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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established ha% right to be represented on that committee. International organizations, governmental and
non-governmentalgin liaison with ISO, also take part in the work. ISO collaborates closely with the
International Ele@echnical Commission (IEC) on all matters of electrotechnical standardization.

International Standé?ar,e drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main task of techn ommittees is to prepare International Standards. Draft International Standards
adopted by the technical mittees are circulated to the member bodies for voting. Publication as an
International Standard requi pproval by at least 75 % of the member bodies casting a vote.

Attention is drawn to the possibiify)that some of the elements of this document may be the subject of patent
rights. ISO shall not be held respon@g for identifying any or all such patent rights.

*

ISO 20776-2 was prepared by the ean Committee for Standardization (CEN) Technical Committee
CEN/TC 140, In vitro diagnostic medi devices, in collaboration with Technical Committee ISO/TC 212,
Clinical laboratory testing and in vitro dia tic test systems, in accordance with the Agreement on technical

cooperation between ISO and CEN (Vienna%eement).
ISO 20776 consists of the following parts, u the general title Clinical laboratory testing and in vitro

diagnostic test systems — Susceptibility testin&of. infectious agents and evaluation of performance of
antimicrobial susceptibility test devices: @

— Part 1: Reference method for testing the in vitroéﬂvity of antimicrobial agents against rapidly growing
aerobic bacteria involved in infectious diseases 0

— Part 2: Evaluation of performance of antimicrobial suscepfiflity test devices
(9/&
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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: /j/
Evaluation'd¥ performance of antimicrobial susceptibility test

devices Oéo
<

2,

1 Scope %

This part of ISO 20776 establishes acgeptable performance criteria for antimicrobial susceptibility test (AST)
devices that are used to determine mum inhibitory concentrations (MIC) and/or interpretive category
determinations of susceptible, intermedi nd resistant (SIR) strains of bacteria to antimicrobial agents in
medical laboratories. This part of ISO 20776 gpecifies requirements for AST devices (including diffusion test
systems) and procedures for assessing perfé) nce of such devices. It defines how a performance evaluation
of an AST device is to be conducted. This paf?&lSO 20776 has been developed to guide manufacturers in
the conduct of performance evaluation studies. L .
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2 Normative references é

The following referenced documents are indispensabk% the application of this document. For dated
references, only the edition cited applies. For undated ra@ences, the latest edition of the referenced
document (including any amendments) applies. @

Ve

ISO 20776-1, Clinical laboratory testing and in vitro diagnostic@ systems — Susceptibility testing of
infectious agents and evaluation of performance of antimicrobi usceptibility test devices — Part 1:
Reference method for testing the in vitro activity of antimicrobial against rapidly growing aerobic

bacteria involved in infectious diseases 6
3 Terms and definitions 6\
For the purposes of this document, the following terms and definitions apply. &

3.1 Agreement of test results

3141

category agreement

CA

agreement of SIR results between a breakpoint test or an MIC test and the reference method (ISO 20776-1)
Another representation of the concept:

N
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