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A. MNepiAnyn

Eicaywyd. Mia o1md TIg onuavTikOTEPEG KAl OUXVOTEPEG KAPDIOAYYEIAKEG VOOOUG €ival n
BpouBoeUPOAIKN) VOOOG. ATTapaitnTn €ival N AVTITTNKTIKA aywyrh oTnv TTAEIoVOTNTA TWV AcBevVWvY
TTPOKEIUEVOU VA TTpoANpBouv BpopfocuPolikd cupBdvra. Tnv TeAeutaia dekaeTia elorixbnoav
OTNV KAIVIKA TTPAKTIKA VEOTEPOI AVTITINKTIKOI TTAPAYOVTEG TO iSI0 ATTOTEAEOUATIKOI KAl ACQAARG
TTOU UTTOoOTNPIOVTAl HE KAIVIKEG HEAETEG HEYAANG KAIPaKaAG. EpyaAgio yia TV agloAdynon KAIVIKWV
peAeTwy gival To CONSORT Statement.

ZTOXOI. 2TOXOG TNG HEAETNG HOG €ival N agIOAOYNON TwV KAIVIKWYV JEAETWV OUYKPIONG TWYV VEOTEPWV
QAVTITTNKTIKWY 0G0 aPopd TNV ATTOTEAECHUATIKOTNTA KAl TNV ACPAAEIA TWV VEWTEPWY QVTITINKTIKWV.
MéBodol. ‘Eyive avalfitnon Twv peAetwyv oto PubMed kai agioAéynon Toug pe TN cupTTApwon Tou
CONSORT Checklist avédAoya pe 10 avTITINKTIKO TNG MEAETNG Kal Tn BapltnTa Tou TTEPIOBIKOU
onuoaicuong TNG. AKoAouBnaoe oTaTIoTIK agIoAGYNON TWV ATTOTEAECUATWV.

AtroteAéopara. Ad oUvoAro 271 peleTwv aglohoynonkav 16 peAéteg. 2e mooooTd >75% autwv
oivetal atrdvinon oT1o 65% Twv oToixeiwv Tou CONSORT Statement, evw o€ apkeTd onuavTikd
KAIVIKA aToixeia n avaloyia TAncidlel 1o 100%. To 87,5% Twv 1TepIodikwy OTTou dnuoacisudnkav ol
MEAETEG aTTaiToucav evappovion pe 10 CONSORT Statement, evw 10 93% dnuooieuBnkav o€
TEPIOBIKA e Impact Factor>10.

Zuptrepdopara. O PeAETEG TTOU BIEPEUVOUV TNV ACQPAAEIQ KAl TNV OTTOTEAEOMPOTIKOTNTA TWV
VEOTEPWY QVTITINKTIKWY O¢ aoBeveic e @AefoBpdupwon (DVT) kai  mveupoviky euBoif (PE),
OTTWG TTPOKUTITEI ATTO TNV WEAETN, €XOUV XAWNAO OXETIKA PBaBud evapuodviong pe to CONSORT
Statement .

NEEEIG KAEIOIA: BpopBoeuBOAIKT VOOOG,AVTITINKTIKA.

Abstract

Introduction. Venus Thromboembolism is one of the most serious and frequent cardiovascular
diseases. Anticoagulant therapy is necessary in the majority of the patients in order to prevent
thromboembolic episodes. In the last decade, new anticoagulant factors have been introduced in
the clinical practice, with the same efficacy and safety and they are supported by clinical trials on a
large scale. Tool for evaluation of them is the Consort Statement.

Aim. Aim of our study is to evaluate clinical trials that compare the efficacy and safety of the new
anticoagulant factors.

Methods. Clinical trials were searched in Pub Med and were evaluated by the Consort Checklist,
according to the anticoagulant used in the trial and the impact factor of the journal in which they
were published. Results were statistically analyzed.

Results. From a total of 271 clinical trials , 16 were analyzed. More than 75% of them give an
answer to more than 65% of the Consort Statement elements while in some important clinical
elements the proportion reaches 100%. 87,5% of the journals where these trials were published
demand adjustment with Consort Statement while 93% of them have Impact Factor >10.
Conclusions. Clinical trials investigating safety and quality of new anticoagulants in order to
establish their efficacy and safety in patients with Venous Thromboembolism and Pulmonary
Embolism have low degree of harmonization to Consort Statement.

Keywords: Thromboembolism, Anticoagulation, Direct oral anticoagulants.
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B.Eicaywyn

H BpoppoeppoAiki véoog(VTE Venous thromboembolism) Trou TrepiAapBaver Tnv ev Tw BaBu
QAeBoOPOUPBwWOnN (DVT) kal TNV TTveupoVvikA oA (PE),cival coBapn aitia Bvnoindétntag Kai
BvnToTNTAG TTAYKOOMiIWG. O €TTMTOAACHOG TNG vooou uttoAoyidetal o€ 0,05% oTnv nAikia Twv 45 ue
augnon o€ 0,5% vyia eviAikeg Twv 70 eTwv. H VTE civail n 1pitn 11010 0UXVA Kapdloayyelakri véoog
META TNV OTEQ@AVIAIA KAl TA ayYeIoKd eyKEQPAAIKE. e voonAeuduevoug acBeveic n VTE eival wg Kal
100 @opég TToI0 ouxvr) aTrd Tov yevikd TTANBUOPO Kal diayvwopévn VTE TTapouciadetal £wG Kal 0TO
80% TwV XEIPOUPYIKWYV Kal TTaBoAoyIKwy acgBevwy, upnAou kivdéuvou, TTou dev Aaupdavouv
BpopBotpopuAatn.t

H padikh rveupoviki euBoAn ,n 1molo cofapn emmimmAokA NG VTE,kupaivetal ammé 0,01% o€ xaunAou
KIVOUVOU XEIPOUPYIKOUG aoBeveic €éwg 5% o¢ voonAeuduevousg TTaBoAoyIKOUG aoBeveic Je
TTapdyovTeg KIvOUVoU Kal Bewpeital Ta TeAeuTaia Xpdvia wg TNV ouxvoTtepn aitia Bavdrou TTou
MTTOPET VO TTPOANYBEI 0 vOONAEUOEVOUG AOBEVEIG .

