS T 2
7oz, RBFEEICR B 2R R D R/ L~
EEFRTDHEAMBREL LTRESN TS 7,
15 (information theory) 23D 24156 D
A Yok ORI, RERBIR $CF 714 4 (causal
association paradigm) D FTHF L W7 7u—F L&
LTiEshTwa 7,

NADT777a—F

XA P77 ru—=F1%, EROT XTI
WWRGICHEHATE 223, kb —Ricfifsns e
F)L1%, Daniels & Hughes™ 12 k& > THREI N7 2
ZopiEE (A7) SIREFLE, RER77 Ao
ERELY FARA ¥ Mo 288 L XL oghi %z
EFIULT B2720DRL TV TV T LNER 55y
WiTd 2™, BILTIE, RrICHHER O E -k
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B 7V X HEER) [Sample size (extended))
SPIRIT 2013 I&H 14 [SPIRIT 2013 item 14]
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0~12 2> H [ @ Lb#g ¢k, ES 2% ~10% J%4 L, 04
(BEM# 2045 /38, SD=50) 2% % L FPREEIN 3,
20 7y D2, 1EB O FARTEEHELE R O 10% 2
ZTCTED, Him# %, X D& HRQL [fH iR
QOL: &7 b A o] CBE#T 2, THEY L &
REE) 25 MEIGENRAE) ~EBATIE 2 DI
DB, Lo T, v 7 A4 XDHEEIZ, 04
EWV)/NIWITDES ZHHIY 5 2 L ICEEDWTT
bz, A4 vy FMFETIE, 02H26 6 HE
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TN A4 RIEAEE 240 BBETH 5, ) (Z DB
TIEHFEEPAFNNOSZEZENLTED, 2D
JHH Z MG T 2832 o2 #ERET 5 ,)
i 2
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DMGHF DY > ZNH A4 X2 RET B ENHERS
NB, R7 T b ALK 2B R ICHES L
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Th ) (TEEH 31c.l ),

BB, HIMEDIREEZ 2 S0 hb b
3, MBOMEERE T, HFHIRB LV FPRA v
F O & Z2 DBERI ORI & ORI 35 v T L
ZIRERT 20BN H D, ZuclE, NRT7TT7 bAh L
R 2 PUMSNEEHE, ZOEEXMIC X
NDPHEFEERED L HICEETHI NI 2B EEN
% (CONSORT-Surrogate Z:/iH) ,

oY av3ahHE-T-2INE, BE, O
[Section 3c: Methods—data collection, management,
and analysis]
WEt=EE (MLBR) [Statistical methods (extended) )
SPIRIT2013 I8H 20a [SPIRIT 2013 item 20a]
FHETZ T P AL ERIRNT T P A LZTHT 57
D DIEFFIE, 7u b anizwgaig, Hetfi
PratHEOF2 E IS N T 2222 T %
Z &, SPIRIT2013” % £

SPIRIT 2013 IEH 20b [SPIRIT 2013 item 20b)
SEINENT D ITiE (770 )V — P IEHT 0 JHRLfEAT 72
). SPIRIT2013” % £:lH

SPIRIT- Surrogate #:3R¥EH 20b.1
[SPIRIT-Surrogate extension item 20b.1]

HEEE 3 265 RSB 2 BIE DA 2 BEEd % 7
DIT, ZDOHBOIINT /%2 FEhi T % 5z BHEL 3
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SPIRIT 2013 IEH 20c [SPIRIT 2013 item 20c]
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SPIRIT-Surrogate I5E 20b.1 DOl
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[Section 3d: Methods—monitoring]
%= (#53E) [Harms (extended))
SPIRIT2013 IR 22 [SPIRIT 2013 item 22]
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SPIRIT 2013? % £,
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SPIRIT- Surrogate ¥i3RFRIEHE 22.1
[SPIRIT-Surrogate extension item 22.1]
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SPIRIT-Surrogate JHE 22.1 D)
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BELLINI it T, /M ABEDITHEIE I L 23
R, TPk E o7 (EREAEFINNIE 3
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a3V A RELER
[Section 4: Ethics and dissemination]
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REFIEEFE ER)

[Consent or assent (extended) ]
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SPIRIT-Surrogate #L3RhRIER 26a.1
[SPIRIT-Surrogate extension item 26a.1])
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[SPIRIT 2013 item 26b (unmodified) ]
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AREEICECTRET Y P ALOT— I BUEEI N

