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CLSI Upcoming Webinars

Visit www.clsi.org/edu/webinars to register and learn more about future webinars!

Verification of Commercial Microbial Identification and Antimicrobial 
Susceptibility Testing Systems

Facts and Fiction about Colistin from Clinical and Public Health 
Perspectives

Antifungal Testing Update

Date/Time: 
August 17, 2016 
1:00–2:00 PM EST

Date/Time: 
September 20, 2016 
1:00–2:00 PM EST

Date/Time: 
November 15, 2016 
1:00–2:00 PM EST

Speakers: 
Janet A. Hindler, MCLS, MT(ASCP)
UCLA Health System
 

A. Beth Prouse, MS, MT(ASCP)
Peninsula Regional Medical 
Center

Speakers: 
Romney M. Humphries, PhD, 
D(ABMM)UCLA
David Geffen School of Medicine
 
David P. Nicolau, PharmD, FCCP 
Hartford Hospital

Jean B. Patel, PhD, D(ABMM))
Centers for Disease Control and 
Prevention

Speakers: 
Mariana Castanheira, PhD
JMI Laboratories
 

Audrey N. Schuetz, MD, MPH, 
D(ABMM)
Mayo Clinic

http://www.clsi.org/edu/webinars


CLSI Upcoming Fall 2016 Publications

Visit shop.clsi.org for our latest publications.

I/LA20  | Analytical Performance Characteristics, Quality 
Assurance, and Clinical Utility of Immunological Assays for Human 
Immunoglobulin E Antibodies of Defined Allergen Specificities, 3rd 
Edition

This report provides guidance for the design, analytical 
performance, standardization, quality assurance, and clinical 
application of laboratory assays used in the measurement of 
human immunoglobulin E antibodies of defined allergen specificity.
Item Order Code: I/LA20-ED3

C24  | Statistical Quality Control for Quantitative Measurement 
Procedures: Principles and Definitions, 4th Edition

This guideline provides definitions, principles, and approaches to 
laboratory quality control design, implementation, and assessment.
Item Order Code: C24-A4

QMS03 | Training and Competence Assessment, 4th Edition

This guideline provides a structured approach for developing 
effective laboratory personnel training and competence 
assessment programs
Item Order Code: QMS03-ED4

QMH | Handbook for Developing a Laboratory Quality Manual, 1st 
Edition

This handbook assists laboratories in developing a quality 
manual—a vital component of implementing and maintaining a 
complete laboratory quality management system.
Item Order Code: QMH

VET06 | Methods for Antimicrobial Susceptibility Testing of Infrequently Isolated or Fastidious Bacteria Isolated From Animals, 1st Edition

This document provides direction for antimicrobial agent disk and dilution susceptibility testing, criteria for quality control testing, and 
breakpoints of fastidious and infrequently tested bacteria for veterinary use.
Item Order Code: VET06-ED1

QMS21 | Purchasing and Inventory  
Management, 1st Edition

This guideline describes effective purchasing and 
inventory management processes, which ensure 
availability of the appropriate equipment, instruments, reagents, 
consumable materials, other products, and services procured 
from external sources needed for providing quality laboratory 
services.
Item Order Code: QMS21-ED1

QMS24 | Using Proficiency Testing and  
Alternative Assessment to Improve Medical  
Laboratory Quality, 3rd Edition

This guideline describes an approach for a complete  
proficiency testing (PT) process and provides assistance to 
laboratories in using PT as a quality improvement tool.
Item Order Code: QMS24-ED3

http://shop.clsi.org


Set higher standards as a CLSI member! Join CLSI 
and unlock new levels of lab testing quality. We 
know today’s labs face many complex challenges. 
CLSI is an organization committed to helping 
you raise the standards for quality in your lab 
environment and uncover the value that greater  
testing accuracy, efficiency, and safety provides  
your health care organization.

Join CLSI today! E-mail membership@clsi.org or visit www.clsi.org/membership.

Industry and Large Commercial Laboratories
Through membership, your organization has the 
opportunity to collaborate with regulatory agency 
members and learn about regulatory review 
processes and requirements for IVD devices, tests, 
and other diagnostic products.

Government Agencies 
CLSI membership provides government 
constituents with the opportunity to participate 
in our standards development process and directly 
influence globally applicable standards.

There Has  
Never Been a 
Better Time to 
Join CLSI.

mailto:membership%40clsi.org?subject=
http://www.clsi.org/membership


Organizational Membership

Individual Membership

Industry members receive additional benefits in each category to meet their more robust business needs. Visit www.clsi.org/membership for more information. 

Full Member 
 A 25% discount on CLSI standards, products, 
and programs

 Opportunity to participate on committees and 
the Board of Directors

Associate Member 
 A 15% discount on CLSI standards, products, 
and programs

 Opportunity to participate on committees

Student Member
Full-time students enrolled in an academic program

 A 25% discount on CLSI standards, products, 
and programs

Level I Membership
 CLSI’s complete library of standards, online and 
on CD-ROM

 A 70% discount on additional CLSI standards, 
products, and programs

 Free shipping within the United States
 Free education programs to help your staff stay 
up-to-date with the latest standards

Level II Membership
 A subscription to all newly published and 
revised standards

 A 60% discount on CLSI standards, products, 
and programs

 Free shipping within the United States

Level III Membership
 A 50% discount on CLSI standards, products, 
and programs

Individual Memberships
Our individual memberships provide affordable 
options for anyone interested in supporting or 
volunteering for CLSI. Benefits include committee 
participation, networking opportunities, and 
discounts on CLSI products.

Health System Memberships
Now administrators and directors can provide 
system-wide access to CLSI’s invaluable standards—
as well as all the other great CLSI member benefits—
at a highly cost-effective per-site rate.

Health Care Professions
CLSI membership helps you raise the standards for 
quality in your laboratory environment and uncover 
the value that greater testing accuracy, efficiency, 
and safety provides your health care organization. 

http://www.clsi.org/membership


CLSI Is Now Offering 
Health System Membership

One membership to cover all sites and staff within your integrated health system.

As hospital system budgets consolidate, the need for CLSI standards becomes more critical. Laboratories 
can more effectively offset costs when following our consensus-based documents to ensure high clinical 
quality. As such, it is imperative that staff members at every site are empowered with access to these 
standards to continually strengthen their quality practices and maximize the benefit to the system as a 
whole.

In response to these demands, CLSI has launched  the Health System Membership level. Our newest 
membership offering enables health systems to multiply the impact that the use of timely, consistent 
standards has on their overall quality of patient care and cost savings.

Extend the benefits of CLSI membership to your entire health system today! Visit www.clsi.org/apply, 
e-mail membership@clsi.org, or contact the CLSI Membership Department at +1.610.688.0100 to get 
your application started today.

http://www.clsi.org/apply
mailto:membership%40clsi.org?subject=


For a single cost-effective membership rate, all of your sites and staff will enjoy:

A Single Membership to Multiply Your Benefits
Health System Membership extends all the benefits of CLSI Level 
I membership to every site within your health system under one 
membership umbrella.

Now administrators and directors can provide system-wide access to 
CLSI’s invaluable standards—as well as all the other great CLSI member 
benefits—at a highly cost-effective per-site rate. 

Gain significant savings in membership dues per site—instead 
of paying a separate membership fee for each location, you can 
bundle and save across all sites.

Simplify administration with one membership account to 
manage, and one license to our online eCLIPSE Ultimate Access™ 
standards database that covers all of your users system wide. 

Benefit from a centralized membership plan that ensures 
all locations are following the most up-to-date standards—
enabling better patient care and, in turn, reduced costs.

Anywhere, Anytime 
Access to CLSI Standards, 
System Wide

Provide CLSI’s complete, 
most up-to-date library of 
consensus-based standards to 
your entire health system via 
eCLIPSE, our convenient and 
secure online portal. 

Free Educational  
Tools and  
Opportunities

CLSI will provide free copies 
of our companion products 
to every site within your 
health system, as well as 
complimentary registration for 
any CLSI eLearning program for 
up to two people at each site. 

70% Discounts on  
Other CLSI Products  
and Programs

CLSI offers much more 
than just standards to help 
laboratories improve quality 
practices. Health System 
Members receive 70% off our 
education programs, special 
products, and more. 

Access to  
Invaluable Volunteer 
Opportunities

As CLSI members, all staff 
in your health system will 
be eligible to volunteer in 
our standards development 
process, where they can enrich 
their résumés and boost your 
health system’s recognition for 
helping to set the standards for 
patient care quality worldwide.

Membership
Type

Annual
Dues

# of Sites per
Membership

Cost per
Site

Level I
Membership

Health System
Membership

$5,000 1 $5,000

$8,000 Up to 8 $1,000

$8,500 9 $945

$9,000 10 $900

$9,500 11 $865

$10,000 12 $835

$11,500 15 $770

VS VS



Automation 
and Informatics

Featured Documents

Document Pricing

Nonmembers: $140
Level I Members: $42 
Level II Members: $56 
Level III Members: $70 
Individual Full Members: $105
Individual Associate Members: $119
* Available as PDF download only.

AUTO11 | Information Technology Security of In 
Vitro Diagnostic Instruments and Software Systems, 
2nd Edition

This document provides a framework for 
communication of information technology 
security issues between the in vitro diagnostic 
system vendor and the health care organization.
Item Order Code: AUTO11-A2

AUTO12 | Specimen Labels: Content and Location, 
Fonts, and Label Orientation, 1st Edition

The purpose of this standard is to reduce human 
errors currently associated with the lack of 
standardization of labels on clinical laboratory 
specimens. The standard identifies the required 
human-readable elements to appear on specimen 
labels and specifies the exact locations, fonts, and 
font sizes of these elements.
Item Order Code: AUTO12-A

Shop Online!