H VTE ouvodeueTal e uwnAd TTOOOOTS UTTOTPOTTWY O€ A0BEVEIG PE SIOKUPEVOUEVN QVTITINKTIKK
aywyn , Me oxedov 10 10% Twv aoBevwv va utroTpoTTidfouv o€ 1 £10¢, vy €wg Kal T0 30% Ba
TTapoucIdoouv KATTo10 Bpop o BoAIKS eTTeicddIo péoa o 10 €. EmmAéov n VTE cuvodeleTal Ye
MOKPOXPOVIEG ETTITTAOKEG OTTWG TO HETA- BPOPPBWTIKG CUVOPOMO Kal Trn XPOVIA TTVEUUOVIKH UTTEPTAON.
Etmrouévwg n VTE Bewpeital TO0O ofgia 0G0 Kal JaKpOoXPOVIa agBEVEIa KAl N AVTIMETWITION TNG
aTTOTEAEI GNUAVTIKA 10TPIKA TTPOKANON™2.

To TTpWTOKOANO avTIeTWTTIONS TNG VTE trepIAauBdavel Tnv utrodopia nirapivn XapnAou pyopliakou
Bapoug (LMWH) n v govtatapivn (Fondaparine ) kal Toug avtaywvioTéG NG Birauivng K, pe troio
yvwoTA TNV Bapeapivn (VKAS).Y1dpxouv Opwg KATTOION TTEPIOPICHOI TNV XOPrynar| Toug TTou dev
gival eUKoAa avekToi oToug aoBeveic .Evw n ntrapivn meplopilel Tnv xprion Tng, Adyou Tou
uTTO0OPIoU TPOTTOU XOPHYNONG ,TA KOUUAPIVIKA TTPOKAAOUV algoppayieg e€aitiag Tng TTOAUTTAOKNG
QPAPHOKOKIVATIKAG KAl QAPUAKODBUVANIKAG TOUG. ETTIITA(OV Ta KOUPAPIVIKG aAANAETTIOPOUV e TTOAAG
QPApPOKa KOl TO BEPATTEUTIKO TOUG aTTOTEAEC A SV gival TTAVTA TO ETTIOUPNTO ATTAITWVTAG CUXVEG
£pYAOTNPIOKEG €ETAOEICH?.

Mpokeluévou va EeTTEPaOTOUV AUTA TA EUTTODIA ,MIA VEQ KATAYOPIA AVTITINKTIKWY QAPHAKWY
onuIoupynRBnke pe oTéXO va gival TOUAGXIOTOV TO iD10 ATTOTEAEOUATIKA KAl TTOI0 TTPAKTIKA (TTX TTOCIUa
XWPIG epyacTnpPIOKEG EETACEIC ) aTTO Ta KAACIKG avTITINKTIKG . Ta véa TTO0IUA avTITINKTIKA
mepIAapBAvouv Toug avTaywvioTéG NG BpouPivng 6TTwg n dauTtiykatpdavn (dabigatran exilate)
QVTOYWVIOTEG TOU EVEPYOTTOINUEVOU TTapdyovTa Xa 6TTwg n piapofafavn (rivaroxaban),
ammoéautravn(apixaban) kai n edofautravn (edoxaban).H kukAo@opia Toug €xel eykpIBei atrd TNV
Eupwtn kai Tig¢ HMA.2

Eival yvwaoTd 611 01 TUXAIOTTOINUEVEG HEAETEG €ival TO EPYAAEIO TTOU TEKUNPIWVEI TIG VEEC BEPATTEUTIKEG
TTPOOEyYYIioEeIg Kal DIEPEUVA TNV aCPAAA Qapuoyr Toug. YTTapxel OJwg TTavTa o Kivduvog AaBwv
oToV OXEOIOOMO, OTNV EQAPUOYN KAl TNV TTapouciacr Toug. H eTIOTAPOVIKA KOIVOTNTA OPEiAEl va
dlac@aAioel TNV eyKUpOTNTA KAl TNV GKPIBEIa aQuTWY TwV JEAETWYV, TTPOKEIJEVOU VA UTTAPYXOUV
QoQOA CUUTTEPACHATA KAl OXI avaloTTIoTa aTTOTEAETUATA TTOU TTAPATTAAVOUV TNV ETTIOTNUOVIKI
kovétnTa.*

