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Overview of Changes

CLSI M100-Ed34 replaces the previous edition of the supplement, CLSI M100-Ed33, published in 2023, Major additio
changes are summarized below, followed by additional noteworthy changes detailed by section/t4
boldface type; however, minor editorial or formatting changes are not listed here, nor highlighted in B
CLSI M100-Ed34, check the “Instructions for Use.”

gram-negative and gram-positive tables.

former Appendix E.

- Table 3H: Former Tables 3G-1 and 3G-2,
Table 3H, which describes the oxacillin

« Table 1J: A combined table for suggested drugs to test and report on anaerobes was a8

« Table 2A-2: A new table with breakpoints specific to Salmonella and Shj
- Tables 2, Tables 3, and former Appendix E: In previous editions of CLSI

—Dosage regimens were removed from all Tables 2 and Tabl

Overview of Changes

qualifier to comment that daptomycin should not be routinely reported on organisms isolated
from the lower respiratory tract

Revised:

« Suggestion for repeat testing of isolates initially susceptible that may develop resistance after initiation of
therapy, from “within 3 to 4 days” to “within a few days”
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Overview of Changes (Continued)

Section/Table Changes
General (Continued)
CLSI Breakpoint Additions Since 2010

+ Sulbactam-durlobactam disk diffusion and MIC b
« Tedizolid disk diffusion breakpoints for Staphylococc aureus og

« Tedizolid disk diffusion breakpoint for Streptococcus spp.
Streptococcus agalactiae only)

cus pyogenes and

« Tedizolid disk diffusion breakpoint for Streg iri (Streptococcus anginosus group only)

CLSI Breakpoint Revisions Since 2010 Revised:
+ Minocycline disk diffusion and MIC
« Linezolid disk diffusion breakpoints

Deleted:

- Ceftazidime disk diffusi

» Meropenem disk diff

+ Minocycline disk diff

CLSI Archived Resources

ethicillin (OX@€illin) Resistance in Staphylococcus spp. table content related to detection
istance using cefoxitin or oxacillin (former Tables 3G-1 and 3G-2, revised to Table 3H)

liminated from CLSI M100

CLSI Reference Methods vs Commercial
Methods and CLSI vs US Food and Drug

bat referenced verification of breakpoints
Administration Breg

S@Vides or is in the process of updating and developing additional documents for validation
[l verificajil@lif of susceptibility breakpoints.

Tables 1. Ant  .robial Agents That Should Be ider-  rTesting and Reporting by Microbiology Laboratories

Table 1B-2. etobacter spp i,
« Sulbactam-durlobactam to Tier 3

Table 1B-4. ST® Dnas maltophill Deleted:
- Ceftazidime

7€P3I-00TW IS1D
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Overview of Changes (Continued)
Section/Table
Tables 1. (Continued)
Table 1D. Enterococcus spp.

Overview of Changes

Changes

Revised:
« Footnote d regarding susceptibility to penicillin

Table 1H-1. Streptococcus spp. f-Hemolytic
Group

Added:
« Reference corresponding to intrapartum proph

Revised:
- Footnote b regarding intrapartum prop

Table 11. Neisseria meningitidis

New table

Table 1J. Anaerobes

Introduction to Tables 2A-2J. Zone Diameter
and MIC Breakpoints

Tables 2. Zone Diameter and/or MIC Breakpoints

New combined table
Added:
- Footnote a regarding t

in for anaerobes

Table 2A-1. Zone Diameter and MIC
Breakpoints for Enterobacterales (excluding
Salmonella/Shigella)

Table 2A-2. Zone Diameter and MIC
Breakpoints for Salmonella and Shigella

Table 2B-2. Zone Diameter and MIC
Breakpoints for Acinetobacter spp.

Table 2B-3.
cepacia co

a1 disk diffusion testing recommendations (disk diffusion no longer recommended for B. cepacia)
« Ceftazidime disk diffusion breakpoints

+ Meropenem disk diffusion breakpoints

+ Minocycline disk diffusion breakpoints

+ Trimethoprim-sulfamethoxazole disk diffusion breakpoints

7€P3-00TW IS1D



Overview of Changes (Continued)

Section/Table Changes
Tables 2. (Continued)
Table 2B-4. Zone Diameter and MIC Added:

Breakpoints for Stenotrophomonas - Comment regarding trimethoprim-sulfamethoxa
maltophilia

Revised:
+ Minocycline disk diffusion and MIC breakpoints

Deleted:
- Ceftazidime MIC breakpoints
Table 2C. Zone Diameter and MIC Added:
Breakpoints for Staphylococcus spp. « Tedizolid disk diffusion breakpoint
Revised:

- Linezolid disk diffusion bre

- Table describing meth lin (oxacillin)-resistant Staphylococcus spp.

