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STAndards for Reporting
Diagnostic accuracy studies

[TpOTUTTA AVAPOPAC MEAETWY WC TTPOGC
TNV aKpipeia dlayvwaTIKWV OIadIKACIWY

Mia kaBodrjynon (CUoTACEIC - CUMBOUAEUTIKO
KEIMEVO) yIa TN ONMOCIEUON TWV OXETIKWY MEAETWV

https://www.goodreports.org/reporting-checklists/stard/



T1 atTOTEAOUV. ..

MEAETEC EKTIUNONG TNG IKAVOTNTAG Miag N
TTEPICOOTEPWYV DIAYVWOTIKWY O1adIKATIWV VA

TAEIVOUOUV ME aKPIBEIO AV Ol CUPNUETEXOVTEC
EXouv TNV 1I010TNTA/KATACTAON TTOU EAEYXETAI:

= Noooc¢ (] otadio vooou)
= Avtatrokpion o€ Bepartreia (r/kar 6QeAog)

= MeAAovTIKA KaTdoTaon ) cuupaua

Mia dlayvwaoTikr dladikagia JUTTopEi va gival:
= EpyaoTtnpiakr) dokiyagia
= ATreikovIOTIKA JEBODOC
= KAIVIKG eupripata (r)/kar otoixeia 1oTopikou)

= 2UvOUQOMOC TWV avWTEPW (KAipaka ) score)

https://www.goodreports.org/reporting-checklists/stard/



[Toia n avaykn;

= [oloTIKG TTPOBAAMATA OTNV avagpopd
(ONMOCIOTTOINON) TUXAIOTTOINUEVWY KAIVIKWV
LEAETWV

= AKATAAANAOG oXeDIQOUOC Kal TTapoudiacn —

CONSORT E0QOAUEVEG EKTIUNOEIG BEPATTEUTIKWYV

TTAPEUPACEWY Kal EUPNUATWYV

= Aduvapia agloAdoynong TnG agloTmoTiag Kal
EYKUPOTNTAG TWV EUPNHUATWY — CUUTTEPACTUATWYV

= Mn agiotTioTn TNy TTANPOPopIWY yia
OUCTNMAOTIKEG AVAOKOTTNOEIG

Moher D et-al, BMJ, 2010; 340: c869



T1 ATTOTEAEI;

= Mia og1pa aTTapPaiTATWV OTOIXEIWV KAl
TTAPAPETPWY TTOU TTPETTEI VA TTEPIAQUBAVOVTAI
oTnV avagopa (dnuoaioTroinon)

= Alaypapua(ta) oxedlacuou Kal TTopEiag Twv

CON S O RT OUMMETEXOVTWY OTN MEAETN

= [1poTUTTWON dOUNG Kal TTapouadiacng TG 6Ang
TTPOCTIABEIaC Kal (TTI0 €10IKA) OPICHEVWV
KATNYOPIWV OEOONEVWV

ApPXIKN oUVTAZN ME QVTIKEIMEVO TIGC TUXAIOTTOINMEVEG MEAETEG (DUO OKEAWV) UE opada eAEyxou (RCTS)

["evikeuon Kavovwy Kal yia AAAEC KaTnyopieg (Avw Twv dUO OKEAWYV, PN KATWTEPOTNTAG, IC0OUVANIOC, TTAPANETPIKECG)




Checklist

Table 1| CONSORT 2010 checklist of information to include when reporting a randomised trial*

Section/Topic ftemNo  Checklistitem Reported on page No
Title and abstract
1a Identification as a randomisead trialin the title
1b Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT for
abstracts* &)
Introduction
Background and objectives 2a Scientific background and explanation of rationale
2b Specific objectives or hypotheses
Methods
Trial design 3a Description of trial design (such as parallel, factorial) including allocation ratio
3b Important changes to methods after trial commencement (such as eligibility criteria), with reasons
Participants 4a Eligibility criteria for participants
&b Settings and locations where the datawere collected
Interventions 5 The interventions for each group with sufficient details to allow replication, including how and when they were actually
administered
Outcomes éa Completely defined pre-specified primary and secondary outcome measures, including how andwhen they were
assessed
&b Any changes to trial outcomes after the trial commenced, with rezsons
Sample size 7a How sample size was determined
7b When applicable, explanation of anyinterim analyses and stopping guidelines
Randomisation:
Sequence generation 8a Method used to generate the random allocation sequence
8b Type of randomisation; details of any restriction (such as blocking and block size)
Allocation concealment 9 Mechanism used to implement the random allocation sequence (such as sequentially numbered containers),
mechanism describing any steps taken to conceal the sequence until interventionswere assigned
Implementation 10 Who generated the random allocation sequence, who enrolled participants, andwho assigned participants to
interventions
Blinding 11a If done, whowas blinded afterassignment to interventions {for example, panticipants, care providers, those assessing
outcomes) and how
11b If relevant, description of the similarity of interventions
Statistical methods 12a Statistical methods used to compare groups for primary and secondary outcomes
12b Methods for additional analyses, such as subgroup analyses and adjusted analyses
Results
Participant flow (a diagram is 13a For each group, the numbers of participants who were randomly assigned, received intended treatment, and were
strongly recommended) anzlysed forthe primary outcome
13b For each group, losses and exclusions after randomisation, togetherwith reasons
Recruitment 14a Dates defining the periods of recruitment and follow-up
14b Why the trial ended orwas stopped
Baseline data 15 Atable 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 estimation 17a For each primary and secondary outcome, results foreach group, and the estimated effect size and its precision (such
as 95% confidence interval)
17b For binary outcomes, presentation of both absolute and relative effect sizes is recommended
Ancillary analyses 18 Results of any other analyses performed, including subgroup analyses and adjusted analyses, distinguishing pre-
specified from exploratory
Harms 19 Allimportant harms or unintended effects in each group (for specific guidance see CONSORT for harms*?)
Discussion
Limitations 20 Trial limitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of analyses
Generzlisability 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 forimportant 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.** Additional
extensions are forthcoming: forthose and for up to date references relevant to this checklist, seewww.consort-statement.org.