NAOyw TNG PeyAANGg onPaciag Twv AvTITINKTIKWY GTNV aywyn Twv acBevwy pe VTE, n Utrapén
A0@AAWY KAIVIKWV MEAETWY TTOU AQOPOUV Ta VEQ AVTITTNKTIKA KAl T CUYKPIVOUV HE Ta TTAAQIOTEPQ,
BewpeiTal aTTapaiTnT yia TNV owoTh €Qapuoyr Toug. Xwpig diagavr Kataypagr], ol avayvwoTeS Kal
KUpiwg o1 1aTpoi &€V YTTOPOUV va KPivouv TNV agIoTTIoTIa TwV JEAETWYV KAl va eEAYOUV aOQAA
OoupTTEPAOUATA, TTOU PITTOPOUV Va TOUG Bonbriocouv oTnv KaBnuepivr) Toug TTPpakTIKA. Me oKoTTo TNV
€AaXIOTOTTOINON TWV CUCTNPATIKWY AaBwv 10 1988 n AieBvr¢ ETITPOTIA Twv ZUVTOKTWYV laTpIKWV
Mepiodikwyv («International Committee of Medical Journal Editors») cuutrepiéAae oTig 0dnyieg TG
TTPOG TOUG OUYYPAQPEIG TNV TTAAPN dnuociceuon Twv OTATIOTIKWY HEBOdWY TTOU XPNOIPOTTOINBNKav
WOTE Va PTTOPOUV va UTTOKEIVTAI € TIARPN EAEYX0°. ST CUVEXEID HIA OJADA ETTIOTNHOVWY Kl
ekdoTwv avémTuge 10 1996 TNV dAwaon Consort (Consolidated standards of Reporting Trials), yia
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va BEATILWOEI TNV TTOIOTNTA TWV KAIVIKWY PJEAETWV (TKA) . ‘Eva dpbpo e1e€Aynong dnUocisUTnKE TO
2001 ka1 avaBswpridnke 1o 2010°.

H dnAwon Consort mepIAapBdvel éva KatdAoyo 25 BaciKwy OTOIXEIWV TTOU TTPETTEI va TTEPIANPOOUV
oTIG dnpooieloelg Twv TKA Kal €va dIdypapupa yia TEKUNPIWON TWV CUPPETEXOVTWY PJECT ATTO HIa
OOKIUA. XwpPieTal 0€ UTTOKATNYOPIEG : TITAOG KAl TTEPIANWN, €l0aywyr], Hé€BodOG ,aTToTEAéGUOTO
oulATNoN kal GAAeC TTANpoopiec.” ATré Tnv dnuooicucon Tou ,To Consort éxel uTToaTnPIXOEi atrd 400
TTEPIOBIKA Kal DIAPOPES EKDOTIKEG OPAdEG OTTWG N AlgBvA ETITpoTT ) EKSOTIKWYV TTEPIOBIKWV.

H avaBswpnuévn Aiota Tou Consort statement (http://www.consort-statement.org), €ival To epyaAcio
TToU Ba XpNoIPoTToINBEi TNV TTapoloa EpYaCia TTPOKEINEVOU va agloAoynBei N aTToTEAEOUATIKOTNTA

KAl N 0OQAAEIN TWV VEWTEPWY AVTITTAKTIKWY (NOACs) oTnVv o&u PAeBoBPSUBWON Kal TRV
TIVEUHOVIKA €UBOAN

CONSORT 2010 checklist of information to include when reporting a randomised trial*

Item Reported
Section/Topic No Checklist item on page 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 rationale
objectives S
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
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Sample size

Randomisation:

Sequence
generation

Allocation
concealment
mechanism

Implementation

Blinding

Statistical methods

Results
Participant flow (a

diagram is strongly
recommended)

Recruitment

6b

7a

7b

8a

8b

10

1la

11b

12a

12b

13a

13b

14a

14b

Any changes to trial outcomes after the trial
commenced, with reasons

How sample size was determined

When applicable, explanation of any interim
analyses and stopping guidelines

Method used to generate the random allocation
sequence

Type of randomisation; details of any restriction
(such as blocking and block size)

Mechanism used to implement the random
allocation sequence (such as sequentially
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
participants 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 prim 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
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Baseline data 15 A table showing baseline demographic and clinical
characteristics for each group

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

groups
Outcomes and 17a For each primary and secondary outcome, results
estimation 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  All important 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, and, if relevant, multiplicity of
analyses

Generalisability 21  Generalisability (external validity, applicability) of

the trial findings

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

Other information

Registration 23  Registration number and name of trial registry

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

Funding 25  Sources of funding and other support (such as

supply of drugs), role of funders

*We strongly recommend reading this statement in conjunction with the CONSORT 2010
Explanation and Elaboration for important clarifications on all the items. If relevant, we also
recommend reading CONSORT extensions for cluster randomised trials, non-inferiority and
equivalence trials, non-pharmacological treatments, herbal interventions, and pragmatic trials.
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Additional extensions are forthcoming: for those and for up to date references relevant to this
checklist, see www.consort-statement.org.

I".M£Bodog

Me oT1éx0 TNV avadATnon TwV KAIVIKWY PHEAETWV TTOU a§IOAOYOUV ThV ATTOTEAEOUATIKOTNTA KAl TV
QOQAAEIO TWV VEWV QVTITINKTIKWYV ,01EvepyNBnke épeuva oto Pubmed pe AéEeig kKAeIDIG rivaroxaban
or apixaban or dabixaban yia Ta avTITINKTIK& TTOU €ival 0€ KUKAOQOpIa ,KaBwg Kal yia To  Ximexaban
TTOU £XEI va atrooupBei atrd Tnv KukAogopia. Ta @iATpa TTou xpnoiyoTtroinénkav Atav « Randomized
Controlled Trials» kai « Free full article » gtov TUTTO TOU GPBPOU KaIl N ayyAik YAwooa. Agv €T€6n
XPOVIKOG TTEPIOPICHOG Kal N avalATnon TTepatwlnke oTig 24 AuyouoTtou Tou 2017.To &eiyua
eTTaANBeUTNKE oTo Clinical.trials.gov.

