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Our Common Goal: Quality Health Care
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Today’'s Presentation

e CLSI background information

 Membership and volunteers

 Document development process

« Crosswalks with the College of American Pathologists
(CAP) and The Joint Commission

* Quality management systems

* Point-of-care testing (POCT) documents and companion
products

« POCT10-A2—Physician and Nonphysician Provider-
Performed Microscopy Testing; Approved Guideline—
Second Edition
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CLSI| Background

» Established in 1968

* Nonprofit corporation based in the United
States

» Accredited standards-developing
organization

* An organization of organizations
—(no individual memberships)




CLSI| Organizational Chart

2000 member
organizations;
no individual
memberships

70 active
projects
at a time

CLSI Member
Organizations

Board of
Directors

Executive Chairholders
Committee Council

Consensus
Committees

Document

Development Subcommittees

Committees

Working
Groups

ANSI*
accredited

2300 active
volunteers

75 000
documents
distributed per
year

CLSI staff (45 employees)
//CLIN]CAL AND LABORATORY

STANDARDS INSTITUTE®
*American National Standards Institute




CLSI| Recognized Worldwide
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Vision

To be the leader in clinical
and laboratory standards
to improve the quality of

medical care.
O




Mission

To develop best practices in clinical and laboratory
testing and promote their use throughout the world,
using a consensus-driven process that balances
the viewpoints of industry, government, and the
health care professions.
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CLSI| Consensus Process

Government

Balance

Industry /Professions




CLSI Consensus Process

* Meetings are open to everyone.

* Meeting materials are available to participants
and interested parties.

A balance of interests is maintained.
« Conflicts of interest are fully disclosed.

* An appeals process exists to address issues or
concerns.




Standardization in the Medical Laboratory

Standardized
test

the right laboratory test

at the right time with \ 4
: Standardized
the right result leads to ocedure

qguality diagnostics,

. : Standardized
Improved patient care, and

reporting

Improved public health
Improved
around the world outcomes




CLSI Products

e Standards
 Guidelines
* Reports

« Companion Products
—Quick Guides
—Toolkits
—Specialty Collections
—DVDs
—Software

StatisPro

StatisPro
_&u 0.




Standards and the Laboratory

* Most medical
laboratory errors are

(3 .

e,
caused by systems =
and process issues, Y
not people. K

e These are the areas
where standards can
help the most.




Standards Development Consensus

A consensus standard or guideline is a
document developed to promote uniform

products, materials, methods, or
practices.
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Membership and Volunteers

Over 600 non—North American members and
volunteers from over 70 countries, and
growing
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CLSI Members and Volunteers

Diverse representation from three constituencies

Industry Government Professions
In vitro diagnostics Public health agencies Hospitals and laboratories
manufacturers
Laboratory Regulatory bodies Health care delivery systems
information systems
vendors
Startup companies Accrediting organizations Educational institutions
Suppliers Professional societies

Trade organizations
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Members and Volunteers
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CLSI Consensus Committees

Automation and
Informatics

Clinical Chemistry
and Toxicology

Evaluation
Protocols

Hematology

Immunology and
Ligand Assay

Microbiology
Molecular Methods
Point-of-Care Testing

Quality Systems and
Laboratory Practices
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Committee Structure

« Chairholder

* Vice-Chairholder
 Members

» Advisors

« Contributors

* Reviewers

* Project Manager/Staff Liaison (Executive Offices’
staff)
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The Document Development Process

Project Idea — Published Document
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ldea - Document Project

uuuuuuuuu

* |dentified need/project idea V
* Project proposal developed

« Assessment/endorsement by
consensus committee

e (Call for volunteers

* Document development committee (DDC)
membership established

+ Business plan developed —_— |
* Presentation to Chairholders Council
* Project authorization

fCLIN[CAL AND LABORATORY 21
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Document Development Process

 The document development process begins with
the inaugural webinar for the DDC.

* Refine expanded outline.

 |Introduce draft text to support scope and outline
points.

* Prepare text for submission as a preliminary draft
document.