Visit shop.clsi.org to see our full 
product listings and a preview 
of each publication.  

http://shop.clsi.org/automation-documents/AUTO11.html
http://shop.clsi.org/automation-documents/AUTO12.html
http://shop.clsi.org


Document List

AUTO02* | Laboratory Automation: Bar Codes for Specimen Container 
Identification, 2nd Edition 
Item Order Code: AUTO02-A2

AUTO03* | Laboratory Automation: Communications With 
Automated Clinical Laboratory Systems, Instruments, Devices, and 
Information Systems, 2nd Edition 
Item Order Code: AUTO03-A2

AUTO08 | Managing and Validating Laboratory Information Systems, 
1st Edition 
Item Order Code: AUTO08-A 

AUTO10* | Autoverification of Clinical Laboratory Test Results,  
1st Edition 
Item Order Code: AUTO10-A

LIS05* | Standard Specification for Transferring Clinical Observations 
Between Independent Computer Systems, 1st Edition 
Item Order Code: LIS05-A

LIS07* | Standard Specification for Use of Bar Codes on Specimen 
Tubes in the Clinical Laboratory, 1st Edition 
Item Order Code: LIS07-A

@CLSI_LabNews

Clinical and Laboratory Standards Institute  
(Company Page and Group)

Follow CLSI on Social Media!

http://shop.clsi.org/automation-documents/AUTO02.html
http://shop.clsi.org/automation-documents/AUTO02.html
http://shop.clsi.org/automation-documents/AUTO02.html
http://shop.clsi.org/automation-documents/AUTO03.html
http://shop.clsi.org/automation-documents/AUTO03.html
http://shop.clsi.org/automation-documents/AUTO03.html
http://shop.clsi.org/automation-documents/AUTO03.html
http://shop.clsi.org/automation-documents/AUTO08.html
http://shop.clsi.org/automation-documents/AUTO08.html
http://shop.clsi.org/automation-documents/AUTO08.html
http://shop.clsi.org/automation-documents/AUTO10.html
http://shop.clsi.org/automation-documents/AUTO10.html
http://shop.clsi.org/automation-documents/AUTO10.html
http://shop.clsi.org/automation-documents/LIS05.html
http://shop.clsi.org/automation-documents/LIS05.html
http://shop.clsi.org/automation-documents/LIS05.html
http://shop.clsi.org/automation-documents/LIS07.html
http://shop.clsi.org/automation-documents/LIS07.html
http://shop.clsi.org/automation-documents/LIS07.html


Clinical  
Chemistry  
and Toxicology

Featured Documents

C62* | Liquid Chromatography-Mass Spectrometry 
Methods, 1st Edition

This document provides guidance to the clinical 
laboratorian for the reduction of interlaboratory 
variance and the evaluation of interferences, assay 
performance, and other pertinent characteristics 
of clinical assays. This guideline emphasizes 
particular areas related to assay development and 
presents a standardized approach for method 
verification that is specific to mass spectrometry 
technology.
Item Order Code: C62-A

C57 | Mass Spectrometry for Androgen and Estrogen 
Measurements in Serum, 1st Edition

This guideline is intended to aid the laboratorian 
in developing appropriate procedures for the use 
of mass spectrometry in the measurement of 
androgens and estrogens.
Item Order Code: C57-ED1

Document Pricing

Nonmembers: $140
Level I Members: $42 
Level II Members: $56 
Level III Members: $70 
Individual Full Members: $105
Individual Associate Members: $119
* Available as PDF download only.

C40 | Measurement Procedures for the 
Determination of Lead Concentrations in Blood and 
Urine, 2nd Edition

This document provides guidance for the 
measurement of lead concentrations in blood 
and urine, including specimen collection, 
measurement by graphite furnace atomic 
absorption spectrometry, anodic stripping 
voltammetry, and inductively coupled plasma 
mass spectrometry. It also includes guidelines 
for quality assurance and quality control, and 
information on proficiency testing programs and 
laboratory certification.
Item Order Code: C40-A2

http://shop.clsi.org/chemistry-documents/C62.html
http://shop.clsi.org/chemistry-documents/C57.html
http://shop.clsi.org/chemistry-documents/C40.html


Document List

O R D E R  TO DAY:   To l l  Fr e e  (US):  8 7 7. 4 47. 1 8 8 8   |  +1 . 61 0 . 6 8 8 . 01 0 0  |   w w w. c l s i . o r g   |   c u s t o m e r s e r v i c e @c l s i . o r g

C24 | Statistical Quality Control for Quantitative Measurement 
Procedures: Principles and Definitions, 3rd Edition 
Item Order Code: C24-A3

C34* | Sweat Testing: Sample Collection and Quantitative Chloride 
Analysis, 3rd Edition 
Item Order Code: C34-A3

C43* | Gas Chromatography/Mass Spectrometry Confirmation of 
Drugs, 2nd Edition 
Item Order Code: C43-A2

C46 | Blood Gas and pH Analysis and Related Measurements,  
2nd Edition 
Item Order Code: C46-A2

C49 | Analysis of Body Fluids in Clinical Chemistry, 1st Edition 
Item Order Code: C49-A

C52* | Toxicology and Drug Testing in the Clinical Laboratory,  
2nd Edition 
Item Order Code: C52-A2

C56 | Hemolysis, Icterus, and Lipemia/Turbidity Indices as Indicators 
of Interference in Clinical Laboratory Analysis, 1st Edition 
Item Order Code: C56-A

C58* | Assessment of Fetal Lung Maturity by the Lamellar Body 
Count, 1st Edition 
Item Order Code: C58-A

Custom Document Packages
Create a unique package of documents for your lab! CLSI has customizable document 
packages that allow you to select the documents you need at a special discounted rate.

To place your order, visit www.clsi.org/custom-document-packages.   

http://www.clsi.org
mailto:customerservice%40clsi.org?subject=
http://shop.clsi.org/chemistry-documents/C24.html
http://shop.clsi.org/chemistry-documents/C24.html
http://shop.clsi.org/chemistry-documents/C24.html
http://shop.clsi.org/chemistry-documents/C34.html
http://shop.clsi.org/chemistry-documents/C34.html
http://shop.clsi.org/chemistry-documents/C34.html
http://shop.clsi.org/chemistry-documents/C43.html
http://shop.clsi.org/chemistry-documents/C43.html
http://shop.clsi.org/chemistry-documents/C43.html
http://shop.clsi.org/chemistry-documents/C46.html
http://shop.clsi.org/chemistry-documents/C46.html
http://shop.clsi.org/chemistry-documents/C46.html
http://shop.clsi.org/chemistry-documents/C49.html
http://shop.clsi.org/chemistry-documents/C49.html
http://shop.clsi.org/chemistry-documents/C52.html
http://shop.clsi.org/chemistry-documents/C52.html
http://shop.clsi.org/chemistry-documents/C52.html
http://shop.clsi.org/chemistry-documents/C56.html
http://shop.clsi.org/chemistry-documents/C56.html
http://shop.clsi.org/chemistry-documents/C56.html
http://shop.clsi.org/chemistry-documents/C58.html
http://shop.clsi.org/chemistry-documents/C58.html
http://shop.clsi.org/chemistry-documents/C58.html
http://www.clsi.org/custom-document-packages


Access CLSI standards with eCLIPSE Ultimate Access, an enhanced, 
premium platform with advanced features, including personalization and 
collaboration, user-friendly views of documents and tables of contents, 
direct linking to referenced materials, and customized alert functions!

 Unlimited – 24/7 online access
 Comprehensive – Every current CLSI standard
 Searchable – Key word search of the title or full text
 Accessible – Download PDFs for offline use
 Interactive – Add bookmarks and comments 

Search and Discover 

Document Number Search: Search for 
partial or full CLSI document numbers.

Key Word Search: Search words or 
phrases within the titles or abstracts of 
documents. 

Full Text Search: Search for a key word 
or phrase within the full text of the 
documents.

Filters: Filter the list of results by 
document category or key words.

Link Peek: This unique feature displays 
a sample of a referenced document, 
an individual page, or another section 
without leaving the current view. 
The Link Peek window is displayed 
alongside the current view for easy 
access to referenced content.

Advanced Print Options: This feature 
allows users to customize printing 
options for selected pages, sections, or 
paragraphs, which includes the ability 
to print associated annotations.

Annotations: Users can add 
comments, importance markers, tags, 
and bookmarks at the: 

Custom tags help categorize the 
documents at various granularity 
levels. Tags can also be used to link 
various sections of the document 
together for a customized view. 

 Document level 

 Page level 

 Section level 

 Paragraph level

Custom Collections: This unique 
feature allows users to select and 
group together document content 
at various granularity levels to create 
a new, custom document. Custom 
Collections can be used to create a 
custom view of important portions 
of a single document or to group 
together parts of various documents.

http://www.clsi.org/eclipse


Personalize and Collaborate

Share: Users can share comments, 
importance markers, tags, and 
messages with other users within 
their organization. 

Bulletin Board: The Bulletin Board, 
located on the dashboard, provides 
access to messages from CLSI and 
account administrators, all in one 
place. Messages from CLSI include 
announcements of new or revised 
documents, posted immediately upon 
publication!

Messaging: Users can send e-mail 
messages to other users, account 
administrators, and CLSI. 

Administrators: Account 
administrators of a multi-user 
subscription can add and update 
users and user information, generate 
usage reports, and send messages 
to selected users. The messages can 
be e-mailed or posted to the Bulletin 
Board.

Table of Contents: The table of contents 
is displayed alongside the document. 
It contains page numbers, top-level 
sections, and a list of tables and figures 
that users can access directly by clicking 
on the linked item.

Linking: This feature automatically 
converts CLSI document references 
within a document into hyperlinks. 
The linking feature allows users to 
easily access related CLSI documents.

Related Documents: This feature 
provides both the list of documents 
that are referenced in the current 
document and the list of documents 
that refer to the current document. 
The list is displayed alongside the 
document for easy access.

Page-by-Page Online PDF View: 
Documents are displayed in an 
interactive page-by-page view rather 
than as a continuous stream of pages. 
This feature is available without 
downloading the PDF, and no viewer 
plugin is required.

This user-friendly view allows users to 
access various value-added features, 
which enable personalization and 
collaboration.   



General 
Laboratory

Featured Documents

GP40 | Preparation and Testing of Reagent 
Water in the Clinical Laboratory, 4th Edition
This document provides guidelines on water 
purified for clinical laboratory use; methods 
for monitoring water quality and testing for 
specific contaminants; and water system design 
considerations.
Item Order Code: GP40-A4-AMD

GP47* | Management of Critical- and 
Significant-Risk Results, 1st Edition
This guideline provides current best practice 
recommendations for developing and 
implementing a policy and procedures for the 
identification, reporting, and management 
of critical- and significant-risk laboratory 
results. Emphasis is placed on management 
responsibilities such as development of the 
policy, the process, procedures, job descriptions, 
and monitoring systems that ensure effective 
reporting and compliance with regulatory 
requirements. 
GP47 Executive Summary included with purchase
Item Order Code: GP47-ED1

Document Pricing

Nonmembers: $140
Level I Members: $42 
Level II Members: $56 
Level III Members: $70 
Individual Full Members: $105
Individual Associate Members: $119
* Available as PDF download only.

