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Abstract

Clinical and Laboratory Standards Instit ideli rt for Pain Management Programs provides
recommendations for medical laborat ervices in support of the care and treatment of persons in pain
management programs. This guidelin i ollection, testing methodologies, and results reporting and
interpretation. The intended users of thi ine i oratory scientists and personnel, medical technologists,

acists, and health care providers tasked with implementing
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Foreword

In the mid- to late 1990s, the health care industry recognized that many patients received inadequate pain
management during hospitalization. In response, several initiatives evolved, making pain management a
major focus of the health care industry and leading to the development of numerous services, clinics, and
research efforts dedicated to pain management Despite much progress in understanding acute and chronic
pain mechanisms, pharmacotherapy using opiates and opioids remains the primary therapeutic 1ntervent10n
for patients with chronic pain. In addition, these patients often suffer from anxiety and dgpiies

necessitating the use of anxiolytics and antidepressants.

limitations are often poorly understood by health care providers qdfSielc it ' . Because
iti i setting,
testing typically stops with screening. Similarly, an unexpecteg i i t receive additional

scrutiny. Both situations have resulted in patients being accH i @8€tibed drugs or not
complying with the use of prescribed drugs and, in some cases, B care. Recognizing
the seriousness of these consequences, a growing n ing ass spectrometry—
based methods as the first line of testing and e y unexpected result

whether positive or negative. There is also gro i i gpecimen types in specific
situations. Thus, the needs of pain mana i of toxicology testing

Laboratories have recognized the need ies, implement referral testing
services, and find opportunities to i i iders who use their services.

This guideline provides recommendat
Every effort has been madg e of toxicology testing for this area as it currently exists,
recognizing that techng a to change the testing landscape as this guideline was
being written.

ported by the CLSI consensus process and does not necessarily
canization.

V, opiates, pain management, therapeutic drug monitoring, toxicology

vii
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Laboratory Support for Pain Management Programs

Chapter 1: Introduction

This chapter includes:

e Guideline’s scope and applicable exclusions

e Background information pertinent to the guideline’s content
e Standard precautions information

e “Note on Terminology” that highlights particular use and/or vari
definitions

e Terms and definitions used in the guideline

e Abbreviations and acronyms used in the guideline

1.1 Scope
This guideline provides recommendations for laborat [ g inics and services,
including guidance on specimen types and co i i i sults reporting, and

interpretation. To assist in results interpretatio
metabolites for commonly encountered drugs

The intended users of this guidelin
administrators, physician office per i pharmacists, and health care providers tasked

es as a warning of injury. Most episodes of pain are acute
ealing. Chronic pain, on the other hand, often evolves without a
er a prolonged time, and its treatment is challenging. Surveys
ldwide report chronic pain and that up to 75% of all individuals

often complex, involving psychological, social, and environmental interventions
ent of underlying diseases or pathology. Many patients become candidates for
pecializing in pain management. These groups are typically multidisciplinary,
of physicians as well as other health care providers, such as nurses, pharmacists,
, nutritionists, and occupational therapists. The goal of treatment is to reduce the level of pain
and improve the patient’s quality of life.

When non-narcotic analgesics and anti-inflammatories (eg, acetaminophen [paracetamol], ibuprofen,
naproxen) fail, pharmacological treatment often involves the use of opiates and opioids. Muscle relaxants,

©Clinical and Laboratory Standards Institute. All rights reserved. 1
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antidepressants, antiepileptics, sedatives, and topical anesthetics, some of which are controlled substances,
are also commonly used and effective in many cases. Table 1 lists many drugs that are of interest in

monitoring pain management patients.

2 ©Clinical and Laboratory Standards Institute. All rights reserved.
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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 that 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:

Organization Personnel Process Management Nonconforming Event Mana
Customer Focus Purchasing and Inventory Documents and Records Assessments
Facilities and Safety Equipment Information Management

C63 covers the QSE indicated by an “X.” For a description of the other documents listed 1
the Related CLSI Reference Materials section.
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