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AfLoAGynon tnc molotnTac avodopac TWV TUXOLOTIOLNUEVWV KALVIKWV

HEAETWV Yyl TN AQIMOPOGKOTILKN YELPOUPYLKN OWTLUETWTILGN TOU

KoAoopOiKoU Kapkivou mou dnuootevtnkav ano to 2002 €¢wc to 2023

uUe th xpnon tov CONSORT.

NEPINHWH

EIZAFQMH: OL TuXOlOTONUEVEG KALWVIKEG MEAETEC amotedoUv Poolkd epyadeio yla tnv
EKTLUNON TNG amoteAeopatikotnTag plag Bepaneiag-napéupacng. To CONSORT statement
SnuoupynBnke yLa va BEATLWOEL TNV TIOLOTNTA TIEPLYPADN G TWV UEAETWV.

ITOXOl: Ikomdg authG TNG MEAETNG eival va aflohoynosl tnv Tmolotnta avadopag
TUXOLOTIOLNMEVWY  HEAETWYV Ocov adopd OTn  AQMOPOCKOTILKN OVTLUETWIILON TOU
KOA0OPOLKOU KOPKiVOU TOU EVIEPOU yLa LEAETECG oo To 2002 £wg to 2023.

ME®OAOI: Avalntioape otnv nAatdopua PubMed(otnv ayyAlk YAwWooo) TUXOULOTIOLNEVEG
MEAETEG Yot a0Bevelg e KOAOOPOIKO KOPKIVO TIOU QVTLUETWILOTNKAV Admapookormikd. Ot
MEAETEC TANpoUcav TIG MpoUmoBéoesl edv elxe yilvel tuxalomoinon twv aocBevwv ot
TOUAGYLOTOV SUO OKEAN, €va €K TwV OTOLWV ATAV N AATAPOCKOTIKN ekTtour. H afloAdynon
TWV peAetwv €ywve pe To CONSORT, n oUyKpLon TOUG PE TePlypadlK OTATLOTIK Kol
MeAeTnBNnKav emipépoug ta apbpa ava 10etio(2002-2012, 2013-2023). Avalnt)Bnke Kat n
oxéon Hetafl ouvteleotr) amnxnonc(lmpact Factor) twv meplodikwv dnpooisuong Twv
MEAETWV LE TO MTOCOOTO CUUUOPdWONC Toug Ue to Consort.

AMNOTEAEZMATA: 51 apbpa mAnpoucav TG mpolmoBoslc yia availuon. H BeAtiwon tng
nolotnTag meplypadng avapeoa ot duo 10eTieg BpEONKE HUN OTATLOTIKA ONUOVTLKA(UE
p=0,117). Ano ta 44 empépoug epwtrpota tou CONSORT, ta 19 avadépovtal oe MOCOOTO
>75% TWV PEAETWVY. ITATIOTIKA ONUOVTIKN O€TIK cuoxETion Bpebnke petafl ouvteleotn
annxnong neplodikol Kat cUHopdwaong HeAetwy pe to Consort.

IYMMEPAZMATA: H moldtnta meplypadrg TwWV TUXALOTIOLNUEVWYV HEAETWV ylo TN
AQIOPOOKOTILKA OVTLUETWTTLON TOU KOAOOPOLIKOU KapKivou emidéxetatl BeAtiwon.

NE€elc-KAeldLd:  tuxalomolnpuéveg UEAETEG, KOAOOPOLKOC  KaPKivog, AQTIOPOCKOTILKA
ovtlpetwron, Alota CONSORT.

Metamntuylakn Epyacia_ Aayomovlov B. cel. 2

Institutional Repository - Library & Information Centre - University of Thessaly
09/06/2024 06:01:11 EEST - 18.224.59.238



Assess the reporting quality of randomized-controlled trials for

laparoscopic surgery in colorectal cancer published from 2002 to 2023,
based on CONSORT statement.

ABSTRACT

INTRODUCTION: Randomized-control trials (RCTs) are an asset for evaluating a treatment or
an intervention. The CONSORT (Consolidated Standards of Reporting Trials) statement was
developed to improve the quality of reporting.

PURPOSE: The aim of this study was to assess the quality of RCTs for laparoscopic surgery in
patients with colorectal cancer from 2002 to 2023.

METHODS: We searched PubMed (English-language) for RCTs involving patients underwent
laparoscopic surgery for colorectal cancer. Trials considered eligible when participants were
randomized to at least two therapeutic arms, one of which was laparoscopic surgery. Quality
of reporting was assessed using the CONSORT checklist and comparisons were made using
descriptive statistics, also in groups of ten-year periods (2002-2012, 2013-2023). Correlation
between the Impact Factor of the journals and adherence to the Consort Statement was
searched.

RESULTS: 51 articles were eligible for evaluation. The quality of reporting did show
improvement over the ten-year-groups (but not significant result, p=0,117). 19 of the 44
items of CONSORT were addressed in >75% of the studies. The Impact Factor showed a
significant correlation to the Consort adherence (r=0,443 p=0,01).

DISCUSSION: The quality of reporting RCTs for laparoscopic surgery in patients with
colorectal cancer needs to be improved.

