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Clinical and Laboratory Standards Institute

Setting the standard for quality in clinical laboratory testing around the world.

The Clinical and Laboratory Standards Institute (CLSI) is a not-for-profit membership organization that brings
together the varied perspectives and expertise of the worldwide laboratory community for the advancement of
a common cause: to foster excellence in laboratory medicine by developing and implementing clinical laboratory
standards and guidelines that help laboratories fulfill their responsibilities with efficiency, effectiveness, and
global applicability.

Consensus Process

Consensus—the substantial agreement by materially affected, competent, and interested parties—is core to the
development of all CLSI documents. It does not always connote unanimous agreement, but does mean that the
participants in the development of a consensus document have considered and resolved all relevant objections
and accept the resulting agreement.

Commenting on Documents

CLSI documents undergo periodic evaluation and modification to keep pace with advancements in technologies,
procedures, methods, and protocols affecting the laboratory or health care.

CLSI’s consensus process depends on experts who volunteer to serve as contributing authors and/or as
participants in the reviewing and commenting process. At the end of each comment period, the committee that
developed the document is obligated to review all comments, respond in writing to all substantive comments,
and revise the draft document as appropriate.

Comments on published CLSI documents are equally essential, and may be submitted by anyone, at any time, on
any document. All comments are addressed according to the consensus process by a committee of experts.

Appeals Process

If it is believed that an objection has not been adequately addressed, the process for appeals is documented in
the CLSI Standards Development Policies and Process document.

All comments and responses submitted on draft and published documents are retained on file at CLSI and are
available upon request.

Get Involved—Volunteer!

Do you use CLSI documents in your workplace? Do you see room for improvement? Would you like to get
involved in the revision process? Or maybe you see a need to develop a new document for an emerging
technology? CLSI wants to hear from you. We are always looking for volunteers. By donating your time and
talents to improve the standards that affect your own work, you will play an active role in improving public
health across the globe.

For further information on committee participation or to submit comments, contact CLSI.

Clinical and Laboratory Standards Institute
950 West Valley Road, Suite 2500

Wayne, PA 19087 USA

P: 610.688.0100

F: 610.688.0700

www.clsi.org

standard@clsi.org
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consensus process. However, because of its usefulness to segments of the
health care community, it is available for its informational content.

Nongynecologic Cytologic Specimens: Collection and
Cytopreparatory Techniques; Approved Guideline

Abstract

Nongynecologic Cytologic Specimens: Collection and Cytopreparatory Techniques; Approved
Guideline (CLSI document GP23-A) was developed for use by clinical personnel responsible for the
collection and processing of cytologic specimens. This guideline provides recommendations for the
collection and handling of specimens from nongynecologic sources for transport to the cytology
laboratory. Also included are procedures for processing the specimens (i.e., smear preparation,
fixation, and staining) for cytologic evaluations. This document does not address issues related to
the interpretation of the slide preparation.

Clinical and Laboratory Standards Institute (CLSI). Nongynecologic Cytologic Specimens: Collection and
Cytopreparatory Techniques; Approved Guideline. CLSI document GP23-A (ISBN 1-56238-380-9).
Clinical and Laboratory Standards Institute, 950 West Valley Road, Suite 2500, Wayne, Pennsylvania
19087 USA, 1999.

The Clinical and Laboratory Standards Institute consensus process, which is the mechanism for moving a
document through two or more levels of review by the health care 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 CLSI documents. Current editions are listed in the CLSI catalog and posted on our website at www.clsi.org. If
your organization is not a member and would like to become one, and to request a copy of the catalog, contact us
at: Telephone: 610.688.0100; Fax: 610.688.0700; E-Mail: customerservice@clsi.org; Website: www.clsi.org.
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Foreword

Modern cytopathologic techniques, when carried out by a healthcare practitioner on a cooperative
patient and followed by *“quality controlled” laboratory techniques, can produce results with high
diagnostic accuracy. Adequate patient preparation and education are required.

The emphasis on cytopathologic techniques of nongynecologic specimens is on effectiveness and
quality. This guideline is directed specifically at specimen collection and processing. If the
predictive value of a nongynecologic cytology specimen can be increased, a major achievement in
medical care and cost effectiveness will have been accomplished.

