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1. NEPIAHWH

Etcaywyn: H epdavion Stapntikwy eAkwv oto odt (DFU) amoteAel pia ouxvn
ETIUTAOKI) TOU coKXapwdoug SLaBnTn. ITIC VEEC OTPATNYIKEG AVTLUMETWILONG Twv DFU
QVAKEL Kal n Bepamneio TpaUPATWY UE Xpron apvnTikAg nieong (Negative pressure
wound therapy-NPWT).

ZtoxoL: ITOX0C TNG mMapoUoag UEAETNG amoTeAEL N afLoOAOYNGCN TUXOLOTIOLNUEVWY
KAWVIKWV LEAETWVY, OXETLKA LE TN XPNON TNG Bepameiag apvnTikng mieong otnv
QVTLUETWTILON TWV SLafnTikwv eAkwv tou odlou, He tn BornBesta tou CONSORT
(Consolidated Standards of Reporting Trials) 2010 statement.

Mé£0odot: H avalntnon npaypoatomnoldnke otnv nAektpovikn Baon dedouévwv
Pubmed, yla TUXQILOTIOLNUEVEG KALVIKEG LEAETEC TTOU €XOUV SNUOCLEVOEL €W ToV
loUALo Tou 2019. KaBe epwtnon tou CONSORT BabuoAoynbnke pe 1 av ywotav
kaBapn avadopad o autrv péoa oto ApBpo Kal pe 0 o avtiBetn neplmtwon. tn
OUVEXELOL UTTOAOYIOTNKE VOl GUVOALKO OKOp yla KABe peAETn, aAAQ Kal yLo KABe
epwtnon Eexwplota.

AnoteAéopata: To cuvoAikd CONSORT okop yia ta 10 dpBpa ou aflodoyrnbnkav
Kupawotav amo 13 £wg 30, e TIG LEAETEC VA AITAVTOUV KATA HEGO 0po oto 60% Tou
CONSORT. 6 epwtnoelg anmavtnOnkav amo OAeg TIg peAéteg (100%), evw 14
EPWTNOELC amavindnkav os mocooto <50%.

Tuunépacpa: OL RCTs Sev mapouaciacayv LKOAVOTOLNTIKO TTOCOOTO EVAPUOVLONG LE TO
CONSORT. H Ste€afwyn meplocoOTEpWV HEAETWV KL N EKMALSEVON TWV oUYYPADEWY,
Ba cuUBAAAEL oTN BeATIWON TNG TTOLOTNTOG TOUG.

Zuvrtopoypadisg:

NPWT: Negative pressure wound therapy, DFU: diabetic foot ulcer, RCT: randomized
controlled trial, CONSORT: Consolidated Standards of Reporting Trials
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1. ABSTRACT

Introduction: Diabetic foot ulcers (DFU) is a common complication of diabetes
mellitus. New treatment strategies for DFU include the use of negative pressure
wound therapy (NPWT).

Objectives: The purpose of this study is to assess the reporting quality of randomized
controlled trials in the use of negative pressure wound therapy in diabetic foot
ulcers, published up to 2019 using the CONSORT (Consolidated Standards of
Reporting Trials) 2010 statement.

Methods: Pubmed online database was searched for randomized controlled trials
published up to July 2019. Each item of the CONSORT 2010 checklist was scored with
1, if clearly reported, or O otherwise. An overall score was then calculated for each
item of the CONSORT checklist, as well as for every RCT.

Results: The total CONSORT score for the 10 articles evaluated, ranged from 13 to
30, with the studies reporting in average 60% of the CONSORT items. 6 items were
reported in 100% of the articles, while 14 items were reported in less than 50% of
the articles.

Conclusion: The reporting quality of RCTs is not adequately in compliance with the
CONSORT statement. Conducting more studies in the subject and training in report’s
writing will improve their quality.

