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Abstract
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Clinical and Laboratory Standards Institute document M23S2—Process to Submit Disk Co Wint
CLSI-EUCAST Working Group Review and Approval describes the process tg ik conte the joint
CLSI-EUCAST working group for review and approval.
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Foreword
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The disk diffusion antimicrobial susceptibility test has been widely used around the world for decades and was first
standardized in 1966. In the 1970s, CLSI (then the National Committee for Clinical Laboratory Standards) published
additional guidance for disk diffusion testing. In Europe, different variants of the disk diffusion method were used

manufacturers, researchers, and other organizations, CLSI and EUCA op standardized
recommendations for disk content (potency) selection. Their reco i in this document, in CLSI

Contact information: clsi.org/m23-supplement-questi

CLsl
www.clsi.org

EUCAST
www.EUCAST.org

NOTE: The content of this documen
views of any single individual or organiz
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© Introduction

1.1 Scope

This document is intended for pharmaceutical manufacturers involved in the development of an
agents and tests to support evaluation of antimicrobial agent activity. It is also j
antimicrobial disks and any independent laboratory that supports the develop
describes the process to submit disk content (potency) data to the joint CLSI-EUCA
and approval. It does not explain the steps needed to perform the standardized disk di
define the criteria (breakpoints) used to interpret zone diameters of inhibition into interpr
steps are described elsewhere (see CLSI documents M02* and M07°).57 The g
content (potency) of antimicrobial agent to be added to filter paper disk
standardized disk diffusion test is covered in CLSI document M23S.2 In g
breakpoint-setting organizations for a single agent may differ eve

1.2 Terminology

CLSI, as a global leader in standardization, is firmly co
possible. Harmonization is a process of recognizing,
to achieve worldwide uniformity. CLSI recogniz
have evolved differently in different countri
and different consensus timelines are all i
its important role in these efforts, an
global application of standards and gui

onization process. CLSI recognizes
ses on harmonization of terms to facilitate the

Definitions

working grou
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Appendix. (Continued)

Information to Include
Continued

Comments

24 | Details of media used for testing fastidious organisms,
as applicable
25 | Total numbers of isolates and number per species (30

isolates per species or 60 isolates per group)

e WT (optimal zone diameter, 15-35 mm; at least
50% of isolates)

o NWT (resistance mechanisms)

26 | QC strains tested (minimum 3 days; antimicrobial
agent/organism zone variation <3 mm)
27 | Commercial disks and QC strains used for initial QC

check of MHA

28

Commercial control disk used for each run

29

MICs predetermined or tested in parallel with disks
(Include dates for performance of MIC, if previous
results used.)

30

MIC method and panel source

31

Zone characteristics (ie, noteworthy obser
NOTE: If zones are difficult to distinguish
different readers should measure a subse

32

e Test results in scattergrams ag
(see examples in Figures 143

ST SOP 113
Mat. ‘s and Reage.

(Please sur™arize the .

ing here or in the final report.)

“acturer Lot # | Expiration Date

Antimicrobial stock
solution concentratio
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Related CLSI Reference Materials?
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Mo02 Performance Standards for Antimicrobial Disk Susceptibility Tests. 13th ed., 2018. This standard
covers the current recommended methods for disk susceptibility testing and criteria for quality control
testing.

Mmo7 Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grg 11th

ed., 2018. This standard covers reference methods for determining minimal inhj s of
aerobic bacteria by broth macrodilution, broth microdilution, and agar dilution.

M23S Procedure for Optimizing Disk Contents (Potencies) for Dis
Agents Using Harmonized CLSI and EUCAST Criteria. 1st ed., 2
necessary technical steps for establishing the optimal disk content (pot
agents without the addition of enhancing or inhibiting substances.

2 CLSI documents are continually reviewed and revised through the CLSI consensus process; therefore, readers should refer to the most
current editions.
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