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Quality system essential (QSE) Documents and Records Management is one of the 12 QSEs described in CLSI document
QMSO01,* which provides the necessary background information and guidance to develop and maintain a QMS. The QMS
model depicted in Figure 1 demonstrates that each QSE, such as Documents and Records Management, is a building
block to quality and is necessary to support any laboratory’s path of workflow from preexamination to examination to
postexamination.
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« Genetics

LABORATORY PATH OF WO» W
PREEXAMINATION EXAMINATION POSH. ‘NATION

+ Examination + Specimen « Specimen + Specimen * Examination +Examination «Results < Laboratory munication +r
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Figure 1. The QWS Model for Laboratory
necessary to support any labg

es (see CLS| doSg@®Nnt QMS01%). The 12 QSEs are building blocks

section.
« Acces s of process and procedure documents for performing assigned job tasks.

rm processes and procedures using current approved documents.

odel for quality that any business should use to manage its operations, with information relating
e QSEs?

+ Requirements for both quality management and technical operations of testing and calibration laboratories®

+ Standards for quality management and technical operations in the medical laboratory environment*
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QMS02 is a guideline that can help laboratories implement a laboratory documents management program and meet
international standards and regulatory and accreditation requirements.?** QMS02 is not a standard; that is, this
guideline does not set requirements for managing documents. Rather, it provides suggestions and examples for fulfilling
the requirements.

Overview of Changes

This guideline was revised in 2024 under the Limited Revision Process and replaces the 6th edition of the guidelingma
was published in 2013. Several changes were made in this edition, including:

+ Aligning QMS02 chapters and subchapters with CLSI document QMS26* to first discuss the compo
documents management program, followed by the processes for creating and m individua

- Aligning QMS02 with the updated CLSI document template.

+ Updating information about electronic document management systems to provide addi
medical laboratories.

NOTE: The content of this guideline is supported by the CLSI consensus process a
of any single individual or organization.

KEY WORDS
document documents mana
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© Introduction

1.1 Scope

This guideline presents the elements of a program for managing laboratory documents. In additiog
based process is described for preparing different types of laboratory documents from the time 3
recognized for a new or revised document, through the document’s use and c
The information presented applies to both paper-based and electronic docume

This guideline is applicable to documents used by medical laboratories of any size, co
including point-of-care testing.

QMSO02 is intended for use by the following:
-+ Administrative and technical personnel who develop laboratory do
« Manufacturers
- Educators

- Regulatory and accreditation organizations

1.2 Background

All laboratories, regardless of size, generate im . ontain requirements
and instructions for laboratory activities an
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Appendix F. Example Preexamination Process: “Blood Sample
Collection Process”

Request is received

N Sample is labeled
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Additional needs?

Patient is assessed : Sample transportea
. horatory receiving

Sample is collected

Sample Receiving
Process
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