256, RO RN EDIODT =5 DI =T

77 ADWDRDEHFT B &,

SPIRIT-Surrogate IEH 31c.1 Dl

MEER GBI T8 2 SELANIC il 2 o B E 7 — & 2 3k
AL, LD T — & RGN (& RO M 77)
ZHOTIET 2, ",

FRER

SlcmFAL 2 ko, REBEZVYFRA V2 F
P R ALELTHOREEITIE, WR77 b
HLT =8 DNEPARRTH D, ELLDT —
gy FHREFZ L FHRA v FOBEEICHW 5 2
EWTE, RNET7 I DL BENADEEEDE =
Y TICHWEZ EBTESL, Lo T, W
g8 — L2 lE, EIXRWFHEERE E L THRT 7 b
ALZWNET LT 2T 5 K )H#HELRET 2,
By FRA Y bOBEERATRTH %5, R
IVRRAVEENRT I P ALDOMADT —%

EATT2LENH 270, BREEEZET 2
TERH Y, ZoBEIF, ZXKWFRICHV S
7o, BT LEMEOELDSmMET—% 214
XV ELEGHEOT 7R AR NT WS Z LI
YoT, IoIBMIcE->TWwS Y, Lo,
WHDT =%y FBPNES NS, T—53k
filckh, REZY FAA v FoMGEEEZ & X
RT3 2 L3 TE 3,

T—=DHHTESL L) IHRD LI FRETT
&, COHEHOEMICEATITTH S, T — 4
X, F—%tvy FOEFICERICN) HORETH
%, BORRRINEREBROFEIC XS &, 4
DEFELXVDT—=F DT 72 ZFIEFICR S 1
TED, FEAEDRBDOEFEEN T —¥2HET 2
BHZEHLTW3I2b20b6T, 77 A%
LT 2 3B F — A1 25% Rl TH o7z 1,
F—=yIFITIE, BMEOFWEGICHET 2 EE,
AEY) e F— R DV R 7Bk, FOF—2ITT
7 ATEDFEEHLOBEFEE, WL OrDOHE
DEAET 2 "9 Laadto T, (¥ 2 132 0)
T =¥ WHEPAARE RS, FHEZOBEBA 2R
L, 7= FZ L LDIESEE2RTXRET
b5,
#E54 [Conclusion)

SPIRIT-Surrogate A5k 1%, AT PR A » b
ZEET77FALEL AT 2R e FaLvz
MET 270D R/NBOEMZED DD TH S,
SPIRIT 2013 $R&EAA K7 A4 > £WifT LT, SPIRIT-
Surrogate AR Z 92 2 &L 2 HidET 5, 2D
PEIERCHE S T & T, WFEE IEEREROZEH % 1 |k
I, MADOERZAE, RENITIZEREALZD
fRERICEHERT 2 2 L TE 5,

- 6ix, B, My, B
W, Yr—FLAREE, BRErzE8TRTO
FIFEBAfRF ISR L T, SPIRIT-Surrogate ik 3 filK % it
FARRE R H Il T2 LT 2 2 L %
32T 29, 3w, BERZEMRT2 LT,
o FWPEBUEDER, NA TR, Ay aitse
THA UL, HRDOEENIC D %035 fth D J5 K 23
B ErbITEREVY, EETRERZOIEF, K
BT — LR EEDY, BV FRA v ol
EDSEL B4 7 AV ADNEOAREY) 7

New Food Industry (New Food Indust.) 2025 Vol.67 No.12 723



) — X EQUATOR Network2M gt 2 ' 4 N7 4 v DfFsr
Reporting of surrogate endpoints in randomised controlled trial protocols (SPIRIT-Surrogate):
extension checklist with explanation and elaboration D fi1ER (2)

Mz

DEMWBH I LRI I L HERRE W E OWTHY HEIC k> T, BT —2L2 XD AH

WH I ETH B, RPENa S 22T 45, HEERRONRT T b A
RBIC, ORI CRE I TXTOHEHIC LI OTRICAMAZTHE T 2 2 £ 25175 2 &

X7,

£E 3k [REFERENCES]

1.

10.
11.

12,

14,

15.

16,

17.

18.

19.

20.

21.

22,

23.

24

25.

26,

27.

Junqueira DR, Zorzela L, Golder S, et al..: CONSORT Harms Group. CONSORT Harms 2022 statement, explanation, and elaboration:
updated guideline for the reporting of harms in randomised trials. BMJ 2023; 381: e073725. doi:10.1136/bmj-2022-073725

Chan A-W, Tetzlaff JM, Ggtzsche PC, et al.: SPIRIT 2013 explanation and elaboration: guidance for protocols of clinical trials. BMJ
2013; 346: €7586. doi:10.1136/bmj.e 7586

World Medical Association. World Medical Association Declaration of Helsinki: ethical principles for medical research involving
human subjects. JAMA 2013; 310: 2191-4. doi:10.1001/jama.2013.281053

Chalmers I, Glasziou P: Avoidable waste in the production and reporting of research evidence. Lancet 2009;374:86-9. doi:10.1016/
S0140-6736(09)60329-9

Glasziou P, Altman DG, Bossuyt P, et al.: Reducing waste from incomplete or unusable reports of biomedical research. Lancet 2014;
383: 267-76. doi:10.1016/S0140-6736(13)62228-X