Qc gpyaleio agloAdynong TnNG TTOIOTNTAG TWV KAIVIKWV JEAETWV TTOU TTEPIAAPONCAV GTNV YEAETN PaG
Xpnoigotroiménke n avaBewpnuévn Aiota Consort (http://www.consort-statement.org).
Avatpéxovtag otn AioTa BAETTOUPE OTI TTEPA aTTd TIG 25 KUPIEG KATNYOPIES, TTPOKUTITOUV AANEG 12
UTTOKOTNYOPIEG €K TWV OTTOIWV 01 4 gival duvnTiK& cuuTTAnpoUuEveES (aITIoAdynon aAAaywy oTo
TIPWTOKOAAO PETA TNV €évapgn TNG MEAETNG, AITIOAGYNON avaBewpnong KATAANKTIKWY ONUEIWV KaTd
TN SIAPKEIQ TNG MEAETNG, EVOIAUETES AVAAUCEIG £TTI TTPWIKNG OIGKOTTAG TNG WEAETNG, TTARPNG
aITIoOAGYNON €T TTPWIKNG SIAKOTTAG TNG MEAETNG).

H AioTta ocuptrAnpwOnke Aaupdavovtag uttéyiv Tnv avagopd K&be agToixeiou TG oTnv KABE Wia
MEAETN EexwpIoTd Kal 01O oUvoAo. ETriong karteypaenoav 6Aa Ta TTePIOBIKA OTTou dnpoaielénkay ol
MeAETEG , avalnTBnke To impact factor kaBevog €€ auTwyv cupgwva pe 1o IS (Institute for Scientific
Information) kai diepeuvABNKe KaTd TTOOOV OTIG 0dNYiEG TOUG TTPOG TOUG CUYYPAYPEIG ATTAITOUV TNV
EVAPPOVION TwV KAIVIKWV PEAETWYV pE To Consort Statement. Oco agopd Tig post hot avaAuoeig
(1)0ev TNV cupTtrEPIAGBapE oTnV PEAETN yIaTi Ta OTOoIXEIQ TNG BEV agopouoav TNV
OTTOTEAECUATIKOTATA KAI TNV ACQPAAEIQ TWV VEWTEPWY AVTITINKTIKWY. TEAOG MEAETABNKE N evapuovIon
mpog T0 CONSORT Statement Twv peAeTwyv TTou dnpocielbnkav o€ TTePIodIKG pe impact factor>10
Kal £yIve gUYKPION ME QUTAV TwV PJEAETWYV TTOU dnuooleuBnkav og TTePIodIKA pe impact factor<10. MNa
N OTATIOTIKA afloAdynon XPnoIdoToIRenke n dokipaoia x2 &%

A. AtroteAéopaTta

AT6 TNV avalATnon pag Bpédnkav 271 peAéTeg TTpog dlgpelivnon META TNV AvACKOTINGN TwV
oTToiwv agaipédnkav ol e€NG: 125 peAéTeC 0 aoBeveiG e KOATTIKA pappapuyr], 60 PHEAETES TTOU
agopoucayv PIodeiKTEG-avTIOOTA-KABOPIoHO BOCEWYV, 6 PEAETEG KOOTOUG,31 HEAETEG TTOU APopoUCavV
™ Xpron Twv NOACSs petd atmd opBoTTedIkéG eTTEURAOEIC, 16 peAETES e oUykpion Twv NOACs e
aoTpivn ,10 o€ oféa aTepaviaia cuvdpoua ,3 HEAETEC O€ aoBeveig ue oTabepn oTepaviaia voéoog 4
OXETIKA pe METABOAEC TOu ST, 8 peAéTEG O€ aoBeveig Pe HETAANIKES BaABideg, 8 AoimTwyv voowv.
ZUVOAIKG TTOMEVWG aTTOKAEioTNKav 274 Kal TEAIKG JeAeTABNKav 16.
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Ewoéva 1 (flow diagram)

O1 yeAéTeg TTOU avaAuBnkav €xouv dnuooieubei o€ 4 TTePIodIKA. ATTO auTd povo éva(N.Engl.J Med)
avEQPEPE 0OPWCS OTIG 00NYiEG TOUG TTPOG TOUG GUYYPAYPEIC TNV UTTOXPEWON EVAPUOVIONG WE TO
CONSORT Statement, evw a1ré T1a uttéAoita, Ta 3 Tepiodikd(Blood,JAMA,Circulation ) avikav ot
AioTa Twv TTEPIODIKWY TTOU aKoAouBoUv TIG 0dnyieg TnG International Committee of Medical Journal
Editors ka1 1(J Thromb.Thrombolism) dev avépepe oapwg oTIG 0dnyieg TTPOG TOUG CUYYPAPEIG TNV
avaykaldtnta NG evapuovions pe o CONSORT Statement aAAd atmé 10 2010 akoAouBei TiIG 0dnyieg
Tou Clinical trial gov. omréTe KaI TIG 00NYieg Tou IJICME.

ATTO Ta TTEPIOBIKA OTA OTTOIa ATAV BNUOCIEUPEVEG OI HEAETEG TTOU avaAuBnkav 4 nTav uwnAng
katara&ng (impact factor>10) a) N.Engl.J Med(50-53), b)JAMA (22-23),c)Blood ,d)Circulation(14,4-
15,2) kai éva xaunAotepng (impact factor<10).
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2TOV TTiVAKa 2 TTapoucIAZeTal avaAUTIKA O aPIBPOG TWV HEAETWY avA QVTITTNKTIKO avAAoya e To
000016 evapuoviog Tou Je To CONSORT statement. ATTo Tn eAETN TOU TTPOKUTITOUV KAl TA
TTOPAKATW aTTOoTEAéOUATA:

2UVOAIK&

-Kapia peAéTn TTAVW aT1ro TO0 85% TWV oTOIXEIWY TOU CONSORT

(0%)

-1 peAéteg avépepav TTAvw attd 75% Twv oToixeiwv Tou CONSORT

(6,25%)

-12 peAéTeg avéepav TTvw atmo 65% Twv oToixgiwv Tou CONSORT

(75%) kai TEAOG

-3 peAéTeG avépepav TTAvw attd 55% Twv oTtolxeiwv Tou CONSORT

(18,75%)

