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FRICOWT

A HH 1%, EQUATOR Network 23424 2 "4 F 5 4 » D —2>T&H % [Better reporting of interventions:
template for intervention description and replication (TIDieR) checklist and guide; Z&HIFR - HEH L 72 b DTH 5,
8. [HEEXIZJE L (doi: https://doi.org/10.1136/bmj.gl687) IZ7 7 & A L TEHT 3,

E7R4 > & [Summary points]
O M ANANTERICAHIN TR I N T uE, EIRESCEEI, IRNENAZHERICEET 2
EMRTER

O N ADTESHIC 0 569, HRMICE T 2/ ADFLBDE 133 L { v

® The Template for Intervention Description and Replication (TIDieR) F = v 7 U A k L4 A FiE, N ADHE
DFEeME, 2 L TRENICIEMADORBIM 2 LI ¥ 57 ICflF I Nk

® TIDieR |%, FHHEXN ADOME ZWEN T 272012, & ChEE RO B2 %2 3T 2 7 ® 12,
ZLClEHRZMHL 20HEEPFH T2 LB TES

E B [Abstract]

AT 2 8RR R AR I N UL, BRESCEZZEHEIRIN T 2N AZEFICEET
9, MO F IS REZEER LD, ZOARICHE S WTHEIELD T ENTE R, L,
IR BT 2 ADFBRDEIZEH L RV, AMADHE DM, 0L TRNMADOEHEMEZ A E3¥ 3
728, B LM FRBIRE D 6 7 2 BRI 7% 7L — 7°%3, Template for Intervention Description and Replication
(TIDieR) F = v 7Y AL EXNA FEER L, TO7arRiciE, BETZF 2y 7Y A b EFZEICET
2RV E 2 —, HHBERZE L 20 OEBENZEMZF SR LD TV 7 7 4 FE, 8 LU SRV ONHIZHE
DEENTORE, BREL BN REHDTIDIR = v 7Y A b (BEFR, Blh, WS (MEH, A%
(FMeH, kg, 75k, B, W, &, 3%, &IE, GHmioRsE, EEROME) 1%, CONSORT 2010
(JEH 5) 8 X OSPIRIT 2013 A (JEH 11) ZIEBRL 72D DTH S, TDF = v 7Y A b IZEEARGERIC 5
ZEOCTWVED, TONA Y RFdH 6 W 5FHEVIE T A IETE 2 2L 2B KL Tw5, AT,
TIDieR = v 7Y A b XA PR L, FHEEHOHW LG, 2 L TENHEHI 2739, TIDieR = v
ZYRANENAFIZ, HMAOHEZLEL, FHICLINADOHRHOMEAL, EiiH LMEEICX 25d0
A, % L Catd i X A TEHROMEHEZ BT 5,
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Japanese translation of “Enhancing quality and impact of early phase dose-finding clinical trial protocols:

SPIRIT Dose-finding Extension (SPIRIT-DEFINE) guidance”

&4 [Introduction]

I ADFHE TR WIEIEE TH 52038, HIRYIIC
BN ADGBDOE X, HKRELTELIATS
ThH D, MACODVTREERGLBVBIARIN T
AU, hoWFEFIIIERARZ BB LD, 20
OO Z IR RIS T TH I LENTE
o, 5, AN ATHESTH, HIKRE, &
#, ZOMOBEREELZ, ZONAZEDLIIC
MERICHEIT REPZHMCTCE R VEF LR S,
ADFLRIE, 7 XV A 2R R
SOVKIETH 5, MM, BhEFEITmE &S5
His, BETOR R, BEmF YU vo Rl
RT3 T, G20 & BRI E 2 5 2 5 ]
W3 205, LIFLIEREL TS Z L, +47IC
RLR I N TV ARWI LD 5, EHERNADEA,
NADBRERBEHREIZONT, D k) RiHlApmE
ThH b, BIZIE, BEDHIHTTIE, PAALEEREIC
B9 % 262 tEDikBRD 9 B, ABARE O % 4
ICRMIEL TV Db T2 1% THho7 ", &b
BHECICRE L T BB, H5EF%E Thik
) THoOLD, 16% Ol TIXIEA O£ 5571
SABAMIN T, IEEVMN ADGE, M AD
FURDERMEIE LIFLIZS S, HriBE L Ea—
DIFHTTIE, EYINADTLD 67% H3i#El)TcHh -
7 DIZHT L, YA A TIE DD 29% Th - 72 2,
IR NZBE T 5 133 ROl 515 5 172 137
DNANZERR L LIREOUIE T, FHEHXL, £
EICHR, Bk, V= 7Y A FowTiseEbICE
BENTOEAAEDTD39% TH -7, FH
WEMEREZ RO 2 2 T, ZOEEGIE59% I
TERLZD, ZiUdFE A EDEREDLHIZEE D
TR DR NEETH B,

Consolidated Standards of Reporting Trials (CONSORT)
2010 AE Y I, BIE, HE 5 IcB VT, HHIF 1K
FEICR T 2 AICOWT, EHEIcED X H1IZ, »o
I N7z &0, B2 AREICT 2 DI 157
AR L THRE T HARETH L) ERBLT
W5, ZIUSEYRMIE D, I 6% 518N
LEbND, %< DY v —F)LH CONSORT
XL T2 b 5T, NAOHEIZAT
TTH B, ZOMEIE, FHEINEY) 2 E0E & (2D
L TWLRWI L, 2L THEWHEORESTIE
BERh->oTHREWLI EIc—EREL w2 Y,

CONSORT 7 BHIE IR O i 1%, JEFEBEAERY A
AT, BRI AN L o RED A T 2
) — DN ADFIBICBHT 2IRBA A ¥ v A& &
NTwzbobpz ™Y, W7 m b aloNsE
WB$ %4 A '~ A TH % Standard Protocol Items:
Recommendations for Interventional Trials (SPIRIT) (Z,
7’1k 2V E T B ADFRICB Y 2 HERERIH 2
WL ODREEL TV 2 Y, kD NI S 2
HATVRE, Z2DX) ALYV A% BAICHE
LIRS TH B, Fh7z B 1k, CONSORT 2010
FHDIH 5 & SPIRIT 2013 FBHO I H 11 245K L,
Template for Intervention Description and Replication
(TIDieR) LT 2F 2y 7 VAL ENA YV A%
TR L 72, Z4Us, AWM owaet, 0wtk
A2 LI 22 HIWE L TW5,

TIDieR FT v 7 )X M &AL FORESZE
[Methods for development of the TIDieR checklist
and guide]

F v 27U AFNDIERILX, EQUATOR Network
PRRELWMEDA R 74 VIRED - DIk
(IR A 12 HE > THFh 472 ', CONSORT i & 2
L—7, W)L, TIDieR #EZE 2 (PPG, TCH,
IB, RM, RP) %% .l 7, ZE&IX, BT 3
CONSORT F = v 7 VY A b & X OHE 5B & 7
BRFEDNHNAD T ) —DMEDTDDF = 7 1)
A+ 6, 34HHDEMY A Z2ERL 72, |7
W—TEF 7, HEROMIEN 5 BERIC & > TRES
NN ARG BT 2 b fgHz oW Tdh, mifE
BXOBAZ OGN REZfT>7 ETLE 2 —
L7 (ft8k 1 %2),

RIZ, WA OCEMTAG & FIERERERISINT 5 2
77 FOBIET V7 7 A KIC X 2 BB HHAET
B ERMLE, 197y PTlR, EEEAS
PER L7234 T HH Zh 200y, mi&F =y 7 VU R
MZEDBDEIDITONT, FHESMEICX->T
FEmg, TAlRE) T E Ly T, DWW ihIcqr
fliZdtzz, BB1 77 P26, WOPDHHEIZE
WA Z G MTh, 7y 7SN IEEIRE
29V FDLEDIZI DD N—TIToT 6T,
BV —=7121%, B 13EE (BFED 70% B
bWy T, F720385% DL EDY TihZH F 72138 &
Ly EEHG) & E4, 2 77y Fome ot
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BHEVPZWRD, ZhonHEHHIEF =y 7V AN
EENDZERSMNFIEAMSI N, FE2 =7
i, RO (SINE D 65% LA Las ThZE
FFEE L LHHE) o BHEEBEEN, =
mE, INoDEHEZHE M4, ThpE) T8