Tan ZW, Tan AC, Li T, et al.: Has the reporting quality of published randomised controlled trial protocols improved since the SPIRIT
statement? A methodological study. BMJ Open 2020; 10: e038283. doi: 10.1136/bmjopen-2020-038283

Calvert M, King M, Mercieca-Bebber R, et al.: SPIRIT-PRO Extension explanation and elaboration: guidelines for inclusion of
patient-reported outcomes in protocols of clinical trials. BMJ Open 2021; 11: €045105. doi:10.1136/bmjopen-2020-045105

Butcher NJ, Monsour A, Mew EJ, et al.: Guidelines for Reporting Outcomes in Trial Protocols: The SPIRIT-Outcomes 2022
Extension. JAMA 2022; 328: 2345-56. doi:10.1001/jama.2022.21243

FDA-NIH Biomarker Working Group. BEST (biomarkers, endpoints, and other tools) resource. 2016. https://www.ncbi.nlm.nih.gov/
books/NBK326791/pdf/Bookshelf NBK326791 .pdf.

EUnetHTA. EUnetHTA 21 — Individual Practical Guideline Document D4.4 — OUTCOMES (ENDPOINTS), 2023.

Azizi M, Sanghvi K, Saxena M, et al..: RADIANCE-HTN investigators. Ultrasound renal denervation for hypertension resistant to a
triple medication pill (RADIANCE-HTN TRIO): a randomised, multicentre, single-blind, sham-controlled trial. Lancet 2021; 397:
2476-86. doi:10.1016/S0140-6736(21)00788-1

Skoulidis F, Li BT, Dy GK, et al.: Sotorasib for Lung Cancers with KRAS p.G12C Mutation. N Engl J Med 2021; 384: 2371-81.
doi:10.1056/ NEJM0a2103695

Wright ME, Delacroix E, Sonneville KR, et al.: Reducing paediatric overweight and obesity through motivational interviewing:
study protocol for a randomised controlled trial in the AAP PROS research network. BMJ Open 2020; 10: €035720. doi:10.1136/
bmjopen-2019-035720

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
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: 852-60. doi:10.1056/NEJMsal012065

Patel RB, Vaduganathan M, Samman-Tahhan A, et al.: Trends in Utilization of Surrogate Endpoints in Contemporary Cardiovascular
Clinical Trials. Am J Cardiol 2016; 117: 1845-50. doi:10.1016/j. amjcard.2016.03.021

Ciani O, Buyse M, Garside R, et al.: Meta-analyses of randomized controlled trials show suboptimal validity of surrogate outcomes
for overall survival in advanced colorectal cancer. J Clin Epidemiol 2015; 68: 833-42. doi:10.1016/j.jclinepi.2015.02.016

Gandhi GY, Murad MH, Fujiyoshi A, et al.: Patient-important outcomes in registered diabetes trials. JAMA 2008; 299: 2543-9.
doi:10.1001/ jama.299.21.2543

la Cour JL, Brok J, Ggtzsche PC: Inconsistent reporting of surrogate outcomes in randomised clinical trials: cohort study. BMJ 2010;
341: c3653. doi:10.1136/bmj.c3653

Manyara AM, Davies P, Stewart D, et al.: Definitions, acceptability, limitations, and guidance in the use and reporting of surrogate end
points in trials: a scoping review. J Clin Epidemiol 2023; 160: 83-99. doi:10.1016/].jclinepi.2023.06.013

Ciani O, Buyse M, Drummond M, Rasi G, Saad ED, Taylor RS: Time to Review the Role of Surrogate End Points in Health Policy:
State of the Art and the Way Forward. Value Health 2017; 20: 487-95. doi:10.1016/j.jval.2016.10.011

Ciani O, Buyse M, Garside R, et al.: Comparison of treatment effect sizes associated with surrogate and final patient relevant
outcomes in randomised controlled trials: meta-epidemiological study. BMJ 2013; 346: f457. doi:10.1136/bmj.f457

Dawoud D, Naci H, Ciani O, Bujkiewicz S: Raising the bar for using surrogate endpoints in drug regulation and health technology
assessment. BMJ 2021; 374: n2191. doi:10.1136/ bmj.n2191

. Manyara AM, Davies P, Stewart D, et al.: Reporting of surrogate endpoints in randomised controlled trial reports (CONSORTSurrogate):

extension checklist with explanation and elaboration. BMJ 2024; 386: e¢078524. doi:10.1136/bmj-2023-078524.