Checklist

The ARRIVE Essential 10

These items are the basic minimum to include in a manuscript. Without this
information, readers and reviewers cannot assess the reliability of the findings.

Study design

1

For each experiment, provide brief details of study design including:

a. The groups being compared, including control groups. if no control group has been used, the
rationale should be stated.

b. The experimental unit {e.g. a single animal, litter, or cage of animals).

Sample size

a. Specify the exact number of experimental units allocated to each group. and the total number
in each experiment. Also indicate the total number of animals used.

b. Explain how the sample size was decided. Provide details of any a priori sample size
calculation, if done.

Inclusion and
exclusion
criteria

a. Describe any criteria used for including and excluding animals (or experimental units) during
the experiment, and data points during the analysis. Specify if these criteria were established
& priori. If no criteria were set, state this explicitly.

b. For each experimental group, report any animals, experimental units or data points not
included in the analysis and explain why. If there were no exclusions, state so.

c. For each analysis, report the exact value of nin each experimental group.

a. State whether randomisation was used to allocate experimental units to control and
treatment groups. If done, provide the method used to generate the randomisation sequence.

b. Describe the strategy used to minimise potential confounders such as the order of
treatments and measurements, or animal/cage location. If confounders were not controlled,
state this explicitly.

Describe who was aware of the group allocation at the different stages of the experiment (during
the allocation, the conduct of the experiment, the outcome assessment, and the data anslysis).

a. Clearly define all outcome ires d {eg. cell death, molecular markers, or
behavioural changes).

b. For hypothesis-testing studies, specify the primary outcome measure, i.e. the outcome
measure that was used to determine the sample size.

Statistical
methods

a. Provide details of the statistical methods used for each analysis, including software used.

b. Describe any methods used to assess whether the data met the assumptions of the
statistical approach, and what was done if the assumptions were not met.

Experimental
animals

a. Provide species-appropriate details of the animals used, including species, strain and
substrain, sex, age or developmental stage, and, if relevant, weight.

b. Provide further relevant information on the provenance of animals, health/immune status,
genetic modification status, genotype, and any previous procedures.

Experimental
procedures

For each experimental group, including controls, describe the procedures in enough detail to
allow others to replicate them. including:

a. What was done, how it was done and what was used.
b. When and how often.
c. Where (including detail of any acclimatisation periods).

d. Why (provide rationale for procedures).

10

For each experiment conducted, including independent replications, report:

a. Summary/descriptive statistics for each experimental group, with a measure of variability
where applicable (e.g. mean and SD, or median and range).

b. If applicable, the effect size with a confidence interval.




The Recommended Set

These items complement the Essential 10 and add important context to the study.
Reporting the items in both sets represents best practice.

Abstract 11 Provide an accurate summary of the research objectives, animal species, strain and sex,
key methods, principal findings, and study conclusions.

Background 12 a. Include sufficient scientific background to understand the rationale and context for the

study, and explain the experimental approach.

b. Explain how the animal species and model used address the scientific objectives and,
where appropriate, the relevance to human biology.

Objectives 13 Clearly describe the research question, research objectives and, where appropriate,
specific hypotheses being tested.

Ethical statement 14 Provide the name of the ethical review committee or equivalent that has approved the
use of animals in this study, and any relevant licence or protocol numbers (if applicable). If
ethical approval was not sought or granted, provide a justification.

Housing and 15 Provide details of housing and husbandry conditions, including any environmental

husbandry enrichment.