GP36 | Planning for Laboratory Operations 
During a Disaster, 1st Edition
This document provides guidance for laboratory 
and health care leadership for development, 
implementation, and sustainment of effective 
emergency preparedness plans (all hazards) 
supporting nonanalytical components of clinical 
and public health laboratory services that 
may pertain to various natural and manmade 
disasters.
Item Order Code: GP36-A

http://shop.clsi.org/general-lab-documents/GP40.html
http://shop.clsi.org/general-lab-documents/GP47.html
http://shop.clsi.org/general-lab-documents/GP36.html
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GP05* | Clinical Laboratory Waste Management, 3rd Edition 
Item Order Code: GP05-A3

GP16 | Urinalysis, 3rd Edition 
Item Order Code: GP16-A3

GP17 | Clinical Laboratory Safety, 3rd Edition 
Item Order Code: GP17-A3

GP27 | Using Proficiency Testing to Improve the Clinical Laboratory, 
2nd Edition 
Item Order Code: GP27-A2

GP28* | Microwave Device Use in the Histology Laboratory,  
1st Edition 
Item Order Code: GP28-A

GP29 | Assessment of Laboratory Tests When Proficiency Testing Is 
Not Available, 2nd Edition 
Item Order Code: GP29-A2

GP31 | Laboratory Instrument Implementation, Verification, and 
Maintenance, 1st Edition 
Item Order Code: GP31-A

GP33* | Accuracy in Patient and Sample Identification, 1st Edition 
Item Order Code: GP33-A

GP34 | Validation and Verification of Tubes for Venous and Capillary 
Blood Specimen Collection, 1st Edition 
Item Order Code: GP34-A

GP39* | Tubes and Additives for Venous and Capillary Blood Specimen 
Collection, 6th Edition 
Item Order Code: GP39-A6

GP41 | Procedures for the Collection of Diagnostic Blood Specimens by 
Venipuncture, 6th Edition 
Item Order Code: GP41-A6

GP42* | Procedures and Devices for the Collection of Diagnostic 
Capillary Blood Specimens, 6th Edition 
Item Order Code: GP42-A6

GP43* | Procedures for the Collection of Arterial Blood Specimens,  
4th Edition 
Item Order Code: GP43-A4

GP44 | Procedures for the Handling and Processing of Blood 
Specimens for Common Laboratory Tests, 4th Edition 
Item Order Code: GP44-A4

Shop Online! 
Find Quick Guides and  
on-demand Webinars  
at www.clsi.org.

http://www.clsi.org
mailto:customerservice%40clsi.org?subject=
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Hematology
Featured Documents

H60 | Laboratory Testing for the Lupus 
Anticoagulant, 1st Edition
This document provides guidance and 
recommendations regarding the proper collection 
and handling of the specimen; descriptions 
and limitations of screening and confirmatory 
assays, and mixing tests used to identify lupus 
anticoagulant (LA); determination of cutoff values 
and calculations associated with the various 
assays; and interpretation of test results in an LA 
panel.

Item Order Code: H60-A

H48 | Determination of Coagulation Factor 
Activities Using the One-Stage Clotting Assay,  
2nd Edition
This guideline provides recommendations 
regarding the proper collection and handling of 
specimens, reagents, controls, calibrators, and 
materials needed to optimize factor assay testing. 
It includes recommendations for good laboratory 
practices related to analyzer and reagent 
performance, reference intervals, lot-to-lot 
validation, and quality control. Assay limitations 
and sources of errors and variability are also 
included.

Item Order Code: H48-ED2

Document Pricing

Nonmembers: $140
Level I Members: $42 
Level II Members: $56 
Level III Members: $70 
Individual Full Members: $105
Individual Associate Members: $119
* Available as PDF download only.

http://shop.clsi.org/hematology-documents/H60.html
http://shop.clsi.org/hematology-documents/H48.html


Document List

O R D E R  TO DAY:   To l l  Fr e e  (US):  8 7 7. 4 47. 1 8 8 8   |  +1 . 61 0 . 6 8 8 . 01 0 0  |   w w w. c l s i . o r g   |   c u s t o m e r s e r v i c e @c l s i . o r g

H02 | Procedures for the Erythrocyte Sedimentation Rate Test,  
5th Edition 
Item Order Code: H02-A5

H15* | Reference and Selected Procedures for the Quantitative 
Determination of Hemoglobin in Blood, 3rd Edition 
Item Order Code: H15-A3

H20 | Reference Leukocyte (WBC) Differential Count (Proportional) 
and Evaluation of Instrumental Methods, 2nd Edition 
Item Order Code: H20-A2

H21 | Collection, Transport, and Processing of Blood Specimens for 
Testing Plasma-Based Coagulation Assays and Molecular Hemostasis 
Assays, 5th Edition 
Item Order Code: H21-A5

H26 | Validation, Verification, and Quality Assurance of Automated 
Hematology Analyzers, 2nd Edition 
Item Order Code: H26-A2

H42* | Enumeration of Immunologically Defined Cell Populations by 
Flow Cytometry, 2nd Edition 
Item Order Code: H42-A2

H43* | Clinical Flow Cytometric Analysis of Neoplastic 
Hematolymphoid Cells, 2nd Edition 
Item Order Code: H43-A2

H47* | One-Stage Prothrombin Time (PT) Test and Activated Partial 
Thromboplastin Time (APTT) Test, 2nd Edition 
Item Order Code: H47-A2

H52 | Red Blood Cell Diagnostic Testing Using Flow Cytometry,  
2nd Edition 
Item Order Code: H52-A2

H54 | Procedures for Validation of INR and Local Calibration of PT/INR 
Systems, 1st Edition 
Item Order Code: H54-A

H56 | Body Fluid Analysis for Cellular Composition, 1st Edition 
Item Order Code: H56-A

H57* | Protocol for the Evaluation, Validation, and Implementation of 
Coagulometers, 1st Edition 
Item Order Code: H57-A

H58* | Platelet Function Testing by Aggregometry, 1st Edition 
Item Order Code: H58-A

H59 | Quantitative D-dimer for the Exclusion of Venous 
Thromboembolic Disease, 1st Edition 
Item Order Code: H59-A

Archived documents can be found online  
at www.clsi.org/document-archive.
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CLSI in the Global Community 
Through its Global Health Partnerships (GHP) program, CLSI provides international outreach 
services and hands-on support to laboratories in resource-constrained countries, helping them 
achieve sustainable quality with systems to better diagnose and treat patients with infectious 
diseases.

Providing support to laboratories in over 20 countries is a 
rewarding experience for each member of the CLSI GHP team.



CLSI, in collaboration with the Ministry of Health, Community 
Development, Gender, Elderly and Children’ (MoHCDGE&C) recently 
conducted gap assessments at 12 laboratories throughout Tanzania. 
Patrick Mateta, CLSI Director of Global Health Partnerships, returned 
from Tanzania with updates on the laboratories’ accreditation statuses. 
Notably, Mnazi Mmoja Hospital in Zanzibar was successfully assessed 
and recommended for accreditation through a Southern African 
Development Community Accreditation Service/South African National 
Accreditation Service (SADCAS/SANAS) twinning arrangement, and 
is awaiting the final confirmation of its accreditation status. Through 
the SADCAS/SANAS twinning arrangement, laboratories are assessed 
by assessors from both accreditation bodies and receive certificates of 
accreditation from each.

Upon Patrick’s return, CLSI had completed the first round of a four-
week mentorship program with Turiani Mission Hospital Laboratory 
and Singida Regional Hospital Laboratory. Additionally, the following 
laboratories began preparing applications for initial accreditation 
assessment by SADCAS/SANAS: Aga Khan Hospital, Temeke Municipal 

Hospital Laboratory, Ndanda Mission Hospital, and Kibong’oto TB 
Reference Laboratory.

As a result of CLSI’s technical assistance to Tanzanian laboratories, 
the National Health Laboratory Quality Assurance Training Center 
(NHL-QATC), Muhimbili National Hospital Central Pathology 
Laboratory, Bugando Medical Center, Mbeya Referral Hospital, and 
Kilimanjaro Christian Medical Centre have successfully maintained 
their accreditation statuses through the SADCAS/SANAS twinning 
arrangement. 

When asked what the most gratifying part of working alongside these 
organizations is, Patrick said, “Seeing laboratories that had no form 
of a quality management system being accredited at an international 
level and others being able to maintain their accreditation status 
is the most gratifying. This translates to quality, timely, reliable, 
and reproducible results, which will be used to effectively manage 
patients. The opportunity to make a difference in the delivery of sound 
health care to resource-constrained countries is always rewarding.”



Immunology
and Ligand Assay

Featured Documents

I/LA28 | Quality Assurance for Design Control 
and Implementation of Immunohistochemistry 
Assays, 2nd Edition
This document provides guidelines for the 
development of validated diagnostic, prognostic, 
and predictive immunohistochemical assays.
Item Order Code: I/LA28-A2

I/LA26 | Performance of Single Cell Immune 
Response Assays, 2nd Edition
This document contains methods of intracellular 
cytokine evaluation, major histocompatibility 
complex multimer quantitation, enzyme-linked 
immunospot technology, and carboxyfluorescein 
succinimidyl ester tracking dye staining for 
the assessment of cellular proliferation. It also 
provides basic aspects of specimen collection, 
transport, and preparation; results interpretation; 
and quality assurance and test validation 
approaches.

Item Order Code: I/LA26-A2

Document Pricing

Nonmember: $140
Level I Members: $42 
Level II Members: $56 
Level III Members: $70 
Individual Full Members: $105
Individual Associate Members: $119
* Available as PDF download only.

I/LA25* | Maternal Serum Screening,  
2nd Edition
This document addresses the steps required to 
provide reliable screening and reporting using 
examples of serum markers currently in common 
use (AFP, hCG, uE3, inhibin A, PAPP-A). Emphasized 
is first-trimester screening, in which serum 
markers used are PAPP-A and hCGβ, and the 
main ultrasound marker is nuchal translucency. 
Outcome evaluation, information management, 
and calculation of risk are also emphasized.

