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Abstract

Clinical and Laboratory Standards Institute POCT16—Emergency and Discst >r Point-of-Care Testing provides guidance on
the use of point-of-care testing (POCT) devices in emergency and disasier scttings. CLSI POCT16 serves as a resource by
providing a framework for POCT use in emergencies and disasteis. re :ominendations for selecting appropriate devices,
and criteria to assess device performance. The recommendatio. s de=cribed in CLSI POCT16 will increase user confidence
and benefit patients by improving the reliability of test resul*z- Aaditionally, government agencies can use CLSI POCT16
as a resource to equip emergency and disaster response tea.ns with POCT devices and the knowledge needed to operate
them properly.

Clinical and Laboratory Standards Institute (CLSI). Fme gericv and Disaster Point-of-Care Testing. 1st ed. CLSI guideline
POCT16 (ISBN 978-1-68440-278-6 [Print]; 978-1-58-4 277-9 [Electronic]). Clinical and Laboratory Standards Institute,
USA, 2025.

The Clinical ana ' aboratory Standards Institute consensus process, which is the mechanism for moving a document through two
or more lcvels of review by the health care community, is an ongoing process. Users should expect revised editions of any given
dociimer it 3ecause rapid changes in technology may affect the procedures, methods, and protocols in a standard or guideline,
wrers shoula replace outdated editions with the current editions of CLSI documents.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 you or your organization is not a member and would like to become one, or to request a copy of the catalog, contact us at:
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Foreword

CLSI POCT16 describes good practices for deploying point-of-care testing (POCT) devices in emergency and disaster
settings. POCT is defined as medical testing at or near the site of patient care. For the purposes of CLSI POCT16, these
sites encompass field sites, temporary structures, emergency departments, and all methods of transportation. POCT is
used for screening, diagnosis, and monitoring by means of handheld, portable, and transportable devices and test kits.
CLSI POCT16 identifies key criteria for regulatory requirements, quality management, device performance, operators ar.d
medical application of POCT in emergency and disaster settings. CLSI POCT16 will increase user confidence and be aetit
patients by improving the reliability of examination results and enhance the performance and quality of POCT devic =s,
reagents, and test kits deployed to emergency and disaster settings. The recommendations in CLSI POCT16 apply to any
country where existing medical infrastructure necessitates the use of POCT for emergency and disaster care.

NOTE: The content of CLSI POCT16 is supported by the CLSI consensus process and does not netessaily rcflect the views
of any single individual or organization.

KEY WORDS
disaster emergency management p: blic health preparedness
disaster planning and incident command systein recovery
mitigation . .
point-of-care testing response
emergency
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Emergency and Disaster Point-of-Care Testing

1.1

1.2

Introduction

Scope

CLSI POCT16 provides recommendations for improving performance and quality of point-of-care testing (POCT)
used in complex emergency and disaster settings. It provides criteria for POCT use in emergencies and disasters
and a framework for POCT device performance assessment.

In CLSI POCT16, POCT refers to devices with measurement capabilities beyond blood glucose.
CLSI POCT16 is useful to the following groups and is appropriate for broad global application:
« Point-of-care coordinators (POCCs), laboratory directors, and hospital administrators

- Laboratorians, disaster responders, emergency care personnel, and other groups who respond to adverse
medical crises worldwide

+ Point-of-care (POC) device manufacturers, as a source of performance expectations for their devices and
test kits

- Government agencies, nongovernmental organizations, and other organizations

CLSI POCT16 does not discuss the use of POCT devices in planning for hospital laboratory downtimes, electrical
outages, or other situations covered in CLSI GP36.* CLSI POCT16 is not intended to be all encompassing or to
preempt other disaster plans. Rather, this guideline is intended to complement existing local, regional, and
national disaster management strategies. Testing for chemical and bioterrorism is not described.

Background

According to Margareta Wahlstrom, the Secretary-General’s special representative for Disaster Risk Reduction at
the United Nations,? disasters in 2011 were the highest in history at $380 billion, mainly owing to earthquakes in
Japan and New Zealand. This figure is two-thirds higher than the previous record in 2005, when Hurricane Katrina
hit the southern United States. Major floods in Thailand and other countries also caused extensive damages

and economic losses. Wahlstrom additionally noted that “fifty percent of the world’s population is exposed

to disasters because they live in highly vulnerable areas.” Hence, emergency and disaster preparedness in low-
resource, challenging, and remote settings will become increasingly important in the future. In an updated report
for the period 1998 to 2017, the same UN office® reported $2.9 trillion (US) in direct economic losses. A total of
$2.2 trillion (US), or 77% of total economic losses, were due to climate-related disasters in disaster-hit countries, an
increase of 2.5 times in the last 20 years.

Furthermore, the 2004 Asian tsunami, Hurricane Katrina in 2005, the novel HIN1 2009 influenza pandemic, and
the COVID-19 pandemic illustrated the need for POCT in emergency and disaster care.** Disaster response teams
in each setting were ill-equipped to meet demands for diagnosis, monitoring, and targeted treatment. Field
experience showed that responders lacked key tests for bloodstream pathogen detection, cardiac biomarkers,
glucose monitoring, and influenza viruses. Deficiencies may have contributed to excess mortality.®

Emergencies and disasters can disrupt laboratory and health care operations. Thus, POCT is frequently used in
these settings based on various factors, including portability, rapid results, small sample volumes, and ease of use.
Care often needs to be administered immediately during an emergency or disaster. POCT plays a unique role in
the delivery of laboratory services, and POCT devices should be widely available for immediate use during crises.”

© Clinical and Laboratory Standards Institute. All rights reserved.