Animal care and 16 a. Describe any interventions or steps taken in the experimental protocols to reduce pain,

monitoring suffering and distress.

b. Report any expected or unexpected adverse events.

c. Describe the humane endpoints established for the study, the signs that were
monitored and the frequency of monitoring. If the study did not have humane endpoints,
state this.

Interpretation/ 17 a. Interpret the results, taking into account the study objectives and hypotheses, current

scientific theory and other relevant studies in the literature.

imphcations b. Comment on the study limitations including potential sources of bias, limitations of the

animal model, and imprecision associated with the results.

Generalisability/ 18 Comment on whether, and how, the findings of this study are likely to generalise to other

translation species or experimental conditions, including any relevance to human biology (where
appropriate).

Protocol registration 19  Provide a statement indicating whether a protocol (including the research question, key
design features, and analysis plan) was prepared before the study, and if and where this
protocol was registered.

Data access 20 Provide a statement describing if and where study data are available.

Declaration of 21 a. Declare any potential conflicts of interest, including financial and non-financial. If none

interests

exist, this should be stated.

b. List all funding sources (including grant identifier) and the role of the funder(s) in the
design, analysis and reporting of the study.




Section & Topic No ftem
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 y of study design, thods, 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 6 Eligibility criteria
7 4 On what basis potentially eligible participants were identified
(such as symptoms, results from previous tests, inclusion in registry)
8 Where and when potentially eligible participants were identified (setting, location and dates)
9 Whether participants formed a consecutive, rand or co e 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 rati le for test positivity cut-offs or result categories
of the index test, distinguishing pre-specified from exploratory
12b Definition of and rationale for test positivity cut-offs or result categories
of the reference dard, 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 es of diag ic accuracy
is How indeterminate index test or reference standard results were handled
16 How missing data on the index test and reference dard were handled
17 Any analyses of variability in diagnostic accuracy, distinguishing pre-specified from exploratory
18 Intended sample size and how it was determined
RESULTS
Participants 19 Flow of participants, using a diagram
20 Baseline demographic and dinical characteristics of participants
21a Distribution of severity of disease in those with the target condition
21ib 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 resulits of the reference standard
24 Esti of diagr accuracy and their precision (such as 95% confidence intervais)
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 Where the full study protocel can be accessed
30 Sources of funding and other support; role of funders




JAMA | Original Investigation

Effect of Meropenem-Vaborbactam vs Piperacillin-Tazobactam
on Clinical Cure or Improvement and Microbial Eradicationin

Complicated Urinary Tract Infection
The TANGO | Randomized Clinical Trial

ﬁim%rediCinC ARTICLES

https://doi.org/10.1038/541591-021-01499-z

| ) Checfor upcates |
OPEN |
Early treatment of COVID-19 with anakinra guided

by soluble urokinase plasminogen receptor

plasma levels: a double-blind, randomized
controlled phase 3 trial

2.NUAVTIKA N ava@opd Tou Opou
« TuxalotroiNuEVN MEAETNY

2TOX0G: EUKOAN Kal Taxeia avayvwplion

OTIC BACEIC DEDOUEVWV



= ETrapkeic TTANpo@opiec yia oxediaocuo, nebddouc,
OUMMETEXOVTEG, ATTOTEAECUATA KAl CUUTTEPACHA

= AvravdakAaon (o€ ouvTopia) Tou TTApoUC apBpou

= Agv TIPETTEI VA EUTTEPIEXOVTAI TTANPOYPOPIES I OTOIXEIA
TTOU OEV avaPEPOVTAl OTO KEIMEVO TOU ApBpou

5r] |JOO' iguo'r]g R ZUVOTéT’IKr'] avacpc’)pc'x (kaTd TC; 6uya;év) Kal fra "
QVETTIBUPNTEC EVEPYEIEC — TTIBAVEC DUOUEVEIC eKBAOEIC
(Abstract) ° ¢ ¢ S

= [poTiunTtéa n Xxprnon OOPNG KAl EVOTATWY EVAVTI
eNEUBEPOU KEIUEVOU

Baoikd oTtoixeio trou diaadel o avayvwoTtng (Ba ouvexioel...;)

H povn 1Ty TANPo@opIiwy o€ dNUOCIEUCEIC N AVOIKTEG» (NON-0pen access)



= ETrapkeic TTAnpo@opiec (e popPr} ouvowng) yia OKOTTO
NG MEAETNG

= Ava@opd Tou €idoug (wikou TTPOTUTTOU (KOl TOU (pUAOU)
KaBw¢ Kal Twv TTaboyovwy () Mn) OTEAEXWV

= Ava@popd peBodwyv, atToTEAECUATWY KAl CUNTTEPACHA

6r] }JOGlﬁUOT]g = Agv gparrel va’spﬂaplaxovm! Tr)\r]pocpo’plség | oTOIXEIO

TToU OEV avaPEPOVTAI OTO KEiPEVO Tou ApBpou
(Abstract)

