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Quality system essential (QSE) Assessments is one of the 12 QSEs described in CLSI document QMS01,* 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 Assessments, 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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« Standards for

uality management and technical operations of testing and calibration laboratories’
anagement and technical operations in the medical laboratory environment*

or how to implement requirements established by customers, regulators, and accreditation
MS17 is not a standard; that is, this guideline does not set requirements for external assessments.
Rather, it provides suggestions and examples for fulfilling the requirements.

organi
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Overview of Changes

This guideline was revised in 2023 under the Limited Revision Process and replaces the first edition of the guideline,
which was published in 2017. Several changes were made in this edition, including:

- Adding information on virtual external assessment

- Aligning QWS17 with the updated CLSI document template

NOTE: The content of this guideline is supported by the CLSI consensus process and does not necessarily re
of any single individual or organization.

KEY WORDS

assessment noncompliances require

external assessment recommendations

organization
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© Introduction

1.1 Scope

QMS17 provides guidance for establishing and maintaining a process to assist the laboratory in acj
a continuous state of readiness for assessment by an external assessment organization. It provid
guidance for:

- Seeking an assessment for the first time
- Considering whether to use a new external assessment organization
- Improving laboratory processes to achieve and sustain positive assessment outcomes

This guideline is intended for use by individuals responsible for the labora
These individuals include laboratory leadership and management, qualj
clinical research coordinators, and administrative and technical pergg nt to
increase their knowledge in this area. This guideline can be applied
complexity, including but not limited to:

+ Medical laboratories

« Public health laboratories
+ Research laboratories

- Cell therapy and tissue processing laboy
- Veterinary laboratories
- Food laboratories

- Environmental laboratori
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completed
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sed in this process flow chart: oval (signifies the beginning or end of a process), arrow (connects process activities), box
(design ctivities), diamond (includes a question with alternative “Yes” and “No” responses).
NOTE: The external assessment process might differ among accreditation organizations.

Figure 3. External Assessment Process Flow Chart?
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