H idia avdAuon €yive kal yia KAOe éva atrd Ta TEcoepa vedTEPQ
QVTITINKTIKA EEXWPIOTA PE TO TTOPOKATW ATTOTEAEOUATA:

Apixaban

-Kapia peAETN dev TTANpoUce TTévw atmd To 85% Twv oToixeiwv Tou CONSORT
(0%)

-Kapia peAETN dev TTANpoUce TTavw attd 1o 75% Twv oToixeiwv Tou CONSORT
(0%)

-4 pyeAéteg TANpoucav TTavw atrd 10 65% Twv oToixeiwv Tou CONSORT
(80%)

-1 pyeAétn TTANpouoe TTavw atrd 10 55% Twv oToixeiwv Tou CONSORT

(20%)

Dabigatran

-Kapia peAETN dev TTANpouce TTvw atrd 10 85% Twv oToixeiwv Tou CONSORT
(0%)

-Kapia yeAETN dev TTANpouce TTavw atd 10 75% Twv oToixeiwv Tou CONSORT
(0%)

-3 peAéteg TTANpoucav TTadvw atrd 10 65% Twv oToixeiwv Tou CONSORT
(100%)

Edoxaban
-1 yeAétn TTANpouce TTavw atrd 10 65% Twv oToixeiwv Tou CONSORT
(100%)

Rivaroxaban

-Kapia peAETN dev TTANpouce TTavw atrd 10 85% Twv oToixeiwv Tou CONSORT
(0%)

-1 yeAéTn TTANpPoUcE TTAvw atd 10 75% Twv oToixeiwv Tou CONSORT

(20%)

-4 pyeAéteg TTAnpoucav TTévw atrd 10 65% Twv oToixeiwv Tou CONSORT
(80%)

Institutional Repository - Library & Information Centre - University of Thessaly
20/04/2024 01:17:35 EEST - 3.147.56.207



MNINAKAZ 2. ApiOudg pehet@dv avarloyo e TO TOGOGTO EVOUPLOVIONG TOVG LE TO
CONSORT Statement Percentage

Percentage of CONSORT items by the articles
55%-65% 65%-75 75%-85% >85% TOTAL
(N) (N) (N) (N)

Abixaban 1 4 0 0 5
Dabigatran 0 3 0 0 3
Edoxaban 0 1 0 0 1
Rivaroxaban 0 4 1 0 5
Other 2 0 0 0 2
TOTAL 3 12 1 0 16

H aveEapTtnoia Tng evapuoviong Twv peAeTwy avd avTitinkTiké pe To CONSORT Statement
egeTaoTnKe Pe TN dokiyacia X2 kai n p-TIPf Tou eAéyxou uttohoyioTnke :p-value=0,3837(p>0,05).
2UVETTWG O€ ETTITTEDO OTATIOTIKAG ONPAVTIKOTNTAG 5%, n evapudvion pe To CONSORT Statement
0ev OIOPOPOTTOIEITAI HETAEU TWV MEAETWYV TTOU APOPOUV Ta SIAPOPA AVTITINKTIKG.

ExT16¢ a11é 10 BaBuoé evapuoviong Twy peAeTwv oto CONSORT T1rou avagEpeTtal TTapattavw,
evOlOQEPOV TTaPOUCIAlEl N MEAETN TOU KABE GToIXEIOU EEXWPIOTA KAl TOU TTOCOOTOU ava@opdg Tou
OTIG £pYyaCieg OUVOAIKA Kal ava @dppako. Ta amoteAéopaTa TNG avaAuong auTrg TTapaTiBevTal gTov
TTapakATwW Tivaka (Tivakag 3):

MINAKAZ 3. Evapudvion peketav ava otoryeio oo CONSORT Checklist

Data Combined Abixaban Dabigatran = Edoxaban Rivaroxaban Other pvalue
(n=16) (n=5) (n=3) (n=1) (n=5) (n=3)
la 6% 20% 0% 0% 0% 0% 0,67222

Identification as

arandomized

trial in the title

1b, 100% 100% 100% 100% 100% 100% 1,0000
Structured

summary of trial

designmethods, results and conclusions

2a 100% 100% 100% 100% 100% 100% 1,0000
Scientific

backround and

explanation of

10
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rationale

2b 100% 100% 100% 100% 100% 100% 1,0000
Specific

objectives and

hypothesis

3a 100% 100% 100% 100% 20% 100% 1,0000
Description of

trial design

3b 6,25% 0% 0% 0% 20% 0% 0,6722
Important

changes to

methods after

trial

commencement

with reasons %

4a 100% 100% 100% 100% 100% 100 % 1,0000
Eligibility

criteria for

participants

4b 87,5% 60% 100% 100% 100% 100% 0,6722
Settings and100%

locations where

the data were

collected

5 100% 100% 100% 100% 100% 100% 1,0000
The

interventions for

each group with

sufficient details

to allow

replications,

including how

and when the

were actually

administered

6a 100% 100% 100% 100% 100% 100% 1,0000
Completely

defined prespecified

primary and

secondary

outcome

measures,

including how

and when they

were assessed

6b 0% 0% 0% 0% 0% 0% 1,0000
Any changes to

trial outcomes

after the trial

commenced

with reasons

7a 93,75% 80% 100% 100% 100% 100% 0,6722
How sample

size was

determined

7b 0% 0% 0% 0% 0% 0% 1,0000
When

applicable,

explanation of

any interim

analyses and

stopping

guidelines

8a 100% 100% 100% 100% 100% 100% 1,0000
Method used to

generate the

random

allocation

sequence

8b 25% 20% 33% 100% 20% 0% 0,4181
Type of

randomization;

