CLINICAL AND
// LABORATORY
STANDARDS

INSTITUTE® 1st Edition

---------------------------------------------------------------------------------

GP47

Management of Critical- and
Significant-Risk Results

This guideline proviccs current best practice recommendations
for developing and implementing a policy and procedures

for the identification, reporting, and management of critical-

and significant-risk |2boretory results. Emphasis is placed on
management resporisibilities such as development of the policy,
the process, procedures, job descriptions, and monitoring systems
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The timely reporting of results that need urgent clinical review is a fundamental
responsibility of medical laboratories. This practice is essential for patient safety
and is mandated by regulatory and accreditation requirements for laboratories
and health care organizations. Laboratory and anatomic pathology results need
urgent clinical review when they represent a high risk to patient health and safety.
When the results indicate risk of immediately life-threatening conditions, they
need to be communicated without delay to a responsible caregiver for urgent
patient evaluation and management. GP47 recommends this result category be
called “critical-risk” results. In addition, the concept of patient risk can be applied
to a broader range of results that may not be immediately life-threatening, but
still represent a risk to patients unless they are clinically evaluated and managed
within a specific time frame sooner than would occur through routin
GP47 recommends that this result category be called “significant-risk”

Due to the high risk to patient safety and the need for timely c
the reporting of critical- and significant-risk results typicall
procedures characterized by:

» Direct, person-to-person communication
» Verification of accurate receipt of infq
» Occurrence within clinically appropria
» Documentation in the patient record

Many regulatory and accreditati

ce with these regulatory
inspections of

ions in this document are those of the authors and
pws of the organizations they represent.

Alert lists Critical-risk results Quality management
Alert thresholds Critical values Risk management
Communication Patient safety Significant-risk results
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Introduction

This chapter includes:

» Document scope and applicable
exclusions

» Background information pertinent to the
document content

» “Note on Terminology” that highlights
particular use and/or variation in use of
terms and/or definitions

» Terms and definitions used in the
document

» Abbreviati

d

ent

s and acronyms used in the
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® Introduction

1.1 Scope

This guideline is intended for laboratory directors, man

for patient care. Materials are app
with hospitals, clinics, or pisySisi

to make the process more effective and
pendixes include a sample policy, sample

sults, which are compliant with regulatory and
requirements, is provided for organizations to consider for

o single approach applies to every health care environment,
ions are encouraged to modify their policy and processes to
reflect the clinical needs of their patient populations.

This guideline does not cover the reporting of results from other
diagnostic services such as radiology or cardiology. However, the general
recommendations may be relevant to these services. In addition, this
document does not focus in depth on the reporting of routine laboratory
results; however, organizations should recognize that a breakdown in
the receipt and follow-up of all result categories may also be a source of
patient harm and medicolegal actions.

1.2 Background

Reporting laboratory results needing urgent clinical review was originally
highlighted by Lundberg, who defined a critical laboratory result as one
suggesting imminent danger to a patient unless appropriate action was
promptly initiated.! Since this initial description, hospitals and laboratories
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The Quality Management System Approach
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Clinical and Laboratory Standards Institute (CLSI) subscribes to a quality management system (QMS) approach in the
development of standards and guidelines, which facilitates project management; defines a document structure using
atemplate; and provides a process to identify needed documents. The QMS 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,

Organization Personnel Process Management
Customer Focus Purchasing and Inventory ~Documents and Records
Facilities and Safety Equipment Information Management Continua

GPA47 addresses the QSE indicated by an “X.” For a description of the other do
the Related CLSI Reference Materials section on page 86.

gents listed in the grid,

ent

‘ad Recorr

Organization
Customer Focus
Facilities and Safety
Personnel
Information Managemer!

Nonconformin
Manageme
Assessments

Continual Improvement

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

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



GP47, 1st ed.

Related CLSI Reference Materials*
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EP18 Risk Management Techniques to Identify and Control Laboratory Error Sources. 2nd ed., 2009.
This guideline describes risk management techniques that will aid in identifying, understanding, and
managing sources of failure (potential failure modes) and help to ensure correct results. Although
intended primarily for in vitro diagnostics, this document will also serve as a reference for glinical
laboratory managers and supervisors who wish to learn about risk management techpi

processes.

EP23™ Laboratory Quality Control Based on Risk Management. 1st ed., 2011.

QMso1 Quality Management System: A Model for Laboratory Se
provides a model for medical laboratories that will assist with im
effective quality management system.

QMS02 Quality Management System: Development

including creating, controlling, changing, and re
documents in both paper and electroni |

QMS06 d ed., 2011. This guideline considers

QMs11 nts. 2nd ed., 2015. Grounded in the principles of

QMS13 i aments : pment. 1st ed., 2011. This guideline provides recommendations
ishi t management processes from selection through decommission of equipment
aboratory services.

* CLSI documents are continually reviewed and revised through the CLSI consensus process; therefore, readers should refer to the most
current editions.
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Related CLSI Reference Materials (Continued)

QMS15

QMS18

Assessments: Laboratory Internal Audit Program. 1st ed., 2013. This document provides guidance
for how a laboratory can establish an internal audit program to enhance the quality of its services
through continual improvement. Whereas an audit program defines the “who,” “what,” “when,” “where,”

and “how” of meeting requirements for internal auditing, the audit process descgibes the details of how
to conduct individual laboratory internal audits.

Process Management. 1st ed., 2015. This guideline describes four r
laboratory processes and provides suggestions for effectively meetin

requirements, optimizing efficient use of resources, and contributing to
outcomes.
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