Item Order Code: I/LA25-A2
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I/LA20* | Analytical Performance Characteristics and Clinical Utility of 
Immunological Assays for Human Immunoglobulin E (IgE) Antibodies 
and Defined Allergen Specificities, 2nd Edition 
Item Order Code: I/LA20-A2

I/LA21* | Clinical Evaluation of Immunoassays, 2nd Edition 
Item Order Code: I/LA21-A2

CLSI offers unmatched opportunities to maximize your voice in the global laboratory and health care community as 
you work alongside colleagues and experts from diverse sectors to improve patient care worldwide.

Through our various volunteer opportunities, you will not only have a seat at the table with many influential 
members of the health care community, but have a chance to contribute your own expertise to the development and 

implementation of world-respected clinical laboratory testing standards.

Please visit www.clsi.org/volunteer for more information about volunteering.

Get Involved—Volunteer With CLSI! 

Don’t just follow the gold standard. Set it.
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BE FULLY PREPARED
for FDA Changes With CLSI’s Help 
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Laboratory-Developed Tests 

A Practical Guide for the Laboratory



Laboratory-Developed Tests (LDTs)
The US Food and Drug Administration (FDA) has issued new draft guidance to clinical  laboratories that perform LDTs.  Here 
is what you need to know about the proposed changes.

How do the changes affect my organization?
Consistent with FDA’s current regulation of in vitro  diagnostic (IVD) devices, the proposed draft framework will hold 
laboratories that perform LDTs accountable to the same standards as IVD manufacturers. If running  LDTs, your  
organization  will need to:

 Notify and/or register and list its LDT work with the FDA. 
 Understand and satisfy FDA Medical Device Reporting (MDR) requirements and the reporting requirements for 

corrections and removals. 
 Learn how to validate LDTs to establish product performance claims for  submitting data packages to the FDA.

Order the CLSI QSR LDT practical guide today! Visit www.clsi.org/LDTs to learn more.

premarket 
submission: 
The laboratory 
must register 
and list.

1 to 5 years: Enforcement of 
premarket review 
requirements for other Class IIII

I LDTs will be phased in.

After 6 months: Enforcement of 
MDR requirements for laboratories 

After 12 months: Enforcement of 
premarket review requirements 
for highest-risk LDTs

5 to 9 years: Enforcement of 
premarket review requirements for 
Class II LDTs will be phased in.

After 6 months: All
laboratories running LDTs
can opt to formally notify 
the FDA.

FDA issues Year 1 Year 5 Year 9

.

* Enforcement of MDR requirements for LDTs is detailed in the complementary FDA draft guidance document, FDA Notification and  
Medical Device Reporting for Laboratory Developed Tests (LDTs), available at www.clsi.org/LDTs.

Where can I find information?

 CLSI  provides leading LDT  resources, consistent 
with the FDA’s proposed requirements, as the 
way to help laboratories that perform LDTs 
comply with  FDA requirements.

When will the changes go into effect?

The FDA has proposed to conduct a phased-
in implementation approach based on risk, 
beginning with those LDTs considered high risk 
(Class III) and moderate risk (Class II).

Proposed Timeline

http://www.clsi.org/LDTs


Method
Evaluation

Featured Documents

EP21 | Evaluation of Total Analytical Error for 
Quantitative Medical Laboratory Measurement 
Procedures, 2nd Edition
This guideline provides manufacturers and end users 
with an understanding of concepts related to total 
analytical error (TAE) for quantitative measurement 
procedures. An experimental protocol and data 
analysis method are provided to estimate TAE based 
upon a comparison of methods experiment with 
patient specimens, and to assess it relative to a pre-
established goal for clinical acceptability.
Item Order Code: EP21-ED2

EP33 | Use of Delta Checks in the Medical 
Laboratory, 1st Edition
This guideline provides approaches for selecting 
measurands for which delta checks are useful, 
establishing delta check limits and rules for 
comparing them to previous results, establishing 
delta check alerts in the laboratory information 
system, investigating specimens with delta check 
alerts, and evaluating the effectiveness of the 
laboratory’s delta check systems.

Item Order Code: EP33-ED1

Document Pricing

Nonmember: $180
Level I Members: $54 
Level II Members: $72 
Level III Members: $90 
Individual Full Members: $135
Individual Associate Members: $153
* Available as PDF download only.

EP19* | A Framework for Using CLSI Documents 
to Evaluate Clinical Laboratory Measurement 
Procedures, 2nd Edition
This free report uses the “measurement procedure 
lifecycle” framework to aid users of CLSI evaluation 
protocols documents during establishment and 
implementation of measurement procedures 
developed by both commercial manufacturers and 
clinical laboratories, ie, for laboratory-developed tests.
Item Order Code: EP19-ED2 
Free report!
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EP05 | Evaluation of Precision of Quantitative Measurement 
Procedures, 3rd Edition 
Item Order Code: EP05-A3

EP06 | Evaluation of the Linearity of Quantitative Measurement 
Procedures: A Statistical Approach, 1st Edition 
Item Order Code: EP06-A

EP07 | Interference Testing in Clinical Chemistry, 2nd Edition 
Item Order Code: EP07-A2

EP09 | Measurement Procedure Comparison and Bias Estimation 
Using Patient Samples, 3rd Edition 
Item Order Code: EP09-A3

EP10 | Preliminary Evaluation of Quantitative Clinical Laboratory 
Measurement Procedures, 3rd Edition 
Item Order Code: EP10-A3-AMD

EP12* | User Protocol for Evaluation of Qualitative Test Performance, 
2nd Edition 
Item Order Code: EP12-A2

EP14 | Evaluation of Commutability of Processed Samples, 3rd Edition 
Item Order Code: EP14-A3

EP15 | User Verification of Precision and Estimation of Bias,  
3rd Edition 
Item Order Code: EP15-A3

EP17 | Evaluation of Detection Capability for Clinical Laboratory 
Measurement Procedures, 2nd Edition 
Item Order Code: EP17-A2

EP18 | Risk Management Techniques to Identify and Control 
Laboratory Error Sources, 2nd Edition 
Item Order Code: EP18-A2

EP23™ | Laboratory Quality Control Based on Risk Management,  
1st Edition 
Item Order Code: EP23-A

EP24* | Assessment of the Diagnostic Accuracy of Laboratory Tests 
Using Receiver Operating Characteristic Curves, 2nd Edition 
Item Order Code: EP24-A2

EP25* | Evaluation of Stability of In Vitro Diagnostic Reagents,  
1st Edition 
Item Order Code: EP25-A

EP26 | User Evaluation of Between-Reagent Lot Variation, 1st Edition 
Item Order Code: EP26-A
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Are you struggling with deficiencies from your latest inspection?
CLSI has the resources you need!

CLSI identified the top 10 most commonly cited deficiencies by major accreditation organizations, and created 
packages to address each area.

Each package is designed to provide you with the tools to:

 Prepare for accreditation inspection.

 Improve areas of interest.

 Resolve deficiencies.

View all of the Top 10 Deficiencies Solution Packages at www.clsi.org/Solutions.

Method Validation and Verification Method Correlation  Proficiency Testing  Adverse and Nonconforming Events Controls: Mean and Standard 
Deviation

http://www.clsi.org/Solutions


Join CLSI, your solution resource!
Find the package that addresses your lab’s needs and start implementing solutions today!

Order any solution package to address your lab’s greatest needs and receive your first year of membership free!

As a CLSI member, you will receive all the benefits of basic CLSI membership, including a 50% discount on documents, 
solution packages, and programs.

Visit www.clsi.org/Solutions to:

 Learn more about the top 10 laboratory deficiencies.

 Shop for solution packages.

 Browse CLSI’s full catalog of documents.

Specimen and Reagent Storage  Personnel Records, Responsibilities, 
and Competence  

Patient and Specimen Identification   Waived and Quantitative QCLab Director Responsibilities

http://www.clsi.org/Solutions


EP27* | How to Construct and Interpret an Error Grid for Quantitative 
Diagnostic Assays, 1st Edition 
Item Order Code: EP27-A

EP28 | Defining, Establishing, and Verifying Reference Intervals in the 
Clinical Laboratory, 3rd Edition 
Item Order Code: EP28-A3C

EP29* | Expression of Measurement Uncertainty in Laboratory 
Medicine, 1st Edition 
Item Order Code: EP29-A

EP30* | Characterization and Qualification of Commutable Reference 
Materials for Laboratory Medicine, 1st Edition 
Item Order Code: EP30-A

EP31* | Verification of Comparability of Patient Results Within One 
Health Care System, 1st Edition 
Item Order Code: EP31-A-IR

EP32* | Metrological Traceability and Its Implementation, 1st Edition 
Item Order Code: EP32-R

EP36* | Harmonization of Symbology and Equations, 1st Edition 
Item Order Code: EP36-ED1 
Free report!

Document List (Continued)
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Why Use IQCP?
In accordance with the new Clinical Laboratory Improvement 
Amendments (CLIA) quality control (QC) option, labs can either 
develop an individualized quality control plan (IQCP) or perform 
daily QC as described in current CLIA regulations. By choosing the 
IQCP option, labs can implement the QC measures necessary to 
improve the quality of testing and ensure compliance.
Each IQCP is customized according to test method, patient 
population, unique environment, and personnel competency. 
Creating a comprehensive IQCP can help identify potential 
sources of error and reduce risk.
CLSI document EP23 and its related resources guide labs 
in performing “The Right QC™” based on risk, gathering 
information, performing a risk assessment, and creating an 
effective IQCP. 
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IQCP Starter Package
CLSI document EP23 enables laboratories to perform “The Right QC” based on risks identified within their 
own environment. It guides laboratorians through gathering information, performing a risk assessment, 
creating an IQCP, and reviewing the plan for effectiveness. Major concepts from the EP23 document have 
been adopted by the Centers for Medicare & Medicaid Services CLIA program and placed into a new QC 
option based on risk management.

CLSI wants you to have access to our EP23 products to help you implement an IQCP in your lab!
This starter package includes:

 Level III Membership†

 EP23—Laboratory Quality Control Based on Risk Management, 1st Edition
 EP23-A—Worksheet: A Sample Form for Laboratory Quality Control Based on Risk Management
 EP23-A—Implementation Workbook: A Practical Guide for Laboratory Quality Control Based on  

Risk Management
 EP23 Online Workshop: Risk-Based Tools to Meet IQCP Requirements 

This workshop allows anyone, anywhere and at any time, to learn about IQCP, EP23, and its intent to help 
simplify QC based on risk management. Online modules, homework assignments, and individualized support 
via virtual classroom sessions allow users to gain personalized knowledge and advice. This program is worth 5.0 
P.A.C.E.® continuing education (CE) credits.