Abbreviations

NPWT: Negative pressure wound therapy, DFU: diabetic foot ulcer, RCT: randomized
controlled trial, CONSORT: Consolidated Standards of Reporting Trials
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2. EIZATQIH

O cakxopwdng dtafntng amoteAei pia xpovia tabnon mou odpeiletal oe Statapayn
TwV emESWV YAUKOING otnv KukAodopia Tou alpatog, mou puactoloyikd pubpuiletal
amo TNV 0pUOvVN LVOOUALvN. 2 acBevelg pe cakxapwdn dtafntn tumou 1 umtapxel
armoAutn EANAeldn tvooulivng, evw o€ autoug pe cakyopwdn dtapritn tumou 2
UELWHEVN TIAPAYWYH LWVOOUALVNG 08 CUVOUAOUO UE GNUOVTLKI QVTLOTACN TWV LOTWV
otn 8pdon te. M oL emumhokéc Tou StaBrtn mou ennpedouvy Ta kdTw dKkpa eivat
OUXVEG KoL TTOAUTTIAOKEG, UE ONUOVTIKOTEPN TNV €Udavion SlafnTikwyv EAKWV 0TO
nodL (diabetic foot ulcers-DFU). A€loonueiwto ivatl otL o kivéuvog Bavdatou oe
a0Beveic pe StafnTiko €Akog oto TodL elval 2.5 popEg UPNAOTEPOG CUYKPLTLKA LIE
QUTOUC TIou Sev €xouv LaBnTiko £hkoc.”) NapdAnAa révw améd ta pod DFU
HoAUvovtal, pe 20% autwv va xpetdlovtol akpwtnplacud.?

Ma tnv tagvopnon tng Bapltntag Twv SlaBnTikwy EAKWY, UTIAPXOUV TTIOAAQ
SladopeTikad cuoTAMATA, HE TNV Taflvopnaon katd Wagner va glval N 1o eUpEwg
XPNOLLOTIOLOU LEVN OTNV KALVLKA TtpaKkTikn. AfLloAoyel to Babog Tou €Akoug KaL TtV
Umapén ooteopUEATIOOC KOL KATATACOEL T EAKN OTLG £EAG Katnyopieg: grade 0 mpo-
1 HETA-EAKWTLKEG AAAOLWOELG, grade 1 pepikou 1} oAlkoU Taxoug €Akn, grade 2 Babu
€AKOG HE TEVOVTLO ] LULKN CUHHETOXN, grade 3 BaBu €Akog pe cuxvr) cuvumapén
ooteopueAitdag, grade 4 yayypolva EVIOTIOMEVN OE €va TUAA TOU TTodLoU Kall
grade 5 EKTETOUEVN YAYYPAWVA UE CUMHETOXH GAoU Tou Todtov. >

OL cUYXPOVEC BEPATTEVUTIKEG OTPATNYLKEG AVTLLETWITLONG TWV SLOBNTLKWVY EAKWV OTO
TOSL OTOXEVOUV OTNV ATMOTEAECUATIKA pUBULON TWV EMUMTESWV CAKXAPOU OTO aipa,
o€ ouvluaouo Ue TNV dpovTida TWV EAKWV KaL TNV AMOKATACTACN TNG OLUATIKAG
PONC, TIOU ETMITUYXAVOVTAL LLE TN XPrion e8kwyv emBepdtwy, umtepBapikov ofuyovou,
KaBwg Kat tn Bepameia TpalUOTOC HE ApVNTLKA Ttieon (negative pressure wound
therapy-NPWT).®) H NPWT nepilapBavet tnv mopoxr) eAeyxOHeVne
UTIOOTOODALPLKNG TILECNG OTO TPAUMA, HECW HULOG avTAlag avappodnaong
ouvdedepévn g He éva lOLIKO eMiBepa yla tn Snuoupyia kAelotou meplBaAlovtog,
oupBarlovtag €tol otn dnuloupyia eELEPWHATOC, OTO OXNUATIOUO KOKKLWHATWSEOUC
LotoU KoL Tt peiwon tou obhpatoc.® Akopn powBel tnv ayyeloyéveon kat
GUPPLKVAVEL HNXavikd ta xeikn tou tpatpotoc®. Stic averBuuntec evépyetec Tne
pHeBOdou meplapBavovtal n atgoppayia, N LOAUVGN TOU TPAUMOTOG KL N

KATaKPATNoN Tou adpou fj Tou EKAOTOTE eTBEpatoc péoa oto tpaupa.”