Ferreira-Gonzilez 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: 651-7, discussion 658-62. doi:10.1016/j. jclinepi.2006.10.020
Butcher NJ, Mew EJ, Monsour A, Chan AW, Moher D, Offringa M: Outcome reporting recommendations for clinical trial protocols
and reports: a scoping review. Trials 2020; 21: 620. doi:10.1186/ s13063-020-04440-w

Butcher NJ, Monsour A, Mew EJ, et al.: Guidelines for Reporting Outcomes in Trial Reports: The CONSORT-Outcomes 2022
Extension. JAMA 2022; 328: 2252-64. doi:10.1001/jama.2022.21022

724 New Food Industry (New Food Indust.) 2025 Vol.67 No.12



Japanese translation of “Reporting of surrogate endpoints in randomised controlled trial protocols (SPIRIT-Surrogate):
extension checklist with explanation and elaboration”

28.

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.

Calvert M, 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: 814-22. doi:10.1001/jama.2013.879

Ciani O, Manyara AM, Davies P, et al.: A framework for the definition and interpretation of the use of surrogate endpoints in
interventional trials. eClinical Medicine 2023; 65: 102283. doi:10.1016/j. eclinm.2023.102283

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

EQUATOR. CONSORT-SURROGATE — CONSORT extension for trials using surrogate primary endpoints 2022. https://www.
equator-network.org/library/reporting-guidelines-underdevelopment/ reporting-guidelines-under-development-for-clinicaltrials/#
SURROGATE.

Manyara AM, Davies P, Stewart D, et al.: Protocol for the development of SPIRIT and CONSORT extensions for randomised
controlled trials with surrogate primary endpoints: SPIRIT-SURROGATE and CONSORT-SURROGATE. BMJ Open 2022; 12:
€064304. doi:10.1136/ bmjopen-2022-064304

Manyara AM, Davies P, Stewart D, et al.: Scoping and targeted reviews to support development of SPIRIT and CONSORT
extensions for randomised controlled trials with surrogate primary endpoints: protocol. BMJ Open 2022; 12: ¢062798. doi:10.1136/
bmjopen-2022-062798

Ciani O, Manyara A, Taylor RS: Need for better reporting of trials with surrogate endpoints: SPIRITICONSORT-SURROGATE
extensions. J Epidemiol Community Health 2022; 76: 769-70. doi:10.1136/jech2022-219294

Ciani O, Manyara AM, Chan A-W, Taylor RS:, SPIRIT-SURROGATE/ CONSORT-SURROGATE project group. Surrogate endpoints
in trials: a call for better reporting. Trials 2022; 23: 991. doi:10.1186/s13063022-06904-7

Ciani O, Manyara AM, Taylor RS: Surrogate endpoints in trials-a call for better reporting. BMJ 2022; 378: 01912. doi:10.1136/bmj.
01912

Ciani O, Manyara AM, Taylor RS: Surrogate end points in cardiothoracic trials: a call for better reporting and improved interpretation
of trial findings. Eur J Cardiothorac Surg 2022; 62: ezac449. doi:10.1093/ejcts/ezac449

Manyara AM, Ciani O, Taylor RS: A call for better reporting of trials using surrogate primary endpoints. Alzheimers Dement (N'Y)
2022; 8: 12340. doi:10.1002/trc2.12340

Treptow E, Pepin JL, Bailly S, ef al.: Reduction in sympathetic tone in patients with obstructive sleep apnoea: is fixed CPAP more
effective than APAP? A randomised, parallel trial protocol. BMJ Open 2019; 9: €024253. doi:10.1136/bmjopen-2018-024253

Kharma N, Roehrig S, Shible AA, et al.: Anticoagulation in critically ill patients on mechanical ventilation suffering from COVID-19
disease, The ANTI-CO trial: A structured summary of a study protocol for a randomised controlled trial. Trials 2020; 21: 769.
doi:10.1186/ s13063-020-04689-1

Zimmermann JB, Pinder N, Bruckner T, ef al.: Adjunctive use of physostigmine salicylate (Anticholium®) in perioperative sepsis and
septic shock: study protocol for a randomized, double-blind, placebo-controlled, monocentric trial (Anticholium® per Se). Trials 2017;
18: 530. doi:10.1186/s13063-017-2231-x

Bandholm T, Thorborg K, Ardern CL, Christensen R, Henriksen M: Writing up your clinical trial report for a scientific journal: the
REPORT trial guide for effective and transparent research reporting without spin. Br J Sports Med 2022; 56: 683-91. doi:10.1136/
bjsports-2021-105058

Moher D, Hopewell S, Schulz KF, ef al.: CONSORT 2010 explanation and elaboration: updated guidelines for reporting parallel group
randomised trials. BMJ 2010; 340: ¢869. doi:10.1136/bmj.c869

Joseph JP, Reyes E, Guzman J, et al.: CXCR2 Inhibition a novel approach to treating CoronAry heart DiseAse (CICADA): study
protocol for a randomised controlled trial. Trials 2017; 18: 473. doi:10.1186/s13063-017-2210-2