LWyt D WTNICEHET T 2 & 5 kD sz,
B3 70— ZICIEEHE O W 3EHE &G N TE D,
INGDHHICDWTE, 277y FicswTHl
BRicH T 2B R SN B VIR BRSNS B
MSMFIEAS N, W77 Fliz8»T, S
FREMEE ORE, HHEEKBUHT 2EA, &5
N7 a X v 2R T 52 L AHETH >
726

%w774%ﬁ®%m%<mn%) %, MADE

B9 2 WFSEERSCGE S, IR, BEfFo@E 4

F747@%% RE R GRBR I, W IRERER 0 B
Ak Z RO ks £ 72 3MEH A, BLUOY v —
FUfEHETH -7 (FiR2 X)), ShHE ik
BIRA—ILTY 2 7 R—2ADHE%Z 2 [MEfET 2 X
IS N, FB1 77y FORZKRIE 2% (n=
90) THhor, F1 7TV FESETL, H2I77v
RANDSNMEFLL I ANDARDF 2 77 v FICHEE
Sz, 277y FORZEEIL 6% (HFFH 86
“H 14 4) THol,

27 Y FDOTNT 7 A EFEME, 3HHED
Frzy 7V RAPRICED SR, PRREEICHHE S 117
IBHEHENHEETDO ISR 5HMmD 7 DITIRE
N, TIVT7 7 A FHEORERIE, 201343 H27 H
~28 Ho 2 Hi, #EA Y 7 27 4 — FChftshn
Teave Y ARETRE I N, S EI T RERE
o (FEE-Erxs) 2REL, WB R,
WMENA I A4 v OBFEICEI A Z FF2 1340
HMKBHE L, BRI OHRXOEFELETH L, &
wiE, MAMEICET L =20 mED,
BT T 7 7 A4 o FEEfEow®sE, 13HHE
5%5F v 7Y RANEORR, %o NICHRED
Al %2 320 7B 13 HH OMER A T B L a X v
F oG TN, 2Dk, HEHIFREEHIC
DLk L, SFHATAREEEE X OKEEHORE
WIZOWTEHEREL -,

DR, ZINEICF 2y 7Y A BRI N, T
EREDPKREINT WD Z L 2R L7, £/, 3t
HHEFE %2 £ & O - SCEBER S N, 2D, It
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AW DX % M L T 5 26 LOWIEE % W%
12, ZOXEZMMTICHERL, W22DHEHIC
DWW, X DFEMABHEITo 2,

NARBDT=HDTIDieRF v VA MEAHAF
DEH
[Scope of the TIDieR checklist and guide for
describing interventions]
TIDieR = v 7 V) A F DI KO HINIE, FEHH
MAZHBITE 2 L) Moaitfis cididd s 2 &
2RI ETHD, TOF vy 7Y RAMICIE, MTA
Z b % 72 0 DRARROHELEIHH 23 & T T
%, FHIZ, NAOBERICHEEBEbN 384X
BINERz R 2 0HDH 5,
'mMRwﬁﬁwk%ﬁu,ﬁkhawﬁkuﬁ
, RSB RETH D, 3
4@ NEFHABA 556055 7, EH, A

s, 72 b s (PICO) E\vo 724 AE@@%
FZHrEET B L, TIDieR IZHFZICEBIT BN A L H

REE BPET 25800 A L&) 2WET
2720DHA FELTIRADZENTES, ZDflt
DHEFE (EH, 77 FAL7%E) BXOTERNE
#ix, 7 v LA{LEERIC D TiX CONSORT 2010
% 7213 SPIRIT 2013 DIHH T, REWZE T A I
SV F = v 7Y 2+ (STROBE AW ™2 7
Y) THBEINTWwS, Z151E TIDieR = v 7
YA FO—HE LTHEHBEL TSN Twiwy,

F v 7 YARMIETZHEHHOERER, 47
L EHREFRTREETFZ KL T 20Tl
2\, Fxy 7Y A NOEBOEHE DD E
EDLZELARTH B, HlZAIX, e (HH 3)
t7maxx (JHH4) BT 2HEREHBEAT L
BTEL (B 3ce),

2D TH Al DERFRIZ, WPFRICE T
BEDIZ T 724 )\@—aﬁiwm ExmiHT 5,

XA A B X OPEH AL, FRICEDR A5 7
GN% L, DEHED T 71 I TIEA 3 TH 5,
ﬂﬂﬁﬁﬁn%iﬁi?%bﬁm, FHX, FEIfTAlBe 2
FNT, /it ARED G & R E O FEM S T, XFH
FHOSMERZ TN AZFELIRT 2082 H 5,
Bt D r 7 2 58I BR 5 2 L id, Bl
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% 1 Template for Intervention Description and Replication (TIDieR) F v o U X MIEENBIER : NAZFRY
BRICEDBINEE R, FT vy )X MERERICE EESLUERED SXIEROEHEFIE R T cHDMHERIT
SNTWS (T8 3 %BH8),

BHEES =[]
57827481 [Brief name]

1  NAEBEAT BLMEE T L— X05h [Provide the name or a phrase that describes the intervention]
B [Why]

NAICARAIRIZEROWBHL, EHm, BZD5EH [Describe any rationale, theory, or goal of the elements essential

2 . .
to the intervention]
AA [What]

BR: NMAIEREINNER K IFERER (BB ICREINZED, NADEEE IEN AREE
DHHEICFERETNLELDZEE ) O, bbbt T, BEHDOAFE (VT4 48, URLELE) ICET S
3 1% ¥R D 32 /=~ [Materials: Describe any physical or informational materials used in the intervention, including
those provided to participants or used in intervention delivery or in training of intervention providers. Provide
information on where the materials can be accessed (such as online appendix, URL)]

FIE: NAIERAENFIE, E8), H5TICTAERICDWNT, ZEPHYR— MEEIE S8 TELih [Procedures:

4 Describe each of the procedures, activities, and/or processes used in the intervention, including any enabling
or support activities]
1R [Who provided]
NARBEDOAHT ) — (fFl: NBFEE, BEBF) cLlc, FPME, BE, BLUZRHREEDNL—Z2F
5 [ZDUWNT DEEH [For each category of intervention provider (such as psychologist, nursing assistant), describe

their expertise, background, and any specific training given]
FE [How]
NADREAE (WE, V22— v b PEFEEEMOFE) &, BATREINDVIVL—TTREINS
6 HDa2ak [Describe the modes of delivery (such as face to face or by some other mechanism, such as internet or
telephone) of the intervention and whether it was provided individually or in a group]

357 [Where]

NADMTONTZIBFADIELRE (B > 7 I PBEET 25 8x 58 ) DEcih [Describe the type(s) of location(s)
where the intervention occurred, including any necessary infrastructure or relevant features]

BEHA - 48 [When and How Much]

NADEEENEHS LCHEEICDOWT, Ty yarv#k, RV a1—)b, Sy ra> ol G50
8 ICNADIBE X 21318 5 8% 58 TEEih [Describe the number of times the intervention was delivered and over
what period of time including the number of sessions, their schedule, and their duration, intensity, or dose]

HAZ A X [Tailoring]

NADMEANL, ERFERAZE, £IEBRR SN2 Ch o BE, A%, G, LD, EDK S ITiTofehDaEER [If
the intervention was planned to be personalised, titrated or adapted, then describe what, why, when, and how]
ZF [Modifications]