= MpoTiuntéa n xprnon OoPNG Kal EVOTATWY EVaVTI
eNEUBEPOU KEIUEVOU

Baoikd oTtoixeio trou diaadel o avayvwoTtng (Ba ouvexioel...;)

H povn 1Ty TANPOQOopIwyV o€ dNUOCIEUCEIC N AVOIKTEG» (NON-0pen access)



= Baoikd emmoTnuovikd uttoabpo
= 2 KETTTIKO — OKOTTOi TNG MEAETNG
= 2 UVOTITIKN TTEPIYPA®PI TNG MEAETNG

= 2 UVOTTTIKA ava@opad (OTO KEIPEVO 1 € CEXWPIOTO
TTAQi010) O€ TI VEOTEPO 1 DIAPOPETIKO TTPOCPEPEL

EIO'GY(.L)YTI] auTr N MEAETN EVOVTI TS UTTAPXOUOOC
6n“00'|'guo'r]§ BiBAIoypagiag — EmaTnuovikA utréBeon
ETTIOTAMOVIKI €PWTNON TTOU KOAEITAI va
QAVATITUCEI/QTTAVTAOE

Etrionc faoiko oTtoixeio trou diapadel o avayvwaoTng (Ba ouveyioel...;)

OMOIQZz KAITIA ARRIVE




= TUTTOC Kal OXEBDIOOPOC TNC HEAETNC
" MNeprypaen:
= OpAdWYV CUUUETEXOVTWV

MapéuBaong
2KEAWV TNG MEAETNG

2.X€0Ia0OU Kal d1adIKACIWY TUXAIOTTOINONG

MeB0OO0I —

[eprypagn TG
IJS)\STF]Q = AIGpKEIa TNG MEAETNG

KAIvikwv d1adIKao1wy Kal TTapakoAoubnaong

Epyaotnpiakwyv peBddwyv kai diadikaoiwyv

= Av OTn TTOopEia TNG MEAETNC £yIVAV ONUAVTIKEC AAAAYEC
OTO TTPWTOKOAAO, oTOV OXEDIQOUO N TIC HEBODOUC KAl
oTn dIApKEIa TNG MEAETNG (TTapATacn A TTPOWPOC
TEPUATIONOG) — TPETTEI va TTEPIYPAPOUV HUE ETTAPKN

£Cnynon Kai aitrioAdynon
OMOIQZ KAI T'IA ARRIVE




Kpitrpla
= 2 NMAVTIKA EVOTNTA YIA TNV KATAVONON TNG MEAETNG

= KaBopilouv:
= 2 € TTOIOUG avOPWTTOUC ATTEUBUVETAI N MEAETN
= To o1adI0 VOOOU/KATACTACNG TTOU EVOEXETAI VA BEATIWOEI

MEBoOOI — Héow TNG TTapEPBaONG
Kpn—r’]pla KQl = Touc¢ avBpwTroug 1Tou TTBavov de Ba weeAnBouv ry/kal Ba

eéoag (KéVTp(]) (NUIWBOUV aTTd TNV TTApPEPBacn TNG MEAETNG
OIECAYWYNG

= KaBopilouv katd 1600 Ta euprjpara & ouptrepacuara
gival epapuooiua oTnv KAaBnUeEPIVA KAIVIKR TTPAECN

@£oelIg dlECaywYNG

[Mepiypa@n XapaKTNPIOTIKWY TWV KEVTPWY DIECAYWYNG

(voookoueia i TTpwToAbuIeC dopéc, KAIVIKEC ) MEO, adpny
OMOIQZ KAI TA ARRIVE YEWYPAPIKN EVTOTTION, TTANBUONO TTOU KAAUTITOUV)



MeBodol —
KpITrpla Kal
OcoeIC (KEVTPO)
OIECAYWYNG

©¢oeIc dlECaywyng

Xavia

Kprtn
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MeBodol —
KAIVIKEC
OIaOIKACTIEC KAl
TTOPEUPATEIC

OMOIQx KAI A ARRIVE

[MapeppPaoeig

= AvaAuon TTapePPBaATIKOU NEPOUC TNG MEAETNG
" MepIypagr Qapudkou PEAETNG () KAIVIKAG
Tapépaong)
= 000¢ XopNynong, XPOVIKEG OTIYUEC & JEgOdIaOTAMATA
= 2 UVvOAIKN diIdpKela Xopnynong (1 rapéuBaong)
= AvaAoyn Treplypa@n kai yia ouada eAEyxou (control)

" AV O€ OUUUETEXOVTEC OE OUYKEKPIUMEVO OKEAOG TNG
MEAETNC xopnyeiTal/epapudleTal «KaBIEpwWHEVN
Beparreion» (standard of care) — AvaAuTIKr) TTEpIypa@n

