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4 ePWTNOEIC TTOU TTPETTEI VO ATTavTNOOoUV OTavV
dIaBAloUE TNV AVAPOPA UIOC MEAETNG

[0 TNV KPITIK avayvwon Kal agloAdoynon MIOC €PEUVNTIKAG
MEAETNG, €ival aTTapaiTnTo Vva atravinBouv TEOOEPIC PBAOIKES
EPWTNOEIC

vTlolo €ival To gPEUVNTIKO gpwTnua (| O OKOTTOG) TNG
ueAérng; (background- purpose)

Mg d1€AXON n £épguva (MeBodoMoyia); (Study design)

vTMola gival Ta KUpla eupAuara/atroteAéopara; (results)

vTIwg €pMNVEUOVTAI TA OTTOTEAECMOATA KOI TrOIEG Eival Ol
ouvétrelEg Toug (ZulTnon/Zuptrepdopara);(conclusion)
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[ToioTnTa avapopdac - OpIoUOC

- H Tro16TnTa avagopdg (reporting quality) piag KAIVIKNAG
MEAETNG agopd Tov BAOUO OTOov OTToiI0 N ONUOCIEUMEVN
ava@opa TTapexXel TTANPEIC Kal dlAPAVEIC TTANPOPOPIES YIa
TOV OoXedlaopo, Tn dlecaywyn Kalr Tnv avaiAuon Tng
EPEUVAC.

- Eival onuavtikd va dlakpiveTal atrdé Tn MEOODdOAOYIKA
ToIOTNTA, KAOWC MIa MEAETN MTTOPEI va gival apTia
oxedlaopeEvn aAAd va ava@EpeTal PeE  EANITT) TPOTTO,
eMTTOQICOVTAC TNV KPITIK agloAOynon TwV OTTOTEAECUATWY

NnG.
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Kpimpia YwnAnc lNoidétntag Avagopag

Mia TTo10TIKI) ava@OPA TTPETTEI VA TTEPIAAUPBAVEI AETTTOUEPEIEG VIO

- NMANOuoubg Kai Agiypa:
20PN KPITAPIA EI0QYWYNAG KAl ATTOKAEICHOU, HEBODO delypaToAnwiag Kal TEAIKO JEYEBOC
deiyuaTog

- Tuyxaiotroinon kai Tu@AoTroinon:
Mepiypapry NG peEBOdOU TuxaIOTTOINONG KOl av TNEABnke n  "TupAwon" Twv
OUMMETEXOVTWY KAl TWV EPEUVNTWV

- AtmroteAéopata kol Ao@daAsia:

[MAApPNC TTapouciacn TwWV TTPWTEUOVTWY KOl OEUTEPEUOVTWY KATOANKTIKWY ONMEIWV,
KAaBWC¢ Kal AETTTOPEPAC avaPopA O€ AVETTIOUUNTEG EVEPYEIEC

- ZTaTIoTIK AvdAuon:

Alagavng TePIypaQPn Twv OTATIOTIKWY HEBOGdWY TTOU XpnolyoTToiINdnkav yia v
EPMNVEIQ TWV OEQOUEVWV

- AgovTtoAoyia:
TApnon Twv NnNBIKWV KAl VOUIKWY KAVOVWY, HUE €€a0@AANION TNG £YKPIONG aTrd TIG
apPOdIEC apxEG (TT.X. EOD)
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2. nuaoia NS lNoiotnTtac Avagopac

H owaoTh avagopad cival Kpioiun yia:

- Tn Apn KAIVIKwv ATTOQACEWV.

EmTpémTel OoTOUG 1aTPOUG Vva agloAoynoouv av Ta egupnpaTa €ivai
QCIOTTIOTA KAl EQAPPOCINA OTOUG Q0BEVEIC TOUG

- Tnv 'Eykpion ®appdakwyv:
O1 puBuioTIKEC apxéc (T1.x. EOP, EMA, FDA) Bacilovtal o€ AETTTOMEPEIC
eKOEoEIC KAIVIKWV PEAETWY (CSR) yia va eykpivouv VEEC BepaTTEieg

- Tnv Atropuyn "EpeguvnTikwv ATToBANTWV":
H eANITTAG avagopd KaBIioTa TNV £peuva PN AcIOTTOINCIUN, OTTATAAWVTAG
TTOPOUG Kal XpOvo
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Katnyopieg «PTwxnNS» ava@opag