details of any
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restriction

9 0% 0%
Mechanism

used to

implement the

random

allocation

sequence

describing any

steps taken to

conceal the

sequence until

interventions

were assigned

10 0% 0%
Who generated

the random

allocation

sequence, who

enrolled

participants and

who assigned

participants to

interventions

1lla 0% 0%
If done, who

was blinded

after

assignment to

interventions

and how

11b 0% 0%
If relevant,

description of

the similarity of

interventions

12a

Statistical100% 100% 100%
methods used

to compare

groups for

primary and

secondary

outcomes

12b 100% 100%
Methods for

additional

analyses, such

as subgroup

analyses and

adjusted

analyses

13a 68% 80%
For each group

the numbers of

participants

who were

randomly assigned,

received

intended

treatment and

were analysed

for the primary

outcome

13b 100% 100%
For each group,

losses and

exclusions after

randomization,

together with

reasons

l4a 100% 100%
Dates defining

the periods of

recruitment and
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0%

0%

0%

0%

100%

100%

33%

100%

100%

0%

0%

0%

0%

100%

100%

100%

100%

100%

0%

0%

20%

0%

80%

100%

100%

100%

100%

0%

0%

0%

0%

100%

100%

0%

100%

100%

1,0000

1,0000

1,0000

1,0000

0,6722

1,0000

0,0569

1,0000

1,0000
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follow up
14b 0% 0% 0% 0% 0% 0% 1,0000
Why the trial
ended or was
stopped
15 100% 100% 100% 100% 100% 100% 1,0000
A table showing
baseline
demographic
and clinical
characteristics
for each group
16 100% 100% 0% 100% 100% 100% 1,0000
For each group,
number of
participants
included in
each analysis
and whether
the analysis
was by original
assigned
groups
17a 100% 100% 100% 100% 100% 100% 1,0000
For each
primary and
secondary
outcome,
results for each
group and the
estimated effect
size and its
precision
17b 100% 100% 100% 100% 100% 100% 1,0000
For binary
outcomes
presentation of
both absolute
and relative
effect sizes is
recommended
18 100% 100% 100% 100% 100% 100% 1,0000
Results of any
other analysis
performed
including
subgroup
analysis and
adjusted
analysis,
distinguishing
pre-specified
from
exploratory
19 100% 100% 100% 100% 100% 100% 1,0000
All important
harms or
unintended
effects in each
group
20 100% 100% 100% 100% 100% 100% 1,0000
Trial limitations,
addressing
sources of
potential bias,
imprecision and
of relevant
multiplicity of
analysis

21 43% 40% 33% 100% 60% 0% 0,4719
Generalisability

og the trial

findngs
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22 100% 100% 100% 100% 100% 100% 1,0000
Interpretation

consistent with

results

balancing

benefits and

harms and

considering

other relevant

evidence

23 75% 80% 100% 100% 80% 0% 0,11317
Registration

number and

name of trial

registry

24 87,5% 100% 100% 100% 100% 0% 0,0030
Where the full

trial protocol

can be

accessed if

available

25 100% 100% 100% 100% 100% 100% 1,0000
Sources of

funding and

other support,

role of funders

AT TN HEAETN TWV OToIXEIWV TOU TTivaKa 3 gival oa@ég OTI Evag onUAvTIKOS apiBudg TTAPAPETPWY
avagépovtal o€ TToo00TO 100% TwV PEAETWY, OUWG UTTAPXE! KAl YIa ONUAvTIKA avaloyia
OTOIXEIWV TTOU ava@EpovTal JOVO O€ €va JIKPO TTOCOOTO TWV EPYACIWVY.

AVOAUTIKA EEKIVWOVTOG aTTO TOV TITAO Kal TNV TTEPIANWN BAETTOUE OTI N avayvwpion TNG SOUAS WG
TUXQIOTTOINKEVNG MEAETNG ava@EpeTal HOVO o€ pia PeAETN(1a),aAAG pia dounuévn auvown Tou
oXedI00MOU TwV PEAETWV UTTAPXEI 0€ OAEG TIG HEAETEG(1D). MNpoxwpPwWVTag OTNV £I0AYWYr] Ta oToIXEia
OXETIKA PE TO UTTORABPO Kal TOUG OTOXOUG (2a,2b) avag@épovTal 0TO GUVOAO TWV EPYATIWY. ZXETIKA
ME Ta OTOIXEIO TNG PEBODOU, EVW N TTEPIYPAPR TOU OXEDIATHOU TNG BOUNAG UTTAPXEI O€ OAEG TIG
Epyacieg ,To oToixeio 3b TTou TTEPIYPAPE! TIG ONUAVTIKES aGAAAYEG OTIC EBOBOUG UoTEPa aTTd TNV
évapén ng dokiung dev uTTdpxel o€ Kapia epyacia. Ta KpITApIa KATAAANASTATA yIa TOUG
OUMUETEXOVTAG gival TTANPN o€ OAEG TIG MEAETEG (4a) ,evw O OUVBRKEGS Kal Ol TOTTOI GUAAOYAG TwV
o0edouévwv TTapOTI avagEpovTal, Oev ival AeTrTodepeic (A€iTTel 0 TOTTOG TOU CUCTHMOTOG UYEiag TTX.
TTPpwWTORABUIa Kal 0 akpIBAG TOTTOG TTX. Ovoua voookoueiou(4b).Ze d0o paAIcTa epyaaieg ival
eMTeic.(Amplify, Amplify ext.)