2T0X0G: AgloAOyNaN BNUATWY Kal EVEPYEIWV
TNC TTAPEPPAONS ATTO TOUC AVAYVWOTEC

AuvaToTnTa ETTIKEIMEVNC EQAPPOYNG OTNV KABNUEPIVN KAIVIKI TTPAEN




" [1pwTOYEVEG/ KOl OEUTEPOYEVH
= AVOAUTIKA TTEPIYPOAPI) AUTWYV
= Ava@opa XPOoVIKwY O1aoTNUATWY agloAOYNoNG ToUg

= 2uvnROwWC TO TTPWTOYEVEC KATAANKTIKO gival Eva (N
dUo0) — Av TrepioooTepa — MiBava TTpoBAnuarta
KCXTCX)\T] KTIKQ EPUNVEIAC ATTOTEAEOUATWY AOYW TTOAUTTAOKOTNTOG

()'r]“giq TNG OTOTIOTIKAS AVAAUGNG

Aev «aTtTayopeUEeTa» aAAG OEV OUVICTATAI

Av 0Tn TTopEia TNG MEAETNG EyIVAV XPEIAOTNKE VA YivOuV

OMOIQZ KAI IMNA ARRIVE aAAayEC (BAoel TTPWTOKOAAOU) OTA KATAANKTIKA onuEia

— [epiypagn Ye ETTAPKI £Crynon Kal aiTioAdynon



" [1p0CEKTIKOC KOBOPIOUOS aTTaIToUhEVOU apiBuou
OUMMETEXOVTWYV — 2NUAVTIKOC YIa TOV
TTPOYPOAMUMATIONO Kal TN JIAPKEIA TNG MEAETNG

= KaBopiopog Baoel oTtaTioTikoUu UTTOAOYIOUOU Yia
ETTAPKN 10XU ATTOTEAEOUATWY TNGS MEAETNG (>80%,

ouviBw¢ 90%)
6giypq'|'0g — . Xpovu’«’) 6|d’oTr]pu TToU U'ITO)\OViCE'I:GI (ka TSI)\IK('] ,
EV6|G|JEO'8§ ETTETEUXON 1] OXI) vO OUYKEVTPWOEI 0 apIBudS auTodg
GVG)\UO'EIQ = Av 0T TTopEia TNG MEAETNG EYIVOV EVOIAUETES

OoTATIOTIKEG avaAuoelg (X oT1o 50% TOoU dEiyuaTOC)
— [epiypaen, availuon Kal agioAoynon eupnuaTwy

EvOiadueocec avaAuoelc eVOEXETAI VO
TTAPATEIVOUV XPOVIKA MIa KAIVIKA MEAETN N

va TNV 0dNYynoouv g€ TTPOWPO TEPUATIONO




Mn dlagopoTtroinon...

Major Cardiovascular Events

Placebo
100 2967 Hazard ratio, 0.97 (95% Cl, 0.85-1.12)
0.9- 0.05- P=0.69 Vitamin D
0.8 0.04 -
- S
0.7- 0.03—
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QAVOAUOEIC
= 0.4
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Years since Randomization

Manson JE et al, N Engl J Med, 2019; 380: 33



= Ava@opa XPOVIKWV TTEPIOOWV:

= EVTACNG OUMMETEXOVTWY

= oAOKApwOoNG d1adIKACIWY TTapEUPACNC

= TTapakoAoubnong
XpOVIKr’] = Av n p’s)\ém oAOK{\np(ber],Ka (xpf)vu(d KAl WG 1Tpog
6|(’XpK£IG APIOUO CUPHETEXOVTWYV) OTTWG OPIZE TO TTIPWTOKOAAO
= AV nN MEAETN TEPUATIOTNKE TTPOWPA — AVOAUTIKN

TepIypagn dladikaoiwy Kal acloAdynon eupnuUATwWY

O1 avayvwaoTeg Ba 0dnynBouv o€ dIAPOPETIKA CUUTTEPACTUATA AV UIO

MEAETN EANCE TTPOWPA Kal pIa AAAN OAOKANPWOE TO TTPORAETTOUEVO
XPOVOOIAYPOAUMA AVECAPTINTWS ATTOTEAEOUATWY TNG



Avabeon

Beparreiag
(TapepBaong)

Tuyalotroinon

[TAeovekTMOTA:
= Ecaleiyn opaAuartog emAoync (selection bias)

= [KavoTNTa XPNong Bewpiag moavoTtinTwy Yia
TNV £CAAEIYPN TOU TTAPAYOVTA «TUXN» OTN
dlapopa EKBaong METACU OMAdWY TTapEUBaonC