Key words: Randomized-controlled trials, colorectal cancer, laparoscopic surgery, CONSORT
checklist
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EIZATQrH

OL TUXOLLOTTOLNUEVEG KALVIKEG MEAETEC amoTeAoUV Bactkd gpyalelo yla tnv aflohdynon tng
QMOTEAECUATIKOTNTOG plag Beparmeiag eite pog Bepameutikng mapEpBacnc. Autod cupPaivet
SLOTL N «Tuxaia» QUTH KATAVOUN OTA ETLUEPOUG OKEAN TWV UEAETWV EAAXLOTOMOLEL TIG
SLadopEC TWV YUPAKTNPLOTIKWY TWV OUASWY TTOU UTIOPEL VO EMNPEACOUV TO OMOTEAEoUA.[1]
Qotd00, oL AVayVWOTEC TPETEL val yVwpll{ouv TNV oLOTNTA TWV TUXOLOTIOLNUEVWVY LEAETWV
yLo VoL LItopouv va aloAoyouv Tnv SUvVan Kal Tou TEEPLOPLOOUG TOUG. [2]

Me okomo Aoutov TV afLoAdynon tng moLloTnTag authg, to 1996 dnuootelBnke yLo mpwtn
dopa, pe o npdéodartn avabewpnon to 2010, to Consort statement, To onoio anoteAeital
amd pLo Alota 37 avTKELHEVWY Kot eVOC Slaypappatos pone.[3] Ze eméktaon autou, To 2008
SnpoolevBnke kat to Consort statement mou adopd pn GapuakeUTIKEG Beparmneieg, OMwWG
XElpoupyela, OUOKEUEG, amokatdotaon kal PeBOdoug evVOANAKTIKNAG LOTPLKAG, TO Ormoio
avaBewpnBbnke to 2017 kal mepléxel 5 emutAéov avtikelpeva. [4][5] Elval mAéov supéwg
YVWOTO Tw¢ Pe TNV €loodo tou Consort statement n molotnTa TePLypAdPnG Twv
TUXOLOTIOLNHEVWY HEAETWV EXEL BEATLWOEL ONUAVTIKA.[6]

‘Exouv Snpooteutel mapa MOAMEC PeAETEG TTOU aloAoyouv TNV ToldtnTa Teplypadns Twv
Tuxolomotnpévwy pehetwv. Ocov adopd otov kapkivo tou maxéog eviépou, to 2018
ONUOCLEVUTNKE HLOL MEAETN YLA TN CUUUOPGWON TWV TUXOOTIONUEVWY HEAETWVY He To Consort
statement oe meplodika tng Kivag. [7]

O KOPKIVOG TOU TIOXEOC EVIEPOU OMOTEAEL TNV TPLTN attia Bavdtou anod Kapkivo ToyKOOULWG
KOL N €MMTWOon Ttou aufavetal cuvexwg. [8] XTiC pépec pag, Paolkd epyaleio yla thv
OVTLUETWTILON TOU amoTeAEl N AQMOPOCKOTIKA XELPOUPYLKN adaipeon, Ue amoteAéopata
Lod€la Tou KAaolkoU avolyTou Xelpoupyeiou. [9]

JKOTMOG aUTNC TNG epyaociag eivat n afloAdynon tng mowotntag avadopdc Twv
TUXOLOTIOLNMEVWY  HEAETWV Ocov adopd OTn  AQMOPOCKOTILKN OVTLUETWIILON TOU
KOAOOPOLKOU KOPKIVOU TOU eVTEPOU YLO. PLEAETEG TTOU Snuooteltnkav amod 1o 2002 £wg To
2023 pe tn xprion tou Consort statement.
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MEGOAOAOIIA
Avalntnon apSpwv

Avaintibnkav oto PubMed apBpa &nuooieupéva amd 1" lavouapiov 2002 £wg 30
Ampthiou 2023 UE TUXOLOTIOLNMEVEG KAWLKEG HEAETEC OXETIKA UE TN AQTTAPOOCKOTILKK
OVTLUETWIILON TOU KOAoOPBLKoU Kapkivou. Q¢ kpttiplo avalAtnong Xpnolpomolnonke n
dpaon “colorectal cancer”. XpnotuomnowBnkav emniong ta pidtpa “Randomized controlled
trials” otov TUMO ToU ApBpou, “English” otn yAwooa kat “Humans” yla to id0g¢.

KataAAnAotnta MeAstwv

ErmAéxOnkav oL peAéteg mou tuxalomolnoav acBeveic oe TouAdylotov duo BepameuTika
OKEAN, € TO €va VO ATOTEAEL TNV AQTIAPOOCKOTILKI) XELPOUPYLKN EKTOMN Kal TepAndOnoav
aoBevelc pe OAa ta €idn tou KOAoopBkoU Kkapkivou (TudAo, avidv, eykapolo, KaTldv,
OLYHOELSEG KOAOV Kal 0pB0). Avadopég yla HeAETeg Tou Sev eixav oAOKANPwOel, HULIKPEG
TUAOTLKEG MEAETEC, TPWTOKOAAQ HeAETWV Kol KaBe apBpo pe amoteAéopata amo
niponyoupévwe dte€ayBeloa pehétn (secondary analysis, follow-up analysis, sub-studies, sub-
group analysis) anokAeiotnkav.