Oughton JB, Collett L, Howard DR, et al.: GA101 (obinutuzumab) monocLonal Antibody as Consolidation Therapy In CLL
(GALACTIC) trial: study protocol for a phase II/III randomised controlled trial. Trials 2017; 18: 353. doi:10.1186/s13063-017-2107-0
Schuster Bruce C, Brhlikova P, Heath J, McGettigan P: The use of validated and nonvalidated surrogate endpoints in two European
Medicines Agency expedited approval pathways: A cross-sectional study of products authorised 2011-2018. PLoS Med 2019; 16:
€1002873. doi:10.1371/journal .pmed.1002873

Hey SP, Kesselheim AS, Patel P, Mehrotra P: Powers JH3rd. US Food and Drug Administration Recommendations on the Use
of Surrogate Measures as End Points in New Anti-infective Drug Approvals. JAMA Intern Med 2020; 180: 131-8. doi:10.1001/
jamainternmed.2019.5451

Coster WJ: Making the best match: selecting outcome measures for clinical trials and outcome studies. Am J Occup Ther 2013; 67:
16270. doi:10.5014/ajot.2013.006015

Jutten RJ, Papp KV, Hendrix S, et al.: Why a clinical trial is as good as its outcome measure: A framework for the selection and use of
cognitive outcome measures for clinical trials of Alzheimer’s disease. Alzheimers Dement 2023; 19: 708-20. doi:10.1002/alz.12773
Clarke M: Standardising outcomes for clinical trials and systematic reviews. Trials 2007; 8: 39. doi:10.1186/1745-6215-8-39
Williamson PR, Altman DG, Blazeby JM, et al.: Developing core outcome sets for clinical trials: issues to consider. Trials 2012; 13:
132. doi:10.1186/1745-6215-13-132

Haywood K, Whitehead L, Nadkarni VM, et al.: COSCA Collaborators. COSCA (Core Outcome Set for Cardiac Arrest) in Adults:
An Advisory Statement From the International Liaison Committee on Resuscitation. Circulation 2018; 137: €783-801. doi:10.1161/
CIR.0000000000000562

Lioufas N, Toussaint ND, Pedagogos E, et al.: IMPROVE-CKD Writing Committee.Can we IMPROVE cardiovascular outcomes
through phosphate lowering in CKD? Rationale and protocol for the IMpact of Phosphate Reduction On Vascular End-points in
Chronic Kidney Disease (IMPROVE-CKD) study. BMJ Open 2019; 9: €024382. doi: 10.1136/bmjopen-2018-024382

Ettehad D, Emdin CA, Kiran A, et al.: Blood pressure lowering for prevention of cardiovascular disease and death: a systematic
review and meta-analysis. Lancet 2016; 387: 957-67. doi:10.1016/S01406736(15)01225-8

Buyse M, Molenberghs G, Burzykowski T, Renard D, Geys H: The validation of surrogate endpoints in meta-analyses of randomized
experiments. Biostatistics 2000; 1: 49-67. doi:10.1093/ biostatistics/1.1.49

Buyse M, Saad ED, Burzykowski T, Regan MM, Sweeney CS: Surrogacy Beyond Prognosis: The Importance of “Trial-Level”

New Food Industry (New Food Indust.) 2025 Vol.67 No.12 725



) — X EQUATOR Network2M gt 2 ' 4 N7 4 v DfFsr
Reporting of surrogate endpoints in randomised controlled trial protocols (SPIRIT-Surrogate):
extension checklist with explanation and elaboration D fi1ER (2)

57.

58.

59.

60.

61.

62.

63.

64.

65.

66,

67.

68.

69.

70.

71,

72.

73.

74.
75.

76.

77.

78.

79.

80

81.

82,

83.

84,

85.

86.

Surrogacy. Oncologist 2022; 27: 266-71. doi:10.1093/oncolo/oyac006

Alonso A, Van der Elst W, Molenberghs G, Buyse M, Burzykowski T: On the relationship between the causal-inference and
metaanalytic paradigms for the validation of surrogate endpoints. Biometrics 2015; 71: 15-24. doi:10.1111/biom.12245

Alonso A, Van der Elst W, Molenberghs G, Buyse M, Burzykowski T: An information-theoretic approach for the evaluation of
surrogate endpoints based on causal inference. Biometrics 2016; 72: 669-77. doi:10.1111/biom.12483

Bujkiewicz S, Jackson D, Thompson JR, et al.: Bivariate network metaanalysis for surrogate endpoint evaluation. Stat Med 2019; 38:
332241.doi:10.1002/sim.8187

Papanikos T, Thompson JR, Abrams KR, et al.: Bayesian hierarchical meta-analytic methods for modeling surrogate relationships that
vary across treatment classes using aggregate data. Stat Med 2020; 39: 1103-24. doi:10.1002/sim.8465

Prentice RL: Surrogate endpoints in clinical trials: definition and operational criteria. Stat Med 1989; 8: 431-40. doi:10.1002/
sim.4780080407

Weir CJ, Taylor RS: Informed decision-making: Statistical methodology for surrogacy evaluation and its role in licensing and
reimbursement assessments. Pharm Stat 2022; 21: 740-56. doi:10.1002/pst.2219

Weir CJ, Walley RJ: Statistical evaluation of biomarkers as surrogate endpoints: a literature review. Stat Med 2006; 25: 183-203.
doi:10.1002/sim.2319

Molenberghs G, Burzykowski T, Alonso A, et al.: The meta-analytic framework for the evaluation of surrogate endpoints in clinical
trials. J Stat Plan Inference 2008; 138: 432-49. doi:10.1016/j. jspi.2007.06.005.

