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Assess the reporting quality of RCTs for restoration of
endodontically treated teeth published from 2000 to 2019
using the CONSORT statement.

Karanikas P.l'2

ABSTRACT

PURPOSE: Randomized controlled trials (RCTs) are the best tool to evaluate the
effectiveness of clinical interventions. The CONSORT (Consolidated Standards of
Reporting Trials) statement is an evidence based approach to improve the quality of
reporting of RCTs. The aim of this study was to evaluate the reporting quality of
published RCTs about restoration of endodontically treated teeth from 2000 to 2019
according to a checklist based on the CONSORT statement.

METHODS: PubMed was searched for English-language RCTs involving patients with
endodontically treated teeth. Trials were considered eligible when participants were
randomly assigned to at least two restoration types. Quality of reporting was
assessed using a 38—item questionnaire based on the CONSORT checklist. Articles
were grouped in two 10-year periods and comparisons were made using descriptive
statistics.

RESULTS: The search identified 19 eligible articles for analysis. 19 of the 38 items of
the checklist were addressed in 75% or more of the studies. Reporting of more than
75% of CONSORT items was increased during the two equal time periods from 2000
to 2019 but the it was not significance (p=0.069).

CONCLUSIONS: Quality of reporting in RCTs focusing on restoration of
endodontically treated teeth is showing improvement over time but remains
unsatisfactory. Further improvement of reporting is necessary to assess the validity
of clinical research.

1. Hellenic Air Force, 110 combat wing, lieutenant DDS
2. Private dental clinic, Larisa
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AZIONOIHZH THZ ANAOEPOMENHZ NMOIOTHTAZ
TYXAIONOIHMENQN KAINIKQN AOKIMQN 2XETIKA ME THN
ANOKATAZTAZH ENAOAONTIKA OEPANEYMENQN AONTIQN
NOY EXOYN AHMOZIONOIHOEI METAZY 2000 KAI 2009
XPHZIMONOIQNTAZ TO CONSORT.

Kapavikog I‘I.l'2

NEPINHWH

ZKOMOZ: Ot tuyolomolnueVeg KAWVIKEG LeAETEG(RCTS) elval To kaAUTEPO epyaleio
yla VOl EKTIUNON TNG AIMOTEAECUATIKOTNTAG TwV KAWVIKWYV apepBacewv. To CONSORT
(Consolidated Standards of Reporting Trials) statement €ival pia tekpunpLwpévn
TPOCEyyLon yla TV BeATiwon TNG MOLOTNTAC TWV TUXOLOTIOLNUEVWY KALVIKWV
pHeAetwyv. O OKOTIOC AUTHC TNE Epyaciag ATav va afloAoynoeL TNV TOLOTNTO TWV
SNUOCLEUUEVWY TUXALOTIOLNUEVWVY KALVIKWV SOKLUWV OXETIKA LE TNV OVACUOTOON
Twv evbodovtika Bepamnevpévwy Sovtiwv petafl 2000-2019 cLuPwva HE Eva
checklist Baolopévo oto CONSORT statement.

MEQ®OAOI: Mpaypatonow|Bnke avalritnon oto PubMed yla tuxalomolnuéveg
KALWVLIKEG LEAETECG OTNV ayyALKN YAWOOO OL OTIOLEG EMPETIE VO TIEPLEXOUV 0.0OEVE(G e
evbodovtika Bepamevpéva dovtia. OL SoKIUES ATV ETUAEELUEG OTAV OL
CUUMETEXOVTEC lxav XWPLOTEL TuXaia o€ Touldxlotov SU0 SLadopPETIKES
npooeyyloelg avaolotaong Twv Sovtiwy. H moldtnTa Twv KAWVIKWY SOKLUWY
aflodoynBnke xpnoLomoLwvTag Eva EpWTNUAToAOyLo 38 onueiwv Baolouévo oto
CONSORT checklist. Ta apBpa katnyoplomoibnkav o Vo nepldédoug Twv 10-eTWV
KOlL | CUYKPLON EYLVE XPNOLLOTIOLWVTAC TIEPLYPADLKA OTATLOTIK.

