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Abstract

imen Labels: Content and Location, Fonts, and Label
acceptably high incidence of mislabeled specimens in clinical
quired human-readable elements that must appear on the label
pace, eg, slides and pediatric specimens), a standard label size
cation and format on this label for other commonly used elements. The
ment in correct specimen identification and is always to be in the top
for truncation for long patient names, the location and size of the bar
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left corner on each label. The
code on each label, a list of the
orientation of | i

ndards Institute consensus process, which is the mechanism for moving a document through
two or more leve the health care community, is an ongoing process. Users should expect revised editions of any
given document. 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guideline, users should replace outdated editions with the current editions of CLSI documents.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

Correct patient identification is critical to timely and appropriate patient care in all areas of health care,
including laboratory medicine. Published data have shown an unacceptably high rate of mislabeled
specimens in US laboratories.! At present, no standard format exists for clinical laboratory specimen
labels, and the lack of such a standard is believed to be a significant contributor to the current rate of
mislabeled specimens. This standard was developed to address the lack of a standard format for specimen
labels in order to lower the mislabel error rate in laboratories and health care institutions. The primary
focus of this standard is to identify the required human-readable elements that must appear on each label
and to specify the location, font, and font size of each of those elements. Additionally, the standard
specifies the location and size of the bar code on each label and provides adequ ace for other label
elements frequently used by laboratories, which are listed in the standard. A
laboratories and all health care providers who collect and handle clinic
contribute to a reduction of mislabeled specimens, ensuring higher quality
of results. It is expected that all organizations involved in the licensing and a
refer to this standard in their accreditation checklists used during laboratory ins

Key Words

Aliquot container, bar code, character set, daughter tube ize, Latin-1, patient

name, quiet zone, specimen collector, specimen label
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Specimen Labels: Content and Location, Fonts, and Label Orientation;
Approved Standard

1 Scope

This document presents a standard for specimen label content, format, and placement. This document is
intended for health care providers; laboratory information system (LIS) vendors, diagnostic vendors, and
vendors that manufacture labels and/or label printers; and for all other entities that collect, prepare, or
handle patient specimens and must use, print, or read specimen labels. With so xceptions, such as
slides and pediatric specimens that have limited label space, this standard is a able to all laboratory
specimens from the point of collection, including all transfers of specimens fr; ider to another.

The scope is limited, as described in Sections 1.1 to 1.7, to reduce comp 1 developing and
implementing the standard.

1.1  General Scope

This document provides requirements for the format and
specimen label: 1) patient name, 2) a unique patientfide itth (DOB), 4) specimen
collection time and date, and 5) a designated sp@ce g identification (ID) (initials,
signature, code), whether this ID is handwritten 0% pxi ortable label printer at the
time of collection. This standard reserves
customized needs on specimen labels such a i ult ealling or contact information, the type of tube

ument development committee acknowledges that
used in pathology systems and some automation

are correctly decoded according to the application to ensure that no
decoded into the wrong application. Finally, the standard requires a specific
orientation of th e specimen tube relative to the cap or stopper on the container.

1.2 Specimen Origination and Information Systems

This standard is to be applied to specimen labels from the time of collection through all phases of
laboratory processing and testing, when feasible. Accordingly, this standard was written so as to divide
the labeling locations (application points for the standard) into three categories: 1) specimen collection in
physician offices, phlebotomy stations, clinics, medical office buildings, and similar facilities, from which
the majority of specimens are transported to a laboratory; 2) specimen receipt and/or collection in hospital
laboratories or similar laboratories where specimens often come from the sources in the first category and,
thus, must often be relabeled, although they may also be collected within the facility and the labeling may
be controlled by positive patient ID label systems or other systems within the institution; and 3) specimen
receipt in reference laboratories, where specimens also must often be relabeled.

©Clinical and Laboratory Standards Institute. All rights reserved. 1



Number 7 AUTO12-A

It is recognized that specimen collection may be initiated within systems other than the LIS such as a
hospital information system (HIS), a computerized provider order entry system, or other systems the
health care enterprise uses to support other hospitals, phlebotomy centers, clinics, or physician offices
either organizationally affiliated with the laboratory or as reference customers of the laboratory. This
standard must be implemented in all such systems so there is consistency in label formats and appearance
for all labels throughout the enterprise, as well as on specimens ultimately forwarded to reference
laboratories that are outside the hospital system.