EpyaAeia A§loAdynong

Qg epyaleio yla TV agloAoynon tng moldtntag avadopds Twyv LEAETWV XPNOLLOToLONKE TO
Consort statement (https://www.equator-network.org/reporting-guidelines/consort/) «kat
MOALOTO. N €MEKTAON TOU Yyl TIC M PapUOKEUTIKEC Oeparmeieg eddoov adopd oe
XELpoupyLKn avTlpetwrion (Consort Statement for Randomized Trials of Nonpharmacologic
Treatments), mou avaBewpnBnke npocdata to 2017. To checklist anoteAeital anod 25 kupLa
avTLKe(peva Kal Kamola deutepelovia, oTo cUVOAD 43 Kal Xpnolponolndnke éva emumAéov
ovTLKe(peVO yla To edv oto dpbpo cuumeplhapBavotav to Staypappa pong (avtikeipevo
No13). Q¢ odnyadg, xpnotponowBnkav ta apbpa pe titho “Consort 2010 Explanation and
Elaboration” kat “Consort Statement for Randomized Trials of Nonpharmacologic
Treatments”. Ano ti¢ 51 ouvoAkd HeAéteg, oL 25 SnuoolelBnkav €wg to 2010, evw oL
uTtoAoLTteg 26 petd to 2010. To avtikeipevo 5d &g ocuumeplAndBnke otnv afloAdynaon, Kabwg
Sev edapuoletal os Xelpoupylkég Bepameiec. To checklist Tou Consort mapatiBetal oto
Mapaptnua.

AéloAdynon-AvdAuon

Ma tnv afloAoynon xpnotpomnotBnke to Microsoft Excel 2010 kat akoAouBnbnkav ot
mapakatw Stadikaoieg: a. OAa ta avtikeipeva aflohoynBnkav wg mpog to Babud avadopdg
TOUG OTLC MEAETEG KAl OXL w¢ mpoc tnv dle€oywyn-ebapuoyn toug os autég, B. otav £va
ovtikelpevo avadepotav oe dtadopeTikd pépog tou apbpou (Tithog, Mepidnyn, MéBobol,
AmoteAéoparta, Xulntnon, AMec MAnpodopieg) Oswpolvtav opvnTIK aAmAvTnon, HE
gaipeon TIg mMAnpodopieg mou avadépoviav oto avtikeipevo «AAeg NMAnpodopieg» mou
Bewpndnkav w¢ Oetik amavtnon avefdptnta omd to mou oavadEpovral, y. oaoadeic
onavtioslg BewprndnKav w¢ ApVNTLKEC.
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OL peléteg ywplotnkav oe Suo meplodoug, amd to 2002-2012 kat and to 2013-2023. Ta
ovadepopeva avtikeipevo xwpiotnkav emniong os mévre opddeg: 1. Tithog/MepiAnn kan
Eloaywyn, 2. MéBobol, 3. AmoteAéopata, 4. fulntnon, 5. AANec NMAnpodopieg. Akoua,
avalnmbnke o ouvteheotng amnxnong (Impact Factor, IF) twv TmepPLOdkwy TOU
SnuootevOnKkav oL LEAETEG.

YroAoyilotnke o aplBpuog TwV HEAETWY TIOU EUPAVIOOV TTOCOOTO CUUUOPdWONG LEYAAUTEPO
ToU 75%, SnAadn oL HEAETEC IOV avEédepav Avw Tou 75% Twv 44 avtkelpévwy tou checklist,
TOOO OUVOALKA YLO OAO TO XPOVIKO SLAOTNUA 000 KOl XWPLOTA yla TIC SUO ETILUEPOUG
neplodoug. H olykplon HeTaly Twv SUO XPOVOAOYLKWV OMAdwY w¢ Tpog tnv >75%
ouppdpdwon pe to Consort €yve e tn Xxprion tou X2 test yla tov 2x2 mivaka (SPSS Statistics
29). EmunpooBeta, UMOAOYLOTNKE TO TTOCOOTO TWV OVTIKELWEVWY Tou checklist ota omola
€ywe avadopad o€ TOUAAXLOTOV 75% TwV LEAETWV KAl CUVOALKA GAAQL KOl XWPLOTA OTLG TIEVTE
npoavapepBeioe opddeg (TG00 yld TO GUVOALKO XPOVIKO Slaotnpa, 600 Kal yla Ta
eMUEPOUC Slaotnpata).

EmutAéov, w¢ MPOG TO CUVTEAECTH AMNXNONG TwV TEPLOSIKWY SnUocieuong Twy PEAETWY
umoloyloape tn OlGpeco Toug Kal opadomolnoope Ta ApBpa oe Suo UTOOMASEG.
XpnotgomnolnBnke n SLAPUECOC TWV CUVTEAECTWY AOYW TWV OKPALWV TOPATNPHOEWY TIOU
epdavidovrat. Zuykplvape EMELTA QUTEG TIG OMASEG WG TPOG TNV >75% cuUUOpdWaon HE TO
Consort pe tn xprion tou x* test yia tov 2x2 mivaka (SPSS Statistics 29). AkOpa, oL OpdSeg
QUTEG oUYKplBNnKav kat yla Tta 44 avtikeipeva tou Consort statement wg mMPog To MOC0oTO
TepLypadng Toug. TEAoC, utoAoyiotnKe 0 BABUOC CUOYETLONG TOU GUVTEAEDTH QMHXNONG TOU
TeploSLkoU dnuooiceuong TnG KABe peAETng He To Babuod cuppdpdwong autig oto Consort
statement pe to ouvteheotr) ocuoxétiong r (correlation coefficient) (SPSS Statistics 29).