AMNOTEAEZMATA: H avalnitnon evtornioe 19 emAé€ipa apbpa yia avaAuon. 19 amnod
Ta 38 avrikeipeva tou checklist Bp€Bnkav oe cupdwvia os mavw anod 1o 75% Twv
pueAetwv. NapoAo mou n avadopd mavw amnod to 75% avtikelpévwy tou CONSORT
au€nOnke katd TNV dapkela Twv SUO OUOLWV XPOVIKA TtEPLOSwV (2000-2009 kat
2010-2019), n avénon dev NTaV OTATIOTIKA onuavtikn (p=0,069).

ZYMMNEPAZIMATA: H molotnta TWwV TUXOLOTIOLNUEVWY SOKLUWY OXETLKA LE TNV
avaouvotacn Twv evéodovtikd Bepameupévwy Sokuwv Selyvel BEATLWUEVN HE TNV
TApoS0 Tou XpOVOU GANQ TTOPAUEVEL LN LKAVOTIOLNTIKN. MNepattépw BeAtiwon tng
TIOLOTNTOG TWV KAWVIKWY SOKLUWVY €lval amapaitntn yla tnv eKTipnon tng
EYKUPOTNTOG TWV TapEUPACEWV.

1.  NoAeuikn Agporopia , 110 Mtépuya Maxng, Ynoounvayog Odovtiatpog
2. 18wwTtikd Odovtiatpeio , Odovtiatpog, Adploa
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EIZATQrH

OuL gmloyég avacuotaong twv evdodoviika Bepameupévwy Sovtlwy
gxouv eelixBel ta TeEAeutaia xpovia. OL SLOOECLUEG TEXVIKEG
OUYKOAANONG 0TOUG 080VTLKOUG LOTOUG £XEL WONOEL TOUG KALVIKOUG OTNV
QVTLKOTAOTOON TWV EMAOYWV OHOAYAMOTOC HE oUVOeTn pntivn, Twv
HUETAAALKWV EVEOSOVTIKWY afOVWV pE AEOVEC UAAOVNUATWY Kal KAAuyn
amnod otedAaveg oAlkAG KAALYPNG 1 evBETwv/emevBeTwy (1).

H avacvuotaon twv evbodovtikad Bepameupévwy Sovtlwy eival KOUPBLKAG
onuaociag oto oxedlaopo 1N¢ Oepameiag kabBwg emnpedlel TNV
HoKpoxpovia mpoyvwon enifiwong twv dovtiwv (2). H emdoyn tng
KOTAAANANC avaoUoTtoong MPEMEeL va KaBodnyeital and tTnv moooTnTa TG
EVATIOPEVOUOAG 0O0OVTLKNAG OUCLaG KOBWE ETIONG KoL OO TLG aLoONTIKEG
anattioelg. O KAVIKOC odovtiatpoc £xeL va emAEEeEL avapeoa o€ (1):

e ATOKOTOOTAOCELG UE CUVOETN pNTivn

o  METAAAO-KEPAULIKEG 1) OAO-KEPAULIKEG OTEDAVEG

e ‘EvOeta / EmévOeta

e Xpnon n oxt evéopllikwv afovwv (m.x. HETAAAKwY afovwv N
afOVwV  UOAOVNUATWV) vyl  umootApn Twv TapAmavw
QTOKATAOTACEWV O SOVTLO HE €AAUTH €VATIOMEVOUCGA OO8OVTLKN
ouoia.

e ATOKOTOOTACELS HUE OLUAAYALLAL.

