Appendix: 1

COMSORT 200 checklist of information to includewhen reporting a randomised trial

Section; Topic liem Mo hecklist item
Titke and abstract
1a Ideneficarion as 2 randomisad wialin the te
1t SOuCTured summary of mal design, merhods, FEsults, and conclusions Mo specinic guidane see COMSORT for absras )
Introduction
Backgmundand 1 Sclemifc background and expilanation of Aoonale
objecives b Specific abjecoives of iypotheses
Methods
Trizl deskgn la Die=scripeion of inal design (swch 2= paraliel, facional) Including allocztion rato
b Impirtant chianges 1o methiods afuer mial commenczment(such 25 eligibiliy orivariz, with reasons
Fanidpams &a Eligibiliy Criteria For paniclpants
&b Seningsand locationswhere the dam were colleaed
Interentions 5 The Inersentions for ach group with sufcient deils i aliow replicaton, Including how andwhen they were aciually administered
Oumcomas £3 Complenely defined pre-specified pimary and secondary GUILome measures, Including how andwhen they were assessed
&b Ay Changes oo izl oucomes sfer e mal commenced, with reasons
Sampie size 7a How sample sizew as dersmined
b 'When applicable, explanarian of any int2im analyses and Sinpping guidelines
Randomisanion:
Sequence Ba Methad used to generate the random aloCaton saguene
generaton [ Wype ol @ndomisation; decals of any resmiion (such 25 blocdng and block skze)
Allocadon 9 Mechanism used o Implement the random allocation sequende (such as ssquentdally numberad comalners), descrbdng amy steps taken 1o conceal the
concealment SEQUENCE umil Ineervemionswere assigned
mechansm
Implementation 10 ‘Whix generaied the random aloLaton sequence, who enrolied paricipants, and whi asskgned paricipants oo INErdentans
Bainding 112 I dane, whowas blinded afer assignment 1o IMerendons for eample, pamidpants, care providers, hose assessing suimomes) and how
11b INrelevant, descripaion of the similarty of Mevenions
Seamisicalmethods 122 Seantsrical mechods used oo CoMmpare groups for pimary and seCondary sutames
13 Methads for additkonal analyses, such 35 subgnoup analyses and adjustsd analyses
Results
:'Ialﬂnpaénmmu 133 For eschigroup the numbers of panidpans who were randomily assigned, receied intended reatment, andwere analysed forthe primay ourcome
agram ks sran;
ra:oE:mendedl B 13 For e2ch group, losses and eclusions 2fier ndomisanon, rogethanwith rezsons
Recuiment 1z Danes defining the periods of recrufmment and follow-up
&b Wy thetrial ended orwas sipped
Bazseline daw 15 A nable showing baseline demographic and dinical charmensncs lor each goup
Humbersanalysed 16 For each group number of pamicipants (denominzon included in each analysis andwhether the analysiswas by onginal assigned groups
Ouncomias and 172 For eschprimany and seconidany SUtCome, resulrs fureach group, and the esimared effect stre and ies preciskon (such as 96% confldence Inpenal
esumancn 17b For binary cuiComes, presentation of boah bsodne and relatve effect Ses ks reCommended
Anclllary analyses 18 Resuls of any ocher analyses performed,, Including subgroup analyses and adjusied analyses, distinguishing pre-specifed from explorziony
Hams 19 AllImpomant hiErms or uninended eMecrs In each group dor specinc guidance see OOMSORT for hams™)
Discussien
Limiatons 0 Trial Nmiatons, addressing soures of porential blas, imprecision, and Ifrelevant, mutoplichy of analyses
Generaliszbily 21 Generalisabdiny (exrernal vallding, applicabilig) of the mal ndings
Inerprecation 7 INEMRENoN conssEnwit resuls, babnoing benefts and hams, and casidening oter reladant & dence
Other Information
Regisraton 1 Regtsmznion number and name of wial regismy
Proancol Fd ‘Whers the full mal protocod can be acoessed, IF avallable
Funding FL Sgurces of funding and ocher suppar (such as supply of drugs), roleof funders

*Wa strongly recommend reading this statemant in conjunction with the CONSDRT 2010 Exvplanztion 2nd Elaboration®” for Important darfications on all the ibems. K relarant, we also
racommand razding COMSORT axsansions for clustar mndomisad trials, * non-infarkarity and equivalenca trials, ™ non phamacodsgical traatmants, ® harbal intarvantions, ™ and pragmasic
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