- Mn avag@opd (] kKaBuotepnuévn ava@opd) 0ANG TNG MEAETNG (OKOUN
KAl €AV JEPIKA ATTOTEAEOHUATA £XOUV ONUOCIEUTE)

- Eo@aApévn Trapouciacn Tou oXedIaoHOU TNG MEAETNG (TT.X. VO
TTOPOUCIAOTEI WC TUXAIOTTOINMEVN MIO MEAETN VW DEV gival)

- Aca@ng reprypa®n Tng Tuxaiotroinong (Randomization)
- EANITTAG TrEprypagn TnG Tu@AoTroinong (Blinding/Masking)

- ATTwAEIEG KaTA TNV TTapakoAouBnon (Follow-up Losses)
- AVETTAPKNAG OTATIOTIKI avaAuon

- EANITTAG TTEPIypa®ni TnG MNMapéuBaong



Katnyopieg «PTwxNS» ava@opag

- ETTIAEKTIKR ava@opd
- ATeAng dnuooisuon
- MNapdAeiyn onUAvTIKWY TITUXWYV TNG EPEUVNTIKAG NEBOGDOU
TT.X. TTAPEPPBATEIC
- EANITTA atroteAéopaTa: Ta 0edouEva OEV UTTOPOUV VO
OUMTTEPIANPOOUV O€ PETA-aVAAUCT
- MapatrAavnTiki €TegRynon (1r.X. META-EPEUVNTIKI aAAQyr) TOU
OTOXOU)
- ACUVETTEIEG HETAEU TWV TTHYWV (TT.X. OnUoaicuon EvavrTi
TTPWTOKOAAOU)



2 UVETTEIEC «PTWXNS» AVAPOPAC
- ATTOOEIKTIKN Baon

v Ta utra@pyovta dedouéva JTTOPET va uTToBaBuIoTouv/ unv XpnoidoTroin@ouv Kabwg
OEV UTTOPOUV VA EKTIUNBOUV

v AuCAveTal N UTTO-AVAPOPA TWV MEAETWV

- AQn aTro@ACEWV

v O1 aTTOPACEIC TWV ETTAYYEAUATIWY UYEIAC Kal Twv aocBevwy BaaidovTal o€
acBevéoTepa TEKUNPIA



«PTwxr» avagopd = coBapd TTPORANUATA OTIC
OUOTNUATIKEC AVOOKOTINOEIC KA TIC KATEUBUVTNPIES

oonvieg
e Research article is ‘end product” of one process ...

F ‘Hl Publication

e ..and ‘raw material’

{—-—-—-—-—

Informs
of other processes nforms
research
e
Publication | — =il 4>| ;:rlg;]cgle
review quideline
! !

Informs health policies
and clinical practice
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KareuBuvTtnplec odnyiec avagpopag

- KaBigpwbnkav  atmd  Olgbvei¢  OUVEPYATIKEG OMAdEG  TTOU
oupuTTEPIAQUBAVOUV €pEUVNTEC KAl EKOOTEC

- [poodiopilouv TO EAAXIOTO OCUVOAO AVTIKEIMEVWYV TTOU ATTAITEITAI YIA
cekdBapn kar dlagavry Tapouciacn NG OlE€aywyng Kal  Twv
ATTOTEAEOUATWY TNG MEAETNG

- 2€ Mop@n AioTag (UE OUVODEUTIKN ETTECNYNMATIKI) dNUOoCicuon)
- Eomialel o€ OEpara TTou PTTOPEI va e1I0dyouv bias otnv £pguva

- ZTnpidovral og TEKMAPIA (] 0 opopwvia TnG opdadag €dv Oev
UTTAPXOUV TEKUNRPIN)
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KareuBuvTtnplec odnyiec avagpopag

- Eival ka@odrynon- oxI atraitnon
- BonOnTiké yia ouyypa@eic, EKOOTEC, KPITEC KAl AVAYVWOTEG

- Ox1 gpyalgio yia ekTipnon NG HEBOOOAOYIKAG TTOIOTNTAC TNG MEAETNG
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CONSORT

CONsolidated Standards fOr Reporting Trials
CONSORT 1996

Special Communication

Improving the Quality of Reporting
of Randomized Controlled Trials
The CONSORT Statement

Codin Bagg. P, Miorad Cho, Phil). Susan Easteood. BELSID): Richand Horon, KB
D blcihess, WS, bugram Dk, Pl Roy Pikin, M0, Dourmemaond Resneg I