KaAd oxeSLaoUEVEG KOl OWOTA EKTEAECUEVEG TUXOLOTIOLNUEVEG KALVLKEG
HUEAETEC TIAPEXOUV TO TILO QELOTILOTA OTOLYELOL OTNV ATOTEAECHOTIKOTNTA
TWV LOTPLKWV Ttapepfaoswy, SOKIUEG HE avemapkeic peBodoug eival
OUVOEUEVEC e ODAAUATA, CUYKEKPLUEVA HE SLEUPUUEVA BEPATIEUTIKA
anoteAéopata  (3-7). AnoteAéopatra e opAApata anmo  Prwyxd
oXEOLAOUEVEG HEAETEG UmopoUV va odnynoouv AavBaouévn amodaon
otnv ¢povtida vyeiag.

MOAEC  OVOOKOTINOEL  €XOUV  TEKUNPLWOEL  eNelelg  oTlg
TUXOILOTIOLNUEVEG KALVIKEG MEAETEC. AUTEC oL eMAelelg pmopel va
adopouv otig mAnpodopieg yla tnv peEBodo mou xpnolpomnondnke (9),
otov kaBoplopo tng kUpLag EkBaong TG LEAETNG, KABWC KAl OTOV TPOTIO
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uTtoAoyLopoU Tou delypatog. OLavadopég ouxva dev eival Lovo eAATELS
aAAQ pEPLKEC PopEC Kat avakplBeic(10).

JKOTOG O QUTH TNV MEAETN ATOV N OovAaAuon TNG MOLOTNTAG TWV
TUXOULOTIOLNEVWY KAWVIKWY HEAETWY Tou meplAapfdavave aoBeveig pe
evbodovtika Bepamevpéva Sovtia Kalt n ovykplon SU0 TOUAAXLOTOV
SL0POPETIKWY TPOOEYYIOEWV WC TPOG TNV avooloTachn Twv Sovilwy
XPNOLLOTIOLWVTOG TA AVILKELPEVA Tou avaBewpnuévou CONSORT 2010
checklist (3,8) padi pe éva mpodoBeTo avtikeipevo.
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MEG®OAOI
Avalntnon éebouévwv

MNpaypoatornolOnke avalntnon oto PubMed amno tv 1" lavouapiov 2000
€wg tnv 15" louAiou 2019 yia avadopéC TUXALOTIOLNMEVWY KALVLKWY
SOKIUWV TIOU TEPLELYOV AVAOUOTAOELS Bepamevpévwy Sovtlwv. Qg
kputnpo avalAtnong xpnowiomowibnke n ¢pdon “restoration of
endodontically treated teeth”. Q¢ o¢iAtpa xpnolpomodnkav To
“Randomized Controlled Trial” otov tumo tou apBbpou kat “English” otnv
YAwooa.

ErtiAoyn peAetwv

EMAEELUEG ATAV OL TUXOLOTIOLNUEVEG KALWVIKEC MEAETEC TOU  Eixav
Katavelpel Tuxaila toug acBevei pe evbodovtika Bepamneupéva dovtia o
TouAaxlotov U0 SLadOoPETIKEC TPOOEYYLOELG avaouotaont. E€atpéBnkav
oL LEAETEC IOV apopoucav aLdLatplkoUg acbeveic kal LEAETEC in vitro.

EpyaAegio aétoAdynong

Q¢ epyaleio aloAdynong xpnotpomnolntnke 1o avabewpnuévo CONSORT
2010 checklist (http://www.consort-statement.org) to omoio sivat €va
checklist 25 KkUpLWV QVTIKEIUEVWY HE OEUTEPEVOVTA QVTIKEIPEVA
(ouvoAlkd 37 avTikeipeva) oto omoio mpootednke éva emumpooBeto
avtikeipevo (No 13) otav eva apBpo nephapPave r} oxtL Staypoppa pong
TWV CUMMETEXOVTWVY. AV UTIAPXE KOl ekMaideuon Tou gpguvnt oTNV
xprion tou CONSORT, €tol w¢ odnyog xpnolpomnowbnke to €yypado
ene€nynong tou CONSORT (CONSORT explanation and elaboration
document, &laBéolpo otnv otooeAida tou CONSORT). And ta 19
eMAEE L apBpa ta 9 eixav Onuooteutel mpwv 1o 2010 kAL TNV
avoBewpnuévn €kdoon tou CONSORT evw ta 10 peta to 2010.
Xpnowuomnownbnke n avaBewpnuévn €kdboon tou CONSORT ylwa OAa ta
apbpa. To mAnpeg checklist mou xpnolpomow)Onke UTAPXEL OTO
MNoapaptnua.

