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A SPIRIT 2013 StatementZz&s2d 5

ﬂ)\d)%ﬂﬁb‘ (tti’;ﬁgﬁﬁﬁ(:ﬁ”%) [Assignment of interventions (for controlled trials)]

&R DERK LRVIER DIERL A EERBRMEDTZd DT R TORFD R o T4 LIRNER D8I
[Allocation Sequence ﬁ?&’iiﬁkU%t‘_&bl:\ %JrE‘SﬂT:@“/\'CO)%UBEG)EﬁHII\ %bu%’éﬁ’%ﬂ)\ﬂf: L) ﬂl’&%”ﬂﬁ
generation ] VIBEICESNGEVWELDIC, BIDNEBICEEH INERETH D,

Method of generating the allocation sequence (e.g., computer-generated random numbers), and list of any
factors for stratification. To reduce predictability of a random sequence, details of any planned restriction
(e.g., blocking) should be provided in a separate document that is unavailable to those who enroll
participants or assign interventions.

ZIiRY) DREFE ZRVIBEFRZZET 2F % TADET T INDETOLEME. IBEF ZfREE T 2720 DI AN
[ Allocation concealment TDRATY TZ=EET Do

mechanism] Mechanism of implementing the allocation sequence (e.g., central telephone; sequentially numbered,
opaque, sealed envelopes), describing any steps to conceal the sequence until interventions are assigned

=Tt HENZRVIER Z{ERR T DH\ SENSIIEZHANDID ENSINEZ N AIZEIRTITDH
[Implementation] Who will generate the allocation sequence, who will enroll participants, and who will assign participants to
interventions

D247 14200 (NZAF27") [Blinding (masking)]
MTAICEITFIF1E, SN T SA RSN D TLUTEDKDITH,

Who will be blinded after assignment to interventions (e.g., trial participants, care providers, outcome
assessors, data analysts), and how

170 TSAUREENDHE, BEBRPICT SV REFRDPFE SN RN BLUSMBENENR
SN AZIENTFRS,

If blinded, circumstances under which unblinding is permissible, and procedure for revealing a
participant’ s allocated intervention during the trial

Chan AW, et al (2013) &LYB|H. —&f4Z
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IBZEDAER 8a ElRWIEEZ(ERRULRZITE

[Sequence generation] Method used to generate the random allocation sequence

8b EHRYDYAT: HIRDOFFME (TOv oMb, T7OVITAXRE)
Type of randomization; details of any restriction (such as blocking and block size)
ZIHRY DR RS 9 T8 LEHRVIBFRDERICAVONTZHE (FHSNID2RRE) . SEORT TR T
[Allocation concealment 3_5 i?%”ﬂl:‘i (’) lﬁ%b\l‘%ﬁiﬂ’( L) 7_:73\ c\:5 h‘@%ﬂi'iﬁ

Mechanism used to implement the random allocation sequence (such as sequentially numbered

mechamsm] containers), describing any steps taken to conceal the sequence until interventions were assigned

e 10 EENBHRVIERZ{ERUIZD\ ENSIIE Z AN\ SENSINE ZRETEIN T 72h

[Implementation] }c/zhi(r)\tgeercgg?citgr?sthe random allocation sequence, who enrolled participants, and who assigned participants

TS14057 427 [Blinding]
HENEFRVIBE Z/ERR LD SENSINEZHEANTZD\ DS INE Z KB CEIF T 72D
TSAMMESNTWERGES TAICERTITE. ENEDRDICT I RAEINTLV =D
(&, TAERE. 7 I LDFHEERLE)

If done, who was blinded after assignment to interventions (for example, participants, care providers,
those assessing outcomes) and how

11b  BhET SHa. M ADRLEDES:H

If relevant, description of the similarity of interventions

Schulz KF, et al (2010) &£Y3|H. —EfHZ
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B> 45 Mb =/ IMEE
Simple randomization Minimisation
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Blocked randomization
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Stratified randomization
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54> >4 b [Simple randomization]
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A JOvo352% L1t [Blocked randomization]
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A EBRlZ 4% LMt [Stratified randomization]
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Ratio of odds ratios Weight Ratio of odds ratios
Meta-analysis i n patients 95% CI % 95% CI
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Trials with unclear or inadequate Trials with adequate concealment
concealment show a more favourable show a more favourable effect of the
effect of the experimental treatment experimental treatment

Figure 2 Comparisons of results from trials without vs with reported adequate allocation concealment presented as ratios of odds ratios (RORs)
from trials within each meta-analysis. RORs below 1 indicate that trials without adequate concealment show a more beneficial treatment effect.
An over-all ROR estimate was calculated in a random effects generic inverse variance meta-analysis

Pildal J, et al (2007) &Y5IA
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