ALLOCATION CONCEALMENT

Fl= 0 DRk
9 Method used to implement the random ;| OConcealed 72 EDOFRREH D

allocation sequence, clarifying Otvkz L
whether the sequence was concealed -3
until interventions were assigned

Z A DER Y OIRFEOERICHN G
- HiE (Bl HFEEIRS AR PR
M OTFEERE)  WEES A AOEID (T
ETEBIN T Y2 & HEL
Tdd

FlAdFRICET SEEIC SN T v s

How random allocation sequence was concealed until assignment (e.g.., numbered containers, central

telephone, ete) EM& 212 LT T o ¥ LEIFIT HREHL T vizn (Bl BFEEIR- AR, TR b OB, #

IMPLEMENTATION

E2

10

Who generated the allocation O%liR0 FIZBT 558 H D
sequence, who enrolled participants, | LRcat7Zz L

and who assigned participants to their | OR8]

groups

HEpy (faf23) BHRD OIEER L, B
ME DM ANNLEIT, BINE & 550 A

o

AN RO N Wil

BLINDING (MASKING)
B (v2Ax )

11a

Whether or not participants, those Og8gic > TOREH D
administering the interventions. and | Ok L

those assessing the oulcomes were CAH

blinded to group assignment

BN, MADERE, T A LOFF
iy A—E ) L TER (OPROBE#BETH D)
bERN T &9 o

Bl X FReET s SRR IO TT 2 v s

Who was blinded {participants, administrator(s) of interventions, assessor(s) of outcome(s)) A ER{LI NI
A (BME. SAE T U RS AOFFHE)

Mechanism of blinding  BEH{LO ik

Similarity of characteristics of interventions  Ji AR,

Explanation of any non-blinding  (HH) ERv&IT700 > 7255
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If done, how the success of blinding OFRB{tksEond s
was evaluated, O L

BEEAfTbhA TR niE, Tolsh | OFH

ERED L IIFHI S iz

WA ETRICET SRS TTF = v s

How successful blinding procedures were with participants, administrator(s), and assessor(s) (¥ i A%,
BEEFD) B0 hE

How success in blinding was measured &0 X 2 L CHBLORALFE LA

STATISTICAL METIIODS

AT FERFiE
12a | Statistical methods used to compare OHSHEMTEDTERH Y
groups for primary outcome(s) Cletab e L
HEECORET 7 by LoWEICAN | OAH
¥ (WA ) el DR B
Pl TRICETY LI H>WTTF = v 2
Identification of statistical procedure used 87 7 k4 AOBIEITHEH SN - FEHENFEEORE
Mention of confidence interval or statistical significance 1S E [ 72L& 5 200G B O FRR
12b | Methods for additional analyses, such | [L:EINfFHT FkODEH 9

as subgroup analyses and adjusted Otz L
analyses O~

BINEERET (T e— TR R X
824, %) O FE

Pl TRIIET SR> TFz vy

Subgroup analysis or test of interaction 7 70— 7fF47 M EERORE

Adjustment by multiple regression analysis H[BEIF 4340 L 5%

Rationale for adjustments A% ¢ & BEHR BL

Definition of continuous variables B EHE DT 5%

Whether additional analyses were planned or suggested by data BT I HEINIED BTN, 57— 4
T BT B e '
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RESULTS

MR

PARTICIPANT FLOW

BINF DA

13a | Flow of participants through each O 2 5 5
stage (a diagram is strongly QA 72w
recommended)
E BT OBME O (R R
ED)

Fl A PR ARV T T 2w T

Number of persons assessed for eligibility, if available ¢‘randomization”)  B@#EHELOHMEZIT AL (17~

& Ak

Number of participants who received each treatment. (“treatment allocation”)  &1a% &5 722 M g (kK

TR D 1)

Number of participants who completed each treatment and follow-up (‘lollow-up”)  #EH, BEZET L2

g (DER)

Number of participants analyzed for primary cutcome(s) Canalysis”) BT 7 b S22V T S N7z EM

FH (TR

Explanation of loss {attrition, investigator-determined exclusion, death, discontinuation, ete.) A >R
(Bivk. BIEFIC L - TEH LN, B, Tk, %)