AéloAoynon — AvdAuon
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MNna tnv afloAdynon xpnowuomoldnke to Microsoft Excel 2010 omou
akoAouBnbnkav ot mapakdtw Otadikaocieg: a) OAa TA AVTIKELpEVA
aéloloynOnkav oto av avadEpovtal ota apbpa Kal OXL av MPAYyUATIKA
mpenonkav kata tnv Sldpkela TNG KAWLKAG Sokwung, B) otav éva
avTlkeipevo avadépoviav o SLadopeTIKO TURHA Tou apBpou (TitAog ,
MNepiAnyn, MéEBobot, AmoteAécpata, ulntnon, AMeg mAnpodopieg)
AapBavotav cov apvnTky anavinon, y) EVOANAKTLKEG AMOVTACELG (EKTOG
ano vat n oxt) N acadeic anavinoelg oe KaBe epwtnon tou checklist
aflodoyoutav WG OpvNTIIKA amdvinon otnv gpwtnon. Ta apbpa
xwplotnkav og dVo 10-eTwv meplodoug , and to 2000-2009 kot and to
2010 £€wc 1o 2019. Xwplotnkav eniong ta avadePOUEVO OVTIKELHEVA OF
téooeplg (5) opadeg. 1. Tithog/MepiAnn kat elcaywyn 2. MéBobdol 3.
AnoteAéopata 4. Zulntnon 5. AAMeg mAnpodoplec.

YroAoylotnke o aplOuoc tTwv SoKWwv Tou eixav cuppopdwaon o€
TTOCOOTO UeyoAUTEPO TOU 75% pe to checklist Twv 38 avrtikelpévwy
(ZuvoAka kat ava mepiodo). Emiong umoAoyloTnke TO TTOCOOTO TWV
QVTIKELLEVWVY TIOU elxav avadepBel oto touAdyxlotov 75% twv dpBpwv
TOOO GUVOALKA 000 Kal ava opdada avtikelpevou (Tithog/mepiAnn Kkat
geloaywyn, LEBobol, amoteAéopata, culntnon, aAec mAnpodopiec) yia
tnv 20eth nepiodo 600 Kal yla Tig duo 10-eTnC mepltodouc. H cuykplon
HETAEL TNG CUUUOPDWONG OE TTOCOOTO >75% AVAUECO OTLG SUO XPOVLKEG
TEPLOSOUC TIPOYHLOTOTIOLONKE XPNOLUOTIOLWVTOS X? OTATLOTIKY avAaAuon
yla €va rtivaka 2*2 (SPSS v.25 software)

Reviewed by title (n=1667)
|

Excluded (n=1567)
not relevant
not RCTs

v

Reviewed by abstract (n=140

Excluded (n=107)
not relevant
not RCTs
pediatric patients
in vitro studies

Full text searched (n=33)

Excluded (n=14)
pediatric patients
ineligible
accessibility issues

Finally analyzed (n=19)
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AMNOTEAEZMATA
ErmiAé§iuec peAéteg

