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ISO/TS 20658:2017 Medical laboratories — Requirements for

A New/= 3 {7
collection, transport, receipt and handling of samples
ISO 15190 Medical laboratories — Requirements for safety A R-ev/CD
ISO/TS 22367 Medical laboratories — Application of risk A R-ev/CD
management to medical laboratories
1ISO22583 TS Guidance for supervisors and operators of A New / CD
point-of-care testing (POCT) devices
ISO/AWI 23162 Basic semen analysis - Specification and test A New / WD
methods
ISO/NWIP Medical laboratories - Guidance on application of A New / NWIP
1ISO15189:2012 to emerging technologies
ISO/NWIP Medical laboratories - Guidance for application of A New / NWIP
ISO 15189 to anatomic pathology
ISO TS 20914 Medical laboratories — Practical guide for the B New / DIS
estimation of measurement uncertainty
ISO17511 In vitro diagnostic medical devices -- Requirements B R-ev/CD
for establishing metrological traceability of values assigned to
calibrators, trueness control materials and human samples
ISO 15195 requirements for reference measurement laboratories B R-ev/CD
ISO NP 21151 In vitro diagnostic medical devices -- C R-ev/CD
Measurement of quantities in samples of biological origin --
Requirements for international harmonization protocols intended
to establish metrological traceability of values assigned to
product (end user) calibrators and patient samples
ISO 20916 In vitro diagnostic medical devices -- Clinical C R-ev / DIS
performance studies using specimens from human subjects --
Good study practice
ISO 17593 Clinical laboratory testing and in vitro medical C R-ev / NWIP
devices -- Requirements for in vitro monitoring systems for
self-testing of oral anticoagulant therapy
ISO 20184-3 Molecular in vitro diagnostic examination D New / EDIS
specification for pre-examination process for Frozen tissue — Part
2: Isolated proteins
ISO 21474-1 In vitro diagnostic medical devices -- Multiplex D New / CD
molecular testing for nucleic acids -- Part 1: Terminology and
general requirements for nucleic acid quality evaluation
ISO 21474-2 In vitro diagnostic medical devices-Multiplex D New / NWIP




molecular testing for nuclear acid-Part 2 Requirements for
validation and verification

ISO 20776-1 Clinical Laboratory testing in vitro diagnostic test
systems — Susceptibility testing of infectious agents and
evaluation of performance of antimicrobial susceptibility test
devices Part 1 Both microdilution reference method for testing in
vitro activity of antimicrobial agents against rapidly growing
aerobic bacteria involved in infectious disease

R-ev/DIS

ISO 20776-2 Clinical Laboratory testing 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

R-ev/ NWIP

ISO 20776-3 Clinical Laboratory testing in vitro diagnostic test
systems — Susceptibility testing of infectious agents and
evaluation of antimicrobial susceptibility test devices-Part 3 Disc
diffusion reference method for testing the in vitro activity of
antimicrobial agents against rapidly growing aerobic bacteria
involved in infectious agents

R-ev / NWIP
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