TITLE OR ABSTRACT

. METH()DS

. Study destgn

'Porticipants

. Identification as a study of diagnostic accuracy using at least one measure of accuracy
(such as sensitivity, specificity, predictive values, or AUC)

' Structured summary of study design, methods, results, and conclusions
. (for specific guidance, see STARD for Abstracts)
INTRODUCTION ‘

Study objectlves and hypotheses :

" Whether data collection was planned before the index test and reference standard
were performed (prospectuve study) or after (retrospectwe study)

.Ellglblllty cnterla

'~ On what basis. potentlally ellglble partlupants were identified

(such as symptoms, results from previous tests, inclusion in registry)

Testmethods

Rationale for choosmg the reference standard (|f alternatwes exnst)

12a Deflnmon of and ratlonale for test posmwty cut-offs or result categorles crmmmmmm—— ]
of the index test, distinguishing pre-specified from exploratory N/A
12b Defln|t|onqof”aln‘d"rat|onaIe'for'test pos‘ltlylty cut-offs or result categorles o ;
of the reference standard, dlstlngmshlng pre- specn‘led from exploratory N/ p(
13a . Whether clinical information and reference standard results were available o } )}( o
to the performers/readers of the index test h [
13b = Whether clinical information and index test results were available (il
to the assessors of the reference standard N { A
Y.N‘A'naiysis 14 Methods for estlmatmg or comparmg measures of dlagnostlc accuracy X
""""""""""""""" 15 | How indeterminate index test or reference standard results were handled N, A

ndex test and reference st andard ’

16 How missing data on the index test and reference standard were handled

17 Any analyses of varlab|llty in dlagnostlc accuracy, dlstlngulshmg pre- SPECIerd from exploratory

18  Intended sample size and how it was determined
T e B
WPG(Z’!ClmetS ,,,,, i FIowofpartncnpantsusmgadlagram ..........................................................................
o 20 """"" Baselme demographlc and cllnlcal characterlstlcs of par‘tlclpants

21a Distribution of seventy of disease in those wnth the target condltlon

21b Dnstrlbutlon of alternative diagnoses i in h

22 | Time interval and any clinical |ntervent etween index test a

Test results 23 | Cross tabulation of the index test results (or their dlstrlbutlon)
by the results of the reference standard
24 Estimates ofdlagnost|c accuracy and their preC|S|on (such as 95% confidence mtervals)
25

: 4Any adverse events from performlng the |ndex test or the reference standard

INFORMATION

" Where the full study protocol can be accessed
Sources of fundlng and other support role of funders
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