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CLSI AUTO14 provides 7 ,ntext and framework for the use of 2-dimensional bar codes in
clinical and anatom\ pathology laboratories. The long-term goal of CLSI AUTO14 is to replace
linear bar codes currently in use in laboratories, because they are known to have unacceptably
high error rates that could lead to significant patient safety issues, such as misidentified

patients and incorrect tests.
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The CLSI consensus pf€ess, which is the mechanism for moving a document through 2 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should replace outdated editions with the current editions of CLSI documents.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.
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Foreword

Correct patient identification is critical to timely and appropriate patient care in all areas of health care, including
pathology and laboratory medicine. Prior CLSI standards addressed the use of a linear bar code (see CLSI AUTO02?), the
content of linear bar codes (see CLSI AUTO07?), and the format of the human-readable content on clinical pathology
specimen labels (see CLSI AUTO123). CLSI AUTO14, which covers the use of 2-dimensional (2D) bar codes on specimen
labels for both anatomic and clinical pathology, greatly improves patient identification in several ways. First, 2D
matrix bar codes have an exponentially lower error rate than linear bar codes, because error correction technology is
used. Second, 2D bar codes occupy significantly less label space than that required by linear bar codes, which enables
laboratories to encode and check multiple identifiers inside 1 bar code. Third, the use of structured encoded content

that includes identification of the laboratory location as well as the patient, specimen, agasadiguot lays the foundation

pathology, pediatric specimens, etc.

NOTE: The content of CLSI AUTO14 is supported by the CLSI
of any single individual or organization.

pnd does not necessarily reflect the views

KEY WORDS

automation patient safety

bar code
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Use of 2-Dimensional Bar Coding in Clinical and Anatomic
Pathology Laboratories

1.1

Introduction

Scope

CLSI AUTO14 specifies the requirements and recommendations for use of 2-dimensional (2D) bar-coding
technology in both anatomic and clinical laboratories for the labeling of specimens, aliquots, blocks, slides,
associated documents, etc. The encoded content of this 2D bar code is highly structured and includes multiple
elements to maximize patient identification within and between laboratories.

For laboratories, CLSI AUTO14 shall be used for:

« Parent specimen containers and all derivative sample containers i
specimen from an individual patient (eg, anatomic pathology speci
white cell pellet to extracted nucleic acid)

« Documents and records in which the document or record represe
specimen or case (eg, specimen requisition)

+ Labeling of autopsy patients (eg, toe tag) and their speci
+ Referral laboratory testing
+ Vendor-provided prelabeled containers with a

+ Specimen containers tested with in vitro dia i non-IVD instruments in the
clinical setting

- Specimens collected for the purpos d transfusion medicine testing, when compatible
with the specimen labeling requirem [ nal Society of Blood Transfusion 128 (ISBT 128)
standard®

+ Specimens collected frorg ood products, stem cells), when compatible with the

The encod ntent string defi
being analf@&d in digital records

014 may also be used for identifying the specimen and patient
neration sequencing data files, analysis files, electronic requisitions).

The intend Inical laboratory and anatomic pathology personnel, bar-code vendors,
IVD manufacturers, LIS vendolgl8lectronic health record system vendors, and other personnel involved in
collecting specimens from p ts (nurses, physicians, advanced practice professionals, laboratorians, etc.) in
all patient care areas (cliygi oratories, hospital units, emergency departments, blood bank personnel, tissue
banks, etc.).

CLSI AUTO14 is not intended for use by areas that do not use bar codes in the health care setting. CLSI AUTO14
does not:

+ Cover identification of items containing specimens from multiple patients (eg, transport bags, specimen
racks, slide trays, tissue microarrays, multiwell plates, multiplexed next-generation sequencing assay chips,
flow cells) or items containing multiple specimens from the same patient in which the individual specimens
have more than 1 case number or accession number.

© Clinical and Laboratory Standards Institute. All rights reserved.





