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Abstract
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Clinical and Laboratory Standards Institute M23S2—Process to Submit g ] int CLSI-EUCAST
Working Group Review and Approval describes the process to submit d int CLSI-EUCAST
working group for review and approval.

Clinical and Laboratory Standards Institute (CLSI). Process to Submit B
Working Group Review and Approval. 2nd ed. CLSI supplement M23S2
Standards Institute, USA, 2024.

NOTE: The content in CLSI M23S2 is identical to the i ik Content (Potency) Data for Joint
CLSI-EUCAST Working Group Review and Approval.

a for Joint CLSI-EUCAST
8). Clinical and Laboratory

ical and Labor Standards Institute consensus process, which is the mechanism for moving a document through two

or more levels of revi the health care community, is an ongoing process. Users should expect revised editions of any given
document. Becaus changes in technology may affect the procedures, methods, and protocols in a standard or guideline,
tdated editions with the current editions of CLSI documents. Current editions are listed in the CLSI catalog

website at www.clsi.org.
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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

in different countries until 2009, when the European Committee on Antimicrobial Susceptibility Testing
provided a standardized disk diffusion method calibrated to the harmonized European minimal inbg

M23S,? and in EUCAST SOP 11.1.2 (The content in CLSI M235? and E
Contact information: clsi.org/m23-supplement-questig

CLSI
www.clsi.org

EUCAST
www.EUCAST.org

Overview of Changes

ole change made in this edition is updating the process
SI-EUCAST working group before initiating a disk content study (see

disk content disk potency
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© Introduction

1.1 Scope

CLSIM23S2 is intended for pharmaceutical manufacturers involved in the development of anti
and tests to support evaluation of antimicrobial agent activity for testing of bagi@sia. It is also in
manufacturers of antimicrobial disks and any independent laboratory that sup
disks. CLSI M23S2 describes the process to submit disk content (potency) data to th
group (WG) for review and approval. It does not explain the steps needed to perform t
diffusion test, nor does it define the criteria (breakpoints) used to interpret zone diameter
interpretive categories. These steps are described elsewhere (see CLSI M02%
selecting the optimal content (potency) of antimicrobial agent to be addg
results with the standardized disk diffusion test is covered in CLSI M239
by breakpoint-setting organizations for a single agent may differ e
used.

1.2 Standard Precautions

Because it is often impossible to know what isolates i i all patient and laboratory
specimens are treated as infectious and handl 1 ion$ gdard precautions are

utions for preventing the laboratory
ratory instruments and materials and for recommendations
diseases, refer to CLSI M29.°

1.3

BUntries and regions and that legally required use of terms, regional usage,
elines are all important considerations in the harmonization process. CLSI recognizes
orts, and its consensus process focuses on harmonization of terms to facilitate the
rds and guidelines.
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