T T T T 1 JAMA., August 28, 1996

'''''''''''''''''''

The CONSORT statement: revisad recommendstions for Improving i Lk o o Aemk pwd 11

thie guality of reports of parallelgroup randomised trials — T Mo §EECEE _I_.FIE!-; rH|l|-|.| g|_
Fewii M Smmadh ¥ Sk ds [oagbes 1 lwmn, ba Bw (TARSHT fom gt Ium a1 48T 118a-

CONSORT 20140 Statement: updated guidelines
For reporting parallel group randomised trials
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CONSORT

- BEATILWVEI TNV AVO@OPA TWV TUXAIOTTOINMEVWY KAIVIKWV PJEAETWV

v’ OIEUKOAUVEI TNV KPITIKA agloAOyNnon Kal EpuNVEia Twv
ATTOTEAEOUATWYV

- Evioxuel Tnv die€aywyn upnAng troidtntag RCTs
v 01a@avAS avagpopd TTapouaciAdel Ta JEIOVEKTANATA TNG
EpPEUVAC (v UTTAPYOUV)

v ‘Eppeca BeATiwvel To oxedlaoud Kal TNV OIECaywyn



CONSORT

- 585 emMOTNUOVIKA TTEPIODIKA UTTOOTNPICOUV TNV XPNon Tou
CONSORT.

- [Nepitrou 10 50% TWV ETTIOTAMOVIKWY TTEPIOOIKWYV TTOU
epgavidovrtal oto Abridged Index Medicus on PubMed.



CONSORT

25 consort-spirit.org By +

Smart Adobe Acrobat [j Apywr - e-Prescript...

SPIRIT SPIRIT
CONSORT CONSORT

Home Extensions Translations For researchers For journals For patients ~ About

- @equator

network

Welcome to the SPIRIT-CONSORT website

The SPIRIT-CONSORT guidelines offer a standard way to report trial protocols and findings for
randomized trials. This helps authors to report their trials completely and transparently,
providing readers with all the information they need to critically appraise, interpret and use
the research.

SPIRIT 2025 CONSORT 2025

The SPIRIT (Standard Protocol Items: The CONSORT (CONsolidated Standards Of
Recommendations for Interventional Trial... Reporting Trials) Statement is an evidence...

Read more Read more

P P
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CONSORT

SPIRIT 2025 CONSORT 2025

The SPIRIT (Standard Protocol Items: The CONSORT (CONsolidated Standards Of
Recommendations for Interventional Trial... Reporting Trials) Statement is an evidence...
Read more Read more

Checklist Checklist

Expanded checklist

Expanded checklist

Flow diagram

SIS
MRS

Statement

Statement

Explanation and Elaboration

Explanation and Elaboration
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CONSORT

- O1 oodnyiec CONSORT (Consolidated Standards of
Reporting Trials) TapExouv €va Tutrotroinuévo TTAaiolo 30
onueiwv (CONSORT 2025) kai éva diaypauupa pong yia
TNV TAAPN Kal  dlagavr) ava@opd TUXOAIOTTOINMEVWV
KAIVIKWV OOKINWYV

- 2TOXOG c€ival n [BeAtiwon TG  TTOIOTNTAC  TWV
ONUOCIEUCEWY, MHEIWVOVTAC TIC MEPOANWiec (bias) péow
AETITOJEPOUG  TTEQPIYPAPNC  TOU  OXEDIAOMOU,  TNG
OIECAYWYNG KAl TWV ATTOTEAEOUATWY TNG MEAETNG
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Baoikd 2toixeia 1nc AnAwonc CONSORT

- Aiota EAgyyxou (Checklist):

[MepihauBaver 30 oToixeia (TiTAog, TTEPIANWN, €loaywyr, HEBodOI,
atmmoteAéopata, oulntnon) ToU TIPETTEL VA  KOAUTITOVTOI O€  MId
dnuoaicuon

- Alaypaupa Pong (Flow Diagram):

ATTEIKOVICEl TN PO TWV CUMMETEXOVTWV (TuXaIOTToiNON, TTapEupaon,
TTapakoAouBnaon, avaAuon)

- 2UVEXNGS Evnuépwon:

O1 mo Trpdopatec odnyiec civar oo CONSORT 2025, or oTtroieg
avTikaBioTouv TIG TTaAaioTepeg (2010) yia va AvTIKOTOTITPICOUV TIG
OUYXPOVEC HEBODOAOYIKEC ECENICEIC



CONSORT

k:DNSORT 2025 checklist of information to include when reporting a randomised trial*

physiotherapists)

Section [ Topic No CONSORT 2025 checklist item description Reported on
page no.