NOTE: The above products can also be purchased separately. 

Cost: Only $675 (Over a $1,000 Value!) 
Learn more about IQCP and EP23 at www.clsi.org/EP23.
† These offers apply only to hospital-based and government labs.

http://www.clsi.org
mailto:customerservice%40clsi.org?subject=
http://www.clsi.org/EP23


CLSI document EP23 enables laboratories to perform “The Right 
QC” based on risks identified within their own environment. It 
guides laboratorians through gathering information, performing 
a risk assessment, creating an IQCP, and reviewing the plan for 
effectiveness. Major concepts from EP23 were adopted by the CLIA 
program and placed into the new QC option. 
“I was probably one of the very few excited about the release of 
EP23 from CLSI, so I preordered it,” says Lou Ann Wyer, MS, MT(ASCP), 
Director of Laboratory Services, Sentara Healthcare, Norfolk, Virginia, 
who was one of the early adopters of IQCP and EP23. She adds, 
“When it arrived, I jumped right on it and started working up some 
of the analytes. We worked right up to the deadline to get all the 
point-of-care (POC) IQCPs completed.” 
The CLIA requirement to perform at least two levels of QC each day 
before patient testing can be very difficult and expensive for some 
systems.1 “With instruments that have internal QC, you can perform 

your liquid QC at a frequency that meets your lab’s proven comfort 
level, but what we’re trying to get with IQCP is the ‘right’ QC,” Wyer 
notes. “Your risk assessment is going to lead you to the right QC. 
Sometimes, based on your risk assessment, you might even want to 
increase the frequency of QC.
We will be including more patient comparison data than in the past. 
Because our historical QC data proved consistently acceptable with 
comparable performance of analyzers over time, we were able to 
implement the use of a subset of analyzers as part of our quality 
control plan. Using subsets of analyzers requires significantly less QC 
than when we were following the CLIA default QC.”
Developing IQCPs can take some time, but areas for improvement 
can be identified and better QC plans can result. Still having 
trouble with the creation of IQCPs? CLSI’s EP23 resources minimize 
confusion. Visit www.clsi.org/EP23 to learn more.

Benefits of IQCP Over the Current CLIA Requirements
If the current CLIA QC requirements work just fine, why should laboratories change to the IQCP option? Some laboratories 
have found that IQCP is a better alternative to the existing requirements. 

1 Paxton A. IQCP without agony at the point of care. http://www.captodayonline.com/iqcp-without-agony-point-care/. Accessed July 8, 2016.. 

http://www.clsi.org/EP23


EP23™ Online Workshop: 
Risk-Based Tools to Meet IQCP Requirements

 Learn how to implement a successful IQCP program!

 Gain knowledge and skills to implement CLSI document EP23.

 Simplify QC based on risk management. 

 Create an IQCP for an analyte and learn how to enhance your IQCP from a CLSI instructor.

Enroll today! Visit www.clsi.org/EP23 for more information. 
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New M100 Resources

Visit www.clsi.org/m100/ to learn more.

http://www.clsi.org/m100


M100 from CLSI
The Go-to Gold Standard in Antimicrobial Susceptibility Testing (AST)
For 30 years, the microbiology community has relied on CLSI’s annually updated M100 document as the gold standard for the latest, 
most trusted AST breakpoint data. Now the reference you reach for is even more easily accessible in a variety of brand new formats to 
fit your unique laboratory environment and working preferences.

M100 Document 
This document provides updated 
tables for the CLSI AST standards 

M02, M07, and M11, and is 
available as a downloadable PDF 

or printed document.

M100 PLUS 
Full online access to M100, 

with added functionality and 
fast, easy data searching in an 
electronic format. Plus, you’ll 

have the added benefit of quick 
access to related materials via an 

exclusive AST Resource Center.

M100 FREE
You can now quickly reference 

the most trusted AST breakpoints 
from anywhere with an 

Internet connection! M100 is 
available online as a convenient 

companion to the M100 
document.

Why Make CLSI’S M100 Your Reference of Choice?
Not only has CLSI long been the world-leading provider of AST breakpoints, methods, and quality control standards, but we are also the 
only organization in the world designated as a World Health Organization collaborating center for creation of medical laboratory standards. 
CLSI is also the only organization of its kind with an inclusive, transparent standards development process. Through equal balance of input 
among industry, government, and health care professionals, we protect against the threats of opaque decision-making and conflicted data.
No other organization provides this level of process transparency and balance, which helps ensure that M100 is widely upheld as the go-to 
publication for real-time identification of emerging bacterial resistance patterns—as agreed upon by the medical laboratory community.

http://shop.clsi.org/M100-S26.html
http://shop.clsi.org/M100plus.html
http://em100.edaptivedocs.net/Login.aspx


Microbiology
Featured Documents

M57* | Principles and Procedures for the 
Development of Epidemiological Cutoff Values for 
Antifungal Susceptibility Testing, 1st Edition

This guideline includes the criteria for developing 
and using epidemiological cutoff values for 
guiding clinical decisions when testing fungal 
species and antifungal agent combinations for 
which there are no breakpoints. 
Includes M59 Informational Supplement

Item Order Code: M57-ED1 & M59-ED1 
Nonmember Price: $230

Document Pricing

Nonmembers: $180
Level I Members: $54 
Level II Members: $72 
Level III Members: $90 
Individual Full Members: $135
Individual Associate Members: $153
* Available as PDF download only.

M23 | Development of In Vitro Susceptibility 
Testing Criteria and Quality Control Parameters, 
4th Edition

This guideline discusses the necessary and 
recommended data for the selection of 
appropriate interpretive criteria and quality 
control ranges for antimicrobial agents.
Item Order Code: M23-ED4

M45 | Methods for Antimicrobial Dilution 
and Disk Susceptibility Testing of Infrequently 
Isolated or Fastidious Bacteria, 3rd Edition

This guideline informs clinical, public health, 
and research laboratories on susceptibility 
testing of infrequently isolated or fastidious 
bacteria that are not included in CLSI 
documents M02, M07, or M100. Antimicrobial 
agent selection, test interpretation, and 
quality control are addressed.
Item Order Code: M45-ED3

http://shop.clsi.org/microbiology-documents/M57-M59-PK.html
http://shop.clsi.org/microbiology-documents/M23.html
http://shop.clsi.org/microbiology-documents/M45.html
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M06* | Protocols for Evaluating Dehydrated Mueller-Hinton Agar, 2nd 
Edition 
Item Order Code: M06-A2

M11 | Methods for Antimicrobial Susceptibility Testing of Anaerobic 
Bacteria, 8th Edition 
Item Order Code: M11-A8

M15* | Laboratory Diagnosis of Blood-borne Parasitic  
Diseases, 1st Edition 
Item Order Code: M15-A 

M22 | Quality Control for Commercially Prepared Microbiological 
Culture Media, 3rd Edition 
Item Order Code: M22-A3

M24 | Susceptibility Testing of Mycobacteria, Nocardiae, and Other 
Aerobic Actinomycetes, 2nd Edition 
Item Order Code: M24-A2

M26* | Methods for Determining Bactericidal Activity of Antimicrobial 
Agents, 1st Edition 
Item Order Code: M26-A

M27 | Reference Method for Broth Dilution Antifungal Susceptibility 
Testing of Yeasts, 3rd Edition 
Item Order Code: M27-A3

M27S| Reference Method for Broth Dilution Antifungal Susceptibility 
Testing of Yeasts, 4th Edition 
Item Order Code: M27-S4

M28 | Procedures for the Recovery and Identification of Parasites From 
the Intestinal Tract, 2nd Edition 
Item Order Code: M28-A2

M29 | Protection of Laboratory Workers From Occupationally 
Acquired Infections, 4th Edition 
Item Order Code: M29-A4

M35 | Abbreviated Identification of Bacteria and  
Yeast, 2nd Edition 
Item Order Code: M35-A2

M38 | Reference Method for Broth Dilution Antifungal Susceptibility 
Testing of Filamentous Fungi, 2nd Edition 
Item Order Code: M38-A2

M39 | Analysis and Presentation of Cumulative Antimicrobial 
Susceptibility Test Data, 4th Edition 
Item Order Code: M39-A4

M40 | Quality Control of Microbiological Transport  
Systems, 2nd Edition 
Item Order Code: M40-A2 

http://www.clsi.org
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M43* | Methods for Antimicrobial Susceptibility Testing for Human 
Mycoplasmas, 1st Edition 
Item Order Code: M43-A

M44 | Method for Antifungal Disk Diffusion Susceptibility Testing of 
Yeasts, 2nd Edition 
Includes M44S Informational Supplement 
Item Order Code: M44-A2 & M44-S3 

M45 | Methods for Antimicrobial Dilution and Disk Susceptibility 
Testing of Infrequently Isolated or Fastidious Bacteria, 3rd Edition 
Item Order Code: M45-ED3  

M47 | Principles and Procedures for Blood Cultures, 1st Edition 
Item Order Code: M47-A

M48* | Laboratory Detection and Identification of Mycobacteria,  
1st Edition  
Item Order Code: M48-A 

M50 | Quality Control for Commercial Microbial Identification 
Systems, 1st Edition 
Item Order Code: M50-A

M51* | Method for Antifungal Disk Diffusion Susceptibility Testing of 
Nondermatophyte Filamentous Fungi, 1st Edition  
Includes M51S Informational Supplement 
Item Order Code: M51-A & M51-S1

M52 | Verification of Commercial Microbial Identification and 
Antimicrobial Susceptibility Testing Systems, 1st Edition 
Item Order Code: M52-ED1 

M53* | Criteria for Laboratory Testing and Diagnosis of Human 
Immunodeficiency Virus Infection, 1st Edition 
Item Order Code: M53-A

M54 | Principles and Procedures for Detection of Fungi in Clinical 
Specimens—Direct Examination and Culture, 1st Edition 
Item Order Code: M54-A

M56 | Principles and Procedures for Detection of Anaerobes in Clinical 
Specimens, 1st Edition 
Item Order Code: M56-A

Shop Online! 
Visit www.shop.clsi.org/Microbiology to view related 
Microbiology products and on-demand webinars! 
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M02† | Performance Standards for Antimicrobial Disk 
Susceptibility Tests, 12th Edition 
This standard contains the current CLSI-recommended 
methods for disk susceptibility testing, criteria for quality 
control testing, and updated tables for interpretive zone 
diameters.