Ta teeutaia xpovia n NPWT xpnolpomnoleital OAo Kot GUXVOTEPQA yLa TNV
QVTLLETWTTLON KAL TNV EMOUAWON TwWV SLaBNTIKWV EAKWV LETA TOV XELPOUPYLKO
KaBaplopo toug, He SLadopeC KALVIKEC SOKLUEG VOL CUYKPLVOUV TNV
OTOTEAECUATIKOTNTA TNG OE OX€on Pe AAAeC ueBodoug avtipetwniong tTwv DFU.
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Ot tuxatomolnuéveg KAVIKEG pehéteg (RCTs) Bewpouvral to gold standard yia tnv
afLoAGyNoN TNC ATMOTEAECUATIKOTNTAG VEWY BepameuTikwy pebddwv otn dppovtida
vyelag, péow tNG olyKpLoNG Ue TNV TuTtkn Bepareia ) to placebo, étav autég eival
OWOTA SOPNUEVES KO OXESLAOHEVECS). AVTIOETA KAWIKEC SOKLUEC HE QVETIOPKT
oxeblaouod kat pebodoloyia, pmopouv va odnyrnocouv o opaipata Kol
UTTEPEKTIUNGON TWV ATIOTEAECUATWY TNG LEAETNG, TIAPATTAQVWVTAC TOCO TOUG
enayyeApatieg vyeiag 600 kat kat tn dtapdpdwaon BVIKWY TOALTIKWY SNUOCLOG
vyeiac.®

Evtatikég mpoomnabeleg yla tn BeATiwon TN mMoLOTNTAG TWV TUXALOTIOLNUEVWV
KAWVIKWV PeAeTwy Eekivnoayv To 1996, pe ) dnuiloupyia tou CONSORT statement
(Consolidated Standards of ReportingTrials)®. To CONSORT statement (Sxfipa 1)
neptAappavel pla Alota ano Bactkd otoweia, kKabBwe kat Eéva SLaypappa pong Twv
OUMUETEXOVTIWV OTNV £peuva, Ta omoia Ba mpémnel va mepthapBavovtal otn
dnuoocieuon plag KALVIKNAG TUXALOTIOLNUEVNG LEAETNC. EKTOTE €xel avaBewpnBel 2
$bopéc to 2001 kat to 2010.%9

To CONSORT 2010 nepthapBavet pia Alota ano 25 otowela, xwpllopeva os 6
katnyoplieg: Title and Abstract, Introduction, Methods, Results, Discussion, Other
Infromation.

Av kal tapéxel kaBodrynon yla 0Aeg Tig RCT, eotidlel kupilwg otig two-parallel arm
RCTs. To CONSORT statement €xeL OnUAVTLKI QTHXNGCN OTNV EMLOTNULOVIKNA
kowotnta. MNavw amno 400 EMOTNUOVIKA TIEPLOSIKA TAYKOOUIWE avadEPouV TN
XPrion Tou wg npoUnobeaon yla tn SnUooieuon Twv LEAETWY, AVOUETA TOUC
onuavtika editorial groups (International Committee of Medical Journal Editors, the
Council of Science Editors and the World Association of Medical Editors), evw akoun
TIEPLOCOTEPA CUCTIVOUV TNV EVAPHOVION TWV KALVIKWV LEAETWY UE AUTO.(8)

KpiBnke Aounov blaitepa evdladépouoa oTnv mapovoa Epyacia, n xpricn autou Tou
EpWTNUOTOAOYLOU yLa TNV A€LOAGYNON TNG TOLOTNTAC TWV TUXOLOTIOLNHEVWY KALVIKWV
Sokluwv ou adopouvcav tn Bepameutiky xprion TN apvnTikng mieong (NPWT) otnv

OVTLUETWTTILON TWV StafnTikwv eAkwv ota todla (DFU).
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CONSORT 2010 checklist of information to include when
reporting a randomised trial*

Reported
Item on page
Section/Topic No Checklist item No

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 2a  Scientific background and explanation of
objectives 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
Randomisation:
Sequence 8a  Method used to generate the random
generation allocation sequence
8b  Type of randomisation; details of any
restriction (such as blocking and block
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Allocation
concealment
mechanism

Implementation

Blinding

Statistical methods

Results
Participant flow (a
diagram is strongly
recommended)

Recruitment

Baseline data

Numbers analysed

Outcomes and
estimation

10

11a

11b

12a

12b

13a

13b

1l4a

14b

15

16

17a

size)

Mechanism used to implement the
random allocation sequence (such as
seqguentially numbered containers),
describing any steps taken to conceal
the sequence until interventions were
assigned

Who generated the random allocation
sequence, who enrolled participants,
and who assigned patrticipants to
interventions

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

Statistical methods used to compare
groups for primary and secondary
outcomes

Methods for additional analyses, such as
subgroup analyses and adjusted
analyses

For each group, the numbers of
participants who were randomly
assigned, received intended treatment,
and were analysed for the primary
outcome