Title and abstract

Title and structured la Identification as a randomised trial

abstract 1b Structured summary of the trial design, methods, results, and conclusions

Open science

Trial registration 2 Name of trial registry, identifying number (with URL) and date of registration

Protocol and statistical 3 Where the trial protocol and statistical analysis plan can be accessed

analysis plan

Data sharing 4 Where and how the individual de-identified participant data (including data dictionary), statistical
code and any other materials can be accessed

Funding and conflicts of 5a Sources of funding and other support (e.g., supply of drugs), and role of funders in the design,

interest conduct, analysis and reporting of the trial

5b Financial and other conflicts of interest of the manuscript authors

Introduction

Background and rationale 6 Scientific background and rationale

Objectives 7 Specific objectives related to benefits and harms

Methods

Patient and public 8 Details of patient or public involvement in the design, conduct and reporting of the trial

involvement

Trial design g Description of trial design including type of trial (e.g., parallel group, crossover), allocation ratio, and
framework (e.g., superiority, equivalence, non-inferiority, exploratory)

Changes to trial protocol 10 Important changes to the trial after it commenced including any outcomes or analyses that were not
prespecified, with reason

Trial setting 11 Settings (e.g., community, hospital) and locations (e.g., countries, sites) where the trial was
conducted

12a Eligibility criteria for participants
Eligibility criteria 12b If applicable, eligibility criteria for sites and for individuals delivering the interventions (e.g., surgeons,




e
CONSORT

Intervention and 13 Intervention and comparator with sufficient details to allow replication. If relevant, where additional
comparator materials describing the intervention and comparator (e.g., intervention manual) can be accessed
Outcomes 14 Pre-specified primary and secondary outcomes, including the specific measurement variable (e.g.,

systolic blood pressure), analysis metric (e.g., change from baseline, final value, time to event),
method of aggregation (e.g., median, proportion), and time point for each outcome

Harms 15 How harms were defined and assessed (e.g., systematically, non-systematically)
Sample size 16a How sample size was determined, including all assumptions supporting the sample size calculation
16b Explanation of any interim analyses and stopping guidelines
Randomisation:
Sequence generation 17a Who generated the random allocation sequence and the method used
17b Type of randomisation and details of any restriction (e.g., stratification, blocking and block size)
Allocation concealment 18 Mechanism used to implement the random allocation sequence (e.g., central computer/telephone;
mechanism sequentially numbered, opaque, sealed containers), describing any steps to conceal the sequence
until interventions were assigned
Implementation 19 Whether the personnel who enrolled and those who assigned participants to the interventions had
access to the random allocation sequence
Blinding 20a Who was blinded after assighment to interventions (e.g., participants, care providers, outcome
assessors, data analysts)
20b If blinded, how blinding was achieved and description of the similarity of interventions
Statistical methods 21a Statistical methods used to compare groups for primary and secondary outcomes, including harms
21b Definition of who is included in each analysis (e.g., all randomised participants), and in which group
21c How missing data were handled in the analysis

21d Methods for any additional analyses (e.g., subgroup and sensitivity analyses), distinguishing
prespecified from post-hoc

Results
Participant flow, 22a For each group, the numbers of participants who were randomly assigned, received intended
including flow diagram intervention, and were analysed for the primary outcome

22b For each group, losses and exclusions after randomisation, together with reasons
Recruitment 23a Dates defining the periods of recruitment and follow-up for outcomes of benefits and harms

23b If relevant, why the trial ended or was stopped
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CONSORT

Intervention and 24a Intervention and comparator as they were actually administered (e.g., where appropriate, who
comparator delivery delivered the intervention/comparator, how participants adhered, whether they were delivered as
intended [fidelity])
24b Concomitant care received during the trial for each group
Baseline data 25 A table showing baseline demographic and clinical characteristics for each group
Numbers analysed, 26 For each primary and secondary outcome, by group:
outcomes and estimation e the number of participants included in the analysis

e the number of participants with available data at the outcome time point

e result for each group, and the estimated effect size and its precision (such as 95% confidence
interval)

e for binary outcomes, presentation of both absolute and relative effect size

Harms 27 All harms or unintended events in each group

Ancillary analyses 28 Any other analyses performed, including subgroup and sensitivity analyses, distinguishing pre-
specified from post-hoc

Discussion

Interpretation 29 Interpretation consistent with results, balancing benefits and harms, and considering other relevant
evidence

Limitations 30 Trial limitations, addressing sources of potential bias, imprecision, generalisability, and, if relevant,

multiplicity of analyses

*We strongly recommend reading this statement in conjunction with the CONSORT 2025 Explanation and Elaboration and/or the CONSORT 2025 Expanded Checklist for
important clarifications on all the items. We also recommend reading relevant CONSORT extensions. See www.consort-spirit.org.

