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NCCLS is an international, interdisciplinary, nonprofit,
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community. It is recognized worldwide for the
application of its unique consensus process in the
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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
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issues affecting the quality of patient testing and health
care.
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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,
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Guideline A document developed through the
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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
consensus review and is released by the Board of
Directors.
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e the development and open review of documents

e the revision of documents in response to comments
by users

e the acceptance of a document as a consensus
standard or guideline.

Most NCCLS documents are subject to two levels of
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may also be made available for review at an intermediate
(i.e., “tentative”) consensus level.

Proposed An NCCLS consensus document undergoes the
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proposed standard or guideline. The document should
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Tentative A tentative standard or guideline is made
available for review and comment only when a
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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.
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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.
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Abstract

NCCLS document X4-R—Planning for Challenges to Clinical Laboratory Operations During a Disaster; A Report was written
for use by laboratory managers, directors, and supervisors, and is intended to provide a checklist of considerations to be used to
assess preparedness and begin planning for continuance and redirection of clinical laboratory services during emergency
situations. Emergency situations that are associated with large numbers of injured or dead (which will require an acute demand
for laboratory services) may also result in catastrophic disruptions in laboratory services. The emergency may be associated with
a variety of very different causes: natural, accidental, or terroristic. In each case, emergency operational procedures are
necessitated by loss or degradation of infrastructural elements, upon which routine laboratory operations are dependent. Sample
infrastructural insults include: interrupted access to utilities (electrical power, clean water, and refuse disposal), climate control,
transportation of clinical specimens, and electronic test ordering and reporting. In both natural and man-made disasters,
including events such as hurricane, flood, earthquake, and explosion, it is likely that more than one infrastructure element will be
lost. In other instances, including accidental or terroristic exposure to infectious, chemical, or radiological agents, it is likely that
utility infrastructure will remain operational, but there may be breakdowns in system components, possibly including quality
assurance for clinical specimen testing and reporting, as well as reporting public health issues. All of these issues are complicated

by the possibility that some laboratory staff may be unable or unwilling to report to work.

This report is written in an expanded checklist format. It outlines the important considerations laboratory professionals must

make to identify infrastructure and systems that may be at risk of failure during natural and man-made disasters.

NCCLS. Planning for Challenges to Clinical Laboratory Operations During a Disaster; A Report. NCCLS document X4-R

(ISBN 1-56238-510-0). NCCLS, 940 West Valley Road, Suite 1400, Wayne, Pennsylvania 19087-1898 USA, 2003.
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THE NCCLS 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, 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:
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Foreword

X4-R

Recent events have dramatically worsened our perceptions of the likelihood, severity, and types of
emergencies to which our communities and healthcare resources may be susceptible. While the
laboratory capacity to perform emergency clinical and public health testing has received considerable
attention, proportionately little guidance has addressed the logistical, nonanalytic challenges of laboratory
operation during large-scale disasters. This document seeks to reasonably balance concepts and
completeness, in an effort to urgently field information specifically addressing logistical (nonanalytic)
challenges of laboratory operations during an emergency of very large scale. Users of this document are
apprised that the challenges it seeks to address are, above all, evolving. National, state, local, and facility
emergency response plans and infrastructures are presently under intense scrutiny and revision. Given the

complexity of the "emergency response” topic, deficiencies in this limited report are inevitable.

The

authors and reviewers hope the contents are found useful to laboratorians in considering and planning for

these challenges wherever they live and work.
Key Words

Communications, disaster, local emergency operations plan, preparedness, public health, terrorism
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Planning for Challenges to Clinical Laboratory Operations During a Disaster;
A Report

1 Scope

This guide provides direction for assessing nonanalytic (operational) system components of both clinical
and public health testing that may be impaired or at risk of failure in various natural and man-made
disasters. Although certain aspects of the report focus upon emergency operational challenges confronting
hospital-based laboratories, guidance for clinical laboratories residing in physicians' offices, medical
centers, and reference (independent) laboratories is also provided. With this document, these institutions
have a framework to implement a team responsible for reviewing the infrastructures that support both
clinical and public health laboratory testing and result reporting. System components that may be
affected include:

- test ordering and receipt by the laboratory/phlebotomy team

- patient specimen acquisition and identification

- computer functions

- specimen transportation to the laboratory

- staffing

- analysis

- test result reporting

- reagents and supplies

- usual internal institutional partners for testing support

- test referral, specimen packaging and transportation, and communication to external reference
laboratories

- reporting tests of public health importance

- transportation of isolates for public health testing

- communication with the public health laboratory for epidemiologic surveillance

- morgue operations

2 Introduction

Recent events have emphasized an urgent need to expand laboratory, facility, community, state, and
national preparedness to include realistic considerations of the types and magnitudes of emergency
incidents heretofore thought impossible. Although beneficial, intense planning is proceeding within the
government, law enforcement, public safety, public health, and medical sectors, this document seeks to
recognize and address those preparedness and operational challenges unique to the clinical laboratory.
Both detrimental and beneficial potential effects related to the clinical laboratory’s relationship with
selected aspects of local community disaster planning are also explored.

Disaster planning and preparedness requires dedicated people, time, and money. Of these three, the first
is by far of greatest importance. It is important to understand that much can be accomplished
collaboratively and/or voluntarily without direct resource expenditures. For example, virtually expense-
free backup emergency communications systems are possible in cooperation with local volunteer
communicators using their own equipment. Networking among the participants and potential
stakeholders (to be described in this document) during plan development ensures a robust and flexible
plan, and also enhances aspects of routine clinical laboratory practice, such as relationships with local
public health personnel.

Funding will be required at most facilities to achieve suitable preparedness. While the situation is
evolving, funding for hospital and laboratory preparedness may be available through state health

An NCCLS national report. °NCCLS. All rights reserved. 1
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