Table 2H-1. Zone Diameter and MIC

Breakpoints for Streptococcus spp. i i um prophylaxis recommendations
-Hemolytic Group

Table 2H-2. Zone Diameter and MIC

zreakpoints for Streptococcus spp. Virid i jon breakpoint (S. anginosus group only)
roup

Table 2 Dosagg
Regimens U

pral Agent Dosage @l rred to as “Table 2 Dosages” throughout)
sceptible or .

+ Dosage for minocycline for S. maltophilia

+ Dosage for ceftriaxone for MSSA

7€P3I-00TW IS1D
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Overview of Changes (Continued)
Section/Table
Tables 3. Specialized Resistance Testing

Table 3B. CarbaNP Test for Suspected
Carbapenemase Production in
Enterobacterales and Pseudomonas
aeruginosa

Overview of Changes

Changes

Added:
« Reference pertaining to performance of the test

Table 3C. Modified Carbapenem Inactivation
Methods for Suspected Carbapenemase
Production in Enterobacterales and
Pseudomonas aeruginosa

Revised:
- Test interpretation criterion from positi

Table 3D. Aztreonam Plus Ceftazidime- New table

Avibactam Broth Disk Elution Method

Table 3F-1. Test for Performing Disk Diffusion | Added:

Directly From Positive Blood Culture Broth - Breakpoint Additions/} usion directly from positive blood culture broth
Revised:

- Table to inclug itive blood cultures

Table 3F-2. Zone Diameter Disk Diffusion
Breakpoints for Enterobacterales Direct From
Blood Culture

Added:

Table 3F-3. Zone Diameter Disk Diffusio
Breakpoints for Pseudomonas aerugino
Direct From Blood

Table 3F-4. Diameter
Breakpoint

From Blood

Table 3H. OxacillinSalt Agar Test for
Detecting Methicillin (Oxacillin) Resist
Staphylococcus aureus

Deleted:
« Content related to routine disk diffusion and MIC testing

7€P3-00TW IS1D



Overview of Changes (Continued)
Section/Table

Changes

Tables 3. (Continued)

Table 3J. Tests for Added:
Detecting Inducible - Reference corresponding to intrapartum prophylaxis recommendad
Clindamycin Resistance

in Staphylococcus spp., o : .
Streptococcus pneumoniae, | * Footnote b regarding intrapartum prophylaxis recommendations

v

and Streptococcus spp. « Reference pertaining to prevention of perinatal group B streptococcal diseas@ ed to the' A
-Hemolytic Group Obstetricians and Gynecologists guidelines

Tables 4. Disk Diffusion QC Ranges and Associated Tables
Table 4A-1. Disk Diffusion Added:

QC Ranges for Nonfastidious | . rootnote c regarding S. aureus ATCC®? 43300 as a sul
Organisms and Antimicrobial

Revised:

erican College of

pntal QC strain

Agents Excluding p-Lactam Re\{lsed: .
Combination Agents « Linezolid QC range for S. aureus ATCC®
- Tedizolid QC range for S. aureus ATCCY
Deleted:

- Footnote regarding reading zg bition for linez8

Table 4A-2. Disk Diffusion Added:

QC Ranges for Nonfastidious | . column headers to hi
Organisms and f-Lactam
Combination Agents

Tables 5. MIC QC Ranges and Associated Tables

Table 5A-1. MIC QC Ranges
for Nonfastidious Organisms
and Antimicrobial Agents

Excluding f-Lactam . .
Combination Ageg . 0)C range for Escherichia coli NCTC 13846

- Upleganan Q pli ATCC® 25922 and P. aeruginosa ATCC® 27853
Revised:

_gureus ATCC® 25923 using transmitted light

DC organis mended for routine QC testing

. coli ATCC® 25922

ange for P. aeruginosa ATCC® 27853

nd associated figures regarding exebacase QC range for S. aureus ATCC® 29213 and additional testing guidance