Citation: Hopewell S, Chan AW, Collins GS, Hrébjartsson A, Moher D, Schulz KF, et al. CONSORT 2025 Statement: updated guideline for reporting randomised trials. BMJ.
2025; 388:2081123. https://dx.doi.org/10.1136/bmj-2024-081123.

© 2025 Hopewell et al. This is an Open Access article distributed under the terms of the Creative Commons Attribution License
(https://creativecommons.org/licenses/by/4.0/), which permits unrestricted use, distribution, and reproduction in any medium, provided the original work is properly
cited.




Flow diagram of the progress through the phases of a randomised trial of two groups (that is,

enralment, intervention allocation, follow-up, and data analysis)

[ Enrclment ]

Assessed for eligibility (n=_)

Mot meeting inclusion criteria (n=—
—_—

Excluded {(n=_)

Declined to participate (n=_}
Other reasons (N=_

Bandomised. (n=_

]

|

r—'\

Allocated to internrention (n=_}
Received allocated intervention (n=2
Did not receive allocated intervention
{give reasons) (Nn=_

Allocation

) l

Allocated to intervention (n=_}
Received allocated intervention (n=}
Did not receive allocated intervention
{give reasons) (Nn=_)

Discontinued intervention {give reasons) (N=_)

Last to follow-up for primary outcome (give

I'_"|

Follow-Up

) |

Discontinued intervention {give reasons) (N=_

Lost to follow-up for primary outcome (give
reasons) (n=_\x

reasons) (n=_\x

r—w

Analysis

) |

Analkysed for primany outcome (n=_}

Excluded from analysis (give reasons) (n=_}

)
Analysed for primary outcome (n=_}

Excluded from analvsis (Qive reasons) (n=_}

Citation: Hopewell 5, Chan AW, Collins G5, Hrabjartsson A, Moher D, Schulz KF, et al. COMNSORT 2025
Statement: updated guideline for reporting randomised trials. B, 2025; 3882081 123.
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STrengthening the Reporting of OBsErvational Studies

.. STROBE Statement

— 1| Strengthening the reporting of obsarvational studies in epidemiology




O ”_
www.strobe-statement.org

C O B https:/fwww.strobe-statement.org ‘i:? © &’; @ Q =

o3 Tuyvig emakepee T Zexwiovtag @ Suggested Sites @ Web Slice Gallery @ YPOMEDI We WeTransfer - Send Lar., [ Ano Google Chrome [ 8ot oehibosie

@// STROBE

Strengthening the reporting of observational studies in epidemiology

Home Checklists Translations Publications Commentaries Contributors Links Contact

What is STROBE?

STROBE stands for an international, collaborative initiative of epidemiclogists, methodologists, statisticians,

Documents

v STROBE Checklist:

cohort, case-control, and

researchers and journal editors involved in the conduct and dissemination of observational studies, with the

common aim of $Trengthening the Reporting of OBservational studies in Epidemiology.
cross-sectional studies

For STROBE-related entries in PubMed click here. (combined)
Download PDF | Word
V' STROBE Checklist (wide):

cohort, case-control, and

AimS and use Of STROBE cross-sectional studies

(combined)
Incomplete and inadequate reporting of research hampers the assessment of the strengths and weaknesses of Download PDE | Word
the studies reported in the medical literature. Readers need to know what was planned (and what was not), J STROBE Checklist:
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22 epWTNOEIC (Iitems)

- Cohort
- case-control
- cross-sectional studies



STROBE checklist

TITLE & ABSTRACT
1. Title & Abstract

INTRODUCTION

2. Background / Rationale
3. Objectives

METHODS

4. Study design
5. Setting
6. Participants
7. Vanables
8. Data sources / Measurement
9. Bias
10. Study size
11. Quantitative vanables
12. Slatistical methods