1.3  Character Set and Font Typographical Class

ard. However, it is
er sets, and that LIS

A principal limitation is that only the Latin-1 character set is specified in this s
anticipated that future versions of this standard might encompass other ch
vendors or others who may deal with multiple character sets might wis
possibility as they implement this standard. This standard also specifies t
Section 4.2), although a specific font is not specified. The document develop
serifs make the characters harder to read and can contribute to errors.

1.4 Preprinted Labels

Some laboratories now use tubes that the tube manufac
printed on labels the manufacturer affixes to tubgs
laboratories, this standard does not support them.

1.5 Aligquots, Daughter Tubes, and

Many laboratory automation systems (LASs) aliquotters that print bar coded labels that
are affixed to the tubes that are used in the Qli
laboratory’s LIS, and the bar c o the daughter tubes is the same laboratory
accession number that was on t
systems is often limited in size.

derivative specimens, co 83 inimal requirements of two unique identifiers as detailed
tent name (considered the primary identifier) and a second

instances in which these specimens will be transported around the
e laboratory, and are no longer contained within a confined automated

spectrometry, an ecular diagnostics) in which derivative specimens (eg, sample cups, microvials,
pilot tubes, microtiter plates, and slides) may be prepared and the labeling employed may be limited in
size and space. It is a recognized reality of laboratory medicine that many tests use such derivative
specimens. This standard acknowledges that reality, and requires only the minimal labeling requirements
stated in the previous paragraph when feasible. However, it is expected that laboratories using such
derivative specimens with limited label space have established an auditable procedure that prevents
labeling errors.

1.6  Container and Source Limitations

This standard addresses labels that are used in a clinical laboratory setting. However, it does not address
paraffin blocks, labels for slides that might be used in anatomic pathology, hematology, or microbiology,

2 “Clinical and Laboratory Standards Institute. All rights reserved.
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The Quality Management System Approach

Clinical and Laboratory Standards Institute (CLSI) subscribes to a quality management system approach in the
development of standards and guidelines, which facilitates project management; defines a document structure via a
template; and provides a process to identify needed documents. The approach is based on the model presented in the
most current edition of CLSI document HSO1—A Quality Management System Model for Health Care. The quality
management system approach applies a core set of “quality system essentials” (QSEs), basic to any organization, to
all operations in any health care service’s path of workflow (ie, operational aspects that define how a particular
product or service is provided). The QSEs provide the framework for delivery of any type of product or service,
serving as a manager’s guide. The QSEs are:

Documents and Records Equipment Information Management s Improvement
Organization Purchasing and Inventory Occurrence Management stomer Service
Personnel Process Control Assessment—External

and Internal

AUTOI12-A addresses the QSEs indicated by an “X.” For a description of the othe
please refer to the Related CLSI Reference Materials section on the following page.
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A path of workflow is thg ipti eps to deliver the particular product or service that the
organization or entity provide % ocument GP26—Application of a Quality Management System

oratory path of workflow, which consists of three sequential
texamination. All clinical laboratories follow these processes to
aboratory information.
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other do ease refer to the Related CLSI Reference Materials section on the following
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34 ©Clinical and Laboratory Standards Institute. All rights reserved.
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Related CLSI Reference Materials”

AUTOO01-A Laboratory Automation: Specimen Container/Specimen Carrier; Approved Standard (2000). This
document provides standards for the design and manufacture of specimen containers and carriers used for
collecting and processing liquid samples, such as blood and urine, for clinical testing in laboratory automation
systems.

AUTO02-A2 Laboratory Automation: Bar Codes for Specimen Container ldentification; Approved Standard—
Second Edition (2005). This document provides specifications for use of linear bar codes on specimen
container tubes in the clinical laboratory and for use on laboratory automation systems.

GP33-A Accuracy in Patient and Sample Identification; Approved Guideline (2010). This guideline describes the
essential elements of systems and processes required to ensure accurate patient j ification. The principles

HO03-A6 Procedures for the Collection of Diagnostic Blood Specimens by Veni
Sixth Edition (2007). This document provides procedures for the collecti
venipuncture, including line draws, blood culture collection, and venipuncture in

MM13-A Collection, Transport, Preparation, and Storage of hods; Approved

and transport conditions, and available nuclei

* CLSI documents are continually reviewed and revised through the CLSI consensus process; therefore, readers should refer to
the most current editions.

©Clinical and Laboratory Standards Institute. All rights reserved. 35
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