Bujkiewicz S, Achana F, Papanikos T, et al.: Multivariate meta-analysis of summary data for combining treatment effects on
correlated outcomes and evaluating surrogate endpoints. Technical Support Documents London: National Institute for Health and Care
Excellence. NICE, 2019.

Institute for Quality and Efficiency in Health Care (IQWiG). Validity of surrogate endpoints in oncology: Executive summary of rapid
report A10-05, Version 1.1. Institute for Quality and Efficiency in Health Care: Executive Summaries. 2005.

Lassere MN, Johnson KR, Schiff M, Rees D: Is blood pressure reduction a valid surrogate endpoint for stroke prevention? An analysis
incorporating a systematic review of randomised controlled trials, a by-trial weighted errors-in-variables regression, the surrogate
threshold effect (STE) and the Biomarker-Surrogacy (BioSurrogate) Evaluation Schema (BSES). BMC Med Res Methodol 2012; 12:
27.doi:10.1186/1471-2288-12-27

Boissel JP, Collet JP, Moleur P, Haugh M: Surrogate endpoints: a basis for a rational approach. Eur J Clin Pharmacol 1992; 43: 235-
44.doi:10.1007/BF02333016

Xie W, Halabi S, Tierney JF, et al.: A Systematic Review and Recommendation for Reporting of Surrogate Endpoint Evaluation Using
Meta-analyses. JNCI Cancer Spectr 2019; 3: pkz002. doi:10.1093/jncics/pkz002

Lassere MN, Johnson KR, Schiff M, Rees D: Is blood pressure reduction a valid surrogate endpoint for stroke prevention? An analysis
incorporating a systematic review of randomised controlled trials, a by-trial weighted errors-in-variables regression, the surrogate
threshold effect (STE) and the Biomarker-Surrogacy (BioSurrogate) Evaluation Schema (BSES). BMC Med Res Methodol 2012; 12:
27.doi:10.1186/1471-2288-12-27

la Cour JL, Brok J, Ggtzsche PC: Inconsistent reporting of surrogate outcomes in randomised clinical trials: cohort study. BMJ 2010;
341: c3653. doi:10.1136/bmj.c3653

Prasad V, Kim C, Burotto M, Vandross A: The Strength of Association Between Surrogate End Points and Survival in Oncology: A
Systematic Review of Trial-Level Meta-analyses. JAMA Intern Med 2015; 175: 1389-98. doi:10.1001/jamainternmed.2015.2829
Buyse M, Molenberghs G, Paoletti X, ef al.: Statistical evaluation of surrogate endpoints with examples from cancer clinical trials.
Biom J 2016; 58: 104-32. doi:10.1002/bimj.201400049

Frangakis CE, Rubin DB: Principal stratification in causal inference. Biometrics 2002; 58: 21-9. doi:10.1111/j.0006341X.2002.00021 .x
Tibaldi F, Abrahantes JC, Molenberghs G, et al.: Simplified hierarchical linear models for the evaluation of surrogate endpoints. J Stat
Comput Simul 2003; 73: 643-58. doi:10.1080/0094965031000062177

Burzykowski T, Buyse M: Surrogate threshold effect: an alternative measure for meta-analytic surrogate endpoint validation. Pharm
Stat 2006; 5: 173-86. doi:10.1002/pst.207

Alonso A, Molenberghs G: Surrogate marker evaluation from an information theory perspective. Biometrics 2007; 63: 180-6.
doi:10.1111/§.1541-0420.2006.00634 x

Daniels MJ, Hughes MD: Meta-analysis for the evaluation of potential surrogate markers. Stat Med 1997; 16: 1965-82. doi:10.1002/
(SICI)1097-0258(19970915)16:17<1965:: AID-SIM630>3.0.CO;2-M

Belin L, Tan A, De Rycke Y, Dechartres A: Progression-free survival as a surrogate for overall survival in oncology trials: a
methodological systematic review. Br J Cancer 2020; 122: 1707-14. doi:10.1038/ s41416-020-0805-y