Reviewed by Title (n=491)

Excluded (n=292)
Not RCTs
—> Not Medicinal

Not relevant

v
Reviewed by abstract (n=199)

Excluded (n=25)

Not RCTs

Not medicial

> Not relevant .
Sub-group analysis
Secondary analysis
Non-inferiority trials
Pilot studies

v
Full text searched (n=104) ‘

Excluded (n=18)
Accessibility issues

—>
v

Full text reviewed (n=86) ‘

Excluded (n=35)
Ineligible

—>
v

Finally analysed {n=51) ‘
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AMNOTEAEZMATA
KataAAnAeg-EmiAg§iuegc MeAéteg

H Sadikaoia avalntnong éywve os téooepa enineda. Itnv matdopua avalntnong PubMed
(https://pubmed.ncbi.nlm.nih.gov/), oL 6pot “colorectal cancer” kat “laparoscopic surgery”

ue ta pidtpa mou neplypddnkayv otig ueBodoug £dwaoav 491 anoteAéopata. Amo auTd, LETA
Tov €AeyX0 TouG Ue Baon tov titho, anokAsiotnkay 292, Ta onoio ATV [N TUXOLOTIOLNEVES
MEAETEG, HN OXETIKEG KOL €EVOANAKTIKEG MOPPEC LaTPKAG. To evamopeivavta 199
anoteAéopata eAéyxTnkav pe Baon tnv mepiAnn kot anokAsiotnkav 95 yLa Toug 6Loug
A6youc. 104 peléteg avalnthiBnkav ylo TNV avelPecn TOU TTARPOUC KELLEVOU TOUG Ao TLG
omoieg 18 8¢ Bpebnkav Adyw aduvapiog mpocPaong. TeAlkd, 86 PeAETEG eAéyxOnKav wg
TPOG TO TANPEC Kelpevo, amnod Tig onoieg 35 Sev Atav katdAAnAeg. 51 apbpa a&loAoyrBnkav
gV Té€AEL, Ta omola mepLeiyov 8805 Tuyalomolnpévoug aobeveic. H Alota Twv HEAETWV QUTWV
Bploketal oto Mapdptnua.

Kupia AntoteAéouata

Ao Tt ouvoALka 51 apBpa, 37 SnuootelBnkav TNV mepiodo 2002-2012 kat 14 amnod to 2013
£€w¢ to 2023. Itov MMivaka 1 avadEpovtal TO TOCOOTA TwV PEAETWY ToU Teplypddouv KABe
avtikelpevo tou Consort, TOG0 GUVOALKA O00 Kal XWPELoTA yla TI§ Suo emLUEpoug teplddoug.

Mivakag 1. Mocootd twv cUVoALKa 51 UeAETWV OV MepLypa@ouv ta 44 avTiKEIUeEVa CUVOALKA
KOl YWPLOTA OTIG 2 XPOVIKEG TEPLOSOUG.

AvVTIKEipEVO 2002-2023 2002-2012 2013-2023 p-value
Checklist n=51 n=37 n=14

Title/Abstract

1la 0,75 0,73 0,79 0,68
1b 0,94 0,97 0,86 0,12
Introduction

2a 1 1 1 -

2b 0,98 0,97 1 1
Methods

3a 0,16 0,14 0,21 0,49
3b 0,02 0 0,07 0,28
4a 0,9 0,92 0,86 0,51
4ab 0,43 0,38 0,57 0,21
5 1 1 1 -

5a 0,96 0,97 0,93 0,47
5b 0,76 0,81 0,64 0,21
5¢ 0,14 0,11 0,21 0,33
6a 0,96 0,95 1 1

6b 0,04 0,03 0,07 0,47
7a 0,63 0,59 0,71 0,43
7b 0,06 0,08 0 0,56
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8a 0,67 0,65 0,71 0,66

8b 0,33 0,35 0,29 0,66
9 0,49 0,57 0,29 0,07
10 0,1 0,05 0,21 0,09
11a 0,35 0,32 0,43 0,49
11b 0,02 0,03 0 1
11c 0,61 0,65 0,5 0,33
12a 1 1 1 -
12b 0,14 0,11 0,21 0,33
Results

13 0,57 0,57 0,57 0,98
13a 0,94 0,97 0,86 0,12
13b 0,78 0,81 0,71 0,45
13c 0,33 0,27 0,5 0,12
new item 0,96 0,95 1 1
14a 0,69 0,68 0,5 0,25
14b 0,06 0,05 0,07 0,81
15 0,96 0,95 1 1

16 0,86 0,89 0,79 0,33
17a 0,98 1 0,93 0,28
17b 0,08 0,11 0 0,57
18 0,14 0,11 0,21 0,33
19 0,88 0,92 0,79 0,08
Discussion