H enegepyaoia €ywe oe 4 otadia. Eywe avalntnon oto PubMed
(http://www.ncbi.nlm.nih.gov/pubmed) xpnolpomowviag Tov 0po
avalAtnong mou avadEpOnke ot peBodoug napanavw (restoration of
endodontically treated teeth) omou Bp£Onkav 1667 amoteAéopata. 1567
adalpédbnkav otav edappdoTNKOV TA KpLtAplo avalntnong Tmou
avaAvovtol ot HeBOdoug, MPOKELTOL Yl UN OXETIKA apBpo i un
Tuxaomnotlnpéva. Ta evamnopeivavta 140 apBpa emefepyaotrkave e
Baon tnv mepiAnyn toug omou ta 107 adalpednkav, TPOKELTAL YL KN
OXETKA ApBpa, KN TUXOALOTIOLNMEVA , EPEVVEC TIOU TIPAYHLOTOTOONnKaV
oe modlatplkolg aocBeveic kat in vitro épeuveg. Ta evamnopeivavta 33
apBpa avalntnOnkav oAokAnpa omou éva adpalpebnke Adyo aduvapiag
npooPaocnc kat 13 mou Sev mMAnpoucave TA KPPl £L0080U(TLY.
HEAETOUOAVE TNV KOVIO CUYKOAANGCNC TNG AIMOKOTAOTACNC KAl OXL TNV 8L
Vv amokatactaon). TeAwka 19 apBpa  aflodoynBnkav Kol
ipaypotonoonke oe autd n avaluon. H Alota twv dapBpwv eival
SlaB<aiun oto Mapaptnua.

Kupla antoteAéouata

Ye ouvoAo 19 apBpwy, ta 9 dnuoactevtnkav tnv nepiodo 2000-2009 kat
ta 10 tnv mepiodo 2010-2019. Ta mocootd cUUHOpPwWoNnG Twv apbpwv
0TO KAOe avtikeipevo ava xpovikn nepiodo paivovrtat otov Mivaka 1.

19 avtikeipeva tou checklist (50%) avadEpovtal og TOCOOTO HEYAAUTEPO
ToU 75% twv dpBpwv tnv nepiodo 2000-2019, 19 (50%) tnv nepiodo 2000-
2009, 25 (65,78%) tnv mepiodo 2010-2019 bdeiyvovrag pa avénon tng
oUppOopPpwong e to CONSORT petd tnv avabewpnon tou.

To VOUHEPO KOL TOL TTOCOOTA TWV QVTIKELLEVWY TtoU epdavilovtal o€ mTavw
ano 1o 75% twv dpBpwv ouvoAlka kot ava mepiodo daivovral otov
Mivaka 2 kot Ataypoppa 1.
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Awdypappa 1 [T0COOTH TWV QVAQEPOUEVWY QVTIKEWEVWY O dvw and 75% Twv dpdpwv cuvodikd Kkat avd
nepiodo.

H ocuppopdwon twv apBpwv o€ TOCOOTO HeyaAUTEPO Tou 75% ntav:
ouvoAlka: 6 (30%), 2000-2009: 1 (11,11%) , 2010-2019: 5 (50%).MapoAo
TIOU N CUUHOPDWON aUEAVETOL AVAUECA OTLG SUO XPOVIKEG TtEPLOSOUG bev
elval otatiotika onpavtiky n avénon avtn (p=0,069).
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NAI OoXI

SYMMOP®QZIH >75%
W 2000-2009 m2010-2019

Awaypoppa 2 PaBdoypauua pue cupupuopewaon >75% ue to CONSORT checklist
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Mivakag 1. Mooooto ouuudpewaons (*100) twv 38 avtikeluévwy twv 19 apdpwv ouvolika
Kot ava epiodo.