For each group, losses and exclusions
after randomisation, together with
reasons

Dates defining the periods of recruitment
and follow-up

Why the trial ended or was stopped

A table showing baseline demographic
and clinical characteristics for each
group

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

For each primary and secondary
outcome, results for each group, and the
estimated effect size and its precision
(such as 95% confidence interval)
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Ancillary analyses

Harms

Discussion
Limitations
Generalisability

Interpretation

Other information
Registration

Protocol

Funding

17b

18

19

20

21

22

23

24

25

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

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

All important harms or unintended
effects in each group (for specific
guidance see CONSORT for harms)

Trial limitations, addressing sources of
potential bias, imprecision, and, if
relevant, multiplicity of analyses
Generalisability (external validity,
applicability) of the trial findings
Interpretation consistent with results,
balancing benefits and harms, and
considering other relevant evidence

Registration number and name of trial
registry

Where the full trial protocol can be
accessed, if available

Sources of funding and other support
(such as supply of drugs), role of
funders

Ixnua 1. EpwtnuoatoAdyio CONSORT.
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3. MEOGOAOI

3.1 Ztpatnywkn avalltnong

H épeuva mpaypatonolOnke otn Baon dedopévwv Pubmed yla Tuxalomotnuévec
KALVIKEG LEAETEC, TIOU TIpayATONOLONKAV €WG Kal Ttov loUALo Tou 2019, OXETIKA HE
TN BepameuTIKA XPON TNG APVNTIKAG Ttieong otnv emoVAwaon TwV SLafNTIKWV EAKWY
oto TodL. XpnotpormnolBnke to epyaleio tng ouvOeTng avalntnong otnv mMAatdopua
Tou Pubmed, evw ot 6pol avalnitnong ntav ‘diabetic foot ulcer’, ‘vac*’, ‘ negative
pressure wound therapy’. To screening Twv dpBpwv €ywve xelpokivnta, xwplig tnv
XpNon tTwv GiAtpwyv tng mMAathopuag, HECW TWV MEPANPEWV KAl KOTA TIEPLUTTWOELS
HEOW OAOKANPWYV TWV ApBpwV, yLa TNV armoduyr) AMOKAELGUOU KATOLWYV TIOU UIMOPEL
va mAnpouoayv Ta KPLTApLa EVtaéng otn LEAETN.

3.2 EmAoyn HEAETWV-KPLTAPLA ELOOYWYNG

-Tumog peAetwv: KatdAAnAeg kpiBnkav tuxaomolnpéVes KAWVIKEG peAEteg (RCT). MNa
va BswpnBel pia pehétn RCT Ba EMPETE OL CUMUETEXOVTEG VA £XOUV TUXALOTIOLNOEL
0€ TOUAAXLOTOV 2 OUASEG, EVW ATIOKAELOTNKAV UEAETEG AVAOPOLKES, TIPOOTITIKEG
case-control f; mou oxetilovtav pe BLoxnuiko umopabpo.

-TUTIOG CUMUETEXOVTWV: ZUUUETEXOVTEG IOV eUdavicav Stafntikd €Akn ota modLa.
Agv UTIAPXE TTEPLOPLOUOG WC TtPOG To GUAO, TNV nAKia , TV €BvikOTNTA.

-Tumog napépuPaong: Evtaxbnkav PeAETEC OL OTIOLEG GUYKPLvaAV TN Xpron TNG
Bepamneiag TPAVUATWY PE OPVNTLKN TILEDN, UE TOUCG CUMBATIKOUC TPOTIOUG
OVTLUETWTTLONG TWV SLaBNTIKWV eAKwY. ATOKAeloTNKOV LEAETEC OL omoieg eotialav
oTn oUYKPLoN TNG TauToxpovng xprion th¢ NPWT pe dAAa Bepameutikda péoa, kab’ ott
6¢e Ba Stadawvotav kabapa n enibpaocn tng NPWT otnv emoUAwonN TwV EAKWV.