" |[KavOTNTA «TUPAOTTOINONG» TNG TTApPEUPaong
(Y10 OUMMETEXOVTEG, EPEUVNTEC KAl AEIOAOYNTEQ)

ATTQITEITOI EVOEAEXNG OXEOIATHOG KAl OpYavwaon

— 2NUAVTIKI N AVOAUTIKI TTAPOUCIaCT) TOUG




ATTapaiTnTn avaAuTIK TTEPIYPAPN:

= AladIKAOIWYV EVTACNG OCUMMETEXOVTWY KAl
TUXaloTToinoNG

= 2 € TTOIOUG £QAPMOLETAI TO «TUPAO» OTOIXEIO TNG
MEAETNG (OUVNOWG VIO CUPUETEXOVTEG, EPEUVNTEC

«TU(P)\(')» Kal aglohoynTéC)

()TQ|X£|'() Tr]g = 2T10IXEia TTOU £€aaPaAi(OUV TO «TUPAO» OTOIXEIO TNG

Hﬁ)\éTr]Q MEAETNC METALU OPAdWYV TTAPENBACNG
(XQPOKTNPIOTIKA YN avayvwpiong @apuakou
LMEAETNC, XPOVIKA onuEia Kal dIAPKEIQ)

YTTNPEaV TTEPITITWOEIG TTOU OTTAITAONKE APaN TOU «TUPAOU» TNG

MEAETNC? — ZNUAVTIKA N AVAAUTIKI TTOPOUCIaCT) TOUG




EAEyxOnoav 1Tpog évragn (v=...)

ATTOKAgioTNKAV (V=...):
Aev TTAnpoucav kpitipia (v=...)
Apvnon CUPPETOXAG (V=...)
AANAoI Aoyol (v=...)

Tuxalotroinenkav (v=...)

1 4
AK]YpG IJ IJ a Avatébnoav og Trapéupaon A (v=...) Avartédnoav og mapéupaon B (v=...)

‘EAaBav TTapépBaon A (v=...) ‘EAaBav TapEupaocn B (v=...)

porzlg “ sAéTr]g Agv éAaBav Tapéufaon A Aev éAaBav TapéuBaon B

(Emegnynon) (v=...) (Emegnynon) (v=...)

«Xabnkav» Kara tn TapakoAoubnon (v=...) «Xabnkav» Kara tn TapakoAoudnon (v=...)
Aiékoyayv Tnv TTapéupaocn A AiEkoyav Tnv TTapéupacn B
(Emegnynon) (v=...) (Emegnynon) (v=...)

OMOIQx KAI A ARRIVE P ——— P ——

ECaipéBnkav atrd tnv avaiuon E¢aipéOnkav atrd tnv avaAuon
(Emegnynan) (v=...) (Emegnynan) (v=...)




MeAétn SUPERIOR

2 UVOAIKOG apIBuo¢ aclohoynBéviwy acBevwy = 642

5| ATToKAgioBnkav = 373
(362 ue qSOFA =0, 11 ye qSOFA= 2)

\ 4
AoOBgveic TTou £yive delypaToAnyia = 266
(2 apvnon xopnynong eyypagpou ouykatabeong,
1 €yKuog — uynAn TiuA B-hcg) \
l Tiun suPAR 2 12ng/ml = 13
Tiun suPAR = 12ng/ml = 253 Mn-emAoavTeg TNV Nuépa 28 = 2

(11 emdnoavTeg)

|

Mn-em{AocavTteg TNV NUEPaA 28 = 4
(163 emdnoavteg TNV NUEPQa 28, 86 dev ouvéXioav TTapakoAouBnon)




= [Mivakag TTou TTEPIANANPBAVEL:
= AnMOYyPaPIKA XOPAKTNPIOTIKA CUPMETEXOVTWY (ava
ouada/okENOC TTapEPBaong)
= KAIVIKG XOpaKTNPIOTIKA
= [MBava GAAa XapaKTNPIOTIKA TTOU TIC IAPOPOTIoIoUV
= 270X0G: H Baoikn diagopd NETAEU Twv OUO (N
TTEPIOCOTEPWY) ONAdWY Va gival uoévo n
TTapEPBaAcn TNG HEAETNG

OUUMETEXOVTWV

OTro1adNTTOTE dIAPOPOTTOINCN METACU TWV

OMAOWV €ival TTEPIOCOTEPO ATTOTEAECUA
TUXaiac¢ KaTavoung Kai Ox1 OQAAUATOC

Moher D et-al, BMJ, 2010; 340: c869



= ATTapaitnTn TrEPIypaPpn:
= Eidoucg oTaTioTIk¢ dOKIYaTiag yia KaBe avaAuon
= Baoikn apxn: «leprypa@r) MEBOOWYV PE ETTAPKEIC
AETTTOMEPEIEC WOTE O AVAYVWOTNG UE YVWOEIG
OTATIOTIKNG VA €ival o€ B€on va avatrapayel 1a idia
ATTOTEAEOPATO»

