This is a preview of "M37-A2". Click here to purchase the full version from the ANSI store.

M37-A2 Replaces M37-A
Vol. 22 No.7 Vol. 19 No. 3

Development of In Vitro Susceptibility Testing Criteria and Quality
Control Parameters for Veterinary Antimicrobial Agents; Approved
Guideline—Second Edition

This document addresses the required and recommended data needed for selection of appropriate
interpretative standards and quality control guidance for new veterinary antimicrobial agents.

A guideline for global application developed through the NCCLS consensus process.
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NCCLS...

Serving the World’s Medical Science Community Through Voluntary Consensus

NCCLS is an international, interdisciplinary, nonprofit,
standards-developing, and educational organization that
promotes the development and use of voluntary
consensus standards and guidelines within the healthcare
community. It is recognized worldwide for the
application of its unique consensus process in the
development of standards and guidelines for patient
testing and related healthcare issues. NCCLS is based on
the principle that consensus is an effective and cost-
effective way to improve patient testing and healthcare
services.

In addition to developing and promoting the use of
voluntary consensus standards and guidelines, NCCLS
provides an open and unbiased forum to address critical
issues affecting the quality of patient testing and health
care.

PUBLICATIONS

An NCCLS document is published as a standard,
guideline, or committee report.

Standard A document developed through the consensus
process that clearly identifies specific, essential
requirements for materials, methods, or practices for use
in an unmodified form. A standard may, in addition,
contain discretionary elements, which are clearly
identified.

Guideline A document developed through the
consensus process describing criteria for a general
operating practice, procedure, or material for voluntary
use. A guideline may be used as written or modified by
the user to fit specific needs.

Report A document that has not been subjected to
consensus review and is released by the Board of
Directors.

CONSENSUS PROCESS

The NCCLS voluntary consensus process is a protocol
establishing formal criteria for:

e the authorization of a project
e the development and open review of documents

e the revision of documents in response to comments
by users

e the acceptance of a document as a consensus
standard or guideline.

Most NCCLS documents are subject to two levels of
consensus—“proposed” and “approved.” Depending on

the need for field evaluation or data collection, documents
may also be made available for review at an intermediate
(i.e., “tentative”) consensus level.

Proposed An NCCLS consensus document undergoes the
first stage of review by the healthcare community as a
proposed standard or guideline. The document should
receive a wide and thorough technical review, including an
overall review of its scope, approach, and utility, and a line-
by-line review of its technical and editorial content.

Tentative A tentative standard or guideline is made
available for review and comment only when a
recommended method has a well-defined need for a field
evaluation or when a recommended protocol requires that
specific data be collected. It should be reviewed to ensure its
utility.

Approved An approved standard or guideline has achieved
consensus within the healthcare community. It should be
reviewed to assess the utility of the final document, to
ensure attainment of consensus (i.e., that comments on
earlier versions have been satisfactorily addressed), and to
identify the need for additional consensus documents.

NCCLS standards and guidelines represent a consensus
opinion on good practices and reflect the substantial
agreement by materially affected, competent, and interested
parties obtained by following NCCLS’s established
consensus procedures. Provisions in NCCLS standards and
guidelines may be more or less stringent than applicable
regulations. Consequently, conformance to this voluntary
consensus document does not relieve the wuser of
responsibility for compliance with applicable regulations.

COMMENTS

The comments of users are essential to the consensus
process. Anyone may submit a comment, and all comments
are addressed, according to the consensus process, by the
NCCLS committee that wrote the document. All comments,
including those that result in a change to the document when
published at the next consensus level and those that do not
result in a change, are responded to by the committee in an
appendix to the document. Readers are strongly encouraged
to comment in any form and at any time on any NCCLS
document. Address comments to the NCCLS Executive
Offices, 940 West Valley Road, Suite 1400, Wayne, PA
19087, USA.

VOLUNTEER PARTICIPATION

Healthcare professionals in all specialties are urged to
volunteer for participation in NCCLS projects. Please
contact the NCCLS Executive Offices for additional
information on committee participation.



https://webstore.ansi.org/Standards/CLSI/M37A2?source=preview

This is a preview of "M37-A2". Click here to purchase the full version from the ANSI store.



https://webstore.ansi.org/Standards/CLSI/M37A2?source=preview

This is a preview of "M37-A2". Click here to purchase the full version from the ANSI store.

Volume 22 M37-A2

Development of /n Vitro Susceptibility Testing Criteria and Quality
Control Parameters for Veterinary Antimicrobial Agents; Approved
Guideline—Second Edition

Abstract

NCCLS document M37-A2—Development of In Vitro Susceptibility Testing Criteria and Quality Control
Parameters for Veterinary Antimicrobial Agents; Approved Guideline —Second Edition offers guidance
for developing agar disk diffusion zones of inhibition, dilution MIC breakpoints, and quality control
limits for antimicrobial susceptibility testing of aerobic and anaerobic bacteria isolated from animals. It is
intended to be used in establishing interpretive and quality control criteria for NCCLS antimicrobial
susceptibility testing standards for antimicrobial agents intended for veterinary use. Host-specific
pharmacokinetics, in vitro drug characteristics, distributions of microorganisms, and correlation of test
results with outcome statistics are addressed from the perspective of interpretation of test results. In
addition, this document addresses clinical confirmation of interpretive criteria and quality control limits.
For clinical confirmation, the “ideal” data set may not be obtained during development of a new drug.
Users of this guideline should understand the limitations and work toward the best-educated conclusions.

NCCLS. Development of In Vitro Susceptibility Testing Criteria and Quality Control Parameters for
Veterinary Antimicrobial Agents;, Approved Guideline —Second Edition. NCCLS document M37-A2
(ISBN 1-56238-462-7). NCCLS, 940 West Valley Road, Suite 1400, Wayne, Pennsylvania 19087-1898,
USA 2002.

THE NCCLS consensus process, which is the mechanism for moving a document through two or more
levels of review by the healthcare community, is an ongoing process. Users should expect revised
editions of any given document. Because rapid changes in technology may affect the procedures,
methods, and protocols in a standard or guideline, users should replace outdated editions with the
current editions of NCCLS documents. Current editions are listed in the NCCLS Catalog, which is
distributed to member organizations, and to nonmembers on request. If your organization is not a
member and would like to become one, and to request a copy of the NCCLS Catalog, contact the
NCCLS Executive Offices. Telephone: 610.688.0100; Fax: 610.688.0700; E-Mail: exoffice@nccls.org;
Website: www.nccls.org
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