-Tunog Snuoociguong: 2tn LEAETN cupTeEpARPOnKav oAOkANnpa apbpa, ypapupéva
otnV ayyAwrn yl\waoaoa, mou dnpoctéubnkav o€ Blolatplka mePLOSIKA £wE KAl TOV
louAto Tou 2019. NMeplAnYeLg, editorials, oxoAla, letters, post-hoc avaAloelg, reviews
Kot GAAou TUTou SNPOCLEVCELG ATTOKAELOTNKAY A0 TNV TTapouca PEAETN.
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3.3 E€aywyn 6edopévwv Kal ootk afloAdynon LEAETWY
ocUpdpwva pe to CONSORT

H avalntnon kat n e€aywyr Twv SeSopévwy €yve amo éva ATopOo, ToV cuyypadEa
NG mapouaoag HeAETNC. MNa tnv afloAdynon Twv apbpwv xpnoLuomno)tnke to
CONSORT 2010 checklist, To omoio amoteAeitat and 37 uno-epwTNOELS, TTOU
gotalouv otnv avadopad CTOLXELWV ECWTEPLKAG KAl EEWTEPLKNC EYKUPOTNTAC HLOG
RCT kat oxtL otnv epappoyn touc. Kabe epwtnon Babuoloynbnke pe 0 n 1. Av
uTtpxe kabapn avadopd oTo MEPLEXOUEVO TNG EpWTNoNG BabuoAloyouvtay pe 1,
EVW Qv UTNPXE Apvnon f ortoladnmote AAAn andvinon pe 0. Etol to péyloto okop
yla kaBe apBpo tng peAétng Nrav ico pe 37.

3.4 Itatiotikn avalvon

o TNV OTATLOTIKN avaAuaon xpnotpornotfnke to IBM SPSS v25. Ta cUVOALKA OKOp
Twv peAetwv alohoynBnkav pe tn BorBela tou descriptive statistics methods kat tn
XPrion NG TUTILKNAG AmOKALONG KoL TOU aplOunTikol pEoou.
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4. ANOTEAEZMATA

Ao tnv €peuva ou €ytve oto Pubmed BpgBnkav N=361 peAéteg mou BewpnTika

nmAnpouaoayv ta kpLtipla avalntng. Ano autég 336 adatpebnkav yloti Sev

amoTeAOUCAV TUXALOTIOLNUEVEC KALVIKEC UEAETEC, ATav TEPAAELS, OXOALQ,

npwtokoAAa. 25 full-text apBpa kpiBnkav kaTAAAnAa yLa screening. ITn oUVEXELQ

LETA Ao €AEYXO TOU TITAOU KL TWV TIEPLEXOUEVWY, adalpéBnkav apbpa ta onola

dev nmephapBavav poévo Stafntikd €Akn, NTav oe AAAN YAwooa ANV TG ayyALKNG

Kol auTd ota onoia 6ev unrpxe mpooPacn. Akoun Kpibnke okomipo va adatpebouv

Ta apBpa ta omoia cuykpivav t xprion tng NPWT og cuvbuacopd pe GANEG

puebodoug, kaBoTL Ba Atav SUoKOAO va eKTLUNOEl0 CWOTA N ATTOTEAECUATIKOTNTA TNG

NPWT. TeAika 10 apBpa £yvav dekta Kal eviaxOnkav otn mapovoa PeAETN (ZxNUa

2), Ta omoia SnpoclelBNKav oE pLa XPOVIKN Ttepiodo armo to 2003 €wg kat to 2019.

Records excluded
(n=336)

Case reports
Comments
Meta-Analysis
Review

Systematic Reviews
Abstracts

Case-series studies
Post-hoc retrospective
studies
Observational studies
Non RCTs

| =
=]
ﬁ Records identified through
":'E database searching
!‘!‘ (n=361)
[
c \4
c
E Records screened
- (n=25)
n
L
v
£
= Full-text articles
5o assessed for eligibility >
Ll
(n=25)
o
= Studies included in the
£ study
(h=10)

IxAUa 2. Alaypappa porg MAOYNG LEAETWV.
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JTn OUVEXELQ UTIOAOYLOTNKE TO GUVOALKO OKOP GUUUOPPWONC TWV TUXALOTIOLNUEVWV
KAWVIKWV peAeTwy pe to CONSORT (Mivakag 1), KaBwg Kol To 0KOp TWV EMUEPOUG
epwtioswv (Mivakag 2). O aplBuog twv epwtrioswv tou CONSORT mou
arnavtnOnkav oo Tig ETUAEYUEVEG AUTEG LEAETEG KUMALVOTAV amod (min) 13 Ewg
(max) 30, pue péon T mean=22.2 Kol TUTIKN armokAlon SD=5.97.