RESULTS

13. Participants

14. Descriptive data
15. Outcome data
16. Main results

17. Other analyses

DISCUSSION

18. Key results

19. Limitations

20. Interpretation

21. Generalizability
OTHER INFORMATION
22. Funding
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STROBE Statement—checklist of items that should be included in reports of observational studies

Item
No Recommendation
Title and abstract 1 (a) Indicate the study’s design with a commonly used term in the title or the abstract
(b) Provide in the abstract an informative and balanced summary of what was done
and what was found
Introduction
Background/rationale 2 Explain the scientific background and rationale for the investigation being reported
Objectives 3 State specific objectives, including any prespecified hypotheses
Methods
Study design 4 Present key elements of study design early in the paper
Setting 5 Describe the setting, locations, and relevant dates, including periods of recruitment,

exposure, follow-up, and data collection
Participants 6 (a) Cohort study—Give the eligibility criteria, and the sources and methods of
selection of participants. Describe methods of follow-up

Case-control study—Give the eligibility criteria, and the sources and methods of
case ascertainment and control selection. Give the rationale for the choice of cases
and controls

Cross-sectional study—Give the eligibility criteria, and the sources and methods of
selection of participants

(b) Cohort study—For matched studies, give matching criteria and number of
exposed and unexposed
Case-control study—For matched studies, give matching criteria and the number of

controls per case
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Variables 7 Clearly define all outcomes, exposures, predictors, potential confounders, and effect

modifiers. Give diagnostic criteria, if applicable

Data sources/ 8* For each variable of interest, give sources of data and details of methods of
measurement assessment (measurement). Describe comparability of assessment methods 1f there

1s more than one group

Bias 9 Describe any efforts to address potential sources of bias
Study size 10 Explain how the study size was arrived at
Quantitative variables 11 Explain how quantitative variables were handled in the analyses. If applicable,

describe which groupings were chosen and why

Statistical methods 12 (a) Describe all statistical methods, including those used to control for confounding

(b) Describe any methods used to examine subgroups and interactions

(c) Explain how missing data were addressed

(d) Cohort study—If applicable, explain how loss to follow-up was addressed
Case-control study—If applicable, explain how matching of cases and controls was
addressed

Cross-sectional study—If applicable, describe analytical methods taking account of
sampling strategy

(e) Describe any sensitivity analyses
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Results
Participants 13*  (a) Report numbers of individuals at each stage of study—eg numbers potentially eligible,

examined for eligibility, confirmed eligible, included in the study, completing follow-up, and

analysed

(b) Give reasons for non-participation at each stage

(c) Consider use of a flow diagram

Descriptive 14*  (a) Give characteristics of study participants (eg demographic, clinical, social) and information

data on exposures and potential confounders

(b) Indicate number of participants with missing data for each variable of interest

(¢) Cohort study—Summarise follow-up time (eg. average and total amount)

Outcome data 15*  Cohort study—Report numbers of outcome events or summary measures over time

Case-control study—Report numbers in each exposure category, or summary measures of

cxXposurc

Cross-sectional study—Report numbers of outcome events or summary measures

Main results 16 (@) Give unadjusted estimates and, if applicable, confounder-adjusted estimates and their
precision (eg, 95% confidence interval). Make clear which confounders were adjusted for and

why they were included

(b) Report category boundaries when continuous variables were categorized

(c) If relevant, consider translating estimates of relative risk into absolute risk for a meaningful

time period

Other analyses 17 Report other analyses done—eg analyses of subgroups and interactions, and sensitivity

analyses
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Discussion
Key results 18 Summarise key results with reference to study objectives
Limitations 19 Discuss limitations of the study, taking into account sources of potential bias or imprecision.

Discuss both direction and magnitude of any potential bias

Interpretation 20 Give a cautious overall interpretation of results considering objectives, limitations, multiplicity
of analyses, results from similar studies, and other relevant evidence

Generalisability 21 Discuss the generalisability (external validity) of the study results

Other information

Funding 22 Give the source of funding and the role of the funders for the present study and, if applicable,
for the original study on which the present article is based

*Give information separately for cases and controls in case-control studies and, if applicable, for exposed and

unexposed groups in cohort and cross-sectional studies.
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PRISMA (Preferred Reporting Items for Systematic reviews and Meta-Analyses) is a guideline designed to improve the reporting of
systematic reviews. PRISMA provides authors with guidance and examples of how to completely report why a systematic review
was done, what methods were used, and what results were found. The main PRISMA reporting guideline (PRISMA 2020) primarily
provides guidance for the reporting of systematic reviews evaluating the effects of interventions. PRISMA 2020 is complemented by

various PRISMA extensions, which provide guidance for the reporting of different types or aspects of systematic reviews and other

types of evidence synthesis (e.g. scoping reviews).

