DIN EN ISO 20776-2:2022-04 (E)

Clinical laboratory testing and in vitro diagnostic test systems - Susceptibility
testing of infectious agents and evaluation of performance of antimicrobial
susceptibility test devices - Part 2: Evaluation of performance of antimicrobial
susceptibility test devices against reference broth micro-dilution (ISO 20776-2:20 21)

Contents Page
EUTOPEAI FOTE@WOTTA ...t 3
FFOT@WOIM..........ooooooee e85 88555555855 4
IO AUICEION . ...t 6
1
2
3
4
4.1 0 T<) 1) - SO
4.2 Methods ...
4.2.1 Reference method.
4.2.2  SEFAIN SEIECTION ..o
4.2.3  QuAality CONEIOL (QC) et e
4.2.4 Quality control (QC) of the reference method...
4.2.5 Reproducibility testing of te€St d@VICE. ...
4.2.6  Isolate teStiNG PrOtOCOL. ...
4.2.7 Inoculum preparation................
4.2.8 Discrepancy resolution testing
4.29 System under evaluation.............c.....
5 Data analysis and acCeptance Criteria ... 14
5.1 ACCUTACY Of TEST A@VICE ..ot 14
5.1.1 General
5.1.2  MIC BVICES ettt
5.1.3  QUAlItAtiVE AST AEVICES oo

5.2 Quality control (QC) of test device

5.3 Reproducibility of test device ...,

54  Documents related t0 STUAY ...
Annex A (informative) Evaluating the performance of MIC tests ... 15
Annex B (informative) Rationale for bias analysis ... 18
Annex C (informative) Sensitivity and specificity analyses for qualitative tests..............c.ccccccnenn 20
BIDLEOGIAPIY ... 22



		2026-06-15T18:41:19+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