20 0,8 0,86 0,64 0,07
21 0,24 0,11 0,57 <0,05
22 1 1 1 -
Other Information

23 0,39 0,32 0,57 0,11
24 0,02 0,03 0 1

25 0,39 0,38 0,43 0,74

19 avtikeipeva tou checklist (43,2%) mapatnpolvTal 0€ MOCOOTO HeYAAUTEPO TOU 75% TwV
MEAETWV yLO TO CUVOALKO XpOoVLKO Staotnua (2002-2023), 18 (40,9%) yila to didotnua 2002-
2012 kat 16 (36,4%) ywa to Slaotnua 2013-2023. Me Baon ta avwtépw, Sev UTIAPXEL
gudavng BeAtiwon otnv avadopd TwWV EMIUEPOUC AVTIKELUEVWY Tou Consort avapeoa otLg 2
TepLOSoOUC. AKOPA KOl yla OVTLKELPHEVA TIOU UTIAPXEL auénon oto mocootd, Sev eival
OTATLOTIKA onuavtikn, pe efaipeon to avtikeipevo 21, 6mou n avénon OTO0 MOCOOTO
nieplypadng tou tnv nepiodo 2013-2023 eival oTATLOTIKA onuavtikn (p<0,05).

Ol aplBuol Kol Ta ToooOoTA TWV AVTLKELMEVWY Tou checklist mou avadépBnkav oto 75% twv
apBpwv Kal MAVW, XWPLOUEVECG oTLG 5 mpoavadepBeioeg opadeg KOOWE KoL OTLG XPOVLKEC
nieplodoug, daivovral otov Mivaka 2 kol oto Ataypopua 1.

Metamtuylakn Epyacia_ Aayomovlov B. oel. 8

Institutional Repository - Library & Information Centre - University of Thessaly
09/06/2024 06:01:11 EEST - 18.224.59.238



Mivakag 2. AoAutol aptIuoi KoL T0C00Td TWV AVTIKEUEVWY TOU
checklist mou epavifovrar o€ >75% twv ueAeTwv.

2002-2023 2002-2012 2013-2023

SUVONWK: (44) 19 (43,2) 18 (40,9) 16 (36,4)
Tithog/NepiAnyin,
ELoayuy (4) 4 (100) 3(75) 4 (100)
MéBoSoL (21) 6 (28,6) 6 (28,6) 5(23,8)
AnoteAéopata (13) 7 (53,8) 7 (53,8) 6(46,2)
suZftnon (3) 2 (66,7) 2 (66,7) 1(33,3)
AMec MAnpodopieg (3) 0 0 0
120 Awaypauua 1.

moocooTd TWV

100
QVTIKELUEVWV TTOU
80

gupavifovral os

60 12002-2023 >75% TwV UEAETWV
W2002-2012

40 2013-2023

N 1 -

0 T T T T T 1

Overall (44)  Title/abstract— Methods (21)  Results (13)  Discussion (3) Otherinfo(3)
intro (4)

H ouppopdwon twv peletwv pe to Consort Statement oe Mooootd dvw Tou 75% ava
XPOVIKO SLaotnpa €xel we €€nNG: oUVOAKA 3 HeAETe (5,88%), 2002-2012 1 pelétn (2,7%),
2013-2023 2 peléteg (14,29%) beiyvovtag pia BeAtiwon otn cuppdpowon otn deltepn
XPOVLKN Ttepiodo. MapoAa auTd, TO AMOTEAECHA AUTO €lval KN OTATLOTIKA ONHAVTIKO, KOOWS
x?=2,46 pe p=0,117>0,05 (Awdypauuc 2).

>75% compliance
16
14
12

Awaypauua 2. Mocooté twv

UEAETWV Ue oupudppwon >75%

e to Consort statement.
10

W >75% compliance

(=T S LA - -

2002-2023 2002-2012 2013-2023

‘Ocov adopd 0To CUVTEAEDTH OMAXNONG TWV TEEPLOSIKWY dnpocisuong twv apBpwv (Impact
Factor, IF), oL TIHEG TOU €xOUV péan TN 22.57, Stapeco 3.89 kot PEyLoTn Kal EAAXLOTN TLUN
202.73 kat 0.40 avtiotola. Metd tnv opadomnoinon, yia 1F>3.89, éxoupe 25 apbpa pe 3 ano
auta va epdavitouv >75% cuppopdwon pe to Consort Statement, evw yla IF<3.89 Sev
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UTIApPXEL Kavéva apBpo amod ta 25 (Mivakag 3). Me tn olykplon Twv duo opadwv daivetat
WG UTTAPXEL av&non oto Mooootod, aAAd mpokUmtel nw¢ p=0,235>0,05 (Un OTATLOTIKA
onuavtiko anotéleopa pe Fisher’s exact test). AnAadn, mopoAo nmou vdiotatal pa avénon
™mc¢ >75% ouppodpdwong pe to Consort otnv opdda pe toug UPNAOGTEPOUC CUVTEAECTEG
annxnong, N oxéon auth S&ev gival OTATIOTIKA ONUOVTLKA.