MeAEtn EpwTtioelg mov anaviionkav -
(Erog dnpocicsuong) Consort compliance (%)

1. Eginton et al. (2003) * 19/37 (51.4%)
2. Armstrong et al. (2005) 30/37 (81.1%)
3. Akbari et al. (2007) *? 23/37 (62.2%)
4. Blume et al. (2008) **! 30/37 (81.1%)
5. Sepulveda et al. (2009) ¥ 27/37 (73%)

6. Nain et al. (2011) ** 16/37 (43.2%)
7. Vaidhya et al. (2013) *© 13/37 (35.1%)
8. Ravari et al. (2013) ") 17/37 (45.9%)
9. Sajid et al. (2015) *® 21/37 (56.8%)
10. James et al. (2019) ** 26/37 (70.3%)

Mivakag 1. Anpooleloelg mou cupmeplAndOnkav otn LeAETN, €to¢ dnuoacisuong kat
T0000TO evapuoviong e to CONSORT statement

MapatnpnOnke OTL 6 EpWTNOELG, OL oToieg adopolcay Ta KPLTNPLA ELCOYWYNG
aoBevwv otn pueAéTn (4a), Tig mapeppaoelg os kabe opada (5), tov mpoodloplopo
TWV IPOKABOPLOUEVWV KUPLWV KoL SEUTEPEVOVTWV PETPWV EKBaonc (6a), Tov aplBuo
TWV CUUUETEXOVTWY Ttou TaflvounBnkav o kabe opada (13a), To amoteAéopaTa yla
kaBe kUpLa kal deutepelouoa €kBacn (17a) KoL TNV EpUNVELX TWV ATIOTEAECUATWY,
aravtnonkav kot oo TG 10 KAWVIKEG LEAETEC. 5 EpWTNOELG OXETIKA LE TO
ETLOTNOVLKO uTtoBabpo (2a), To oxedLaouo TG KAWVIKNAG HeAETNG (3a), TV
tonoBeoia Ste€aywyng tng LeEAETNC (4b), TIG oTATLOTIKEG pEBOSOUG TToU
xpnotpornowdnkav (12a) kot Tov aplOpod TwV CUUUETEXOVTWY TIOU CUUTIEPIARPONKav
oe k@Be avaluon (16), amavtnOnkav ano oxedov OAeC TIc peAéteg (90%). 2e
LKAVOTIOLNTLKO TTO000TO eTAEoV 70-80% amavtiBnkov oL EpWTACELS YLoL TNV
nepiAnyn (1a), Toug eldkoug otdxoug (2b), tnv LEBobdo tuxaLlomoinong (8a), Tig
OTMWAELEC CUUETEXOVTWV KOTA TN SLdpKela Twv HEAETWV (13b), TIG nUepOoUNVieg
otpatoAoynong kot follow-up Twv cuppetexovtwy (14a) KAl TNV YEVIKEUOLUOTNTA
TWV anoteAeopatwy (21).

AvtiBeta xaunAo mocooto anavtnong 30-60% onpewwdnke os 13 epwtnioelg. Movo 6
apBpa avédpepav otov TITAO TOUG OTL £ival TUXALOTIOLNUEVEC KALVIKEG LeAETEC (1a),
napoucialav Ta Bactkd SnuoypadLkd OTOLXELD KOL XOPOKTNPLOTIKA TWV
OUMMETEXOVTWY (15), ToV pnxaviopd anokpudng dStavounc (9), ta anoteAéopata
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amo eMUEPOUC avaAuoelg (18), Toug meploplopoUc TG LEAETNC (20) KoL TUXOV TINYEC
xpnuatodotnong (25). O tpomog kaboplopou tou delypatog (7a), o TUMoG
tuxatomoinong (8b), n ebappoyn tng tuxaionotnong (10) Kat oL AvemBUUNTES
eVEPYELEC (19) amavtnOnkav oo TLG ULOEG LEAETEG, OL OTATLOTIKEG LEBOSOL EMUTAEOV
avaAUoswv (12b) kat n vmapén tupAonoinong (11a) amavindnkav amno HoALg 4
HEAETEG (40%) , EVW N EPWTNON YLOL TUXOV OUOLOTNTEG O€ KATIOLEG TtapepUBaoels (11b)
arno 3 apbpa (30%).