M07† | Methods for Dilution Antimicrobial Susceptibility Tests 
for Bacteria That Grow Aerobically, 10th Edition
This standard addresses reference methods for the determination 
of minimal inhibitory concentrations of aerobic bacteria by broth 
macrodilution, broth microdilution, and agar dilution. 

Related Companion Products

AST QC QG | AST QC Flow Chart Quick Guide
Based on M02, M07, and M100, these easy-to-use flow charts 
guide you through daily QC testing for both disk diffusion 
and aerobic dilution. Once required daily QC has been 
documented, users can convert to weekly QC with a flip of 
a page. It is formatted as durable, waterproof sheets on a 
detachable ring for convenient, shared use in the laboratory. 
Item Order Code: AST QC QG
Nonmember Price: $120 

M100 QG | M100-S26 Tables 1A–1C Quick Guide
Provides suggested groupings of antimicrobial agents that 
should be considered for routine disk and broth dilution 
testing and reporting by clinical laboratories. It is formatted 
as durable, waterproof sheets on a detachable ring for 
convenient, shared use in the laboratory.
Item Order Code: M100-S26 QG
Nonmember Price: $100

† M02 or M07 must be purchased with one of the following packages. 
Item Order Code:  M02-A12/M07-A10 PK16 (includes M02, M07, and M100) | Nonmember Price: $500
Item Order Code: M02-A12 PK16 (includes M02 and M100) | Nonmember Price: $340
Item Order Code: M07-A10 PK16 (includes M07 and M100) | Nonmember Price: $340

M100 | Performance Standards for Antimicrobial Susceptibility Testing, 26th Edition  
The tabular information presented in M100 represents the most current information for drug selection, interpretation, and 
quality control using the procedures standardized in the CLSI antimicrobial susceptibility testing standards M02, M07, and M11.
Item Order Code: M100-S26
Nonmember Price: $180 

http://www.clsi.org
mailto:customerservice%40clsi.org?subject=
http://shop.clsi.org/Companion-Products/AST-QC-QG.html
http://shop.clsi.org/Companion-Products/AST-QC-QG.html
http://shop.clsi.org/Companion-Products/AST-QC-QG.html
http://shop.clsi.org/Companion-Products/AST-QC-QG.html
http://shop.clsi.org/Companion-Products/AST-QC-QG.html
http://shop.clsi.org/Companion-Products/AST-QC-QG.html
http://shop.clsi.org/Companion-Products/AST-QC-QG.html
http://shop.clsi.org/Companion-Products/AST-QC-QG.html
http://shop.clsi.org/Companion-Products/AST-QC-QG.html
http://shop.clsi.org/Companion-Products/M100-S26-QG.html
http://shop.clsi.org/Companion-Products/M100-S26-QG.html
http://shop.clsi.org/Companion-Products/M100-S26-QG.html
http://shop.clsi.org/Companion-Products/M100-S26-QG.html
http://shop.clsi.org/Companion-Products/M100-S26-QG.html
http://shop.clsi.org/Companion-Products/M100-S26-QG.html
http://shop.clsi.org/Companion-Products/M100-S26-QG.html
http://shop.clsi.org/Companion-Products/M100-S26-QG.html
http://shop.clsi.org/microbiology-documents/M02-M07-M100-PK_5.html
http://shop.clsi.org/microbiology-documents/M02-M100-PK.html
http://shop.clsi.org/microbiology-documents/M07-M100-PK.html
http://shop.clsi.org/microbiology-documents/M100-S26.html


Molecular 
Methods

Featured Documents

MM23 | Molecular Diagnostic Methods for Solid 
Tumors (Nonhematological Neoplasms), 1st Edition
This guideline covers the current state of 
molecular diagnostic techniques intended for the 
characterization of solid tumors, and covers a 
range of clinical applications including diagnosis, 
prognosis, therapeutic response prediction for 
available drugs and those still in clinical trials, as 
well as monitoring and presymptomatic and 
predisposition testing.

Item Order Code: MM23-ED1

MM21 | Genomic Copy Number Microarrays for 
Constitutional Genetic and Oncology Applications, 
1st Edition
This guideline provides recommendations for validation, 
verification, performance, and interpretation of nucleic 
acid microarrays used for cytogenetic applications 
to measure copy number imbalances and loss of 
heterozygosity. Both constitutional and oncology 
applications are addressed.

Item Order Code: MM21-ED1
Document Pricing

Nonmembers: $140
Level I Members: $42 
Level II Members: $56 
Level III Members: $70 
Individual Full Members: $105
Individual Associate Members: $119
* Available as PDF download only.

MM03 | Molecular Diagnostic Methods for 
Infectious Diseases, 3rd Edition
This report addresses topics relating to clinical 
applications, amplified and nonamplified nucleic 
acid methods, selection and qualification of nucleic 
acid sequences, establishment and evaluation of test 
performance characteristics, inhibitors, and interfering 
substances, controlling false-positive reactions, 
reporting and interpretation of results, quality 
assurance, regulatory issues, and recommendations for 
manufacturers and clinical laboratories. 
Item Order Code: MM03-ED3

http://shop.clsi.org/molecular-methods-documents/MM23.html
http://shop.clsi.org/molecular-methods-documents/MM21.html
http://shop.clsi.org/molecular-methods-documents/MM03.html
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MM01* | Molecular Methods for Clinical Genetics and Oncology 
Testing, 3rd Edition 
Item Order Code: MM01-A3 

MM05* | Nucleic Acid Amplification Assays for Molecular 
Hematopathology, 2nd Edition 
Item Order Code: MM05-A2

MM06 | Quantitative Molecular Methods for Infectious Diseases,  
2nd Edition 
Item Order Code: MM06-A2

MM07 | Fluorescence In Situ Hybridization Methods for Clinical 
Laboratories, 2nd Edition 
Item Order Code: MM07-A2

MM09 | Nucleic Acid Sequencing Methods in Diagnostic Laboratory 
Medicine, 2nd Edition 
Item Order Code: MM09-A2 

MM11* | Molecular Methods for Bacterial Strain Typing, 1st Edition 
Item Order Code: MM11-A

MM13 | Collection, Transport, Preparation, and Storage of Specimens 
for Molecular Methods, 1st Edition 
Item Order Code: MM13-A

MM14 | Design of Molecular Proficiency Testing/External Quality 
Assessment, 2nd Edition 
Item Order Code: MM14-A2

MM17 | Verification and Validation of Multiplex Nucleic Acid Assays, 
1st Edition 
Item Order Code: MM17-A

MM18 | Interpretive Criteria for Identification of Bacteria and Fungi 
by DNA Target Sequencing, 1st Edition 
Item Order Code: MM18-A

MM19 | Establishing Molecular Testing in Clinical Laboratory 
Environments, 1st Edition 
Item Order Code: MM19-A

MM20 | Quality Management for Molecular Genetic Testing,  
1st Edition 
Item Order Code: MM20-A

MM22 | Microarrays for Diagnosis and Monitoring of Infectious 
Diseases, 1st Edition 
Item Order Code: MM22-A

Shop Online! 
Visit shop.clsi.org to see our 
full product listings and a 
preview of each publication.
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Newborn 
Screening

Featured Documents

NBS02 | Newborn Screening Follow-up,  
2nd Edition
This guideline describes the basic principles, scope, 
and range of follow-up activities within the 
newborn screening system.

Item Order Code: NBS02-A2

NBS06 | Newborn Blood Spot Screening 
for Severe Combined Immunodeficiency by 
Measurement of T-cell Receptor Excision Circles, 
1st Edition
This document addresses the detection of 
severe combined immunodeficiency (SCID) by 
population-based newborn screening using dried 
blood spot specimens to measure T-cell receptor 
excision circles. SCID is a lethal disorder of 
infancy that is not evident at birth, and effective 
treatment requires presymptomatic detection.
Item Order Code: NBS06-A

NBS01 | Blood Collection on Filter Paper for 
Newborn Screening Programs, 6th Edition
This document highlights specimen collection 
methods, discusses acceptable techniques for 
applying blood drops or aliquots to the filter paper 
segment of the specimen collection device, and 
provides instructions on proper specimen handling 
and transport to ensure quality specimens are 
consistently obtained for newborn screening 
analysis.

Item Order Code: NBS01-A6

Document Pricing

Nonmembers: $140
Level I Members: $42 
Level II Members: $56 
Level III Members: $70 
Individual Full Members: $105
Individual Associate Members: $119
* Available as PDF download only.

http://shop.clsi.org/newborn-screening-documents/NBS02.html
http://shop.clsi.org/newborn-screening-documents/NBS06.html
http://shop.clsi.org/newborn-screening-documents/NBS01.html
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NBS03 | Newborn Screening for Preterm, Low Birth Weight, and Sick 
Newborns, 1st Edition 
Item Order Code: NBS03-A

NBS04 | Newborn Screening by Tandem Mass Spectrometry, 1st 
Edition 
Item Order Code: NBS04-A

NBS05 | Newborn Screening for Cystic Fibrosis, 1st Edition 
Item Order Code: NBS05-A
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Making a Difference Through Newborn Screening: 
Blood Collection on Filter Paper
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provided above; (e) sell, rent, lease, or otherwise transfer any portion thereof; (f) use any portion of the 
DVD in an online system; or (g) use any portion of the DVD in any manner that infringes on the intellectual 
property or other rights of another party. 

Limited Warranty and Limitations of Liability: For a period of 60 days from the date you acquire the  
DVD, CLSI warrants that the DVD will be free of defects that prevent you from viewing this video. 
CLSI’s sole obligation under this warranty is to replace any defective DVD, provided that you give 
CLSI written notice of the defect within such 60-day period. The DVD is licensed to you on an “as 
is” basis without any warranty of any nature. CLSI disclaims all other warranties express or implied, 
including the implied warranties of merchantability and fitness for a particular purpose. CLSI shall not 
be liable for damage or loss of any kind arising out of, or resulting from, your possession or use of the  
DVD (including data loss or corruption), regardless of whether such liability is based in tort, contract, or 
otherwise. If the foregoing limitation is held to be unenforceable, CLSI’s maximum liability to you shall not 
exceed the amount of your payment for the DVD.
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Making a Difference Through Newborn Screening:  
Blood Collection on Filter Paper

Based on CLSI Standard NBS01-A6  This video demonstrates how to:

 Prepare for specimen collection.
 Collect blood specimens using the recommended 
heelstick technique.
 Handle specimens properly and maintain 
appropriate records.
 Transfer specimens to the screening lab in a timely 
manner.
 Prevent testing problems that can delay the 
newborn’s diagnosis and treatment. 