" [lpooBacn ota dedopéva NG HEAETNG (EAEUBEPN N
2TOTIOT IKN KATOTTIV QITAPOTOC) HEOW CUUTTANPWHATIKWV
GVC'X)\UOT] apxeiwv (supplementary files) i ouvdéopwv (links)

= 2 NMAVTIKI N avagpopaq:
= Opiwv aglotmioTiag (confidence intervals)

= AKPIBOUG TINAG EvavTl «aca@oUC» TTPOCEYYIONG (TTX.
«P=0.003» trpoTinoTEPO TOU «P<0.05%)

EUpoC TIWV TTOU TO ATTOTEAEOUA TNG TTAPEUPAONG gival cuuBaTto Pe Ta TTapaTnpoupeva dedopueva

Moher D et-al, BMJ, 2010; 340: c869



= ()¢ TTPOG TA KATAANKTIKA onueia:
= Etre€riynon otartioTikng doKIyaoiag kabe avaAuong
= KaBoplopdg atéuwyv Kabe ouddac (TTapovouacTAG)
= 20YyKpIoN TWV OPAdWYV (avaAOywc acloAoyoUNEVNG
TTAPAMETPOU AVA KATAANKTIKO ONMEIO)
= 2 NMAVTIKI N avagpopaq:

= AvVaAUOEWYV UTTOONAdWY — AITIOAOYNON Kal
atroTeAEopaTa

ATToTEAEOUATO

= Tou ouvOAOU TWV KATAANKTIKWY OnMEiwv (X1 yOvo
OOWV gUavifouv OTATIOTIKI] ONUAVTIKOTATA)

= Tiywv OTATIOTIKAG ONUAVTIKOTNTAS «P» aAAQ Ol
QTTOKAEIOTIKA QUTWYV

= Opiwv aglommoTiag (confidence intervals) — yia 1n
oUyKpIoN TwV OJAdwWV Kal Ol yIa Ta ATTOTEAEOUATA
EVTOG KABOE ouadag

OMOIQZz KAITIA ARRIVE

Moher D et-al, BMJ, 2010; 340: c869
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Table 2. Hazard Ratios and 95% Confidence Intervals for the Primary, Secondary, and Other End Points,
According to Randomized Assignment to Vitamin D or Placebo, in Intention-To-Treat Analyses.*

Vitamin D Group  Placebo Group Hazard Ratio
End Point (N=12,927) (N=12,944) (95% Cl)

no. of participants with event

Cardiovascular disease

Primary end point: major cardiovascular eventy 396 409 0.97 (0.85-1.12)
y Cardiovascular event in expanded composite 536 558 0.96 (0.86-1.08)
A O €A€O- q a end point:

-IT T IJ T Myocardial infarction 169 176 0.96 (0.78-1.19)
Stroke 141 149 0.95 (0.76-1.20)
Death from cardiovascular causes 152 138 1.11 (0.88-1.40)

Other cardiovascular end pointf
PCl 182 138 0.97 (0.79-1.19)
CABG 73 98 0.75 (0.55-1.01)
Death from myocardial infarction 24 15 1.60 (0.84-3.06)
Death from stroke 19 23 0.84 (0.46-1.54)
Death from any cause 485 493 0.99 (0.87-1.12)

Manson JE et al, N Engl J Med, 2019; 380: 33



= Kataypa®r avetTiOuunNTwy EVEPYEIWV:
= EkdNAwaong Toug
= Puoncg Toug

= 2 UXVOTNTAG EMPAVIONG AVA ONADdA OUMMETEXOVTWYV

= [MiIBavov va etTnpedcouy () Kal va avaipEéoouy)
Mr] u)(pé)\al(]_ .. OTTOI10 OETIKO ATTOTEAEOUA TNG MEAETNG

= [MpoTiuNTéQ N OUVOAIKN TTapouUCiacn o€ TTivaka

2. NUAVTIKO OTOIXEIO yVWOoNG yia TN OTAOUIoN

OMOIQZ KAITIA ARRIVE

w@eloucg/{nuiac kal dlacaywyn
OAOKANPWHEVOU CUNTTEPACHATOG

Moher D et-al, BMJ, 2010; 340: c869
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Treatment side effects — no. (%)

Infection 14 (23.7) 14 (23.0)
Weight gain 17 (28.8) 21 (34.4)

y Neutropenia 0 4 (6.6)
M r] w(pg)\glq e Difficulty sleeping 12 (20.3) 17 (27.9)
Mood change or psychiatric disorder 18 (30.5) 21 (34.4)

Steroid-induced diabetes 1617y 2(3.3)

Steroid-induced hypertension 2(3.4) 2(3.3)
Diarrhea or other gastrointestinal symptom 20 (33.9) 15 (24.6)