2uvolo apdpwyv (n=51) IF<3.89 (n=25) IF>3.89 (n=26) p value

AptSuodc apSpwy e >75%

oUMGa@won ke Consort 3(5,88) 0(0) 3(11,54) 0,235

Mivakag 3. AmoAutot aptduoi (kat tocooto) Twv apdpwv mou upavijovv >75%
ouuuopewon pe to Consort ota SUO YKPOUT pe Bdon to ouvteAeoth amnynons

Akopo ouykpiBnkav OAa ta avitikeipeva tou Consort statement w¢ TPOC¢ TA TOCOOTA
nieplypadng mou epdavilouv otig duo npoavadepbeioeg opadeg Kal MaAPATNPOULE WG, UE
e€aipeon 6 avtikelpeva Mou To MOoooTo Teplypadng eivat iSlo, ota undAouta avilkeipeva
napatnpeital avénpévo mocootd avadopdg otnv opdda e Toug UPNAOTEPOUC CUVTEAEDTEG
anmAxnong Twv meplodikwy (Tivakac 4). And to anmoTteAéCUOTA AUTA, OTATLOTIKA ONUAVTLKA
auénon €xouv 11 avtikeipeva, Ta onola eival ta: 1a, 3a, 5¢, 7a, 8b, 12b, 13, 16, 18, 23 kat 25

(p<0,05).
. Zuvolo Apepc'x Apept'x
AvTIKEipEVO , énpooclevpéva oe énuoclevpéva o€
Checklist GeOpuv neplodukd IF<3.89  meplodikd 1F23.89 p-value
n=51
n=25 n=26
Title/Abstract
la 0,75 0,6 0,88 <0,05
1b 0,94 0,92 0,96 0,53
Introduction
22 1 1 1 ]
2b 0,98 0,96 1 0,49
Methods
3a 0,16 0,04 0,27 <0,05
3b 0,02 0 0,04 1
4a 0,9 0,84 0,96 0,14
4b 0,43 0,36 0,5 0,31
5 1 1 1 )
5a 0,96 0,96 0,96 i
5b 0,76 0,68 0,85 0,16
5¢c 0,14 0,04 0,23 <0,05
6a 0,96 0,96 0,96 _
6b 0,04 0 0,08 0,49
7a 0,63 0,44 0,81 <0,05
7b 0,06 0 0,12 0,23
8a 0,67 0,06 0,73 0,32
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8b

9

10

1la
11b
1lc
12a
12b
Results
13

13a
13b
13c
new item
14a
14b

15

16

17a
17b

18

19
Discussion
20

21

22
Other
Information
23

24

25

Nivakag 4. Mooootd twv apdpwv rou rieptypagovtal ta 44 avriksipueva tov Consort

0,33
0,49
0,1

0,35
0,02
0,61

0,14

0,57
0,94
0,78
0,33
0,96
0,69
0,06
0,96
0,86
0,98
0,08
0,14
0,88

0,8
0,24

0,39
0,02
0,39

0,12
0,4

0,04
0,32

0,52

0,04

0,32
0,92
0,72
0,32
0,92
0,56
0,04
0,92
0,76
0,96

0,04
0,8

0,72
0,24

0,24
0
0,24

0,54
0,58
0,15
0,38
0,04
0,69

0,23

0,81
0,96
0,85
0,35

0,69
0,08

0,96

0,15
0,23
0,96

0,88
0,23

0,54
0,04
0,54

ota 6uo yKkpour opadomnotnuéva pe Baon to cuvteAsot anfxnong.

O BaBuog cuppopdwong twv peletwv oto Consort statement amoé tnv AAAn eudavilel
OTOTLOTIKA ONUAVTIKA HETPLA OETIK) OUCYKETION HE TO OUVTIEAEOTNG QMAXNONG TWwv
nieploSikwv dnuooievong (r=0,443 pe p=0,001<0,05) (Ataypauua 3) . Qaiveral SnAadn nwg
oL HPEeAETeG TOU Onuootevovial ot TePloSIKA He To UYPNAO OUVTEAESTH aAmXNong
geudavilouv peyalitepo mMooootd cuppopdwaong pe to Consort statement, dpa KaAUtepn

noldtnTa neplypadng.
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<0,05
0,2
0,17
0,63

0,21
<0,05

<0,05
0,53
0,27
0,84
0,24
0,33
0,58
0,24
<0,05
0,49
0,11
<0,05
0,07

0,14
0,94

<0,05

<0,05
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Awdypaupa3. SUVTEAEOTHG Atxnong Twv nepLodIkwv dnuoacisuong kat Baduog
CUUUOPPWONG TwV dpdpwv ue to Consort.

2YMMNEPAZMATA

H epyacia oaut) KatéAnge OTO OUUMEPAOHA TIWG N TOLOTNTA TEPLYPAdnG TwV
TUXOULOTIOLNMEVWY KAWVIKWV HEAETWY TIOU 0lPpOpPoUV 0Tn AQTIPOCKOTIKI OVTLUETWIILON TOU
KoAoopBLkoU kapkivou Sev gival tkavomolntikr cuudwva pe to Consort statement. MapoAo
Tou amod ta 44 cuvoALKA avtikeipeva tou checklist, Ta 21 epdavilouv avénon tou mooootol
Teplypadn avapeoa otig 2 meplodoug Kal cuykplvovtag Ta Sduo Xpovikd Slaothiuota
umapxel BeAtiwon otnv avadopd, To ANMOTEAECHA SEV EIVOL OTATLOTIKA GNUAVTLKO.