. Haase CL, Lopes S, Olsen AH, Satylganova A, Schnecke V, McEwan P: Weight loss and risk reduction of obesity-related outcomes in 0.5

million people: evidence from a UK primary care database. Int J Obes (Lond) 2021; 45: 1249-58. doi:10.1038/ s41366-021-00788-4
Winter JE, Maclnnis RJ, Wattanapenpaiboon N, Nowson CA: BMI and all-cause mortality in older adults: a meta-analysis. Am J Clin
Nutr 2014; 99: 875-90. doi:10.3945/ajcn.113.068122

Salbach NM, Barclay R, Webber SC, et al.: A theory-based, taskoriented, outdoor walking programme for older adults with difficulty
walking outdoors: protocol for the Getting Older Adults Outdoors (GO-OUT) randomised controlled trial. BMJ Open 2019; 9:
€029393. doi:10.1136/bmjopen-2019029393

Shah SJ, Voors AA, McMurray JJV, et al.: Effect of Neladenoson Bialanate on Exercise Capacity Among Patients With Heart Failure
With Preserved Ejection Fraction: A Randomized Clinical Trial. JAMA 2019; 321: 2101-12. doi:10.1001/ jama.2019.6717

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. doi:10.1136/bmj.k3750

Dondzila CJ, Gennuso KP, Swartz AM, et al.: Dose-response walking activity and physical function in older adults. J Aging Phys Act
2015; 23: 194-9. doi: 10.1123/japa.2013-0083

Jones A, Muller P, Dore CJ, et al.: Belimumab after B cell depletion therapy in patients with systemic lupus erythematosus (BEAT
Lupus) protocol: a prospective multicentre, double-blind, randomised, placebo-controlled, 52-week phase II clinical trial. BMJ Open

726 New Food Industry (New Food Indust.) 2025 Vol.67 No.12



Japanese translation of “Reporting of surrogate endpoints in randomised controlled trial protocols (SPIRIT-Surrogate):
extension checklist with explanation and elaboration”

87.

88.

89.

90.

91.

92.
93.

94,

95.

96.

97.

98.

99.

100.

101,

102,

103,

104.
105.

106.

107.

108,

109.

110.

111,

112,

113.

114,

115.

2019; 9: €032569. doi:10.1136/bmjopen-2019-032569

Bikdeli B, Punnanithinont N, Akram Y, et al.: Two Decades of Cardiovascular Trials With Primary Surrogate Endpoints: 1990-2011. J
Am Heart Assoc 2017; 6: €005285. doi:10.1161/JAHA.116.005285

Kim C, Prasad V: Strength of Validation for Surrogate End Points Used in the US Food and Drug Administration’s Approval of
Oncology Drugs. Mayo Clin Proc 2016; S0025-6196(16): 00125-7. doi:10.1016/j.mayocp.2016.02.012

Gwee A, Cranswick N, Donath SM, Hunt R, Curtis N: Protocol for a randomised controlled trial of continuous infusions of
vancomycin to improve the attainment of target vancomycin levels in young infants: The VANC trial. BMJ Open 2018; 8: ¢022603.
doi:10.1136/ bmjopen-2018-022603

Vanderweele TJ: Surrogate measures and consistent surrogates. Biometrics 2013; 69: 561-9. doi:10.1111/biom.12071

Fleming TR, DeMets DL: Surrogate end points in clinical trials: are we being misled? Ann Intern Med 1996; 125: 605-13.
doi:10.7326/0003-4819-125-7-199610010-00011

Cohen D: Rosiglitazone: what went wrong? BMJ 2010; 341: c4848. doi:10.1136/bmj.c4848

Kumar S, Rajkumar SV: Surrogate endpoints in randomised controlled trials: a reality check. Lancet 2019; 394: 281-3. doi:10.1016/
S01406736(19)31711-8

Kumar SK, Harrison SJ, Cavo M, et al.: Venetoclax or placebo in combination with bortezomib and dexamethasone in patients with
relapsed or refractory multiple myeloma (BELLINI): a randomised, double-blind, multicentre, phase 3 trial. Lancet Oncol 2020; 21:
1630-42. doi:10.1016/S1470-2045(20)30525-8

Koshizaka M, Ishikawa K, Ishikawa T, et al.: PRIME-V Study Investigators. Efficacy and safety of ipraglifiozin and metformin for
visceral fat reduction in patients with type 2 diabetes receiving treatment with dipeptidyl peptidase-4 inhibitors in Japan: a study
protocol for a prospective, multicentre, blinded-endpoint phase IV randomised controlled trial (PRIME-V study). BMJ Open 2017; 7:
e015766. doi:10.1136/bmjopen-2016-015766

NIHR School of Primary Care Research. What is Patient and Public Involvement and Public Engagement? 2023. https://www.spcr.
nihr. ac.uk/PPI.

