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This document discusses procedures for cervicovaginal specimen collection, as well as the preparation, 
fixation, staining, and storage of Papanicolaou-stained cervicovaginal cytology slides.  
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: 

• the authorization of a project 

• the development and open review of documents 

• the revision of documents in response to comments 
by users 

• 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 user 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. 
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Papanicolaou Technique; Approved Guideline—Second Edition 
 
Abstract 
 
Papanicolaou Technique; Approved Guideline—Second Edition (NCCLS document GP15-A2) is 
intended for healthcare providers who are responsible for collecting cervicovaginal cytology specimens 
and preparing conventional Papanicolaou smears and liquid-based preparations. The guideline focuses on 
quality collection and processing of specimens, addressing all steps, including patient assessment, test 
requisition, specimen collection, specimen transport, and specimen receipt and processing. Illustrations of 
the techniques are described, and a sample requisition form is also included. 
 
NCCLS. Papanicolaou Technique; Approved Guideline—Second Edition. NCCLS document GP15-A2 
(ISBN 1-56238-418-X). NCCLS, 940 West Valley Road, Suite 1400, Wayne, Pennsylvania 19087-1898, 
USA 2001. 
 
 
 
 

 

 
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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procedure manuals at a single site, for interlibrary loan, or for use in educational programs provided that 
multiple copies of such reproduction shall include the following notice, be distributed without charge, 
and, in no event, contain more than 20% of the document’s text. 
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current edition may be obtained from NCCLS, 940 West Valley Road, Suite 1400, 
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Foreword 
 
Cervicovaginal cytology, which was developed by Dr. George N. Papanicolaou for detection of 
preneoplastic lesions of the uterine cervix, is a routine screening procedure for women. Routine cervical 
screening is recognized as the most effective method of reducing the incidence and mortality of cervical 
cancer. The test has become a means for the medical profession to regularly review the cervical health 
status of women. 
 
For cervicovaginal cytology to produce optimal results, the specimen collection procedure must be carried 
out by a healthcare provider on an adequately prepared, educated, and cooperative patient. The specimen 
must be evaluated using quality-controlled laboratory techniques. 
 
The intent of this second-edition, approved guideline is to provide updated recommendations. These 
recommendations include: patient assessment, test requisition, cervicovaginal specimen collection, 
specimen transport, specimen receipt, specimen processing, and storage of slides. Cytologic interpretation 
is outside the scope of this document and is not addressed. 
 
Standard Precautions 
 
Because it is often impossible to know what might be infectious, all human 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. 1996;Vol 17;1:53-80.), [MMWR 1987;36(suppl 2S):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 
 
Cervical cancer, cervicovaginal specimen collection, diagnostic cervicovaginal cytology, liquid-based 
preparations, Papanicolaou stain, Papanicolaou technique, Pap smear, preneoplastic lesions 
 

 xvii

This is a preview of "GP15-A2". Click here to purchase the full version from the ANSI store.

https://webstore.ansi.org/Standards/CLSI/GP15A2?source=preview


Number 17 NCCLS
 

 xviii

This is a preview of "GP15-A2". Click here to purchase the full version from the ANSI store.

https://webstore.ansi.org/Standards/CLSI/GP15A2?source=preview


Volume 21 GP15-A2
 

                                                     

Papanicolaou Technique; Approved Guideline—Second Edition 
 
1 Introduction  
 
The primary purpose of obtaining a sample of cells from the uterine cervix is to detect precursor lesions 
of cervical cancer. The goal of this guideline is to provide recommendations for optimal specimen 
collection and processing. This is essential for accurate cytologic interpretation.  
 
2 Scope 
 
The scope of this document addresses the collection and processing of the cervicovaginal cytology 
specimen, including the conventional and liquid-based methods. The intent of this document is not to 
address interpretation of the cervicovaginal specimen, but to prepare a guideline that deals with the 
process up to and including the preparation of the slide. 
 
This guideline will be useful to healthcare providers, laboratory directors, supervisors, and others who 
have responsibilities for quality control in cytopathology laboratories.  
 
Various manufacturer devices are available for collecting and processing cervicovaginal cytology 
specimens. The manufacturer’s instructions for each product should be checked before instituting the use 
of that product. 
 
3 Definitionsa 
 
Cervical intraepithelial neoplasia (squamous intraepithelial lesion) (CIN), n - Precancerous cellular 
changes in the cervix which encompass a spectrum of cellular abnormalities, including CIN 1 (mild 
dysplasia, low-grade squamous intraepithelial lesion), CIN 2 (moderate dysplasia, high-grade squamous 
intraepithelial lesion), and CIN 3 (severe dysplasia/carcinoma in-situ, high-grade squamous intraepithelial 
lesion). 
 
Colposcopy, n - A procedure used to view the cervix with a long, focal-length, dissecting-type 
microscope after a solution of dilute acetic acid has been applied to the cervix; NOTE:  The acetic acid 
solution removes and dissolves the cervical mucus and causes CIN lesions to become whiter (acetowhite) 
than the surrounding epithelium; the coloration allows the colposcopist to identify and biopsy intra-
epithelial lesions and cancer. 
 
Conventional smear, n - A method of slide preparation utilizing the smearing and fixation of a sample of 
cells from the cervix/vagina onto a glass slide. 
 
Diethylstilbestrol (DES), n - Synthetic, nonsteroidal estrogens that were administered to gravid women 
who were thought to be at high risk for early pregnancy loss during the 1940s through the 1960s; NOTE:  
Subsequently, DES-exposed daughters developed non-neoplastic (adenosis) and neoplastic 
(adenocarcinoma) changes in the female genital tract. 
 
Human papillomavirus (HPV), n - A sexually transmitted virus implicated in the pathogenesis of 
cervical cancer and its precursor lesions; NOTE: HPV infections of the genital tract are thought to be the 
most common sexually transmitted viral disease. 
 

 

An NCCLS global consensus guideline. ©NCCLS.  All rights reserved. 1

a Some of these definitions are found in NCCLS document NRSCL8—Terminology and Definitions for Use in NCCLS Documents. For complete 
definitions and detailed source information, please refer to the most current edition of that document. 
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