Deleted:
- Colig#

7€P3I-00TW IS1D

1IAX

range for E. coli ATCC® 25922
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Overview of Changes

Overview of Changes (Continued)

IIAX

Section/Table Changes
Tables 5. (Continued)
Table 5A-2. MIC QC Ranges for Nonfastidious | Added:

Orgartlisms and p-Lactam Combination - Column headers to highlight QC organisms recomme
Agents

7€P3-00TW IS1D

« Imipenem-funobactam QC ranges for:
—E. coli ATCC® 25922
— P. aeruginosa ATCC® 27853
— Klebsiella pneumoniae ATCC® 700603
— K. pneumoniae ATCC® BAA-1705%
Revised:
« Aztreonam QC ranges for:
—E. coli ATCC® 25922
— K. pneumoniae ATC§
Tables 6. Preparing Antimicrobial Agent Stock Solutions

Table 6A. Solvents and Diluents for Preparing | Added:
Stock Solutions of Antimicrobial Agents . Funobacta

+ Upleg
Table 6C. Preparing Solutions and Media Added:

Containing Combinations of Antimicrobial < Loinenem-f
Agents

Appendixes
Appendix B. Intrinsic Resistance,
B1. Enterobacterales

Appendix C. QC
Susceptibility

ing Serratia marcescens and elevated MICs to tobramycin

#0348
C testing for MIC tests for S. aureus ATCC® 43300

Appendix
Resistance

Table G3. Repo
Resistance and Carbapenemase Molecu
Tests for Enterobacterales

- Table column headers
Added:

- Text to clarify suggested action when a carbapenemase marker is detected in an Enterobacterales isolate
that is cefepime S or SDD




XIX

Overview of Changes (Continued)

Section/Table Changes
Appendixes (Continued)
Appendix H. Cefiderocol Broth Preparation | Added:
and Reading Broth Microdilution Minimal - Figures showing determination of broth microdil

Inhibitory Concentration End Points,

H3. Determining Broth Microdilution End
Points - Steps for reading and interpreting broth microdilution ens

determination of end points

Revised:
viding figures showing

Glossaries

Glossary I (Part 1). f-Lactams: Class and Added:

Subclass Designations and Generic Names - Imipenem-funobactam
Glossary | (Part 2). Non f3-Lactams: Class and | Added:
Subclass Designations and Generic Names - Upleganan
Glossary Il. Antimicrobial Agent Added:
Abbreviations, Routes of Administration, - Imipenem-funobacta
and Drug Class

+ Upleganan

Abbreviations: AR, antimicrobial resistance; ATCC®, American Type Culture C
NCTC, National Collection of Type Cultures; QC, quality control; S, susceptib

hicillin (oxacillin) susceptible Staphylococcus aureus;

Footnote

a. ATCC® is a registered trademark of the American Type Cult

Overview of Changes
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Summary of CLSI Processes for Establishing Breakpoints and QC Ranges

The Clinical and Laboratory Standards Institute (CLSI) is an international, voluntary, not-for-profit, intgrdisciplinary, s{ é g, a8l educational
organization accredited by the American National Standards Institute that develops and promote and guidelines
within the health care community. These consensus standards and guidelines are developed in an op br critical areas of
diagnostic testing and patient health care. CLSI is open to anyone or any organization that has an intere i gl re. Information
about CLSI can be found at www.clsi.org.

The CLSI Subcommittee on Antimicrobial Susceptibility Testing reviews data from a variety of sg
pharmacodynamics, and clinical studies) to establish antimicrobial susceptibility test methog
necessary to establish breakpoints, QC parameters, and how the data are presented for ev

(0 vitro, pharmacokinetics/
eters. The details of the data

Over time, a microorganism'’s susceptibility to an antimicrobial agent may decrease, re
microbiological methods and QC parameters may be refined to ensure more accurate an8 busceptibility test methods. Because of
these types of changes, CLSI continually monitors and updates information ing
most current information available at the time, the field of science and m
conjunction with clinical judgment, current knowledge, and clinically rel ‘ ide patient treatment.

Additional information, updates, and changes in this document ar
Susceptibility Testing at https://clsi.org/meetings/ast-file-reso

7€P3-00TW IS1D
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Instructions for Use of Tables

These instructions apply to:

- Tables 1A through 1J: suggested tiers of antimicrobial agents that sh
suggestions include clinical efficacy, current consensus recommenda

approved for clinical use by relevant regulatory organizations.
- Tables 2A through 2J: tables for each organism group that contain:
— Recommended testing conditions

— Routine QC recommendations (also see CLSI M02* and CLSI M07?)