Afloonueiwta xapnAd mocootd epdAavioayv n mopoucioon TwV amOAUTWY, 000 Kal
TWV OXETIKWV HeyeBwV emidpaong Sixotopwv ekBacewv (17b), o aplBuog
kataxwpnong (23) kat to mpwtokoAAo tnG RCT (24) pe 20% , kabwg kat n €§Rynon
evolapeowv avoluoewv (7b) pe 10%. TéAog o kapia peAétn dev umnpée alhayn
oTLG ueBodoug peta tnv Evapén (3b) kat aAAayEg otig ekKBACELG TNG SOKLUNG UoTEpa
amno to ekivnua tng SoKLUAG (6b) 1 MPOWPOC TEPUATIONOC TN LEAETNC (14Db)

(Mivakacg 2).
Item RCT | RCT | RCT | RCT RCT RCT RCT RCT | RCT RCT Total (%)
1 2 3 4 5 6 7 8 9 10
la Title 1 1 1 1 1 0 0 0 0 1 6 (60%)
1b Abstract 0 1 0 1 1 1 0 1 1 1 7 (70%)
2a Background 1 1 1 1 1 1 0 1 1 1 9 (90%)
2b Objectives 1 1 1 1 1 0 1 1 1 0 8 (80%)
3a Trial design 1 1 1 1 0 1 1 1 1 1 9 (90%)
3b Changes to 0 0 0 0 0 0 0 0 0 0 0
methods
4a Eligibility 1 1 1 1 1 1 1 1 1 1 10 (100%)
criteria
4b Settings 1 1 1 1 1 1 1 0 1 1 9 (90%)
5 Interventions 1 1 1 1 1 1 1 1 1 1 10 (100%)
6a Outcomes 1 1 1 1 1 1 1 1 1 1 10 (100%)
6b Changes to 0 0 0 0 0 0 0 0 0 0 0
outcomes
7a Sample size 1 5 (50%)
7b Interim 0 0 0 1 0 0 0 0 0 0 1(10%)
analysis
8a Allocation 1 0 1 1 1 0 0 1 1 1 7 (70%)
sequence
8b Type of 0 0 1 1 0 0 0 1 1 1 5 (50%)
randomisation
9 Allocation 1 1 0 1 1 0 0 1 0 1 6 (60%)
concealment
10 Implementation 0 1 1 1 1 0 0 0 0 1 5 (50%)
11a Blinding 0 1 1 1 1 0 0 0 0 0 4 (40%)
11b Similarity of 1 0 0 0 1 0 0 0 0 1 3 (30%)
Interventions
12
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12a Statistical 1 1 1 1 1 1 0 1 1 1 9 (90%)
methods
12b Additional 0 1] 0 1 1 1 0 0 0 0 4 (40%)
analyses
13a Participant 1 1 1 1 1 1 1 1 1 1 10 (100%)
flow
13b Losses and 1 1 1 1 1 0 1 0 0 1 7 (70%)
exclusions
14a Recruitment 1 1 1 1 1 0 0 0 1 1 7 (70%)
14b Trial end 0 0 0 0 0 0 0 0 0 0 0
15 Baseline data 0 1 0 1 1 0 0 1 1 1 6 (60%)
16 Numbers 0 1 1 1 1 1 1 1 1 1 9 (90%)
analysed
173 Outcomes and 1 1 1 1 1 1 1 1 1 1 10 (100%)
estimations
17b Binary 0 1 0 1 0 0 0 0 0 0 2 (20%)
outcomes
18 Ancillary 0 1 0 1 1 1 0 0 1 1 6 (60%)
analyses
19 Harms 0 1 0 1 1 0 1 0 0 1 5 (50%)
20 Limitations 1 1 0 0 1 0 0 1 1 1 6 (60%)
21 Generalisability 0 1 1 1 1 1 1 0 1 0 7 (70%)
22 Interpretation 1 1 1 1 1 1 1 1 1 1 10 (100%)
23 Registration 0 1 1 0 0 0 0 0 0 0 2 (20%)
24 Protocol 0 1 1 0 0 0 0 0 0 0 2 (20%)
25 Funding 1 1 1 1 0 1 0 0 0 1 6 (60%)
Total 19 30 | 23 30 27 16 13 17 21 26