MEDBER TN ADEEEINLIZRICEITEEEAR (NE, A, B, AZE) DR [If the intervention
was modified during the course of the study, describe the changes (what, why, when, and how)]

EDFZE [How well]

FHE: NADETFTEIEERENFMEINBEICH TS, TOFMAES KUFHEEDER, MAT, &
REEZHEFLRIEALEELOHITAVSNTEEELAS 215E1E, ZTDOARABDEE [Planned: If intervention

adherence or fidelity was assessed, describe how and by whom, and if any strategies were used to maintain or
improve fidelity, describe them]

R NADETFECIEBREDFTHIMENTCIBEICHITEINADLTEE S Y ICREETNIRREDEER [Actual: If
12* intervention adherence or fidelity was assessed, describe the extent to which the intervention was delivered as
planned]

7

9

10*

*Fry )X MHATAONIVICH LTERTNTWSESEE. INSOEEIFEEZ O M DIVICIEZEET . HET
THTHEINIBERTELEL,
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x2-1 EBLAICET 2EEXH—&

EHE

Gallagher LTQ, Hill C, Keamy Jr DG, Williams M, Hansen M, Maurer R, et al. Perioperative dexamethasone administration and

1
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32 Bieri F, Gray DJ, Williams GM, Raso G, Li Y-S, Yuan L, et al. Health-education package to prevent worm infections in Chinese
schoolchildren. N Engl J Med 2013;368:1603-12.

3b Butler CC, Simpson SA, Hood K, Cohen D, Pickles T, Spanou C, et al. Training practitioners to deliver opportunistic multiple
behaviour change counselling in primary care: a cluster randomised trial. BMJ 2013;346:£1191.

3 Ekeberg OM, Bautz-holter E, Tveita EK, Juel NG, Kvalheim S. Subacromial ultrasound guided or systemic steroid injection for
rotator cuff disease: randomised double blind study. BMJ 2009;338:a3112.

4a Koning G, Andeweg C, Keus F, van Tilburg M, van Laarhoven C, Akkersdijk W. The transrectus sheath preperitoneal mesh
repair for inguinal hernia: technique, rationale, and results of the first 50 cases. Hernia 2012;16:295-9.

b Hijazi R, Taylor D, Richardson J. Effect of topical alkane vapocoolant spray on pain with intravenous cannulation in patients in
emergency departments: randomised double blind placebo controlled trial. BMJ 2009;338:b215.
Reix P, Aubert F, Werck-Gallois M-C, Toutain A, Mazzocchi C, Moreux N, et al. Exercise with incorporated expiratory

4c manoeuvres was as effective as breathing techniques for airway clearance in children with cystic fibrosis: a randomised crossover
trial. J Physiother 2012;58:241-7.

4d Zurovac D, Sudoi RK, Akhwale WS, Ndiritu M, Hamer DH, Rowe AK, et al. The effect of mobile phone text-message reminders
on Kenyan health workers” adherence to malaria treatment guidelines: a cluster randomised trial. Lancet 2011;378:795-803.

e Huang SS, Septimus E, Kleinman K, Moody J, Hickok J, Avery TR, et al. Targeted versus universal decolonisation to prevent
ICU infection. N Engl J Med 2013;368:2255-65.

5a Doherty T, Tabana H, Jackson D, Swanevelder S, Fox MP, Thorson A. Effect of home based HIV counselling and testing
intervention in rural South Africa: cluster randomised trial. BMJ 2013;3481:1-11.

sh Tiernan J, Hind D, Watson A, Wailoo AJ, Bradburn M, Shephard N, et al. The HubBLe trial: haemorrhoidal artery ligation (HAL)
versus rubber band ligation (RBL) for haemorrhoids. BMC Gastroenterol 2012;12:153.
Wiles N, Thomas L, Abel A, Ridgway N, Turner N, Campbell J, et al. Cognitive behavioural therapy as an adjunct to

Sc pharmacotherapy for primary care based patients with treatment resistant depression: results of the CoBalT randomised
controlled trial. Lancet 2013;381:375-84.

5d Kaner E, Bland M, Cassidy P, Coulton S, Dale V, Deluca P, et al. Effectiveness of screening and brief alcohol intervention in
primary care (SIPS trial): pragmatic cluster randomised controlled trial. BMJ 2013;346:e8501.
Thomas S, Thomas PW, Kersten P, Jones R, Green C, Nock A, et al. A pragmatic parallel arm multi-centre randomised controlled

6a trial to assess the effectiveness and cost-effectiveness of a group-based fatigue management programme (FACETS) for people
with multiple sclerosis. J Neurol Neurosurg Psychiatry 2013;84:1092-9.

6b Bojang K, Akor F, Conteh L, Webb E, Bittaye O, Conway DJ, et al. Two strategies for the delivery of IPTc in an area of seasonal
malaria transmission in the Gambia: a randomised controlled trial. PLoS Med 2011;8:¢1000409.

6 Ybarra M, Bagci Bosi A., Korchmaros J, Emri S. A text messaging-based smoking cessation program for adult smokers:
randomised controlled trial. J Med Internet Res 2012;14:e172.

6d Kessler D, Lewis G, Kaur S, Wiles N, King M, Weich S, er al. Therapist-delivered internet psychotherapy for depression in
primary care: a randomised controlled trial. Lancet 2009;374:628-34.

6o Chumbler NR, Quigley P, Li X, Morey M, Rose D, Sanford J, er al. Effects of telerehabilitation on physical function and
disability for stroke patients: a randomised, controlled trial. Stroke 2012;43:2168-74.

7a Halterman J, Szilagyi P, Fisher S, Fagnano M, Tremblay P, Conn K, et al. Randomised controlled trial to improve care for urban
children with asthma: results of the school-based asthma therapy trial. Arch Pediatr Adolesc Med 2013;165:262-8.
Van den Broek NR, White SA, Goodall M, Ntonya C, Kayira E, Kafulafula G, et al. The APPLe study: a randomised,

7b community-based, placebo-controlled trial of azithromycin for the prevention of preterm birth, with meta-analysis. PLoS Med

2009;6:¢1000191.

198 New Food Industry (New Food Indust.) 2026 Vol.68 No.3



Japanese translation of “Enhancing quality and impact of early phase dose-finding clinical trial protocols:
SPIRIT Dose-finding Extension (SPIRIT-DEFINE) guidance”

x2-2 EALEAICET 2EEXH—E

ZahIEER
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5DNY) L= a d#EYRF =y 7Y A MHEI
RLELT 2 MDD B,

WA D AR DY v —F L TlF, IR EPES
%E) XD, TRTONAERE FEHRL (A
MO T fE R EZ G L TR AHY) ICE&Hb L
DTERVEANH 2 L 2FBHRL TS, 20k
&, TIDieR ¥z v 7Y A MICXkoTRDENBIE
Wik, BEEwCCY) v It v oA CHiRE
KBl 2ABAFE A D 70 b a)L% 2 DA 2NBHFT i,
Yz 7HA b, RGO GRTTOHE S 1
ZUHEED S B, FHHIE, TEHR LN TEMDEEM
DERBELFTEWRLTLE B ThL—=v 2 =
ZaTNDE T A NEE2) Twww... TAFATHE
FEEEABIEAD 70 b aicidiy &2E), 7=
7 A b CHAE R 1R T 2 541k, R -
THZEDH 5%\ URL AR TH 5,

TIDieR F v 7 ') X b DFHEA L F¥H
[The TIDieR checklist explanation and elaboration]
Fry 7YV AMIEENLZHARRTIIRINT
W5, BELF =y 7)Y A MIME3 XIERI N
TW5, 7, HE EHEREDFLATE % Word il i,
EQUATOR Network @ 77 = 7% 4 b (www.equator-
network .org/reporting-guidelines/tidier/) #>5 AFTE
%, FHHOMREH &, BN WEH 2L ICRT,
WO G SRR 2 ICFl#ES N TWw 5,

