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Foreword
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Quality system essential (QSE) Supplier and Inventory 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. A referral
laboratory is considered a supplier of a purchased laboratory service because laboratories that cannot perform specified
examinations pay for examinations to be performed on specimens sent to a referral laboratory. The
in Figure 1 demonstrates that each QSE, such as Supplier and Inventory Management, is a building
necessary to support any laboratory’s path of workflow from preexamination to examination tg

mede! depicted
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jonal and Natione ‘atory and Accreditation Requirements

Figure 1. The QWS Model for Laboratory (see CLSI docgfent QMS01%). The 12 QSEs are building blocks

ow. This figure represents how the 12 QSEs support a medical

nagement and technical operations in the medical laboratory environment*

can help laboratories qualify, select, and evaluate a referral laboratory and meet international

alifying, selecting, or evaluating a referral laboratory. Rather, it provides suggestions and examples

for fulfilling the requirements.
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Overview of Changes

This guideline replaces the previous edition of the approved guideline, QMS05-A2, published in 2012. Several changes
were made in this edition, including:

+ Added a flow chart outlining the process to qualify, select, and evaluate a referral laboratory
+ Expanded content on qualifying and selecting a referral laboratory
+ Added new information on evaluating a referral laboratory

+ Included additional information in the appendixes

NOTE: The content of this guideline is supported by the CLSI consensus process and d t necessaril VISV 5
of any single individual or organization.

KEY WORDS

Evaluation Referral laboratory

Qualification Referring laboratory
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Introduction

Scope

This guideline is intended for use by referring laboratories seeking a broad spectrum of services, a li
of esoteric examinations, consultative services, or a backup service provider for examinations pey
referring laboratory. This guideline provides recommendations for periodically
by the referral laboratory. This guideline can also be used by referral laboratorie
qualification, selection, and evaluation process and what might be expected by the
The recommendations in this guideline include activities necessary to meet internatio
requirements for referral laboratories.

The recommendations in this guideline are not meant as the only way to g
laboratories. Referring laboratories can modify the suggested criteria,
reflect applicable regulatory and accreditation requirements for meg

Background
This guideline contains specific recommendations for r i > Lol ying, selecting, and
evaluating a referral laboratory. Referring laboratory ¢ ifying criteria to gather

data and to evaluate and compare candidate referral

Terminology

CLSI, as a global leader in standardizatj

its important role in t 5 ss focuses on harmonization of terms to facilitate the
global application of §

e of a necessary step to ensure patient safety or proper fulfillment of a procedure

s a statement that directly reflects a regulatory, accreditation, performance,

ved documentary standard

“Should” scribes a recommendation provided in laboratory literature, a statement of good laboratory
practice, or a suggestion for how to meet a requirement
2 © Clinical and Laboratory Standards Institute. All rights reserved.
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3.8 Service Metrics Are Applied

The referring laboratory should develop metrics that enable monitoring of the referral laboratory’s performance.
Metrics that align with the criteria used in the original referral laboratory selection process should be defined.
Additional metrics can be defined as needed to monitor any new examinations or services or to monitor the
effectiveness of corrective actions. The referring laboratory process to define metrics about a referral laboratory
is similar to the process to develop internal quality indicators for laboratory operations. See CLSI document
QMS12* for information the laboratory should consider when selecting and developing metrics. The
thresholds will vary based on examinations and services provided and should be outlined within
See Appendix D for suggested metrics.

3.8.1 Data and Information Are Collected

Representative examples of data and information that can be collected for the evaluS
Subchapter 3.2.1 are included in Table 3.

Table 3. Examples of Representative Data and Information Used in Evaluating a
Evaluation Criteria Data and/or Info'  .cion for n

Licensure and accreditation status « Review of current licenses and acg

« Review of sanctions or limitatio
organizations

Quiality - Review of PT data

« Review of alternati

Customer service

Connectivity . i determine if there is a loss or corruption of the

as not operational

Specimen transport and logistics delivery times to determine transport times

a;formance with a documented order

grory- and/or accreditation-compliant reporting formats
- Rate of corrected and amended reports

- Time interval for reporting critical (imminently life-threatening) values

- Response time for inquiries about examination selection

SEnEE - Response time for inquiries about results interpretation

Billing and - Consistency of charges for referral laboratory services with those stated in

the agreement

« Application of charges to only those services performed

- Appropriate application of credits (eg, for lost specimens)

Abbreviations: PT, proficiency testing; TAT, turnaround time.
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4.6 Equipment Management

- Is additional equipment needed to process specimens being sent to the referral laboratory?

4.7 Process Management
+ How are changes in specimen processing, packaging, and shipment validated?

« Isthere a process to track specimens in transit to the referral laboratory?

+ How does the referral laboratory return examination results to the referring laborato,

« Does the referring laboratory have a process to manage examinatig@results return

laboratory?

4.8 Documents and Records Management

reports?

+ How is specimen tracking information maintained?

- Are documents and records created during t fory p tained according to the
records retention schedule?

4.9 Information Management

« Does a software interface nee
and examination results a

ion of specimen information

« Is information transmitte at maintains confidentiality?

results when the software interface is not

will information collected to assess referral laboratory or consultant services be used to improve
identified defects?

« What information should the referring laboratory request from the referral laboratory that provides objective
evidence of the referral laboratory’s continual improvement?
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Related CLSI Reference Materials*
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QMSo01 A Quality Management System Model for Laboratory Services. 5th ed., 2019. This guideline
provides a model for medical laboratories to organize the implementation and maintenance of an
effective quality management system.

QMmsi1 Nonconforming Event Management. 2nd ed., 2015. Grounded in the principles of qualj
management, risk management, and patient safety, this guideline provides an outline ang
developing a program to manage a laboratory’s nonconforming events.

Qms12 Developing and Using Quality Indicators for Laboratory Improvem

QMs21 Purchasing and Inventory Management. 1st ed., 2016. This g
and inventory management processes, which ensure availabilit
instruments, reagents, consumable materials, other produc
sources needed for providing quality 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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