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Abstract
Clinical and Laboratory Standards Institute document GP47—Management of Critical- and Significant-Risk Results 
describes systems for effective communication of laboratory results that need urgent clinical review. These laboratory 
results signify risk of major adverse patient outcomes. Therefore, mechanisms for their rapid identification and timely 
reporting are essential for patient safety. This guideline emphasizes management responsibilities for the development 
of the policy, the process, procedures, job descriptions, and monitoring systems that promote effective, timely reporting 
and compliance with regulatory requirements. 
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Foreword
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 routine reporting. 
GP47 recommends that this result category be called “significant-risk” results.

Due to the high risk to patient safety and the need for timely communication, 
the reporting of critical- and significant-risk results typically involves special 
procedures characterized by:

 Direct, person-to-person communication

 Verification of accurate receipt of information

 Occurrence within clinically appropriate time frames

 Documentation in the patient record

Many regulatory and accreditation organizations require processes for reporting 
results that need urgent clinical review as well as monitoring systems and quality 
goals to ensure reporting is timely and effective. Compliance with these regulatory 
and accreditation requirements is often a focal point during inspections of 
laboratories and health care organizations. 

This guideline defines key processes in the reporting of critical- and significant-risk 
laboratory results. It recommends processes and procedures that are compliant 
with regulatory and accreditation requirements and consistent with patient safety 
best practices.

NOTE: The findings and conclusions in this document are those of the authors and 
do not necessarily reflect the views of the organizations they represent.

key words
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Alert thresholds

Communication

Critical-risk results

Critical values

Patient safety

Quality management

Risk management

Significant-risk results
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Chapter
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

 Abbreviations and acronyms used in the 
document
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Management of Critical- and Significant-Risk Results

11  Introduction
1.1 Scope 

This guideline is intended for laboratory directors, managers, and 
personnel who develop and implement policies and processes for 
reporting laboratory results that need urgent clinical review. This guideline 
is also intended for health care administrators who oversee compliance 
with regulatory and accreditation requirements and clinical practice 
standards related to patient safety. This information is aligned with 
standards existing at the time of publication. This guideline is appropriate 
for all health care environments that conduct laboratory examinations 
for patient care. Materials are appropriate for laboratories associated 
with hospitals, clinics, or physician offices as well as independent referral 
laboratories. The recommendations cover every laboratory discipline 
and pertain to medical laboratories of every size, scope, and complexity, 
including point-of-care testing sites. 

The process for reporting critical- and significant-risk results is emphasized. 
The document also describes evidence-based quality metrics and 
methods to monitor the effectiveness of the reporting process. Common 
organizational challenges to reporting these laboratory results, and new 
approaches that apply informatics to make the process more effective and 
efficient are discussed. The appendixes include a sample policy, sample 
forms, specific information for specialty laboratories, and a sample flow 
chart for an escalation process. A summary of commonly reported critical- 
and significant-risk results, which are compliant with regulatory and 
accreditation requirements, is provided for organizations to consider for 
use. Because no single approach applies to every health care environment, 
organizations 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.1 Since this initial description, hospitals and laboratories 
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The Quality Management System Approach
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 
a template; 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, 
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 as follows: 

Organization
Customer Focus
Facilities and Safety

Personnel
Purchasing and Inventory
Equipment

Process Management
Documents and Records
Information Management 

Nonconforming Event Management
Assessments
Continual Improvement

GP47 addresses the QSE indicated by an “X.” For a description of the other documents listed in the grid, please refer to 
the Related CLSI Reference Materials section on page 86.

O
rg

an
iz

at
io

n

Cu
st

om
er

 F
oc

us

Fa
ci

lit
ie

s a
nd

 S
af

et
y

Pe
rs

on
ne

l

Pu
rc

ha
si

ng
 a

nd
 In

ve
nt

or
y

Eq
ui

pm
en

t

Pr
oc

es
s M

an
ag

em
en

t

D
oc

um
en

ts
 a

nd
 R

ec
or

ds

In
fo

rm
at

io
n 

M
an

ag
em

en
t

N
on

co
nf

or
m

in
g 

Ev
en

t 
M

an
ag

em
en

t

As
se

ss
m

en
ts

Co
nt

in
ua

l I
m

pr
ov

em
en

t

X
EP18 EP18 EP18 EP18
EP23

QMS01 QMS01 QMS01 QMS01 QMS01 QMS01 QMS01 QMS01 QMS01 QMS01 QMS01 QMS01
QMS02

QMS06
QMS11

QMS13
QMS15

QMS18SAMPLE



86

GP47, 1st ed.

 © Clinical and Laboratory Standards Institute. All rights reserved.

Related CLSI Reference Materials*
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 clinical 
laboratory managers and supervisors who wish to learn about risk management techniques and 
processes.

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

guidance based on risk management for laboratories to develop quality control plans tailored to the 
particular combination of measuring system, laboratory setting, and clinical application of the test.

 
QMS01 Quality Management System: A Model for Laboratory Services. 4th ed., 2011. This document 

provides a model for medical laboratories that will assist with implementation and maintenance of an 
effective quality management system.

QMS02 Quality Management System: Development and Management of Laboratory Documents. 6th 
ed., 2013. This document provides guidance on the processes needed for document management, 
including creating, controlling, changing, and retiring a laboratory’s policy, process, procedure, and form 
documents in both paper and electronic environments.

 
QMS06 Quality Management System: Continual Improvement. 3rd ed., 2011. This guideline considers 

continual improvement as an ongoing, systematic effort that is an essential component of a quality 
management system. A continual improvement program may consist of fundamental processes and 
common supporting elements described in this guideline.

 
QMS11 Management of Nonconforming Laboratory Events. 2nd ed., 2015. Grounded in the principles of 

quality management, risk management, and patient safety, this guideline provides an outline and the 
content for developing a program to manage a laboratory’s nonconforming events.

QMS13 Quality Management System: Equipment. 1st ed., 2011. This guideline provides recommendations 
for establishing equipment management processes from selection through decommission of equipment 
used in the provision of laboratory 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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QMS15 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 describes the details of how 
to conduct individual laboratory internal audits.

 
QMS18 Process Management. 1st ed., 2015. This guideline describes four requirements for managing 

laboratory processes and provides suggestions for effectively meeting regulatory and accreditation 
requirements, optimizing efficient use of resources, and contributing to patient safety and positive 
outcomes.
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For more information, visit www.clsi.org today.

Explore the Latest Offerings From CLSI!
As we continue to set the global standard for quality in laboratory testing, we are adding products and 
programs to bring even more value to our members and customers.

Find what your laboratory needs to succeed! CLSI U provides 
convenient, cost-effective continuing education and training 
resources to help you advance your professional development. We 
have a variety of easy-to-use, online educational resources that make 
eLearning stress-free and convenient for you and your staff.

See our current educational offerings at www.clsi.org/education.

When laboratory testing quality is critical, standards are needed and 
there is no time to waste. eCLIPSE™ Ultimate Access, our cloud-based 
online portal of the complete library of CLSI standards, makes it easy 
to quickly find the CLSI resources you need.

Learn more and purchase eCLIPSE at clsi.org/eCLIPSE.

By becoming a CLSI member, your laboratory will join 1,600+ other 
influential organizations all working together to further CLSI’s efforts 
to improve health care outcomes. You can play an active role in 
raising global laboratory testing standards—in your laboratory, and 
around the world.

Find out which membership option is best for you at www.clsi.org/membership.
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