ANTIKEIMENO CHECKLIST 2000-2019 2000-2009 2010-2019
n=19 n=9 n=10
ABSTRACT/TITLE
1a 0,53 0,22 0,8
1b 0,79 0,78 0,8
INTRODUCTION
2a 1,00 1,00 1
2b 1,00 1,00 1
METHODS
3a 0,95 0,89 1
3b 0,00 0,00 0
4a 0,95 1,00 0,9
4b 1,00 1,00 1
5 0,89 0,89 0,9
6a 1,00 1,00 1
6b 0,05 0,00 0,1
7a 0,26 0,00 0,5
7b 0,00 0,00 0
8a 0,79 0,78 0,8
8b 0,26 0,22 0,3
9 0,53 0,33 0,7
10 0,53 0,44 0,6
11a 0,58 0,33 0,8
11b 0,37 0,11 0,6
12a 1,00 1,00 1
12b 0,74 0,44 1
RESULTS
13 0,53 0,22 0,8
13a 0,84 0,89 0,8
13b 0,79 0,78 0,8
14a 1,00 1,00 1
14b 0,37 0,00 0,7
15 0,11 0,11 0,1
16 0,79 0,78 0,8
17a 0,84 0,89 0,8
17b 0,58 0,56 0,6
18 0,74 0,78 0,7
19 1,00 1,00 1
DISCUSSION
20 0,84 0,78 0,9
21 0,79 0,67 0,9
22 1,00 1,00 1
OTHER INFO
23 0,42 0,00 0,8
24 0,42 0,00 0,8
25 0,16 0,11 0,2
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2000-2019 2000-2009 2010-2019

Overall (38) 19 (50%) 19 (50%) 25 (65,78%)
Title/abstract introduction (4) 3 (75%) 3 (75%) 4 (100%)
Methods(17) 7 (41,18%) 7 (41,18%) 9 (52,94%)
Results(11) 6 (54,55%) 7 (63,64%) 7 (63,64%)
Discussion(3) 3 (100%) 2 (66,67%) 3 (100%)
other info(3) 0 0 2 (66,67%)

Mivakog 2 AméAuTa VOUUEPQ KOl TOGOOTH TWV QVTIKELUEVWY TTOU QVAPEPOVTAL OE TTAVW ATTO TO 75% Twv dpBpwv.

2YZHTHzH

Autn n epyacia €6el€e OTL N MOLOTNTA TWV TUXALOTIOLNUEVWY KALVIKWV
SOKLUWV OXETLKA LE TNV ATTOKATAOTACN TwV EVO0SOVTIKA Bepameupévwy
Sdovtiwv dev eival akoun waviki cupudwva pe to CONSORT checklist.
Apketd amd ta aviikeipeva tou CONSORT 6ev avadéeépovtal o€
LKavoTolnNTkd Babuod otig £peuves. Kamowa amd autd eivol KORBLKAG
onuaociog onwg: to 7a (Héyebog Tou Selypatog) avadEpetal o€ LOALG TO
26% TWV EPEUVWV LE QTTOTEAECLA VAL TIPOLY LATOTTIOLOUVTAL XA UNAN G LOXVOG
Epeuveg, To 8B (0 TUTOG TNG TUXALOTIOINONG) avadEpeTal 0To 26% TwV
gpeuvwy, To 11a (mowog NTav TUPAOTOLNUEVOG LETA TNV TOELVOUNCN TWV
napeppaocewv) avadépetal oto 58% Twv epeuvwy. Kamowa and avtd dev
glval kouPkng onpaociag omwg to: 3B (oONUAVTIKEG AAAOQYEC OTLG
nebodoug vLotepa amd Vv €vapén tng Sokwng), 7B (e€nynon twv
evllAUECWY aVOAUCEWV Kal odnylwwv otapatiuatog) kat 14B (yati n
Sdokiun teppatiotnke) Ta omoia avadépovtal povo otav epappolovral
oTnV €peuva.

MapoAo mou n avadopd twv avikelpévwy tou CONSORT bev eival
WOavikn, meplooOTEPA AVTIKE(pHEVO avadEpovtal HE TNV TApodo Tou
XPOVOU KATL TTOU UTIOSELKVUEL TNV BEATiWON TNG MOLOTNTAG TWV EPEUVWV.

H mapoloa €peuva €XeL Kal KAMOLOUG TEPLOPLOMOUG. Baolkog
TIEPLOPLOMOG €lval OTL Xpnowdomolidnke n avabewpnuévn €kdoon Tou
CONSORT (2010) yia oAa ta apBpa aveoptntwg mote dSnUoolelTNKAV.
Ertiong n avalntnon twv €peuvwy Kal n afloAdynon €ywve ano Hovo £va
AToMO pelwvovTtag tnv aélomiotia TG Stadlkaoiag.