HE 1. 8GR TAZHBIT BT ET

L—XEgit

[Item 1. Brief name: Provide the name or a phrase

that describes the intervention ]

Bl

® la Hi[n]-- X ¥ X &V v Db

® 1b. HRIEH)IC X % 9 D DIEHE (TREAtment of
Depression with physical activity: TREAD) %%

® jc. HOEMZMRMET 2 FHEMIBED A v 5 —
F v FRX=ZDIME ) A7 FNFEH 7075 A

BREN : A DR,  F 71X 70 BHH % WHRE 1 Bl
T52LT, MADHEEZESIGRNTE, HUMN
AT 2D HEFE~DY Y I BKSF D, I
A% (B 1a, 1b) ZEL#E L, WEEEPUHTEELH 5
el CEi (B 1b) 252, NMADREMZ A
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i L 7 fii e (1~217) 3 (B 1c) 2k %,

HE 2. Bl N AICRRARGERORY, Hw, B

(ELOERRN

[Item 2. Why: Describe any rationale, theory, or goal

of the elements essential to the intervention]

Bl :

@2 TXH XYYy (10mg) /X7 7AIL,
FiUAEME QYRI5 15~20 571 F 72 (X MR 12
LI NI IEETIE, PUAEERSIC K-
TaEFE S N MDY < BB T D RIE 2 5
FRIL, PERARO L L ZAHERD 2
ZEWREINTWS [R2EEHSH],
5 DMK TIE, TXIRY Y Vi EOHIHRAESR
12 X B AHBIRE DS, BB O RE & FHEEE Y
BEREDW 2B T 2 2 LRI hTwd [R
2 SE S,

® 2b. FELIPLBEERE O H OB, X D REBHEE
nier7u—F, BEOEMEORM, 2>v 775
A7V ADN IO, FuBEEE L OB
DYEEIZ D735 W[REED D 5

® 2c. FHHEIfTEIBIGRIE, A7 077 LA THRE S
NI & S ARTRE O RBVEN N T, T 7%b
GIEHREE & RSB, TBIRBLE, kX
ORI S U7 ATEHIENIC D W CTERZ Je it L 72,

@250y YERLIMAIEK, Vv
MREVIEEEHNHEICE > TIHFEINITLK &
52 LR [(R2ZESH], @ O E
DI KK 27:DTH 5,

FRER : A DIERE & 7 2 BERIOIRAL, HiEm, HE
FREME RN AORINEE " 2505 2 LT,
EOBEHENA T a v EIIMENTIE R S HET
B 5D NDSPFET 2 DItsio, FlzZi, 3
HEAACHERAZ NS A e rotalx, MADE
BB TH b, HETIE R WATBRIED E W 72
b, TNEHET BT, ~HOWMEE T,
CERIRSGT ) & w) HEEDFER SN, HMAND, §H
RAOFE BRI B T & N 2 gD & %
RaZEL, ZN00AEMEI N5 LA AN &
219 N ADERNRSY OWEAE 72 1ZHEE S D AE
&Rz 5dih 4 2 803 H 5,

Bl 2a 1%, MEEEBIE R OBROIC LAY IS 2
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TTXH XYYy 2y 2 02 L Tw5, 17
RSN & TN A TIRELRTE A R 72 2 5603
H2H, HEAFMIFELTH 2, MADKREZD
BN Z T, ARSI 2 (IR 2 & L BERR A AR L
WD BT AZ BB 5 C L bl Th 5 AIRENE
D3 % (1 2b, 2¢)', S ADEE AR ORI,
RFICIFFHTH D, SEIC K 2N ADZAENIC
Bldd 28556035 % (B 2d),

IHH 3. NE (BR)  NAIERINHNERE

fIBRER EnEICRMEEINLED, TADE

BEEREINARBEOHEICERATNEDZS

L) DFE, HHOET, BHOAFE 271>

f1#%, URL7&E) BT 2B HMDERT

[Item 3. What (materials): Describe any physical

or informational materials used in the intervention,

including those provided to participants or used in

intervention delivery or in training of intervention

providers. Provide information on where the materials

can be accessed (for example, online appendix, URL)]

il :

® 3a. HEH Ny r —PICiF 12 oSG £
T Bl BB A, HETDT 4 AAy
Pay, WA LZZbD MU A RS —
DGR (i 4 X OMSH), B TKHEA SN
TeFBEBRA Yy =P E LDV T LY D
fifi, 2L TAye—yoifbzHNE L7k
HiE X OMEL a2 > 7 A b A3 S a7z - Bhij&
NEJM.org ¥ 7213 [URL $2it] 7> 5B JRETH
%, NBBHAGRETIC, HAAOIMEY —27 > a v
7oA S 1z (GEfIE NEJM.org TAFAHE 7
7'a b anzhEd).

®3b. MAREE, F—Fv 7 T4 7RI A NEH
77 NEFENITEMER AT ) T
WHE7a 77 L2Zii L, 2O70a7 7 LT
i, FHERFIEIR—F 73 ) A1 E#HD
EIGENCIND M 2 L2 B, MANRE & WHE
7'm 77 LOFE, [URL, v 27 A ¥, /27—
PRt Iciif S nTws--Ry 7 2 1 TlE, B
7077 L DORIREFITOWT XD FEA 223
HZRL T3,

® 3c. NJEjr) #, JBIE T HKELIC 2 mL (10 mg/
mL) DrY7s>/uy (Fra—+T, 7Y

ARV AX—=—ZARA7A47) &5mL (10 mg/
mL) DY FAHAL Y (Fvuahfy, 7AL
ZXRA) OEBFREIA FTEFEZT, BE
#8124 mL (10 mg/mL) DHEERY FA A » DA
WIS %321 72,

fREN . MADSERLFHICIE, HMAD—BEE LTl
JH S k4 2B ERL S X OEIRERHZ DWW T
AL T B YD B (HZERIEE L, AT
2 A DFLHR D e WE IS X 2R EH I N TV S
BarkE, EE, ZoidixEEngw), TA
BHEHE, NMADOTH TR D —BRIVICRIEL TV 53
FEohH2 Y, TOFERY RN, LY EICnhBEL TH
Bl ST 2d0LAaBTIENTES, J1UC
&, snE RSB (B 3a), i ARMEE
EEHLZZ L —=v &R (] 3a, 3b), fHH
N7 AR B ER £ 72 XSRS & 2 o #LEEE (I
3¢) BEEND, ALK ->TIE, BERETFIE (H
H4) 2 —#I1cild 4 2 2 E BRI EDH 2 (H
3¢, 4¢) WHRPETELVEMEI T/ L T—X
HOSCTHHTE R LA, BRE2RMET 200
REEA 7 av X2 EHL (W2l
DWWk 4 X A2 S W), AFROFEM (f 3a,
3b) &R CRAET 2 0HEDH %,

HH 4. WE (FIB) T AIEREINIFIE, &S,

GoUICTOERIZDOVT, ZEPYR— MESHD

2HCESHR

[Item 4. What (procedures): Describe each of the

procedures, activities, and/or processes used in the

intervention, including any enabling or support

activities]

i :

® da. ESTHTIEIE AL ETUIBE R X, ERERRTE T T )
TEMTE D, BIFEAPECRES 272012, b
BF» 581 ecm EIZ5 cm DEMYIB]Z 1T, Hi
IEIEFE & 2D T ORI Z YT 2 (KR),
it 2 WIS ER G| L 7242, DIEEEEIR & Bk
ZREL, FBRICHENCZELT T 5,

