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Foreword

Developing or participating in the processes for procuring equipment,

instruments, reagents, consumable materials, other products, and services from
external sources needed for the laboratory’s scope of operations and managing
the laboratory’s inventory of reagents and materials are critical to optimizing

the effectiveness of a QMS and sustaining quality. This guideline encourages an
organized approach for procuring laboratory equipment, instruments, reagents,
consumable materials, other products, and services from external sources in a

manner that meets regulatory, accreditation, and business requirements.

In the QMS, Purchasing and Inventory is one of the 12 quality system essentials
(QSEs) described in CLSI document QMS01,* which defines a structured approach
to organizing, creating, and maintaining the necessary information for the QSEs.
The QMS model depicted in Figure 1 demonstrates how each QSE, including
Purchasing and Inventory, is a building block to quality and is necessary
any laboratory’s path of workflow from preexamination to examinatig
postexamination.

DISCIPLINES

« Chemistry

* Hematology
 Microbiology

« Transfusion Medicine

Y PATH O

PREEXAMINATIC EXAMIN, POSTEXAMINATION
* Order < Sample » Samnle * Receive nation  * K *Report + Sample )
Collection and ana Release  Management
Process Interpre /

« Anatomic Pathology

« Cytology

* Immunology
* Genetics

« Etc.

A
Assessme. QUALITY &YSTEM ESSENTIALS Impoouoant

Information Nonconforming
Management Event Management

asin f Process
an Jentogry Equipment Management

Customer Focus Facilities and Safety

national « National * Regional * Local * Organizational Requirements

gement System Model for Laboratory Services (see CLSI document QMS01?)
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Properly developing or participating in purchasing and inventory management
processes positively affects the:

> Effectiveness and efficiency of these processes

» Ability to reduce or eliminate costly procurement or inventory
problems

> Likelihood of meeting organizational expectations

» Potential for successful regulatory and accreditaty
assessments

» Assurance of customer satisfa

organization.

KEY WORDS
Consumable materials Materials management
Electronic inventory Procurement
management .

Purchasing
Equipment
Instruments

Inventory management

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

viii



Chapter @

Introduction

This chapter includes:

» Guideline’s scope and applicable » Terms and definitic - 1sed in !
exclusions guideline

» Background information pertinenttothe ~ » Abbreviat’ ronyms usedin the
guideline’s content guidelir

» “Note on Terminology” that highlights
particular use and/or variation in use of
terms and/or definitions
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Pu'rchasing and Inventory Management
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©® Introduction

1.1 Scope

This guideline is applicable to medical laboratories of any size &

This guideline provides
information for procuring
equipment, instruments,
reagents, consumable
materials, other products, and
services from external sources
and also provides information
about inventory management
processes.

plement requirements
al standards, and by regulatory

gsses and procedures. Instead, this
what laboratories need to do to meet

M standards®**2 for purchasing and inventory
ent, and provides suggestions and examples for
the requirements.

This guideline does not provide detailed information on how to make
a business case for the purchase of expensive capital items such as
equipment, instruments, test systems, or information systems. It does not
discuss the purchase of other business units.
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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,
operational aspects that define how a particular product or service is provided). The QSEs provide the frame
delivery of any type of product or service, serving as a manager’s guide. The QSEs are as follows:

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

QMS21 covers the QSE indicated by an “X.” For a description of the other documents listed in the 8
Related CLSI Reference Materials section.

‘ming Event
ment

«s and Rr

Organization
Assessments

Facilities and Safety
cor
Mari

Customer Focus
.nformati .anagement )

Continual Improvement

Personnel
8 Purchasing and Inventory
Dor
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Related CLSI Reference Materials*
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QmMso1 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.

QMSs05 Quality Management System: Qualifying, Selecting, and Evaluating a Referral Labo
2nd ed., 2012. This guideline provides recommended criteria and easily implemented prg
qualifying, selecting, and evaluating a referral laboratory.

Qmsil Nonconforming Event Management. 2nd ed., 2015. Grounded in th [ples of g
management, risk management, and patient safety, this guideline provides a i
developing a program to manage a laboratory’s nonconforming events.

ntent for

QMs13 Quality Management System: Equipment. 1st ed., 2011. Thjg
for establishing equipment management processes from selectj
used in the provision of laboratory services.

endations

* 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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