Bradbury CA et al, N Engl J Med, 2021; 385: 885



Taon gpeuvnTwyv va utrepBepartidouv Ta EUPAMATA TOUC KAl VA NV avaAuouv

TTAEOVEKTAUATA KAl JEIOVEKTAMATA TNG MEAETNG

= 200T00N YIO ouyypa®n Katd evotnteg (Kata 1o
Annals of Internal Medicine):

= 2 0voyn BacikKwy EUpnUATWY

= 2udnTNon €¢nynong atroTEAECUATWY Kal TTIfavwy
EvornTa HNXAVIOHGOV

« ZUCﬁTnOT] » = TOYKPION PE OTTOTEAECHATA AVTIOTOIXWV

(Discussion) dnuUooIEUOEWV

= [eplopiopoi (limitations) TNG HEAETNG KAl EVEPYEIEC
WOTE VA AVTIHETWTTIOTOUV (600 TO duvaToV)

= 2 0voyn KAIVIKOU KOl EPEUVNTIKOU QVTIKTUTTOU TNG

OMOIQZ KAI TNA ARRIVE MEAETNG — MeANovTIKG BripaTa

AQUVOIEC €ival EYYEVEIC — 2NUAVTIKI avag@opd Toug Yia atropuyr Toug (6co duvaTtov) oT1o HEAAOV

Moher D et-al, BMJ, 2010; 340: c869



= «E@apuociuornTar» (applicability) Tng neAéTng: Kara
TTOOO Ta euprMaTa TNG MEAETNG UTTOPOUV VA YEVIKEUBOUV
KAl O€ DIAQPOPETIKEC TUVONKEG

= Agv gival attOAUTN — £¢apTaTal atrd TIC CUVONAKES (Kal Ta
KaBoplopEva KPITAPIA TNG MEAETNG):
" HAIKIGKEG OMADEC
= Ala@opeTIKO oTAdIO/BapuTnTa VOOOU
’ = AIQQOPETIKEG OUVVOONPOTNTEG
EVQTr]TG = EI1QIKEC KATNYOPIES (EYKUNOVOUOEG)
« ZUCF]T[]O' n» = AvdAoyeg Bepartreiec (Okeudopara, S0ooAOYIKA
(DISCUSSIOH) oXnuarta, odoug xopnynang...)
= KaBapo avTiKEiueVO TEKUNPIWMEVNS oulTONG Kal
ETTIOTNMOVIKAG KPiong

Eupniuata kar culritnon va utrootnpifovral (6oo duvaTtov) atro Ta CUVOAIKA

QATTOTEAEOUATA OCUVAPWYV EPEUVWV Kal OXI JOVO 60wV odnynbnkav oe
QvVAAOYO CUUTTEQOO

Moher D et-al, BMJ, 2010; 340: c869



EmTpooBeTa
OTOIXEI

OMOIQZz KAITIA ARRIVE

2TNV TTPWTN N TNV TEAEUTAia oeAida TS dnuoaiseuonc:

= ETtrionuocg TitAo¢ Kal apiBuoc karaxwpnong TG
UEAETNG oTN Baon dedopévwy “ClinicalTrials.gov”

= [1poatraITOUPEVO OTOIXEIO YIa TN dnuoaicuon (atrd Tnv
International Committee of Medical Journal Editors)

= [1po6oBaon o1o TTANPES KEIMEVO TOU TTPWTOKOAAOU
(MEow D1adIKTUOKOU oUVOETHOU - link)

" [Iny€c xpnuatodoTnong 1 GAANG UTTOOTAPIENG KAl
POAOC TWV Xopnywv

= ANAWON CUPPEPOVTWYV TWV CUYYPAPEWV KOl

OUMMETOXI TOUG OTN MEAETN KAl TN OUYYPOAPN TNG
dnuoaicuong



B u.s. National Library of Medicine

ClinicalTrials.gov

Find Studies v About Studies v Submit Studies v Resources v About Site v PRS Login

ClinicalTrials.gov is a database of privately and publicly funded clinical studies

conducted around the world.

Find a Stlld ields optional
Explore 398,101 research studies in et

all 50 states and in 220 countries. Status ©
See listed clinical studies related to the O Recruiting and not yet recruiting studies
coronavirus disease (COVID-19) @ Al studies

ClinicalTrials.gov is a resource provided by the
U.S. National Library of Medicine.

Condition or disease @ (For example: breast cancer)

IMPORTANT: Listing a study does not mean it has L
been evaluated by the U.S. Federal Government. Other terms @ (For example: NCT number, drug name, investigator name)
Read our disclaimer for details. 7
Before participating in a study, talk to your health o
care provider and learn about the risks and Country @ -
potential benefits. v | x

m Advanced Search
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