Key PRISMA 2020 documents

o Checklist

o Expanded checklist

¢ Flow diagram

¢ Statement paper P R | S M A

- L I e e o




-~ PRISMA 2020 Checklist

Location
Checklist item where item
is reported
TITLE
Title 1 | Identify the report as a systematic review.
ABSTRACT
Abstract 2 | See the PRISMA 2020 for Abstracts checklist.
INTRODUCTION
Rationale 3 | Describe the rationale for the review in the context of existing knowledge.
Objectives 4 | Provide an explicit statement of the objective(s) or question(s) the review addresses.
METHODS
Eligibility criteria 5 | Specify the inclusion and exclusion criteria for the review and how studies were grouped for the syntheses.
Information 6 | Specify all databases, registers, websites, organisations, reference lists and other sources searched or consulted to identify studies. Specify the
sources date when each source was |ast searched or consulted.
Search strategy T | Present the full search strategies for all databases, registers and websites, including any filters and limits used.
Selection process 8 | Specify the methods used to decide whether a study met the inclusion criteria of the review, including how many reviewers screened each record
and each report retrieved, whether they worked independently, and if applicable, details of automation tools used in the process.
Data collection 9 | Specify the methods used to collect data from reports, including how many reviewers collected data from each report, whether they worked
process independently, any processes for abtaining or confirming data from study investigators, and if applicable, details of automation tools used in the
process.
Data items 10a | List and define all cutcomes for which data were sought. Specify whether all results that were compatible with each outcome domain in each
study were sought (e.g. for all measures, time points, analyses), and if not, the methods used to decide which results to collect.
10b | List and define all other variables for which data were sought (e.g. participant and intervention characteristics, funding sources). Describe any
assumpfions made about any missing or unclear information.
Study risk of bias 11 | Specify the methods used to assess risk of bias in the included studies, including details of the tool(s) used, how many reviewers assessed each
assessment study and whether they worked independently, and if applicable, details of automation tools used in the process.
Effect measures 12 | Specify for each outcome the effect measure(s) (e.q. risk ratio, mean difference) used in the synthesis or presentation of results.
Synthesis 13a | Describe the processes used to decide which studies were eligible for each synthesis (e.g. tabulating the study intervention characteristics and
methods comparing against the planned groups for each synthesis (item #5)).
13b | Describe any methods required to prepare the data for presentation or synthesis, such as handling of missing summary statistics, or data
conversions.
13c | Describe any methods used to tabulate or visually display results of individual studies and syntheses.
13d | Describe any methods used to synthesize results and provide a rationale for the choice(s). If meta-analysis was performed, describe the
model(s), method(s) to identify the presence and extent of statistical heterogeneity, and software package(s) used.
13e | Describe any methods used to explore possible causes of heterogeneity among study results (e.g. subgroup analysis, meta-regression).
13f | Describe any sensitivity analyses conducted to assess robustness of the synthesized results.
Reporting bias 14 | Describe any methods used to assess risk of bias due to missing results in a synthesis (arising from reporting biases).
assessment
Certainty 15 | Describe any methods used to assess certainty (or confidence) in the body of evidence for an outcome.
assessment




s PRISMA 2020 Checklist

. Location
32"::?" and Checklist item where item
P is reported
RESULTS
Study selection 16a | Describe the results of the search and selection process, from the number of recerds identified in the search to the number of studies included in
the review, ideally using a flow diagram.
16b | Cite studies that might appear to meet the inclusion criteria, but which were excluded, and explain why they were excluded.
Study 17 | Cite each included study and present its characteristics.
characteristics
Risk of bias in 18 | Present assessments of risk of bias for each included study.
studies
Results of 19 | For all outcomes, present, for each study: (a) summary statistics for each group (where appropriate) and (b) an effect estimate and its precision
individual studies (e.g. confidence/credible interval), ideally using structured tables or plots.
Results of 20a | For each synthesis, briefly summarise the characteristics and risk of bias among contributing studies.
syntheses 20b | Present results of all statistical syntheses conducted. If meta-analysis was done, present for each the summary estimate and its precision (e.g.
confidence/credible interval) and measures of statistical heterogeneity. If comparing groups, describe the direction of the effect.
20c | Present results of all investigations of possible causes of heterogeneity among study results.
20d | Present results of all sensitivity analyses conducted to assess the robustness of the synthesized results.
Reporting biases 21 | Present assessments of risk of bias due to missing results (arising from reporting biases) for each synthesis assessed.
Certainty of 22 | Present assessments of certainty (or confidence) in the body of evidence for each outcome assessed.
evidence
DISCUSSION
Discussion 23a | Provide a general interpretation of the results in the context of other evidence.
23b | Discuss any limitations of the evidence included in the review.
23c | Discuss any limitations of the review processes used.
23d | Discuss implications of the results for practice, policy, and future research.