O1 TrapepPdaoeig TNG KABe opddag divovtal e KABe Aetrtouépeia(5a) oe OAeg TIG epyaoies .Etriong
TTPOCSIOPIoUOS TWV TTPOKABOPICUEVWV Kal DEUTEPEUOVTWYV HETPWYV EKPacnG KaBWGS Kal Tou TToU Kal
TOTE agloAoynBnkav gival cupTTAnpwpévol (6a),aANd o1 aAAayEg OTIGC EKBATEIG TWV BOKIKWY AgiTTOUV
atT' OAeg TIG epyaaieg(6b) .Ooo agopd To TTWGS TTPOCdIoPICTNKE TO HEYEBOG Tou deiyuartog(7a) dev
avagépetal o€ yia gpyaocia (Amplify J),eviy emTe€riynon evoiduecwy avaAloewy Kal odnylwv
OlakoTING dev UTTApXEl o€ Kapia HeAETN(7D).

2uvexifovtag Pe TNV TuxaloTroinon ,n HE6od0G TTou XPNOIUOTTOINONKE yia TN dnuioupyia TG
akoAouBiag diavoung gival ca@wg SIATUTTWHPEVN GTO TUVOAO TwV £pyaciwy ,aAAd o TUTTOg
TuXaloTToiNONG AciTrel aTrd £va PHeyAAo pEyeBOG PeAeTWV(8h). ZuyKeKpIyéva avagEpeTal o€ Hia
epyaacia yia To apixaban,oe pia epyacia yia To dabixaban, o€ pia epyacia yia 1o rivoxaban kai g€
Kapia yia o ximexaban.Ta oToixeia 9,10,11a,11b, TTou SIATUTTWVOUYV AVTIGTOIXA ,TOV HNXAVIOUO
QATTOKPUYNG TNG BIOVOUNAG ,TO TTOI0G dNUIOUPYNOE TNV TuXaia dIAvour Kal TTolol ATav
TUQAoTTOINUEVOI, AgiTTOUV aTTO TIG HEAETEG .O1 OTATIOTIKEG PEBODOI KAl 01 AVAAUCEIG UTTOOUAd WV
UTTAPXOUV O€ OAEG TIG epyaoieg(12a,12b).

MpoxwpwvTtag oTa atmmoteAéoparta 1o oToixeio 13a, dnAadr 10 dIAYPAPPA CUPHETEXOVTWYV AEITTEl O€
4 ueAéteg ,evw Ta oToixeia 13b kai 14a 15b,16,17a,17b kai 18 avagépovtal o€ OAEG TIG HEAETEG .
>1n ouZnATnon ol repIopiopoi(20) kal N epunveia Twv doKINWV(22) ival SIOTUTTWHEVES , AAAG n
YEVIKEUCINOTNTA TWV EUPNPATWY OEV PTTOPET va UTTAPXE! YIa TO 50% Twv PEAETWV (21). ZUuyKeEKPIYEVA
OTIG MEAETEG YIa TO apixaban,or Adyol fATav: o auBaipeTog KaBopiopdg Tou deiyuaTtog, n EAAEIYN

14
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CaQWy ouvlnNKwWvY oUAAOYNG Twv BEBOPEVWV KA 1N ETEPOYEVEIR TOU BEIYHATOG . 2TIG UTTOAOITTEG BEV
KATAPEPAV va dWoOoUV oaPAg odnyieg AOyw £EWTEPIKAG EYKUPOTNTAG .

TéNog 600 agopd Ta oToixeia (23),(24) utmpge ava@opd oto 75% kai 87,5% avrtioToixa kal 100%
OTIG TTNYEG XPNHATodoTNONG (25).

2TATIOTIKA onuUavTIKn diagopd utTipge yia 1o oToixeio 25(p=0,003) kal opIaKd yIa TO OTOIXEIO
13b(p=0,059).

2Tov Trivaka 4 TTapaTifeTal avaAuTIKA N EVapUOvIon TwV PEAETWY ue ToConsort avdAoya Je To
impact factor(IF)Twv TTEPIOBIKWY GTTOU dNUOCIEUTNKAV.

O1rwg TTapouaciadeTat:

MNa IF>10

-1 peAétn (7,1%) TTAnpouce >75% Tng AioTag

-12 peAéTeg (78,5%) TTAnpoucav >65% Tng AioTag
-2 PeAéTeG (14,28%) TTAnpoucav >55% Tng AioTag

MNo< IF10
- 1 peAéteg (100%) TTAnpoucav >55% Tng AioTag

MINAKAZX 4. ZuxvotnTa evappoviong peAeTwyv pe To CONSORT oTig 2 kaTnyopieg
TTEPIOBIKWYV avaAoywg IF

Percentage of CONSORT items reported by the articles

55%-65% 65%-75% 75%-85% >85% TOTAL
Impact <10 1 0 0 0 1
Factor >10 2 12 1 0 15
TOTAL 3 12 1 0 16

H aveEaptnoia tng evapuodviong ue o CONSORT Statement kai

Tou impact factor e€etdoTnke pe Tn dokipaaia X2 kai n p-TiKr ToU

eAéyxou ATav p-value=0,2066(>0,05). ZUVveTTWG 01 HEAETEG TTOU dNUOCIEUTNKAV OE TTEPIODIKA
MeyaAUTEPNG eTIoTAMOVIKNG BapuTtnTag (IF>10) dev 1AV TTEPICCOTEPO EVAPUOVIOUEVES HE TO
CONSORT, o¢ etmiredo oTamoTIKA onuavTikd (p<0,05).Evdia@épov TTapouaiadel Kai n JEAETN TOU
KABe oToIxeiou EexwpPIoTA Kal TOU TTOOOCTOU avagopds Tou OTIG epyacieg avaAoya pe 1o IF(>10 A
<10) Tou TTEPIOdIKOU dnuoaicuong.

