CLINICAL AND
// LABORATORY *
STANDARDS \

.......... R
@
GP42 N\

Collection of Capillary Blood SpecimenS\Q

L 4
This standardNgrdvides procedures for collection of capillary blood

spegi Specifications for collection sites, puncture depth, and
di& le Ylevices used to collect, process, and transfer capillary

@ pecimens are also included.

\ A standard for global application developed through the Clinical and Laboratory Standards Institute consensus process.


https://www.stdhive.com/standards/clsi-gp42-pdf/

Clinical and Laboratory Standards Institute

Setting the standard for quality in medical 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 medical 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 o tha
development of all CLSI documents. It does not always connote unanimous agreement but does mea>n tiat fhe
participants in the development of a consensus document have considered and resolved all relevant ociections
and accept the resulting agreement.

Commenting on Documents

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

CLSI’s consensus process depends on experts who volunteer to serve as cgiitributing authors and/or as participants
in the reviewing and commenting process. At the end of each comment pcrior, the committee that developed

the document is obligated to review all comments, respond in writing to !l 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 managed according te.th coiisensus process by a committee of experts.

Appeal Process

When it is believed that an objection has notheeiy adequately considered and responded to, the process for
appeal, documented in the CLSI Standards Lewe.lopment Policies and Processes, is followed.

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

Get Involved—Volunteer!

Do you use CLSI docume ntstin your workplace? Do you see room for improvement? Would you like to get

involved in the revisitn piacess? Or maybe you see a need to develop a new document for an emerging
technology? CLSkwants to hear from you. We are always looking for volunteers. By donating your time and talents
to improve thestandards that affect your own work, you will play an active role in improving public health across
the globe

For a¢lditianal information on committee participation or to submit comments, contact CLSI.

CUniclil and Laboratory Standards Institute
P: +1.610.688.0100

: +1.610.688.0700

www.clsi.org

standard@clsi.org



https://www.stdhive.com/standards/clsi-gp42-pdf/

GP42-Ed7
September 2020
Replaces GP42-A6

© © ¢ 0 0 0000000000000 00000000000 0000000000 0000000000000 000000000000 000000000000 000 0000 0

Collection of Capillary Blood Specimens

Nancy Glasgow-Erickson, PBT(ASCP) Mark D. Kellogg, PhD, MT(ASCP), DABCC, FAACC
Anne-Marie Martel, MT Ruth E. McCall, BS, MT(ASCP)

J. Eric Stanford, MHA, MLS(ASCP)™ Teresa A. Miller, BS

Julia H. Appleton, MT(ASCP), MBA Kimberly Noble Piper, RN, BS, CPH, CPHG
Dennis J. Ernst, MT(ASCP), NCPT(NCCT) Shrita A. Smith, MS, MT(ASCP)

Kimberly Jo Flexter, MT(AMT), MLT(ASCP), PBT(ASCP) Susan S. Smith, BA, CPT(ASPT)

Sharon M. Geaghan, MD, FCAP

Abstract

© © ¢ 0 0 0 0000000000000 00000 000000000000 0000000000000 000000000000 00 e e 00 0000000000000 0 o

Clinical and Laboratory Standards Institute standard GP42—Collection of Capillary Blooa Specir ens provides procedures
for collection of capillary blood specimens that contribute to the accuracy of the resuics arid the safety of the patient and
the health care professional. Specifications for collection sites, puncture depth, «ad a sposable devices used to collect,
process, and transfer capillary blood specimens are also included.
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Proper capillary blood collection and handling procedures are critical to accurately reflect patient physiology. This
standard provides guidance for proper capillary blood collection procedures and processes to ensure the safety of the
patient as well as the health care professional responsible for blood specimen collections. Maintaining a standardized
collection procedure will help reduce preexamination errors.

Overview of Changes

This standard replaces the previous edition of the approved standard, GP42-A6, published in 2008. Severarchanges were
made in this edition. One of the principal changes is content reorganization to reflect a process compose ot multiple
procedures, consistent with the incorporation of QMS principles into CLSI documents. This standard preyides sequential
procedures that make up the process of successful, safe capillary blood specimen collections. Thafquatity system
essentials (QSEs) are foundational building blocks that function effectively to support the laborator s path of workflow.
Adherence to the QSEs ensures that collection is performed at a higher level of overall quality.Other changes include:

+ Providing greater detail on patient identification, registration, and specimen labeling proces: es
+ Revising identification of proper puncture sites

+ Expanding patient positioning instructions

+ Updating figures

+ Updating references

NOTE: The content of this standard is supported by the CLSI corizensiis process and does not necessarily reflect the views
of any single individual or organization.

KEY WORDS

Arterialization Hee! Puncture
Blood 'ncision Warming
Capillary Lancet

Finger Microcollection
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Introduction

This chapter includes:

Standard’s scope and applicable exclusions - Terminology information, including:

Standard precautions information — Terms and definitions used in the
standard

— Abbreviations and acronyms used in
the standard
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Introduction

Scope

This standard describes the process and related procedures for collecting diagnostic capillary blood specimens,
including capillary blood gases. It is intended for health care professionals responsible for obtaining specimens
from patients, as well as for manufacturers of capillary puncture and incision devices and microcollection
containers. GP42 also establishes requirements for single-use disposable devices for collecting, processing, and
transferring capillary blood specimens, including those for point-of-care testing. This standard does not cover
capillary puncture procedures for self-testing, nor does it cover procedures for point-of-care testing.

Standard Precautions

Because it is often impossible to know what isolates or specimens might be infectious, all patient and laboratory
specimens are treated as infectious and handled according to “standard precautions.” Standard precautions are
guidelines that combine the major features of “universal precautions and body substance isolation” practices.
Standard precautions cover the transmission of all known infectious agents and thus are more comprehensive
than universal precautions, which are intended to apply only to transmission of bloodborne pathogens. Published
guidelines are available that discuss the daily operations of diagnostic medicine in humans and animals while
encouraging a culture of safety in the laboratory.* For specific precautions for preventing the laboratory
transmission of all known infectious agents from laboratory instruments and materials and for recommendations
for the management of exposure to all known infectious diseases, refer to CLSI document M29.2

Terminology

CLSI, as a global leader in standardization, is firmly committed to achieving global harmonization whenever
possible. Harmonization is a process of recognizing, understanding, and explaining differences while taking steps
to achieve worldwide uniformity. CLSI recognizes that medical conventions in the global metrological community
have evolved differently in different countries and regions and that legally required use of terms, regional usage,
and different consensus timelines are all important considerations in the harmonization process. CLSI recognizes
its important role in these efforts, and its consensus process focuses on harmonization of terms to facilitate the
global application of standards and guidelines. Table 1 is provided to clarify the intended interpretations of the
following terms.

Table 1. Common Terms or Phrases With Intended Interpretations

Term or Phrase Intended Interpretation

“Needs to” or “must” | Explains an action directly related to fulfilling a regulatory and/or accreditation requirement or

is indicative of a necessary step to ensure patient safety or proper fulfillment of a procedure

“Require” Represents a statement that directly reflects a regulatory, accreditation, performance,

product, or organizational requirement or a requirement or specification identified in an
approved documentary standard

“Should” Describes a recommendation provided in laboratory literature, a statement of good laboratory

practice, or a suggestion for how to meet a requirement
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