Kamowa amd ta aviikeipeva mou cupneptdappavovtal oto checklist dev eival kopupLlkAg
onpaotag yla Tn moLoTNTO TWV TUXOLOTIOINUEVWY HEAETWY, OMWG To 3b (important changes
to methods after trial commencement with reasons) 1} to 4b (settings and locations where
data were collected), mou otnv napovoa epyacia epdpavifovral o mocootd 2% kat 43% Twv
peAetwv avtiotowa. MaAlota, ta ovtikeipeva 3b, 11b (if relevant, description of the
similarity of interventions) kat 24 (where the full trial protocol can be accessed, if available),
gudavilovv T0 pIKPOTEPO TMOCOOTO avadopdc. Amd tnv GAAn, aAAa ovtikeipeva eival
KOUPBLKN G onuaciag yia th pebodoloyia twv pelstwy, onwg to 8a (method used to generate
the random allocation sequence) kat 12a (statistical methods used to compare groups for
primary and secondary outcomes), pe mocoota meplypadng 67% kat 100% avtiotolya.
Akouo, 4 anod ta 44 avtikeipeva neplypadovral os OAa ta apBpa: 2a (scientific background
and explanation of rationale), 5 (the interventions for each group with sufficient details to
allow replication), 12a kal 22 (interpretation consistent with results, balancing benefits and
harms, and considering other relevant evidence).

Mapopota sivat kat n peAétn twv Chen et al. (2018), 6mou aloloynBnke n cuppopdwaon He
1o Consort statement og TUXALOTIOLNUEVEG HMEAETEG OALOTIKAG LOTPLKAG YLOL TOV KAPKiVo TOU
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max€og eviépou [7]. Ta moooota meplypadn avapeoa ot SUO XPOVIKEG TIEPLOSOUC OUWC
6& BeATLwONKav (LN OTOTLOTIKA CNUAVTLKO ATOTEAECHQ).

IXETIKA L€ TO OUVTIEAEOTH QTNXNONG TWV TIEPLOSIKWY TIOU SNUOGCLEUTNKAV OL UEAETEG,
Bprkape Mwg S&v UTTAPXEL OTATLOTIKA ONUAVTLKY OXEON QVAUESO oTtnV >75% cuppdpdwaon
pe to Consort Pe TO OUVTEAEOTH amixnong tou meplodikol dnuocieuong. Amo thv GAAn
BpéBnke MWG 0 CUVTEAEDTAC AMAXNONG EXEL OTOTLOTIKA ONUOVTLKA CUOXETLON, KOl HAALOTO
BeTIkn, UE TNV cUPUOPdWON Twv HeAsTwWV oto Consort statement (r=0,443 ue p=0,001<0,05).
AUTO onpalvel mw¢ 600 PEYAAUTEPOC £lval 0 CUVTEAEOTHG amXNong Tou TEPLOSIKOU TTou
SNUocLEVETAL LA HEAETN, TOOO KAAUTEPN QVOMEVETAL va €lval Kal N cuppopdwon e TO
Consort statement, dpa kat n moLotnTa avadopag tng, aAAd OXL OTOTLOTIKA ONUAVTIIKA TTAVW
ano 75%.

Ztnv 2015 Stevanovic et al. peAétn, 6mou eAéyxOnKe n oxéon HeTaEl CUVIEAEOTH ATNXNONG
KOl CUHHOpdwONG Twv peAetwv pe To Consort, Bp€Bnke emiong OTATIOTLKA ONUOVTLKO
amoTéAeopa e PETPLA BETIKN cuoyETtion. [10]

Juykpivovtag Tig Suo opAdeg TwV HeAETWV (Me BACN TO OUVTIEAEOTH ATNXNONG) WG POG Ta
nocootd avadopd yla Ta 44 avrtikeipeva tou checklist, n avfnon mou Bp€bnke eival
OTOTLOTIKA ONUOVTLKA O€ KATOLO omd TA AVTIKELLEVA OMw¢ TpoavadEpbnkav. And autd,
UTIAPXOUV KATIola TIOAU ONUAVTIKA WG Tpog Th peBodoloyia tng HEAETNG KoL TOV TPOTO
Sle€aywyng tng, onwe ta 3a (Description of trial design including allocation ratio), 8a
(Method used to generate the random allocation sequence) kat 13 (flow diagram).

Elvat onuavtikd va emonuavOsel mwg n peAétn auty eudavilel OUYKEKPLUEVOUG
TEPLOPLOUOUC. ApYLKA, yla tnv afloAdynon oAwv twv dpBpwv oto cUVoAo tNng meplodou
2002-2023 xpnotpomnowBnke n avabewpnuévn €kdoon tou Consort statement yla TI¢ pn
bAPUAKEVUTIKEG PeAETeg Tou 2017. EmumAov, n avalntnon kot n ofloAoynon twv apbpwv
£ywe amod £va ATOHO, LELWVOVTAC TNV EYKUpOTNTA Ttn¢ Stadikaoiag.