OTHER INFORMATION

Reqgistration and 24a | Provide registration information for the review, including register name and registration number, or state that the review was not registered.
protocol 24b | Indicate where the review protocol can be accessed, or state that a protocol was not prepared.
24c | Describe and explain any amendments to information provided at registration or in the protecol.
Support 25 | Describe sources of financial or non-financial support for the review, and the role of the funders or sponsors in the review.
Competing 26 | Declare any competing interests of review authors.
interests
Availability of 27 | Report which of the following are publicly available and where they can be found: template data collection forms; data extracted from included
data, code and studies; data used for all analyses; analytic code; any other materials used in the review.

other materials




PRISMA 2020 flow diagram for new systematic reviews which included searches of databases, registers and other sources
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STARD

STAndards for Reporting of Diagnostic Accuracy

A diagnostic accuracy study evaluates the ability of one or more medical
tests to correctly classify study participants as having a target condition. This
can be a disease, a disease stage, response or benefit from therapy, or an
event or condition in the future. A medical test can be an imaging procedure,
a laboratory test, elements from history and physical examination, a

combination of these, or any other method for collecting information about
the current health status of a patient.



30
EPWTNOEIC
(items)

Section & Topic MNo tem
TITLE OR ABSTRACT
1 Identification as a study of diagnostic accuracy using at least one measure of accuracy
(such as sensitivity, specificity, predictive values, or AUC)
ABSTRACT
2 Structured summary of study design, methods, results, and conclusions
(for specific guidance, see STARD for Abstracts)
INTRODUCTION
3 scientific and clinical background, including the intended use and clinical role of the index test
4 Study objectives and hypotheses
METHODS
Study design 5 Whether data collection was planned before the index test and reference standard
were performed (prospective study) or after (retrospective study)
Participants (-] Eligibility criteria
7 On what basis potentially eligible participants were identified
(such as symptoms, results from previous tests, inclusion in registry)
38 Where and when potentially eligible participants were identified (setting, location and dates)
9 Whether participants formed a consecutive, random or convenience series
Test methods 10a Index test, in sufficient detail to allow replication
10b Reference standard, in sufficient detail to allow replication
11 Rationale for choosing the reference standard (if alternatives exist)
12a Definition of and rationale for test positivity cut-offs or result categories
of the index test, distinguishing pre-specified from exploratory
12b Defi n of and rationale for test posi ty cut-offs or result categories
of the reference standard, distinguishing pre-specified from exploratory
13a Whether clinical information and reference standard results were available
to the performers/readers of the index test
13b Whether clinical information and index test results were available
to the assessors of the reference standard
Analysis 14 Methods for estimating or comparing measures of diagnostic accuracy
is How indeterminate index test or reference standard results were handled
16 How missing data on the index test and reference standard were handled
17 Any analyses of variability in diagnostic accuracy, distinguishing pre-specified from exploratory
i8 Intended sample size and how it was determined
RESULTS
Participants 19 Flow of participants, using a diagram
20 Baseline demographic and clinical characteristics of participants
21a Distribution of severity of disease in those with the target condition
21b Distribution of alternative diagnoses in those without the target condition
22 Time interval and any clinical interventions between index test and reference standard
Test results 23 Cross tabulation of the index test results (or their distribution)
by the results of the reference standard
24 Estimates of diagnostic accuracy and their precision (such as 95% confidence intervals)
25 Any adverse events from performing the index test or the reference standard
DISCUSSION
26 Study limitations, including sources of potential bias, statistical uncertainty, and generalisability
27 Implications for practice, including the intended use and clinical role of the index test
OTHER INFORMATION
28 Registration number and name of registry
29 wWhere the full study protocol can be accessed
30 Sources of funding and other support; role of funders




