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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 wordwide 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 con-
sensus 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 specialities 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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Abstract

This guideline, Selecting and Evaluating a Referral Laboratory; Approved Guideline (NCCLS document
GP9-A), provides reasonable objective criteria to assist laboratory managers and directors with choosing
a referral laboratory. The subcommittee that developed this guideline was comprised of laboratory
professionals from commercial and state referral laboratories, government agencies, accrediting bodies,
and hospitals and medical centers. With the benefit of this broad-based experience, we attempted to
provide, primarily to laboratory managers and directors, an easily implemented, but thorough, procedure
for evaluating and choosing a laboratory where routine or special analyses could be carried out most
effectively. In Section 2, the guideline outlines the reasons for choosing a referral laboratory, and in
Section 3, the criteria for selection. The document also contains a checklist, many of whose points
correspond to the selection criteria covered in Section 3.

[NCCLS. Selecting and Evaluating a Referral Laboratory; Approved Guideline. NCCLS document GP9-A
(ISBN 1-566238-357-4). NCCLS, 940 West Valley Road, Suite 1400, Wayne, PA 19087, 1998.]

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.
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Foreword

A clinical laboratory often requires the assistance of an outside facility or facilities to perform unique
or unusual services, as a backup service, or for routine services that the referring (primary) laboratory
does not perform. Choosing a referral laboratory can be tedious, time-consuming, and difficult. It
requires thorough research into the options available to today's laboratory director. This universal need
for referral laboratory services underscores the need for guidelines to follow when choosing these
services.

Deciding which laboratory to use can be based on several factors (e.g., references, cost, turnaround
time, salesperson claims, proficiency, proximity, or "gut feelings"). Frequently it is only one of these
criteria that is the deciding factor. While the cost of referral laboratory services may be an important
consideration, the selection of a referral laboratory should be based primarily on the quality of services
provided.

This guideline outlines steps to be used when evaluating a referral laboratory. The reasons for choosing
a referral laboratory are outlined in Section 2. The criteria for selection are presented in Section 3 and
includes information on how to evaluate the quality of referral laboratory services, facilities, equipment,
personnel, quality control protocol, quality assurance/improvement activities, and instrument
maintenance. This is followed by information on evaluating referral laboratories with regard to
efficiency, scope of testing, specimen collection, test ordering, transportation, turnaround time, and
result reporting.

This guideline will be useful and applicable both for selecting a referral laboratory and for the ongoing
monitoring and evaluation of the selected laboratory.

Key Words

Referring (primary) laboratory, quality control, evaluation, selection.
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Selecting and Evaluating a Referral Laboratory; Approved Guideline

1 Introduction

Nearly every clinical laboratory must use the
services of a referral laboratory to process some
portion of its workload; no formal and generally
available criteria or guidelines have been
developed to help in the selection process. The
director of the referring laboratory is responsible
for selecting a referral laboratory and for its
ongoing evaluation based on objective evidence
of acceptable quality and responsiveness in
consultation with the institutional medical staff
or physician clients where appropriate.

Laboratories that must select a referral
laboratory will benefit from guidance which
emphasizes comprehensive yet relevant criteria.
Potential referral laboratories can also use
guidance to evaluate internal operations and
their ability to meet the needs of the primary
referring laboratory.

1.1 Scope

This document provides guidance which
emphasizes relevant and comprehensive criteria
to aid laboratories in the process of selecting a
referral laboratory. Similarly, potential referral
laboratories will benefit from having a set of
guideposts emphasizing relevant criteria
accepted by consensus, to aid in evaluating and
improving the quality of their operations.

This guideline presents objective criteria for
choosing a referral laboratory and it provides a
checklist to facilitate the process of selection.

2 Reasons for Choosing a Referral
Laboratory

Common reasons for sending specimens to a
referral laboratory are:

2.1 Unique or Unusual Service

The referral laboratory may provide a "one-of-a-
kind" analysis or perform tests that are
requested infrequently of the primary laboratory.

A referral laboratory might also be asked to
confirm unusual or unexpected results obtained
by the primary laboratory.

2.2 Backup Service

The referral laboratory may be asked to provide
both routine and esoteric services when a short-
term interruption of service at the referring
laboratory is caused by instrument breakdown,
unavailability of personnel, sudden increase in
volume, or any other unscheduled or
unanticipated situation.

2.3 Routine Service

The referral laboratory may perform routine
tests on an ongoing basis tests which may
be fundamental services but are not duplicated
by the referring laboratory; or routine tests not
performed during normal hours of operation
such as nights, holidays, and weekends.

3 Criteria for Selection

Regardless of the nature of referral services
requested by the primary laboratory, the
selection criteria fall into three major related
areas: quality of laboratory service, cost
effectiveness, and efficiency of service. While
the cost of referral laboratory services may be
an important consideration, the selection of a
referral laboratory should be based primarily on
the quality of services provided.

3.1 Quality of Referral Laboratory
Service

Although the assessment of quality is difficult,
an objective evaluation can be made using a
systematic approach. The referral laboratory
should expect, permit, and encourage an on-site
evaluation of its facility. On-site laboratory
evaluation during peak operating hours is
recommended and appropriate. Consider the
following criteria in evaluating quality.

3.1.1 Facilities and Equipment

(1) Determine whether the equipment,
supplies, and instrumentation are
consistent with the scope and volume
of testing being conducted.

(2) During an on-site visit, examine the
physical facility, general level of
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