JUMIEPAOHATIKA, KATA TNV 0ELOAOYNON TNG TIOLOTNTOG TEPLYPAdrC TWV TUXLOTIOLNUEVWY
HeAeTwV 600V adopd OTn AAMAPOOKOTILKA OVILUETWIILON TOU KOAoopBIkoU KopKivou Tou
EVIEPOU PpEONKE OTATIOTIKA HUN ONUAVTIKO OMOTEAECHQ Tapd T MKpR avénon otn
CUUUOPOWON TWV HEAETWV avAPECSA OTIC SUO XPOVIKEC TEPLOSOUG. ITATIKA ONUAVIIKO
oanotéAeopa £6woe n cUYKPLON TNG OXE0NC TNG CUUUOPpdWONG Twv PEAETWY pe To Consort pe
TO OouvteleoTr| amnxnong Twv meplodikwyv Onuoocicuong. H PBeAtiwon tng moldtnTog
nieplypadng eival KoppLkng onpacioag yia TNV KaAutepn afloAdynon tTwv PEAETWY Kal Kot
ETIEKTOON ™mv opBotepn awn KALVIKWV anodpAcswv.
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NAPAPTHMA

CONSORT CHECKLIST
Avtikeipevo Checklist Consort Item (2010) Extension for NPT Trials (2017&
Title/Abstract
la Identification as a randomized trial in
the title
1b Structured summary of trial design,
methods, results, and conclusions
Introduction
Backgrounds and | 2a Scientific background and explanation
Objectives of rationale
2b Specific objectives or hypothesis
Methods
Trial design 3a Description of trial design including | When applicable, how care providers
allocation ratio were allocated to each trial group
3b Important changes to methods after
trial commencement with reasons
Participants 4a Eligibility criteria for participants When applicable, eligibility criteria for
centers and for care providers
4b Settings and locations where data were
collected
Interventions 5 The interventions for each group with | Precise details of both experimental
sufficient details to allow replications, | treatment and comparator
including how and when they were
actually administered
5a Description of the different
components of the interventions and,
when applicable, description of the
procedure of tailoring the interventions
to individual participants.
5b Details of whether and how adherence
of care providers to the protocol was
assessed or enhanced
5c Details of whether and how adherence
of care providers to the protocol was
assessed or enhanced
Outcomes 6a Completely  defined  pre-specified
primary and secondary outcome
measures, including hoe 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 When applicable, details of whether
and how the clustering by care
providers or centers was assessed
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 randomization: details of any
restriction
-Allocation 9 Mechanism used to implement the
concealment random allocation sequence,
mechanism describing any steps taken to conceal

the sequence until interventions were
assigned

Metamntuylakn Epyacio_ Aayomovdov B. oel. 15

Institutional Repository - Library & Information Centre - University of Thessaly
09/06/2024 06:01:11 EEST - 18.224.59.238




-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 | If done, who was blinded after
assignment to interventions and how assignment to interventions (and those
administering co-interventions) and
how
11b If relevant, description of the similarity
of interventions
11c If blinding was not possible, description
of any attempts to limit bias
Statistical methods 12a | Statistical methods used to compare | When applicable, details of whether
groups for primary and secondary | and how the clustering by care
outcomes providers or centers was addressed
12b | Methods for additional analyses such
as subgroup and adjusted analyses
Results
Participant flow | 13a For each group, the number of | The number of care providers or
(diagram is strongly participants who were randomly | centers performing the intervention in
recommended) assigned received intended treatment | each group and the number of patients
and were analyzed for the primary | treated by each care provider or in
outcome each center
13b For each group, loses and exclusions
after randomization together with
reasons
13c For each group, the delay between
randomization and the initiation of the
intervention
New Details of the experimental treatment
and comparator as they were
implemented
Recruitment 14a Dates defining the periods of
recruitment and follow up
14b | Why the trial ended or was stopped
Baseline data 15 A table showing baseline demographic | When applicable, a description of care
and clinical characteristics for each | providers and centers in each group
group
Numbers analyzed 16 For each group, number of participants
included in each analysis and whether
the analysis was by original assigned
groups
Outcomes and | 17a For each primary and secondary
estimation outcome, results for each group, and
the estimate effect size and its
precision
17b | For binary outcomes, presentation of
both absolute and relative effect sizes
is recommended
Ancillary analyses 18 Results of any other analyses
preformed, including subgroup and
adjusted analyses, distinguishing pre-
specified from exploratory
Harms 19 All important harms or unintended
effects in each group
Discussion
Limitations 20 Trial limitations, addressing sources of | In addition, take into account the
potential bias, imprecision, and if | choice of the comparator lack of or
relevant, multiplicity of analyses partial blinding, and unequal expertise
of care providers or centers in each
group
Generalizability 21 Generalizability of the trial findings Generalizability of the trial findings
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according to the intervention,
comparators, patients and care
providers and centers involved in the

trial

Interpretation 22 Interpretation consistent with results,
balancing benefits and harms, and
considering other relevant evidence

Other information

Registration 23 Registration number and name of the
registry

Protocol 24 Where the full trial protocol can be
accessed if available

Funding 25 Sources of funding and other support,

role of funders
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