- Tables 1J and 2J: tables containing specific recommen
bullets above

- Tables 3A through 3L: tables describin

(FDA) clinical indications for use. In other countries, placement of antimicrobial agents in Tables 1A

ratories. These
» Administration
vailable drugs

ould be considered for
tions for first-choice and a

designated by “U”)

|d generally not warrant routine testing by a

LOW IS1D pue ZOW IS1D YHM 95N 104
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Table 1B-1

Pseudomonas aeruginosa
CLSI M02 and CLSI M07

Table 1B-1. Pseudomonas aeruginosa

8¢

Al

Tier 3: Antimicrobial agentst’  are
Tier 2: Antimicrobial agents that are ~ appropriate” -outine, prima  sting 4: An*"  ‘robial agents that
appropriate for routine, primary testing  in institutic atserve pat - at 4y warrar iting and reporting
but may be reported following cascade  high risk for Mv “ut shoula ( oy clinician iest if antimicrobial
Tier 1: Antimicrobial agents that are appropriate reporting rules established at each reported followi._ -ade repe agents cher tiers are not
for routine, primary testing and reporting institution rules established a1 *astitutic “ntim-" - juse of various factors

Ceftazidime Imipenem
Cefepime Meropenem Ceftazjg
Cef{

N |

7€P3-00TW IS1D

Cefiderocol

Piperacillin-tazobactam

Tobramycin

Ciprofloxacin
Levofloxacin

Aztreonam

Urine Only

Abbreviation: MDRO, multidrug-resistant organism.
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Table 1B-5

Other Non-Enterobacterales
CLSI M02 and CLSI M07

Table 1B-5. Other Non-Enterobacterales®®

A ODlal age at are appropriate 0 e, p d O A OoDlal ag

A ODblal age at are appropriate epo - es e ab ed at ea eported 1ollo ade rep age e e are O

Ceftazidime Cefepime
Imipenem
Meropenem

Gentamicin Amikacin

Tobramycin

Piperacillin-tazobactam

Trimethoprim-sulfamethoxazole

Aztreonam

Ciprofloxacin

Levofloxacin

Y e

Cefotaxime
Ceftriaxone
Urine Only

Tetracycline© - ‘

Abbreviations: MDRO, multidrug-resistant organis hory concer

Footnotes

a.

include R§8Udo . 8P nonfastidious, glucose-nonfermenting, gram-negative bacilli but exclude Pseudomonas
x, and Stenotrophomonas maltophilia. Refer to each respective Table 1 for suggested

ine are also considered susceptible to doxycycline and minocycline. However, some organisms that are
y be susceptible to doxycycline, minocycline, or both.

7€P3-00TW IS1D
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Table 1H-2

Streptococcus spp. Viridans Group
CLSI M02 and CLSI M07

Table 1H-2. Streptococcus spp. Viridans Group PP

Tier 3: Antimicrobial agentst’  are
Tier 2: Antimicrobial agents that are ~ appropriate* -outine, prima  sting =  4:An*" ‘robial agents that
appropriate for routine, primary testing  in instituti. tserve pat  at AEL iting and reporting
but may be reported following cascade  high risk for M “ut shoula 1 oy clinician iest if antimicrobial
Tier 1: Antimicrobial agents that are appropriate reporting rules established at each reported followi. -ade repe agents  cher tiers are not
for routine, primary testing and reporting institution rules established a. nstituti ~atim-"  ,use of various factors

0S

7€P3-00TW IS1D

Ampicillin®®

Penicillin®

Cefotaxime

Cefepime
Ceftriaxone

Vancomycin A
2|bavan
A ancin?

TN

Ceftolozane-tazobactam

Clindamycin®

Erythromycin®e

Levofloxacin

Abbreviations: MDRO, multidrug-resistant organism; Qibitory co

Footnotes
a. MICtesting only; di
b. Rx: Penicilli termediate isg itate combined therapy with an aminoglycoside for bactericidal action.
K. intermedius, and S. constellatus).
d. Notrou ary tract.

in and clarithromycin can be predicted by testing erythromycin.
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