® 4b. - H = 2 — LI AICHE L 2R & RiE L 72,
BRI ICHE Y, 20 oK E 7L a—
LR CIRE, RSk, 208K, FEMEHS
312 cm DHEEEL S H D HTENT AT L —
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%, ZzoWrEzH YT La— L oRE, 5
WA= a— LAz L 2, 2 7L —WHE
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® dc. - HAAPE L ORE T T, SoOMOER) 2 3
Mg L 72, 451 BRI, BN a x> 229,
PEBEABE BFESY), TN TR —F—TDHA 7
Yy 720 TR ERTwhk, TLITRA—F—
DI, 20DV A 7V v SIS SINE O
WE DI EAT 2 X ) IS N, F1
MR bH vIg, BEBEMZHGZIRETD
R & X OV IRE R o0 WP A e B N, 7 P A
B, PR IS &R O 2 B n L 72, Z
nNeD7 )77y AR 15 FEIch > TH
MaL 7z, 852 WK, 1 2o A Ly F% 50
MOIRL, Zof, Eidod X IcHUNEE
Z 15 MR DR L 7, B3 WML, NSk 7
VAR VTHERNICS y 7T B ETh o7,
2oy v o 72 0o R— L E2 T TX vy
FLEPDY Y/, ZLT1IOBDO MR
NTeFR—=—NZHLER6DY v v 7 THEI 1
TWwiz, 20, 1.5 FHOREIE M Thiti,
Z D%, 40 FEOWEZPRA T,
® 4d. M ABEDI KB I HED 2 BRI FHE 2 E
12, 27V TIEGIEBICBET AT X AL X vk —
e ABMREIN-FEh X v -,
FZ=T7D2 7V TICETRERNA P4 v
g~ =27/ [R2Z2ERSH] OHESEFHIE
/oL DTHoT,
® de. BIYHIHENIL, WWEISGEILE)Z 123 2 Bk
BltkoTHEBIN BN 2 =27 —
avFrrRABPEHIN, iz sv—7"
HEDarvEa—FR=—2D L —=v7E
Pa—nbk, BINV—TDEH#EAY 72D
HHOEFXEHER G N5, FRERE
DUTHENTWBEICIE, Z7ar~Fs v iag
RAFE AT ARICET 288 L —
v Mt BERER, AV v 7T
vk anLoFFEMicoOWTEMT 4L, Dl
ELVREIHZ Lz 3, AROBEE T T,
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A, FEME, ESF, X ORI R P R
WCOWTEELE) o, 2 &b HIic 1,
IN—THEDa—F v rEEREE T L 7,

BRES : MARMFE N ED LI T v A, [EH), F
7EFEZET L 72 25dihd 2, Aol > ED
gzt &, ZOHEHIZLIED THE 27
vavzeil, S AME (TMEL) DBERT 25
&, 2hszHeTimzir) »zdily s, '+
Wy 1%, ) RE-HOFHEZHTHERH D (W
3¢, 4b), —DIE, FHHBICHEN S 5 HEE
<, BlZIE, MR, moft, BREroOREE, R
WE XM 7, FEEBEONBIFM O M2 &G
FN s (Bil4a), vt R FIZIFEHOHNIX, FET,
A7 — = 7 SEBIFE R, BT, 205, 6 v > a
v (Bl 4c), HEEGHEAE (Bl4ad) B EH B, —HD
N, BRCEMR AT, MAZABICL7ZD K
BLED T 22018MDIEE) (508 clddHE
MaVEE) & WX D) DI a0 D, i
SICOWTHFERT 2 46503H 2 (il 4e), FIED
TRTOSMEFIH L THRC TR BWEEDNNAZ
W1 2 HEOHMIc oW, HEH9 (hAY =
A X) IR I N T3,

HE 5. RHE  NAREEDOHT IV — (] : 03

FE, BEBF) cLic, BN BE, BLUZ

WFRED FL—Z2JIc oW T gk

[Item 5. Who provided: For each category of

intervention provider (for example, psychologist,

nursing assistant), describe their expertise,

background and any specific training given]

il :

® 5a. T DEMNHURTIX, R EWEEL 728, Kk
AT T —DARBNREL>T, T, B
WRROFMER LIcktEz Ay ve) v 732
CERUEMICEY CIE B v EEZ SN TV
72DTH B —H T v T —DFEERAEIC T,
12 SEM D ERBEF OE 1, S Mg~ D JafE,
HiIIEB DJEIEZ E3E F N T,

® 5b. Z OFAIFfEEC, BEADNBIEAN 2 TEH L,
HRWIH D B d, X — A — 37 SERTIC
Pl LD SPIDIREEIC X 2 Ttz 152
LML T, RWIZRICSINT 2 40 RHE
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FeH, ZOML—=v 7 EETL, HEAD
SMEFRATIC S BILL Lo Tz A L Tw3
B D B,
® 5c. 7 YA NI REEEE R BRI
(CBT) 7 EA L —F =250 % LY
1| HoilgIcRb L 2tz 2, kv ¥ —7T
B L 72 CBT A — /8 — 34— & A BB %
Z\F 7z A%, NHS DY — B AT < A%
ZRETZ21HNADN=F+ P4 LT ERPIC
X o T3 oD% THEM I 7z [T 2S5 CH
2], 11 ADEF7EZX DI B 10 N,
PR IS 39.2 0 (BEHEfR A2 8.1), 7 YA b
ELTOERGREBIZ Y 97 4 (BEHEMR A 8.1)
THhot1l ADEIFIERA DI B 9 ADBNHTA
D91% %FEEL, ZDIANDEA, EIERL
1 NS Y DEERIZ 13 A(6%) D5 41 N (18%)
WM ATZ,
® 5d. - Fllif 2 R - HHEZ VT, fi% 747 A
AN V) T RFEKRL, T—7ICHE
L7, Ao v ) vy 7oL, TEHERD Y
YRV v iR [R2SEMSR] 2w T
MERR S 7o, B BEME (3 DS L 7 HIKET
i ic X 23EfiEM a2y ATk > TAE
Zii e L7 EERFE DAY, KiBRICB W TS
FGATATZANAT ) VI BEET B L
DK I Tz,

BRER T ARRIERT ) &) HEEE, N ADRE (61
ZIE, MAZZEHEIRMET 5, FLEREDS A
7 mFTT ) ICHEDBG L 2iE T, U,
PALE OB AR Z Ofh O Rl (B 52) 23/ A
DFGFNH B 2 5.2 5 WaelED3H 2 IRPLCHETH
%, T ) NE EELREICIE, NMAORMEE
TAFFATICBIG L iR E o %L, 1% S o= o
Tt (B2, B, kL, RESRHE,
B U 72 ), BUIEH ICER I N DR ED
A XV, HEHPEER, B X ORE, BN 2®
FES N7 EH D, ED X ITHGEES L d, Wi
A (B13b) B L/ F 2 30F% T (B 5¢) 1CEt
FATHRMEET 20D H - N ABAE BN L —=
v 7 OF, A ZE BT 2 A8 23 H N Gl X
7o (Bl 5d), FEMELEEZELTCE=SY
7E N, BBHBAEL T3 LAl S Nz HiZ

Sz (Blsd) FREBHEFL—Z SN
7o DE TN R T % 2 Do fEHIC I,
REFEFOLE OB L L T AZIT> Tk
PEI D (B3b), FRIFHFEDHITHRAEE L L
TRMNCERH S e £ 9 0> (Bl 5¢), HFFEo—EBR
ELTHAZEMTT % 72 I B I R IC 0 9 %
RIS bt h, 2oL ey T 4
TR N 89 (Rt GEs, 20N
%), BIONAZHIT 270122 D X9 ki
FRFA vy T 4 TRRELEIDPVEENS,

HE 6. 5 : T ADRMAZE @, 102 —%v
FPEFEGEMOFER) &, BAATRERHEEINLLT

V=T TRET D DR

[Item 6. How: Describe the modes of delivery (such

as face to face or by some other mechanism, such as

internet or telephone) of the intervention and whether

it was provided individually or in a group]

i :