Members LI: $90  LII: $120  LIII: $150
Nonmembers $300

Making a Difference Through Newborn Screening: Blood Collection  
on Filter Paper (NBS01-A6 DVD)

http://www.clsi.org
mailto:customerservice%40clsi.org?subject=
http://shop.clsi.org/newborn-screening-documents/NBS03.html
http://shop.clsi.org/newborn-screening-documents/NBS03.html
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http://shop.clsi.org/newborn-screening-documents/NBS04.html
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http://shop.clsi.org/newborn-screening-documents/NBS05.html
http://shop.clsi.org/newborn-screening-companion-products/NBS01-A6-DVD.html


Newborn Screening: Ensuring 
Good Health From the Start 
Collecting the best possible newborn screening blood specimens, providing 
accurate laboratory test results of the specimens, and implementing 
effective follow-up services improve the health outcome and quality of life 
of children.

A beautiful baby girl is born at a 
hospital. Her parents are elated and do 
not have a care in the world. Little do 
they know their newborn could have 
a debilitating congenital condition. 
Fortunately, their baby will be screened 
for a host of conditions within the first 
24 to 48 hours of life. If the screening 
results are within the normal range, 
the baby’s parents will not be 
contacted by the baby’s health care 
provider, and they can rest assured 
that she will be healthy. If the results 
are out of range and the parents are 
contacted, at least they will be armed 
with the knowledge of what condition 
their baby could possibly have and 
can move forward with any necessary 
follow-up testing, care, and treatment. 

Today, virtually all (>99%) of the 
more than 4 million infants born 

in the United States each year 
are screened for conditions such 
as phenylketonuria, congenital 
hypothyroidism, galactosemia, 
and hemoglobinopathies. It is 
estimated that approximately one 
newborn in 600 will be affected 
with a congenital condition 
detectable by dried blood spot 
screening, and three newborns 
in 1,000 will be affected with 
hearing loss.1 Fortunately, 
most babies with out-of-
range screening results are 
healthy and have follow-
up test results within the 
normal range.2 Newborn 
screening saves or 
improves the lives of 
over 12,000 babies 
each year.3 



In the United States, 
the state departments 

of health and public 
health laboratories play a 

vital role in the newborn 
screening process. After the 

heelstick is performed on 
the newborn, hospitals send 

the blood samples to the state 
departments of health or public 

health laboratories for screening. 
Dried blood spots are divided into 

different specimens for testing. 

The number of conditions for which 
a newborn is tested vary from state 

to state. The Advisory Committee 
on Heritable Disorders in Newborns 

and Children recommends that every 
newborn screening program include a 

Uniform Screening Panel that screens 
for 32 core disorders and 26 secondary 

disorders.4 However, screening tests are 
available for more than 60 disorders.2

CLSI document NBS015 and its related 
instructional video6 describe how to collect 
blood specimens using the recommended 
heelstick technique, handle specimens properly 
and transfer specimens to the screening 
laboratory in a timely manner, and prevent 
testing problems. CLSI document NBS027 
describes the basic principles, scope, and range 
of follow-up activities within the newborn 
screening system.  

The parents receive a phone call about their 
baby’s out-of-range screening results, so they 
follow up with the baby’s health care provider 
to receive confirmatory testing. Thankfully, 
they learn that their baby girl does not have 
a congenital disorder. Although they were 
dismayed by the initial news that their baby 
could have a serious disorder, they were pleased 
that the newborn screening process enabled 
them to rule out any possible conditions their 
baby might have.

To learn more about these and other CLSI 
newborn screening standards and products, 
visit www.clsi.org/NBS.

1 Centers for Disease Control and Prevention. Impact of expanded newborn screening – United States, 2006. MMWR Morb Mortal Wkly Rep. 
2008;57(37):1012-1015.

2 Baby’s First Test. About newborn screening: screening facts. http://www.babysfirsttest.org/newborn-screening/screening-facts.  
Accessed July 6, 2016.

3 Association of Public Health Laboratories. The Newborn Screening Story: How One Simple Test Changed Lives, Science, and Health in America. 
http://www.aphl.org/AboutAPHL/publications/Documents/NBS_2013May_The-Newborn-Screening-Story_How-One-Simple-Test-Changed-
Lives-Science-and-Health-in-America.pdf. Accessed July 6, 2016.

4 US Department of Health and Human Services. Advisory Committee on Heritable Disorders in Newborns and Children.  
http://www.hrsa.gov/advisorycommittees/mchbadvisory/heritabledisorders/. Accessed July 6, 2016.

5 CLSI. Blood Collection on Filter Paper for Newborn Screening Programs; Approved Standard—Sixth Edition. CLSI document NBS01-A6. Wayne, PA: 
Clinical and Laboratory Standards Institute; 2013.

6 CLSI. Making a Difference Through Newborn Screening: Blood Collection on Filter Paper [DVD]. Wayne, PA: Clinical and Laboratory Standards 
Institute; 2014.

7 CLSI. Newborn Screening Follow-up; Approved Guideline—Second Edition. CLSI document NBS02-A2. Wayne, PA: Clinical and Laboratory Standards 
Institute; 2013 

http://www.clsi.org/NBS


Point-of-Care 
Testing

Featured Documents

POCT04 | Essential Tools for Implementation 
and Management of a Point-of-Care Testing 
Program, 3rd Edition
This guideline provides direction to users of in 
vitro diagnostic devices outside the medical 
laboratory on how to ensure reliable results that 
are comparable to those obtained from medical 
laboratory instruments.
Item Order Code: POCT04-ED3

POCT17* | Use of Glucose Meters for Critically Ill 
Patients, 1st Edition
This white paper includes an overview of glucose 
meter limitations with practical advice for use of 
glucose meters in critically ill patients.
Item Order Code: POCT17-ED1 
Free white paper!

Document  Pricing

Nonmembers: $140
Level I Members: $42 
Level II Members: $56 
Level III Members: $70 
Individual Full Members: $105
Individual Associate Members: $119
* Available as PDF download only.

POCT13 | Glucose Monitoring in Settings 
Without Laboratory Support, 3rd Edition
This guideline focuses on performance of point-
of-care glucose monitoring systems, with an 
emphasis on safety practices, quality control, 
training, and administrative responsibility.

Item Order Code: POCT13-ED3

http://shop.clsi.org/point-of-care-documents/POCT04.html
http://shop.clsi.org/point-of-care-documents/POCT17.html
http://shop.clsi.org/point-of-care-documents/POCT13.html
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POCT01* | Point-of-Care Connectivity, 2nd Edition 
Item Order Code: POCT01-A2

POCT06 | Effects of Different Sample Types on Glucose Measurements, 
1st Edition 
Item Order Code: POCT06-ED1

POCT07 | Quality Management: Approaches to Reducing Errors at the 
Point of Care, 1st Edition 
Item Order Code: POCT07-A

POCT08 | Quality Practices in Noninstrumented Point-of-Care Testing: 
An Instructional Manual and Resources for Health Care Workers, 1st 
Edition 
Item Order Code: POCT08-A

POCT09* | Selection Criteria for Point-of-Care Testing Devices,  
1st Edition 
Item Order Code: POCT09-A

POCT12 | Point-of-Care Blood Glucose Testing in Acute and Chronic 
Care Facilities, 3rd Edition 
Item Order Code: POCT12-A3

POCT14* | Point-of-Care Monitoring of Anticoagulation Therapy,  
1st Edition 
Item Order Code: POCT14-A

Could You Be Using More POCT? 
POCT has many well-proven benefits to patients, physicians, 
clinics, and hospitals. Patient outcomes improve with POCT 
when turnaround time is reduced, which can aid in fast and 
accurate diagnoses. Reduced length of stays, particularly 
in emergency centers, benefit both patients and facilities, 
providing a better patient experience and increased 
compliance. It may seem counterintuitive to decentralize 
testing that can be automated and performed in a laboratory, 
but POCT is a valuable tool for supporting the provision of 
health care. Empower the members of your team with quality 
laboratory practices to maximize the utility of POCT. 

http://www.clsi.org
mailto:customerservice%40clsi.org?subject=
http://shop.clsi.org/point-of-care-documents/POCT01.html
http://shop.clsi.org/point-of-care-documents/POCT01.html
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http://shop.clsi.org/point-of-care-documents/POCT14.html


Implementation of a Quality Management System:  
A Crucial Aspect of Ensuring Quality in Laboratory Testing
The complexity of today’s health care environment reinforces the need for an infrastructure that supports the highest level 
of quality and patient safety. Quality cannot be taken for granted in the laboratory, yet many laboratories throughout 
the world operate without well-defined or even documented policies, processes, and procedures. Implementation and 
maintenance of an effective quality management system can greatly improve the quality of laboratory services.



A quality management system (QMS) is a set of essential building 
blocks needed for a laboratory’s work operations to fulfill stated 
quality objectives. Such a system provides the means to direct and 
control the organization with regard to quality.1 The CLSI QMS model 
presented in CLSI document QMS012 describes the management 
foundation of quality building blocks (ie, the quality system 
essentials [QSEs]) and demonstrates how the foundation supports 
the laboratory’s path of workflow. The 12 QSEs—Organization, 
Customer Focus, Facilities and Safety, Personnel, Purchasing and 
Inventory, Equipment, Process Management, Documents and Records, 
Information Management, Nonconforming Event Management, 
Assessments, and Continual Improvement—support each stage of 
examination within the laboratory. 

Each QSE includes, at a minimum, regulatory and accreditation 
requirements within a specific topic needed to fulfill those 
requirements and stated quality objectives. Laboratories can use 
the QSEs as a generic outline for the QMS required in International 
Organization for Standardization standards. Many laboratories 
function with some of the QSEs, but if processes are not well 
organized or documented, breakdowns may result in errors that can 
cause patient harm. Implementation of a QMS based on the QSEs 
leads to improved laboratory processes. 