Ta oToixeia TTapatiBevral oTov Tivaka 5:
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MINAKAZX 5. Nooootd ava@opds Twv oToixciwv Tou CONSORT Statement avd katnyopia paoel IF

TEPIOBIKOU

Data Combined Impact Impact p-value
ltems factor>10 factor<10

la 6,2% 6,6% 0% 0,7898
1b 100% 100% 100% 1,0000
2a 100% 100% 100% 1,0000
2b 100% 100% 100% 1,0000
3a 100% 100% 100% 1,0000
3b 6,2% 6,6% 0% 0,7898
da 100% 100% 100% 1,0000
4b 87,5% 93% 0% 0,7898
5 100% 100% 100% 1,0000
6a 100% 100% 100% 1,0000
6b 0% 0% 0% 1,0000
7a 93,7% 93% 100% 0,7898
7b 0% 0% 0% 1,0000
8a 100% 100% 100% 1,0000
8b 25% 26 % 0% 0,5507
9 0% 0% 0% 1,0000
10 0% 0% 0% 1,0000
lla 0% 0% 0% 1,0000
11b 0% 0% 0% 1,0000
12a 100% 100% 100% 1,0000
12b 100% 100% 100% 1,0000
13a 68% 73% 0% 0,1255
13b 100% 100% 100% 1,0000
l4a 100% 100% 100% 1,0000
14b 0% 0% 0% 1,0000
15 100% 100% 100% 1,0000
16 100% 100% 100% 1,0000
17a 100% 100% 100% 1,0000
17b 100% 100% 100% 1,0000
18 100% 100% 100% 1,0000
19 100% 100% 100% 1,0000
20 100% 100% 100% 1,0000
21 43% 50 % 0% 0,3622
22 100% 100% 100% 1,0000
23 75% 80% 0% 0,0736
24 87,5% 93 % 0% 0,0062
25 100% 100% 100% 1,0000

AT6 N oTamioTikh afloAdynon trou Trapouaidletal otov [ivaka 5 gival cagég 6T doov agopd KAbe
oToixeio EexwpioTtd TG Aictag Tou CONSORT Statement dev uttdpxel GTATIOTIKA dlapopoTToinan
avahoya pe 1o IF Twv TTEPIOdIKWYV OTTOU ONUOCIEUBNKaV Ol JEAETEG.

E. Zuptrepdopara

ATTO Ta aTTOTEAEOPATA TNG HEAETNG PAG TTPOKUTTTEI OTI N TTOIOTNTA TWV TUXAIOTTOINUEVWY KAIVIKWV
MEAETWV TTOU €X0UV dnpoaoleuBei kal apopoulv Ta NOACs o€ aobeveig pe @AefoBpopPwaon (DVT) kai
TTveEUpoVIKn EMPOAR (PE),dev cival iIdiaitepa uwnAr. Zuykekpiyéva 1o JEYOAUTEPO TTOCOOTO OivEl
atrédvinon oT1o 65% éwg 75% Twv oToixeiwv Tou CONSORT Statement, pe kamoia 1d1QITEPQ
onUAvTIKA KAIVIKG epwTrpaTa n avaAoyia auth va mAnoialel 1o 100%. Agidel va onueiwBei 611 n
TTASIoYN@ia Twv TTEPIOBIKWY (87,5%) 61TOU dNUOCIEUBNKAV Ol JEAETEG QUTEG aTTAITOUCAV OTTO TOUG
ouyypa@eig TNV evapuodvion pe To CONSORT Statement, yeyovog mmou dev eTaAnBeveTal oTnv
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TPAgnN. EmpdoBeTa 10 93% Twv PEAETWY TTOU dnuoaclelBnkav avrikouv o€ TrepIodikd pe IF>10,1Tou
onpaivel 61 ouveyitouv va diaBadovTal ,Xwpig va yvwpeifouv ol avayvwOoTES TTWG VA TA agIoAoyouV .
O1 peAéTeg auTéEG BeV ATAV TTEPIOCCOTEPO EVAPHOVIOUEVES KAl JANIOTA O€ £TTITTEDO OTATIOTIKA
onpavtikd pe v Aiota Tou CONSORT Statement o€ oxéon pe autég TTou dnuooielbnkav o€
TEPIOBIKA pe IF<10,TTapdAeg TIG eTTIonpAvoelg ato International Committee of Medical Journal
Editors.

ETTopéVg @aiveTal TTWG 01 HEAETEG TTOU AQPOPOUV TH CUYKPICT TNG AOPAAEIOG Kal
atroTeAeoPaTIKOTNTAG TWV NOACSs ot aoBeveig pe AefoBpdupwaon (DVT) Kal TTIVEUUOVIKA €UBOAN
(PE),dnuioupyouyv TTpoBANUATICHO yia TNV TTOIOTATA TOUG, YEYOVOGS TTOU O€ KAIVIKO TTITTEDO TO
KaBIoTA un XPAoIua akéun oTnv Kabnuepivi TTpAgN.

KataAfyovtag Ba TpETTEl va onUEIWBET OTI N HEAETN PAG TTAPOUCIAEl OPIOUEVOUG TTEPIOPICHOUG :a) O
QPIBUOG TWV PEAETWV €ival OXETIKA MIKPOG Kal b) n avalntnon Twv PeAETWV dievepyndnke udévo
Méow Tou PubMed yia Tnv ayyAikr yAwooa,c) n épeuva otnpixtnke oc «free full articles», av kai
OTNV CUYKEKPIPEVN HEAETN Dev TTEPIOPIOE TO Oeiyua TTOU TEAIKA agloAoyrOnkKe.
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N Engl J Med. 2013 Feb 21;368(8):699-708. Epub 2012 Dec 8

11 . Arandomized phase Il trial of apixaban for the prevention of thromboembolism in patients with
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8;365(23):2167-77. Epub 2011 Nov 13.
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