Mivakag 2. Zkop avadopag Twv emAeypévwy RCTs pe tn xprion tou CONSORT

checklist.
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5. ZYMMNEPAZMA

H mapouoa peAétn aoxoAnOnke pe tnv molotikr aftoAdynon 10 TuxalomolnpeVwY
KAWVIKWV LEAETWY, oUWV HE To epwtnuatoAdylo CONSORT, mou adopouacav tn
XPrion TN¢ apvnTIKNG ieong otnv Bepamneia Twv dtapfntikwyv eAkwv oto odL. To
OUVOALKO TT0000TO CUHUOPpdWONGE TwV ApBpwv Katd HEco 6po nTav 60%. AKOuN
0pKETA UPNASG TTOCOOTO ATMOVTCEWV CUYKEVTPWVOUV EPWTNCELG TTOU adopouV TN
Baoikn doun Katl to otolpo piag RCT, Ta KpLTrpLa ELoaywyng Twv acBevwy otn
MEAETN, TOUG TPWTAPXLIKOUE OTOXOUGC, TNV APOUCLACH TWV AMOTEAECUATWY KoL TNV
epunveia Ttoug pe Baon tnv untdapyxouoa BLpAloypadia Kot TapOUOLEG KALVIKES
MEAETEG.

A6 TNV AAAn mAeupad yia 3 epwtnioelg (3b, 6b, 14b) dev yivetal avadopd amo kapuia
HEAETN, EVW OWUTEG TTOU oXeTilovtal Pe TNV edappoyr TG TUXaLomoinong Kat
TudAomnoinong-otolyeia ovolwdn yla pLo TUXOLOTIOLNUEVN KALWVLKE LEAETN-
avadpEpovral amno Alyeg povo epyaocieg. BEBata afilel va onpelwbel mwg Adyw tng
SLadopeTikAg dUOEWC TWV MOPEUPBACEWV -EMOEUATO CUYKPLTIKA UE cUOTNUA
OpVNTIKAG Ttieong-, n tudAomoinon umnipée adlvatn TO00 YL TOUG CULUETEXOVTES
000 KoL yla Toug Bepamovteg. AKOUN AOyw TwV EAAXLOTWV AVETILOUUNTWV EVEPYELWV
NG Oeparmneiog, Kopio LEAETN SEV XPELAOTNKE VA OTAPATAOEL KAl TILOavVOV auTog va
ATav KaL 0 Adyog ou 6€ Xxpeldotnkav aAAAYEG OTLG LEBOSOUG I OTOUG OTOXOUG TWV
KALVIKWV LEAETWV. ZNUOVTLKO HELOVEKTNUO ETTONG TWV ULowv RCTs amoteAel to
YEYOVOG OTL 6V KAvouVv Kauia avadopd o mapatnpoUEVEG AVETILOUUNTES
EVEPYELEC, YEYOVOC TTOU SEV LA ETUTPETEL VA CUYKPIVOULLE TNV aodpAAELD OE
oUVOUQOUO HE TNV QTMOTEAECUOTIKOTNTA TG HEBOSoU.

Meploplopot otnv napoloa HEAETN amOTeEAEL O ULKPOC APLOUOC TWV HEAETWV KL TO
otL n avalntnon npaypatonolonke povo otn Bacn dedopévwyv Pubmed kot otnv
ayyAwn yYAwooa. Akoun 6ev umipxe npooPacn os 2 apBpa ta onola MAnpovoav ta
KpLTNPLO ELCOYWYNG Kot Ba prmopoucav va cupneplAndBouv otnv napovoa HeEAETN,
evw N avalntnon kot n afloAdynon Twv apbpwv £yLve amo éva Hovo cuyypadEa.

KataAfiyovtag Ba pmopoucape va moupe otL mapd tnv unapén tou CONSORT
statement edw kat epimou 20 xpovLa, ol KAWVIKEG LEAETEG Oev Tapouaiacav apKETA
LKOVOTTIOLNTLKO €MiNedo ouPUOpPwWonC e aUTO. Av Kol KATIOLEG EPWTAOELG
avadépovrtal ano tnv mMAsloPndio Twv HEAETWY, KATIOLEG AAAEC KPLTIKI G ONUAOLOG
yla tnv anoduyr opaipatog dev avadEpovtal EMAPKWE, LELWVOVTAC ETOL TNV LOYXU
KalL TNV a€la Toug oTnv e€aywyn TEKUNPLWHEVWV LATPLKWY CUUMEPACUATWV.
Emopévwg n eupeia uoBEtnon tou epwtnuatoloyiov CONSORT armod toug EpEUVATES
KOlL TOL ETILOTNOVLIKA TiepLlodika, Ba pmopouoe va cupBAarAel otn BeAtiwon g
TIOLOTNTOC TWV KALVIKWY UEAETWV.
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