The goal of an efficient and effective laboratory is to provide 
consistently accurate results in a timely manner with the most 
judicious use of resources. Meeting the expectations of the 
laboratory’s customers is of the utmost importance. By implementing 
a QMS, laboratories can improve patient care, reduce risk of medical 
errors, streamline laboratory processes, increase productivity 
and efficiency, reduce costs, enhance employee abilities, improve 
customer satisfaction, and comply with regulatory and accreditation 
requirements. To reduce errors that may cause harm, laboratories 
must understand and document their processes, train staff to 
perform processes competently, identify problematic processes, and 
improve processes where problems exist. 

CLSI document QMS012 is the foundational document that assists 
with implementation and maintenance of an effective QMS. For more 
detailed information on each QSE, CLSI offers a library of documents 
that cover the 12 QSEs. Use of these standards along with other 
quality-related documents aids in designing the system foundation to 
achieve total quality management. Two useful related CLSI products 
are The Key to Quality™ and the Laboratory Quality Management 
System Certificate Program. 

Visit shop.clsi.org/Quality-Management-Systems to learn more. 

1 ISO. Quality management systems – Fundamentals and vocabulary. ISO 9000. Geneva, Switzerland: International Organization for Standardization; 2015. 
2 CLSI. Quality Management System: A Model for Laboratory Services; Approved Guideline—Fourth Edition. CLSI document QMS01-A4. Wayne, PA: Clinical and Laboratory Standards Institute; 2011.

http://shop.clsi.org/Quality-Management-Systems


Quality
Management
Systems

Featured Documents

Document Pricing

Nonmembers: $180
Level I Members: $54 
Level II Members: $72 
Level III Members: $90 
Individual Full Members: $135
Individual Associate Members: $153
* Available as PDF download only.

QMS16 | Laboratory Personnel Management,  
1st Edition
This guideline describes the process for meeting 
the regulatory and accreditation requirements 
of personnel management in the laboratory 
environment. This guideline offers suggestions 
and examples on managing the processes 
required for laboratory personnel to fully achieve 
laboratory management’s operational and quality 
goals.
Item Order Code: QMS16-ED1

QMS11 | Nonconforming Event Management, 
2nd Edition
Grounded in the principles of quality 
management, risk management, and patient 
safety, this guideline provides an outline and 
content for developing a program to manage a 
laboratory’s nonconforming events.
Item Order Code: QMS11-ED2

QMS04 | Laboratory Design, 3rd Edition
This guideline provides a foundation of 
information about laboratory design elements 
and guidance to help define issues to consider 
when designing a medical laboratory.
Item Order Code: QMS04-ED3

http://shop.clsi.org/quality-management-systems-documents/QMS16.html
http://shop.clsi.org/Quality-Management-Systems/QMS11.html
http://shop.clsi.org/quality-management-systems-documents/QMS04.html
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KEY TO QUALITY™ | Includes fundamental information for 
implementing and sustaining a quality management system. 
Nonmember Price: $600 
Item Order Code: K2Q

QMS01 | Quality Management System: A Model for Laboratory 
Services, 4th Edition 
Item Order Code: QMS01-A4

QMS02 | Quality Management System: Development and 
Management of Laboratory Documents, 6th Edition 
Item Order Code: QMS02-A6

QMS03 | Training and Competence Assessment, 3rd Edition 
Item Order Code: QMS03-A3

QMS05 | Quality Management System: Qualifying, Selecting, and 
Evaluating a Referral Laboratory, 2nd Edition 
Item Order Code: QMS05-A2

QMS06 | Quality Management System: Continual Improvement, 
3rd Edition 
Item Order Code: QMS06-A3

QMS07* | Application of a Quality Management System Model for 
Respiratory Services, 2nd Edition 
Item Order Code: QMS07-A2

QMS12 | Development and Use of Quality Indicators for Process 
Improvement and Monitoring of Laboratory Quality, 1st Edition 
Item Order Code: QMS12-A

QMS13 | Quality Management System: Equipment, 1st Edition 
Item Order Code: QMS13-A

QMS14 | Quality Management System: Leadership and Management 
Roles and Responsibilities, 1st Edition 
QMS14 Executive Summary included with purchase 
Item Order Code: QMS14-A

QMS15 | Assessments: Laboratory Internal Audit Program, 1st Edition 
Item Order Code: QMS15-A

QMS18 | Process Management, 1st Edition 
Item Order Code: QMS18-ED1

QMS20 | Understanding the Cost of Quality in the Laboratory,  
1st Edition 
Item Order Code: QMS20-R

Shop Online! 
Find Quick Guides and  
on-demand Webinars at 
www.clsi.org.

http://www.clsi.org
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Every time work is redone, the cost of lab services (ie, the 
cost of quality) increases. Consider the cost to the lab and 
to the organization—and the potential adverse effects 
on patient care—of corrections needed for unacceptable 
samples, QC failures, lost reports, and erroneous results. 
As lab personnel are being asked to do more with fewer 
resources, it is imperative for them to know how much is spent on supporting good quality, 
resolving problems and errors, and preventing poor quality from occurring.
 CLSI document QMS20 and its online learning program help labs accurately determine their 
existing cost of quality. These resources provide guidance for understanding and managing 
different quality costs that affect processes, services, and financial well-being. Key quality cost 
concepts, and their application in the lab are reviewed.

Implementing the Cost of Quality in the Laboratory Certificate Program
Do you know how much your lab spends on:

Understanding the answers to these questions is critical to helping your organization 
improve profitability—and enhancing your ability to provide better patient care.

Enroll in the only program that truly implements the steps needed to determine the 
existing cost of quality in your lab.

4.0 P.A.C.E.® CE credits will be provided.

What Is the True Cost of Quality?

 Supporting good quality?  Resolving problems and 
errors?

 Preventing poor quality 
from occurring?

Visit www.clsi.org/COQ for more information!

Nonmembers: $400
Level I Members: $120 
Level II Members: $160 

Level III Members: $200 
Individual Full Members: $300
Individual Associate Members: $340

http://www.clsi.org/COQ


Make Quality a Standard Practice  
With CLSI Products and Programs

Enroll in the Laboratory Quality Management System (LQMS) Certificate Program and learn the 
fundamentals for implementing and sustaining a quality management system based on CLSI’s quality 
management documents, and The Key to Quality. This program focuses on providing an approach to 
meeting quality objectives and delivering consistent, high-quality, cost-effective lab services through 
implementation of a QMS.

You will learn:

 The 12 quality system essentials (QSEs) for building a QMS

 The policies, processes, and procedures requirements for each QSE

 How to apply the 12 QSEs in your unique laboratory environment

 How to meet accreditation quality requirements

 How to provides the highest quality test results for your patient population

Each of the 12 online modules can be completed in one to two hours and includes a lesson, 
additional transcript information, case study activities, and a quiz. 

Earn a certificate and 13 P.A.C.E.® CE credits after completion of the program, or take each 
module separately for a customized learning experience.

Visit www.clsi.org/LQMS for more information!

Nonmembers: $1,000
Level I Members: $300 
Level II Members: $400 

Level III Members: $500 
Individual Full Members: $750
Individual Associate Members: $850

http://www.clsi.org/LQMS


Veterinary 
Medicine

Featured Documents

VET04* | Methods for Broth Dilution 
Susceptibility Testing of Bacteria Isolated 
From Aquatic Animals, 2nd Edition
This document provides the most up-to-date 
techniques for the determination of minimal 
inhibitory concentrations of aquatic bacteria by 
broth micro- and macrodilution, and criteria for 
data interpretation and quality control testing.

Item Order Code: VET04-A2

Document Pricing

Nonmembers: $140
Level I Members: $42 
Level II Members: $56 
Level III Members: $70 
Individual Full Members: $105
Individual Associate Members: $119
* Available as PDF download only.

VET03/VET04S* | Performance Standards for 
Antimicrobial Susceptibility Testing of Bacteria 
Isolated From Aquatic Animals, 2nd Edition
This document provides updated tables for the 
Clinical and Laboratory Standards Institute 
antimicrobial susceptibility testing guidelines 
VET03-A and VET04-A2.
Item Order Code: VET03/VET04-S2

VET01S | Performance Standards for 
Antimicrobial Disk and Dilution Susceptibility 
Tests for Bacteria Isolated From Animals,  
3rd Edition
This document provides updated tables for the 
CLSI antimicrobial susceptibility testing standard 
VET01.

Item Order Code: VET01S-ED3

http://shop.clsi.org/veterinary-medicine-documents/VET04-PK.html
http://shop.clsi.org/veterinary-medicine-documents/VET03-VET04-S.html
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VET01 | Performance Standards for Antimicrobial Disk and Dilution 
Susceptibility Tests for Bacteria Isolated From Animals, 4th Edition 
Item Order Code: VET01-A4

VET02 | Development of In Vitro Susceptibility Testing Criteria and 
Quality Control Parameters for Veterinary Antimicrobial Agents,  
3rd Edition 
Item Order Code: VET02-A3

VET03 | Methods for Antimicrobial Disk Susceptibility Testing of 
Bacteria Isolated From Aquatic Animals, 1st Edition 
Item Order Code: VET03-A

VET05* | Generation, Presentation, and Application of Antimicrobial 
Susceptibility Test Data for Bacteria of Animal Origin, 1st Edition 
Item Order Code: VET05-R

CLSI is offering new ways to access the VET01 
supplement data you need, when and where you 
need it!

Free VET01 Data: Quickly reference the most 
trusted antimicrobial susceptibility testing (AST) 
veterinary breakpoint tables as a convenient, 
complimentary supplement to the AST standard 
VET01.

Visit www.clsi.org/Vet01 for access!

CLSI Is Now Offering VET01 Free Online!
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2016

Infobase 2016 is a user-friendly, searchable CD-ROM of over 200 CLSI standards and guidelines 
for best practices in medical laboratory testing.
Infobase 2016 includes: 

 All standards and guidelines in the CLSI document library published through January 
2016

 A feature that allows searching across and within all standards and guidelines to locate 
relevant information

 The ability to access documents without a Web connection 

To place your order, visit www.clsi.org/infobase.  

http://www.clsi.org/infobase


Let CLSI Be Your Path to Accreditation!
Did you know that CLSI offers CAP, FDA, CLMA, ISO, and The Joint Commission crosswalks 

that show how CLSI documents can help satisfy regulatory requirements? You can find the 
latest PDF versions of these crosswalks on our website at www.clsi.org/accreditation.

http://www.clsi.org/accreditation
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Shop Online! 
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