JUUTIEPACUOTIKA, OTNV Tpoomabsla va afloAoynBel n mowotnta TWV
TUXOULOTIOLNUEVWY KALWVIKWVY SOKLUWY OXETIKA HE TNV AvVACUOTOON TWV
evbodovtika Bepaneupévwy Sovtiwy, BpeBnKe pa avENon avAUECO OTLG
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TEPLOSOUC OXL OUWG OTATLOTIKA CNMOVTLKN. IXETIKA LE TNV avaoloToon
Twv evdodovtikd Beparmevpévwy Sovtlwy mou dyalel Toug KALVIKOUG yLa
TO TOLOo €160¢ avaolotaong ival To BEATLOTO, Mepaltépw PeATiwon tTng
TIOLOTNTAC TWV TUXOLOTIOLNUEVWY KAWIKWV Sokipwv Ba Bonboloe va
rtapBOoUv oL KATAAANAE KALWVIKEG amodACELG.
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Title and abstract
la Identification as a randomised trial in the title
1b  Structured summary of trial design, methods, results, and
conclusions (for specific guidance see CONSORT for abstracts)
Introduction
Background and objectives 2a  Scientific background and explanation of rationale
2b  Specific objectives or hypotheses

Methods
Trial design 3a Description of trial design (such as parallel, factorial) including
allocation ratio
3b Important changes to methods after trial commencement (such as
eligibility criteria), with reasons
Participants 4a  Eligibility criteria for participants
4b  Settings and locations where the data were collected
Interventions 5  The interventions for each group with sufficient details to allow

replication, including how and when they were actually
administered
Outcomes 6a Completely defined pre-specified primary and secondary outcome
measures, including how and when they were assessed
6b  Any changes to trial outcomes after the trial commenced, with

reasons
Sample size 7a How sample size was determined
7b  When applicable, explanation of any interim analyses and stopping
guidelines

Randomization:
Sequence generation 8a Method used to generate the random allocation sequence
8b Type of randomisation; details of any restriction (such as blocking
and block size)
Allocation concealment

mechanism
9 Mechanism used to implement the random allocation sequence
(such as sequentially numbered containers), describing any steps
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Implementation 10 Who generated the random allocation sequence, who enrolled
participants, and who assigned participants to interventions
Blinding 11a If done, who was blinded after assignment to interventions (for
example, participants, care providers, those assessing outcomes)
and how
11b If relevant, description of the similarity of interventions
Statistical methods 12a Statistical methods used to compare groups for primary and
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adjusted analyses
Results

Participant flow (a diagram
is strongly recommended)
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13b For each group, losses and exclusions after randomization,
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Recruitment 14a Dates defining the periods of recruitment and follow-up
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14b Why the trial ended or was stopped

Baseline data 15 A table showing baseline demographic and clinical characteristics
for each group

Numbers analyzed 16 For each group, number of participants (denominator) included in
each analysis and whether the analysis was by original assigned
groups

Outcomes and estimation ~ 17a For each primary and secondary outcome, results for each group,
and the estimated effect size and its precision (such as 95%
confidence interval)

17b For binary outcomes, presentation of both absolute and relative
effect sizes is recommended

Ancillary analyses 18 Results of any other analyses performed, including subgroup
analyses and adjusted analyses, distinguishing pre-specified from
exploratory

Harms 19 Allimportant harms or unintended effects in each group (for
specific guidance see CONSORT for harms)

Discussion

Limitations 20 Trial limitations, addressing sources of potential bias, imprecision,
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Generalisability 21 Generalisability (external validity, applicability) of the trial findings

Interpretation 22 Interpretation consistent with results, balancing benefits and
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Other information
Registration 23 Registration number and name of trial registry
24 Where the full trial protocol can be accessed, if available
25 Sources of funding and other support (such as supply of drugs),
role of funders
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