13b

Describe protocol deviations {rom Ol o+ 2 tdh v
study as planned, together with Ol v

reasons Ol 22 L

HE S TWOEFERLO e bax— [ DER L

SRR & OB mENG

FlA R TFRICET AR PN TT > v 7

Unplanned changes in interventions and why  /t A IEOSHE S TR 2R H & £ OH B
Unplanned changes in examinations and why S5 EOFHE S TV el mEE & £ OFM
Unplanned changes in data collection and why 7 — Z IWEFHEOGB SR TR AR & T OHH
Unplanned changes in methods of analysis and why S FIEOSEI S TR AR £ T OEH
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RECRUITMENT

Bk

14

Dates defining the periods of
recruitment and follow-up

SRR A ST 1 B H

OHFDRES Y
D%ﬁf%‘?i’:ﬁ)b\'{‘éi?ai$t§) U
AESur .

O RO IziTn® e Lo
AR

Bl X VRO AR YT F e F

Period(s) of recruitment. 5428
Period(s) during which this study was
Period(s) of follow-up BB IR

Date of early stoppage, if applicable

done Z OBETLAIT o T HERE]

(ES A5 B ko A

BASELINE DATA
PR ARG A T

15 | Baseline demographic and chinical O~—2F5 A REHY
characteristics of cach group OFtk7z L
EAABD~N—2 T4 o TOANDES | O8]

) d B VORI FR

NUMBER ANALYZED

TSN K

16a | Number of participants (denominator) | O£ Iz H 0
in each group included in each Otk L
analysis, State the results in absolute | C171H
numbers when feasible {e.g., 10/20,
not 50%)
SREATIE LN EHOBINER 4
1) ARG S IR R e TR
LTuvwad (Bl 50% CidAe< . 10/20)
Fl v i@ aRdiconTF o v s
Number of participants in each intervention group included in each analysis & 7t ABE TEHT AEICE £
BINFEH
16b | Statement of whether the analysis was | OITT (283 450k & Y

by “intention-to-treat”
AT (1 intent-to-treat” 1 Z ik o TiT24
Tohx & a

QgIrr

OFAS

O% O per protocol %2 &
Ok L
C17~E4

FAFTFRICET SR TF = v 7

Whether analysis was by “intent to treat” or “on-treatment {per protocol)” ###7iZ"intent to treat”IZii > T{TH

Ytz n, “on-treatment {per protocol)” 12 o TiThR 0

Additional analyses, if any (&#Ud) 18

SINEIREHT
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OUTCOMES AND ESTIMATION
7RG A EHEE

17 | For each primary and secondary O-+4re (SR M2 E)
outcome. a summary of results for ik d b
each group. and the estimated effect. | Ok H D 234157
size and its precision OCaolizz L
HEYE - BAMIT O R LI oE . A | O]
OFRSHOE L EESN 2Ty |
ﬁ%f&%@ﬁﬁ(ﬂkwm%)
#l A TR AT T v s
Summary of results (of all analyses?)  (EEETOD ?) FERDOER
Estimated effcct sizes #EESN/am T =7 A A
Precision of effect sizes in confidence intervals =7 = & hhof XK ((E8EH & £ 1)
Secondary outcome(s) presentation  BIRET 7 77 L DOFRR
Summary of results (of all analyses?) (&g D 2) FROTHN
Estimated cffect sizes #ESNfx T =¥ A X
Precision of effect. sizes in confidence intervals T 7 = 2 b XORE ([EEERH % EA)
ANCILLARY ANALYSES
HIBLHOBAT
18 | Address multiplicity I mM iz W T ORI H Y
Z ML DV T ORI WERITI
CAH

2 PRI s &SI YT F 2y 7

Identification of other analyses performed {e.g., subgroup. adjustments, interactions, etc.) and why £ &7z
gkt (F, 7 v e—7 R, SIEAL ) Lt nHEih

Whether they were pre-specified or exploratory 26 OfFATAFRNICHE SN T2 L0, FBERRLON

ADVERSE EVENTS

19 | All important adverse events or side OFEFLIETo0EHY
effects in each intervention group Ofcat 7 L
FIABTOETOREEHETER | OFH
fEH
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