® 6a. v oa vk EAERES L, 6~12 A
N—T7TiEfTING

® 6b. FEHNIL-- (BIEET-ELDOMEHE) Ly Fxv
PF—LDRAN—=IZ Xk o THEI N F —
LAFAFEN 2R L 7

@®6c. TFAMA Y=/ ATHSSMS ML
1, S ICEM 2SR T 2 AX V2 gt 2
CEtzHWELZZ6HBDBHD X v 2 —Y %
REEL7, Ay 2=, BRYOEEHDS 2
Hig L 7 Hig 2 b &, BEINISRE S,

®6d. AV IALTTIRZNS T SNHE E X T
EAMFaryEa—FIcAHKTXA N2 AN
L, Ave—S3MEISEES R, box5F 47
Pasa=F—varFRIIMFEHING» >,

®6e. il EZI T AY Y MICk B 1R D
Hgiiil (7L Edi) 3 -2 i X 25
AR v =2 v 7534 204 H O -5k
IR MKk aEADE=Y Y v, EHFE
7 EA L ESMEM O EFE N AGEEE S 1]

FRER : MADS—IEIZ 1 ADBINE (AR AR E)
Rt N0, 20 EBEBOSINE IR
NrDprZWHE L, ZOLEIEI N — 7T ORIBESLH
LT3 Wlea), £/, WHTREINTDD (H]
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6b), JEbE CHAE X 17z D D> (B 6¢, 6d D X I ICHEEE,
WH, EFA—IL, f ¥ —%v }F, DVD, <A
ATAT7X v rRXR=vixl), b250IEEED L
ZHAGEDLE DD (Bl 6e) IZOWTHEDT 3,
MEIZ)E U T, e 2 BiAG L 72D d (B 6c),
vy arBSWHRTHoT0E S D (B ed) (Hl
6c), % L CHRESMCATIR 72138 % 5.2 2 1]
MDD H % Z D DIRMEETTEIC O VBT H AL T %,

HE 7. %P0 : T ADMTONTIGFROERE (BWEEA

VI SPEET R EEE) Dtk

[Item 7. Where: Describe the type (s) of location

(s) where the intervention occurred, including any

necessary infrastructure or relevant features]

il :

® 7a. M BIXOBIEIIRE TAXR—H =73, i
BEDMERITE ) HICHERNIC X 2 EEEBIZHREE
DT OITEBATIE T S 37z - R 2 VB DS
Wb B OWHICHEH T 2 7200 FHi#OEMD
BanHEOHBICHT 61, WHEOREHRIC
(3@ Y 22 8% G TR R S e,

® 7b. %7 A FEIHD 3 DDERELE 1 D DEHINL
RODRERT 7 ) = v 76 LEDFEE I - §E
Alix7 VU =y 7 OE T RSN/,

® 7c. - ERERGABROSIE X, £ 77 FD
AN 2 3 DO (a—v 7 4 —
VDTS, 7 v b DR AT, vv R
YDZ 2= LD IS, 40DT
T4V 7 F A PNTHEEINLTY S Xl
Moz, WHEEHIRh, BBk R £
E TV 7RREZREL Tk ot, T4
774 v Ry b (A EREG) Lt
vy —ITEERE S LRI 72 1 TR, BIED
HIIc B TR 7 & LToEd 2 I1ciE A+
TTH-oT,

® 7d. 7 7Y AEEETIE, RICENEETIE, L&A
EDHENRHETITON T W 5 5 13k 2
Fig L, kb ds X ORERRIC 5 MO SKIEqG M =2
T2 ET7hY 27 —IZMEUHBIZHAT
Wiz, SO TFRLZ T 5 720 DIFAH 2
FER—RINTH o7 AT vt T —ITE HEEH
PTvYRMoNnT--

® 7e. ZXiclE, TIk7ANVFI VY FETANT
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v FIRIE O BRI o £ 2R, SEInk
Ry JAREGENTED, E&HE it ®
BHLTEA~D T 7 A Y, —RZEOBHE T
2l Z L T 5,

R . oW T, SEPEEI N, 7%
DL I N/2D LR CBTTHADFEfmMI 5 Z &
NHh, ZoLE, MBI EELRCE TN
TV RN D 2 (B2 1F, Rz HE 328
£5? CONSORT 2010 FHHDIEH 4b 72 &), 7272 L,
WA DG I b iga1E, 202 & 2HE
TLMENDH 5, &b HEML L LTI, BT,
ZhnFEoAE (B 7a), HiledE s AR,
B (5l 7a), ARRZEEIT (B 7b), ABERE, 7
FGFTOMAGDE (Bl 7a) &, HIHCBET 3
FHECE 72 3R, A ADFEMICEIE T 2856030
D, HAT2LEBH 2D (Bl 7e), WIZE, H (H]
7b), WWBEEIEZ T T4 =) 7O (B 7c),
NINE S E 7 IFFANERIC X 57 7, EEE, ~L
AT T AT LOFEM,  F 7 AXREE DR F 72 136
MOF AR (B 7c, 7d, Te) = EDBFET NS,
IS ORI, A ADOEBIAREY (F7d) i
HHF L IISMHEOMTF R E, NADI TS F 724
B R JUETHREME DS B D, A DB ELZ Gt
LTWwWBANICESTEHEETH S,

IHE 8. B - SR : N AD RS NI EEES K UH

MICDWT, Evoar#, REATIa1—Ib, &

vy aVOME, GOTIKNADEBEXIFRE

B Z&H e

[Item 8. When and how much: Describe the number

of times the intervention was delivered and over what

period of time including the number of sessions, their

schedule, and their duration, intensity or dose]

-

@8 T RXYVALME g & 10T THETEL,
Z Dt 8 I T T 1 g ZHIRNETET %,

® 3b. iAID SHRIE 1 HSEDT F AP Xy t—
PEZIFIY, %Dtk 26 AR IZHE 3 WD T X A
Xy —=YEZITH S 7,

® 8c. ---24 ], 3 [MlDJEB) 2 Hii L 72 --- SN
15 roEE > SBHIG L, 8 H X TIZ 40 43I
HeLz-8ilH» 6 24 HOM, A%< Ld



Japanese translation of “Enhancing quality and impact of early phase dose-finding clinical trial protocols:

SPIRIT Dose-finding Extension (SPIRIT-DEFINE) guidance”

Biz1mE, Fry FILodEE B30, b
Ly FILVofEfiz kifs 2 e, EEmLe
5K )ilAT, HITERD & 2 S 13,
R KRS 2 L)L FCHEEI T 2 X 9 B
L7z, RO SIN#E 1, RV 73RN
J£ R (Borg Rating of Psequently Exercise Scale)
TI2~14 DL~V ETHEIT 2 X)L 7 [R
2 ZE S,

® 3d. - AR 8 D &, ko B Tl
LIRE DX v o a v 2 5ok 8 M S0 L 72,

BRR : o A TIRRH] - A, ISR L TR E D
I, NMAOREEICk->TRE S, MAICE-T
&, bk b b EELR D DD 5, HlZIE, 3
YIN DA, BEREAT Y 2 —LPEETH S
CENELH B Hl8a), %< DIEFEMIN ADE,
AD THERE, W E ey a v ETHIE NS
(f51 8b, 8¢c)., HEL v a3 v DHADEE, v
PavDRTY a—NVbETH L (Hl8b), 7,
yvavi, A7r¥a—n, BXON/ ERIFME
DIEE STV 50 (B 8b, 4¢, 6a), L—IITHES
TEHETELZDE ) D, BHTELYLHEZDOL—
VONELHETH S (B 8c), A IFMEAD
TN— T NDHADFHIEIZOWTIE, THH 9 (FH%)
THLLIMHT 2, oAl TiE, TRHH,
DIFERDO—HE LT, BhET 2= L 72/ A
DYA IV TICBHT 2RO EE L R 255030 %
(B Z1%, W, ROOIER, F723EELRFERD)
5 ED L 5o FEE L TH ADBHLG S 17z
72E) (Hl8d), TEIEH 12 THHET L LI, &
B DIFEERCZT T/ AD THHEE ) £ 72 13 G4 1,
HENINRERLDIG00H 5, ZOFMIE, W
W, WROX 7 a v CRBTIHENH DL (H
12a~c) .