This “user” guideline is the beginning of a process of improvement in the nongynecologic smear
production chain. The intent is to provide guidance for this process up to and including the
preparation of the nongynecologic cytologic specimen, in order to provide a specimen suitable for
accurate diagnosis.

Standard Precautions

Because it is often impossible to know what might be infectious, all human blood specimens are to
be treated as infectious and handled according to “standard precautions.” Standard precautions are
new guidelines that combine the major features of “universal precautions and body substance
isolation” practices. Standard precautions cover the transmission of any pathogen and thus are
more comprehensive than universal precautions which are intended to apply only to transmission of
blood-borne pathogens. Standard precaution and universal precaution guidelines are available from
the U.S. Centers for Disease Control and Prevention (Guideline for Isolation Precautions in
Hospitals, Infection Control and Hospital Epidemiology, CDC, Vol 17;1:53-80.), [MMWR
1987;36(suppl 2S5):2S-18S] and (MMWR 1988;37:377-382, 387-388). For specific precautions for
preventing the laboratory transmission of blood-borne infection from laboratory instruments and
materials; and recommendations for the management of blood-borne exposure, refer to NCCLS
document M29—Protection of Laboratory Workers from Instrument Biohazards and Infectious
Disease Transmitted by Blood, Body Fluids, and Tissue.

Key Words

Cytologic specimen collection, nongynecologic cytology
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Nongynecologic Cytologic Specimens: Collection and Cytopreparatory
Techniques; Approved Guideline

1 Introduction

The primary purpose of cytologic examination
of body fluid samples is to detect malignancy,
but the method is also appropriate for the
detection of inflammatory or infectious dis-
orders. Reliable cytodiagnosis of body fluids
depends on sufficient patient history and
excellent technical slide preparations — at the
very least. To that end, this document pro-
vides guidance for a number of clinical and
laboratory procedures for the collection and
processing of body fluid specimens. Followed
skillfully and properly, these techniques will
provide an indispensable foundation for high
diagnostic accuracy.

While using the following guideline, the
laboratorian and clinician are cautioned to
remember that the diagnostic technique is
being done for the patient. Most people
preparing for a physical examination of any
type experience anxiety over the possibility of
an abnormal finding. Since body fluid procure-
ment often involves some sort of invasive
maneuver, the situation can be even more
distressing. There are many ways to decrease
the anxiety surrounding the procedure. A
comfortable setting with pleasing surround-
ings helps to allay fear. Courteous, well-
trained personnel and an efficient system for
handling patients also help to decrease appre-
hension. A thoughtful, concerned healthcare
provider who takes time to explain the
procedure, answers questions, and interacts
with the patient in a professional manner can
do a lot to decrease the anxiety of a patient
about to undergo a procedure for the sake of
obtaining a cellular sample.

Cytologic samples are collected and prepared
by a variety of methods, all of which have an
effect on cytomorphology. The goals of
standardizing specimen collection and pro-
cessing are to minimize unwanted artifacts;
and to obtain, well distributed, well-pre-
served, and well-stained cells that can be
sharply imaged lending themselves to
accurate diagnoses.

2 Scope

This document provides relevant information
about various aspects of the performance of
nongynecologic cytologic specimen prepara-
tion in order to evaluate and assess disease
processes. It considers both immediate pro-
cessing and complex handling. It is recog-
nized that new developments in the art may
augment or supplant the suggestions provided
herein.

3 Preparation of the Patient,
Collection and Handling of the
Specimen 2

The life cycle of the nongynecologic cytology
specimen begins with the test request and
ends when a cytologic diagnosis is reported
to the ordering physician and documented
(see Figure 1).

For optimal cytologic preparations, patients
should be adequately prepared and the
specimens should be properly collected. The
methods for patient preparations will vary
according to the sampling site. The following
sections address common specimens requir-
ing patient preparation. Standard aseptic
technique should be followed. Copies of
procedural protocols should be present
wherever the procedures are performed as
well as at the cytology laboratory.

In the practice of nongynecologic cytology,
samples are derived from:

cerebrospinal tract
gastrointestinal tract
joint spaces

ocular area
pericardium
peritoneum

pleura

respiratory tract

skin and mucosal samples
urinary tract
breast/nipple

breast secretions.
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