GeiBler J, Isham E, Hickey G, Ballard C, Corbett A, Lubbert C: Patient involvement in clinical trials. Commun Med (Lond) 2022; 2:
94. doi:10.1038/543856-022-00156-x

Selman LE, Clement C, Douglas M, et al.: Patient and public involvement in randomised clinical trials: a mixed-methods study of a
clinical trials unit to identify good practice, barriers and facilitators. Trials 2021; 22: 735. doi:10.1186/s13063-021-05701-y

Davies A, Ormel I, Bernier A, et al.: A rapid review of community engagement and informed consent processes for adaptive platform
trials and alternative design trials for public health emergencies[version 1; peer review: 2 approved]. Wellcome Open Res 2023; 8:
194. doi:10.12688/wellcomeopenres.19318.1

Molyneux S, Bull S: Consent and Community Engagement in Diverse Research Contexts: Reviewing and Developing Research and
Practice: Participants in the Community Engagement and Consent Workshop, Kilifi, Kenya, March 2011. J Empir Res Hum Res
Ethics 2013; 8: 1-18. doi:10.1525/jer.2013.8.4.1

Zulu JM, Sandgy IF, Moland KM, Musonda P, Munsaka E, Blystad A: The challenge of community engagement and informed consent
in rural Zambia: an example from a pilot study. BMC Med Ethics 2019; 20: 45. doi:10.1186/s12910-019-0382-x

Council for International Organizations of Medical Sciences. International ethical guidelines for biomedical research involving human
subjects. Bull Med Ethics 2002;(182):17-23.

Kahrass H, Bossert S, Schiirmann C, Strech D: Details of riskbenefit communication in informed consent documents for phase I/IT
trials. Clin Trials 2021; 18: 71-80. doi:10.1177/1740774520971770

Daly TP: Informing consent to antibodies in Alzheimer’s disease. BMJ 2023; 383: p2350. doi:10.1136/bmj.p2350

Hung TQ: Surrogate endpoints: pitfalls of easier questions: Students 4 Best Evidence; 2016. https://s4be.cochrane.org/blog/2016/04/08/
surrogate-endpoints-pitfalls/.

Shabsog M: Surrogate endpoints in EBM: What are the benefits and dangers?: Students 4 Best Evidence; 2014. https://s4be. cochrane.
org/blog/2014/09/04/surrogate-endpoints-in-ebmwhatare-the-benefits-and-dangers/#:~:text=In%20simple %20 words%2C%20a%20
surrogate,0f%20having%20a%20heart%20 attack.

Treweek S, Miyakoda V, Burke D, Shiely F: Getting it wrong most of the time? Comparing trialists’ choice of primary outcome with
what patients and health professionals want. Trials 2022; 23: 537. doi:10.1186/s13063-022-06348-z

Sroka-Saidi K, Boggetti B, Schindler TM: Transferring regulation into practice: The challenges of the new layperson summary of
clinical trial results. Med Writ 2015; 24: 24-7. doi:10.1179/204748061 4Z.000000000274

Newling DWW: Issues with the Use of Prostate-Specific Antigen as a Surrogate End Point in Hormone-Resistant Prostate Cancer. Eur
Urol Suppl 2009; 8: 13-9. doi:10.1016/j.eursup.2008. 10.002

Savarirayan R, Tofts L, Irving M, et al.: Once-daily, subcutaneous vosoritide therapy in children with achondroplasia: a randomised,
double-blind, phase 3, placebo-controlled, multicentre trial. Lancet 2020; 396: 684-92. doi:10.1016/S0140-6736(20)31541-5

Shao Z-X, He W, He S-Q, et al.: A 3D navigation template for guiding a unilateral lumbar pedicle screw with contralateral translaminar
facet screw fixation: a study protocol for multicentre randomised controlled trials. BMJ Open 2017; 7: ¢016328. doi:10.1136/
bmjopen-2017-016328

Taylor R, Ciani O. Response to Wang et al.: Quality of individual participant data (IPD) meta-analyses reporting might need
improving but leveraging access to IPD is a more fundamental problem. BMJ 2021. Accessed 5 November 2023. https://www.bmj.
com/ content/373/bmj.n736/rr-0.

Danchev V, Min Y, Borghi J, Baiocchi M, Ioannidis JPA: Evaluation of Data Sharing After Implementation of the International
Committee of Medical Journal Editors Data Sharing Statement Requirement. JAMA Netw Open 2021; 4: €2033972. doi:10.1001/
jamanetworkopen.2020.33972

Esmail LC, Kapp P, Assi R, et al.: Sharing of Individual Patient-Level Data by Trialists of Randomized Clinical Trials of
Pharmacological Treatments for COVID-19. JAMA 2023; 329: 1695-7. doi:10.1001/ jama.2023.4590

Butte AJ. Trials and Tribulations-11 Reasons Why We Need to Promote Clinical Trials Data Sharing. JAMA Netw Open 2021; 4:
€2035043. doi:10.1001/jamanetworkopen.2020.35043

New Food Industry (New Food Indust.) 2025 Vol.67 No.12 727