IHH 9. HRAAZ A X : T ADMEANIL, EXPEEIFAZE,
FRBERETNSHETH - IBE, Az, GE,
W2, EDLSICToeh D

[ITtem 9. Tailoring: If the intervention was planned
to be personalised, titrated or adapted, then describe
what, why, when, and how]

i

® Oa. /M ARRICHID T o N BH L, BHPIRR

BERE B 7 1 77 LchEwy, 7 v ¥ Ll 63,
1038, 1438, 18 HHICEMOBZEE 22T, It
ZHERAL, SIS U CHEMcEEI N T
T R L R A EEE] 12t > TIRRE 2 1%
L7z,
® ob. EEFIIMEVESE T S = FH A RAFi 2 21T
TN A R A BRI R O TR BMI IS U C R
I, BEFCHEERZMEHT 2D TIER S,
BMI %5 35 D 54513 150 cm D 2N A 2% R % fifi
L, BMIZS 1 BBE L3 2L 12N A R A% 10
cm TOMIMNE 7,
® oc. ZNIIF X 1 rm (RERAKERE) D 50% 256
HENZ G L 72, RO SR, SnES 1
m?D 80% #HE L TEL LIk L EFTHERZN
L7, ERlFEH 1 m I EIcflEIn, HHE
WU T, HERGEHB) TR 12~14 ([T 5 X9
IR X e,
® od. M T 2 BREN 7 7 D kIE---9 THH D
FEFENE [R22ERSH] ~onEickk
DWTThbN, FIEHEEIRIRICFE S 1, 8 A
I ERICEHME S A, FEETICHE S N K
LS Ne o I HBFITE, BT — 2 i
BICHDZE, RO (B 21F, Rl g
%o & YRR, BOIGHR OB, £ 7213
WHER L 72 B D i b D 3 0 DR IR B 2342
AEN GEHIZR2 22H),

fRER: h A Y <A REINTLNATIE, TRXTDOEN
HDE— DI ANEZIT D0 TlEZR\w», TADH A
Y24 R, wYlh TR 218270 D0E
(B 9a), SMMEF DU, A X)L, IRW (Bl ob), *
TALEBOEE B2 2 LD X ) ITHh ADKER
HE (o) % E, WO TIrbis,
L7en3>C, 2MEDFM (H]9b, 9¢) & Z D
DAAY 2 A RIHHINDEE R EE&ED, h
A2 A RDFERBERIE B A FPE2RTHERH
%, DAY <A RIEBDOBBE CIrb N 2855035
D, HEHFFEECHHINIIERS v FEL—
WZaFHT 20658030 % (flod), 7a—F v—F,
7NN XL, |5 €77 L EOBBIEER
S EREZEHT 25581, Cnox2E05
», ZWEGRT 22> (Blod), ElFZzoHEH%
N AIEDYD B (] 9a)
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IHH 10. B : ARDBRETHNALEEENSSE

ICBIFBEERE (RS, B, B, B D&

s

[Item 10. Modifications: If the intervention was

modified during the course of the study, describe the

changes (what, why, when, and how)]

il :

® 10a. ZOERTIE, A7V —=v LGN A
TREID 95% %=, —MDHIELR & BIRA &R DG
CTEM L 72 BER2E» - 20, PR FIHED
FL—=v 7 %R LR ARAY Yy 705100
SR TRA 2 ) —= v 7 LB N ADFE iz Y
R—1FL, SEESMERED 5% 12H75 152 N
DEERETHRL 1,

® 10b. MEEE H DKV a vy Ea—F L4 v F—
Ty FMEROES S, 7T ANO— M X
BB %2Y 77272 AFT5IENTET,
Do F — & & —HBHEE DR TR E D - I
77w 7 ATRD ED INSHE LI N
N—=a vz fEHL v,

fREN . CoIEHIZ, THH O THHLZ X ) 2o
FETIZ %L, WIREL RV TIFONBEHIZOWT
LT3, o<, FicyiHoisc
i, ISR 2 PRI RS E T4 $ 2 AfREME DS
Hb, DX BRFENHKE LGS, MPEHEZ
ND, B COLEIND), BHEI NI
ADTEDNAE ED X I I > T 7D d% 3l
T5IENEETH D (H 10a: MAZIREL 2 A
Yot 225856, il 10b: BERIOZEE) , A HE IR
DAL E KIS 286030 5, fhofifgicik, £H
EAAICBET 22 HZRT I LD D, it
BHEBEZT, MAZHBIL X9 & T 2RI mEE
BRI —DfEDIRL 2P EPEETH D, A
En7atranrEikidoifuy bRy T4 L EH
B DRI THANCEE DS > 2551, o0
ZEHEIZOWTHFHT 208035 %,

HE 1. EDEE FHE) : NADEFHIFEBE
ENHESNIBEICETS, TOFHBESESKIT
FHEEDESd. MAT, BREEEFEIERALES
EBBHICAVSNERLEHBI551E, TORA
Dsci
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[Item 11. How well (planned): If intervention adherence

or fidelity was assessed, describe how and by whom,

and if any strategies were used to maintain or improve

fidelity, describe them]

B :

® lla JEMEE L, 7'u b a)icht> THEE oM

L2 FE T 5 720 DRI Z 321 7o, BEARD KA

BlARAE ORI R, BVEDRBLR & WEHEHE D 5

BHLBFEXICL>THEREINL [R2SHF S

W,

® [1b. WIZEHEEE D A ¥ v 7 (T RANWHE % 521,
L7 AL EMREHICLZBE IO —F 4~
77 THRROEEMTbi e, RAREY v
YaviREMEOHEBZE TG I, SNE&
BEEE LT, BRI LT — 7%
< 2 e TE R, slBlHd, so kDT —7
T 7D, UETHGERERIERE [R2 55X
RS ] B X OVY 2 7 AN Ry R
[R 2 2E RS IH] 1500 TR S 7, 3R
W28 LT 7 b 3L OB 72 3855 23
RINte, TN6DT— 7%, REOWHIBRE
ERIIBRE OM T2 5 i S, FERELD
SIMEPEGEEN T,
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O FE A IR S N A RS o SERIEUC
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SNTHED 1~24%), HHBRERML T2
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® 11d. WHEIX, 3 >DMilENI%EL v ¥ —ZnznT
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a3 AL W] TRt - U N—Y L 2iT), 51T,
ZAIE R/ e B el F o b e e S OF 2
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TonEEGCEELY, NADRIICHEL L
2 HREMED D 2 2, COWMEEFIHT 272010
HHIN BRI THICE>TRZYD, RWRDESR
M, PREH F 213 BINE OMSF, HEDBEER &
NEFEFNS, COHEHEEHA 121%, NMADHHZ
ZH (WAERHEED LGS N BINE ORI L)
ZHZT, /A TEDREE ) I AN s n7b,
FrdFEmS Ny GEZIAL 2sE0, &
B2 i1 e SME O, IRAHE FEiik, HHEZR L)
2T, AT Lo T, BIEME, 1BitEo b L —
=7 (il 11a, 11b, 11d), SSADFENE (i 11b),
NADZHE (Bl 11c) % E, TAD 1 DL LD
WHEH SN 560855, MADREEZRET S
oI I s REOMBE S, NMAORBIC K-
THRL 5, 21X, BiieENAcEve T, &
FEHOTHE, % D&, BlRE OIRFGESFIZ
mogceins fl1b), LaL, UNEY FT— 3
v, DEREE, [TEIEARE Vo EHMERNAICE
WU, MFEMEORHE S X D B S (B 11b),
NN (F11d) £ 72 1 HFZE ik (F1 11b)
ICRFEME R MR T 2 -0 il TR B, Kk SR
ISR X LRI Y — LS h B, MR HER T
37 OIS IR — VD3 H B 540, Z
o %GR T 2 03803 5, RIENED RN £
TR —BR E L TEH SN ERHITRT, &
MHERHCZ D 2, SERZET 50, 208
RS 205035 5,

HE12: EDREE () : NTADEFIIEER

EHFEENTIZEICBITBNADFEES YICE

EENiEE DR

[Item 12: How well (actual): If intervention adherence

or fidelity was assessed, describe the extent to which

the intervention was delivered as planned]

B -

©® 122 Ptk v > a v Yy (BEHER22) ]
Bk 75l (19) Thot, 74 (9%) DEH
(X4 MR OEERE Ly > a vy LeRITTE
573, ZOHH L LT, A2, MANDEE,
P 6 DO D3 > 7z, BERIEREO R
FHDIH,70% 1% 7THBD ) &A% < L b 5[,
HECoOME) 71 75 L2 85F LTz,

® 12b. FLUEE) 7L — 7%, T2 I3 T 73%, T3

RERLTC 75.7% DIEFHEZ W L, BEALH#HE) 7L —
73 T3 W15 T 86.7% DSR2 Wi L 7z 5Ll
HEE) 7V — 7%, DIAIRREEH OB I X T B
Bk X AR o R (efiiik o) 14%,
THEDT 1 10%), F 72134 TGR M o g (TEAR 5>
A VI NI R EDIEKL 16%, "FHIGDHEE )
13%) %W L7z,
® [2c. &l 214 ADOSINE (78%) H3alligde#l o4
2l D T5% ML 72 WG L7, SEAID D
2l &b T75% #MAL 72 LG L 2 BEOES
X200 7N —7TRETH - 7,
® 12d. DEEE DS, SRR E (R
2SE GRS R] ZHOWTHHiS 1, Dl Ed
sHDF v I vy arvzsET Li-BEDOR
FRA0PERRN L7, a v ¥ a— Y EROELEE
JALT, B I ERAMIOEIARLLEL 1T AD
BEMBIEINT, TN6DEHFITOVTE, 61
Hoty avEiimtgro 2&%HOy > 2
YDOWT D, BIITENRE O A Z 1T 7 2
NN U 7200412 K - Tl & 4, EHEF
filitx 72 b 31 £ (& 9 2 b DB HEf 7 9)
& 32 5 (BEME(RZE 13) Th-o T,

BRER M4 mBHHIC X D, ALK ELIZZ D
DEH L7 B ICEBINT, HADERIEEICE
B MUZ T AREMED B 2, I DT S 72 854,
HHFEME NN ADTER L A & E DR
o T zilih T 20803 H %5, ZOFEHIL,
WG RO P, HFZEREROMRICE 1T 2340 O
IME, S ADIFRIAASTEDHIWTARL L 72 D, 5

DRI, BENEE 2 U2 UEET B 7
b DH 7e 2 WFFE MM D A EE 2 5T 5 DI RAT
523 iz 1F, BIMEIILRITAS A ADHITE
DHY, NPT EE G2 DD B,
AAD BEEOWEHEZ, HE 11 THH L& X
T, MEMEE T 2 2o Il S e RE ()
12a~d) ZKBLT 2 L2725,

£%s4 [Discussion]
TIDieR (3 & 23 F 9" X & 7> 2 [Who should use
TIDieR?]
NADHEZUGE L, EEBMADOTI 2R L,
B i D3l 2 Bl L, e 03 a2 A
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LRI T2DIHHTESLEEZSNLHED
v A+ %&7R"$, CONSORT 2010 ¥ K U8 SPIRIT
2013 FBHICH O, AR ZAREIC T 2 i+
DRSBTS 2 2R T 5, £, FHE
WIE N ZHBT 257 DIC TIDieR 7= v 7Y A b+
22 E2HERET 2, RO FEERRITT
NRTONADFEMZ G T 2 2 LT L HARET
72\ 728, TIDieR F v 7Y A b TlE, FEWD
FHEHZRE L2 L, BXOINS DIFWRDH
ZWELT A 2 E 2L TWE (83 X22H),

Cr—F AR TR AD—BRELTF v Y
YA FDFIAZRD L L, |MESINEF v 7Y R
NEH OB X2 *Y, CONSORT SR A
LTEIBRIC, ¥ —F LIZIZ TIDieR F¥ = v 7Y A b
DM ZHESET 2, i3, FREHEEDBEIE, A
W ICBT 2o, vV 7V A FANDF oy
JYVALNDY) v DL ETIT) TENTE
%, BE, MAOWMETEICO W TEMARN 2 A
FUAZREL TP r—FLIFIZEA TR
BONATE L AN EREEREFMNATTE &
WA IFEERE AR L 20 LED RS #H 2 R
Cr—F LA EH 2, DT v —F LI HH
OB EORAZBRH T2 2 L 2H#ET 25, v —
FLRBEEDRMEET 2 ) v 7 I3 EEEE C, Kt
F72 b DTRITIUIR S R\, NADTHD 7D
ZELEGIbHETH D, ZORIFEICIEIIE
23 2 =7 4 DT XTORFERRHE WHFEE, ¥ v —
FovtmEEH, Hiktl, HARESREMELZE) oR
Wk &I EETH B,

FHEZ, YATITA v LELa—THAZBN
THEEIL, LE2—DHRENLE 2L —%2iARHE
KB L 7o Ao iaetfl (723 7%Ed
PSR E ECTATTELZ2OM) K77k A
TE % X9, TIDieR DIHEHZSHICT S I L b
TZE 5,

CONSORT & &K U SPIRIT A= BE & A L 7= TIDieR
R
[Using TIDieR in conjunction with the CONSORT and
SPIRIT Statements]

7 v s O WG EH 2 R T 5 EH I,
TIDieR %Z CONSORT = v 7 Y A b L9 % Z
LEBEIOT S, FHHIL, CONSORT F v 7Y A
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FDIEH 5 #5873 5822, TTIDieR v 7V A
P2y EHEAL, BR, 587 L7 TIDieR F = v
VA RET 20813 H 5, ZOHERERIHE B
A2 —Fid, FHENDIERZ ZHUIGL T
EHEL, WMEHLHEREICEHEZBNT 2 0ERDH
%, [Mfkic, R0 7o b alziT 354511,
SPIRIT 2013 + = v 7 Y A2 b ®IEH 11 %k 9 BRI
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HEDE T T2 FTHR T TERWVWAYD, v kan
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nr7a b aniz, NMAICETERELE L ToE
FEDE £ % L P X, TIDieR % SPIRIT 2013
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v F I AEEERAN DIFZE T A~ DFEH I, TIDieR
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IR TE 2 LIRS W 2 23 L T3,
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S BB EeEZSNS, HilZIZE, Nature Publishing
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RETH DD, FHEROBRE L OHEZAEICT S
7 DI T RTOEEL GORERDH 2 7,

#%:z% [Conclusions]

TIDieR F = v 7 U A b &4 A NI, FH, WEH,
T, ZL B> TERALEbDERBIZT
THB, ~HOEHEHIZ, ZoFzv ) A+ EFY
DD BF TN — IV ERZ, WG B4~
ZXRFLTOROY vy —F LA ZIERT 21

BEMELH 5, Lol, MEIEOREDENERT
EHRVIFEENZ EERTIEREZE T v ADFE
T2, WY I N, FEINLWESA K54
v, Rk, BREEE, faid, £ L CEED,
DEEX N, ABROEINF00%E, XH5ERD
OB BT B 72 0 DA TR EZEMT 2 P,
AU kD, MEEKARWEZ 0 DM OB &
iz, WREHMEERIC b7 o TIIER R B E o
52 LI RN,
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