Five Voting Stages

* Voting Stage 1: Draft 1 for document
development committee approval

« Voting Stage 2: Draft 2 for approval by
delegates; review and comment by consensus
committee, board of directors, and nonmembers

— Replaces proposed-level documents, which are
no longer published

— Provided to member organizations at no cost
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Five Voting Stages (cont'd)

* Voting Stage 3: Draft 3 for document
development committee approval

« Voting Stage 4: Draft 4 for review and approval
by consensus committee

« Voting Stage 5: Final Draft for consensus
committee approval to publish




Two Timeline Tracks

Track 1 — 15-month timeline
Track 2 — 25-month timeline

Timeline determined by:

¢ Scope

« Complexity

« Comprehensiveness and depth
« Degree of controversy




CLSI Publications — Approved Level

Automation 21

Clinical Chemistry 24
Evaluation Protocols 17
Hematology 29
Immunology 26
Microbiology 42
Point-of-Care Testing 8
Quality Systems 38
Molecular Methods _16
Total 221




Document Review Schedule

Within five years after its approval, the
appropriate consensus committee(s)
initiates a review to determine the
necessary action to reaffirm, revise,
archive, or withdraw an approved
consensus document.
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Crosswalks with CAP and
The Joint Commission
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Adoption of Documents Into

Accreditation Crosswalk

%mmmm AND CLS| REFERENCES IN THE CAP LABORATORY ACCREIITATION PROGRAM CHECKLISTS

LABORATORY
STANDARDS
INSTITUTE*

AUTQDZ-AZ

v
AUTOD3-A2 v
Co3-Ad v
C24-A3 v
C28-Alc v
Ca0-A2
C34-A3
C43-A2
C46-A2
C48-A V't
C54-A
T/DMOB-A
EF05-A2
EFD7-A2
EFD3-A2-IR
EF10-A3
EF13-RM
EF14-A2
EF15-A2
EF18-A2

AN
<

SRR
<
<
ASANAN
ANANANANE VA NENAN
AR
AN

AR SANANAN
A SA VAN
AR AN

Gazed on CAR Accroditation Checklist July 2011 Cdition.

* Document has been archived

t Noted, net referenced. Page 1 of 4
HCicctronic onby. a5
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Quality Management Systems
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Quality Management System

The Quality Management System (QMS)
provides a framework for managing and
monitoring activities to address
quality standards
and achieve organizational goals.




Quality Systems and the Laboratory

Principles of high-quality laboratory testing are the
same anywhere in the world.

It is one area of health care
that can be, and should be,
highly standardized.




CLSI and the Quality Management System

CLSI produces globally recognized QMS
guidelines.

« GP26-A4—Quality Management
System: A Model for Laboratory
Services; Approved Guideline—
Fourth Edition

* “The Key to Quality”
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Quality Systems Models

There are two major models for QMS used globally.

1ISO: 15189 CLSI: GP26-A4
» Broad-based « Specific
« Overarching standards * Practical implementation
* 15 management requirements guidelines
« Eight technical requirements |+ 12 quality systems essentials

Both are built on the same concepts,
but differ in the amount of specificity described.
ISO is broader and CLSI is more specific.
ISO = what to do; CLSI = how to do it

#CLIN[CAL AND LABORATORY 35
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Quality Management System

QMS is a simple, systematic approach of
organizing all key work processes around the
path of workflow in the laboratory.

Quality System Essentials (QSEs)

* Organization

* Customer Focus

* Facilities and Safety

* Personnel

* Purchasing and Inventory
* Equipment

* Process Management

* Documents and Records

* Information Management
* Nonconforming Event Management
* Assessments

* Continual Improvement

N N

O N

/
=
P
4

.

GP26-A4—Quality Management System: A Model for Laboratory Services; Approved Guideline—Fourth Edition
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Global Momentum Toward QMS Adoption

40+ countries have implemented, or are in some stages of

national adoption, of the QMS model approach to their
laboratory services.

The World Health Organization has fully adopted the QMS

approach on a global basis and is in the process of
education and training.

In the United States, the Centers for Medicare & Medicaid
Services is encouraging laboratories to adopt a QMS
approach to laboratory licensure and accreditation.
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POCT Documents and
Companion Products
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Why is Point-of-Care Testing Important?

« Point-of-care testing (POCT) includes patient self testing,
physician office laboratories, and hospital-based testing.

« Estimated revenues of approximately $3 billion (USD),
excluding non-1VD applications and whole blood glucose
testing

« Overall IVD market growth 6 to 7% per year

« POCT market growth 10 to12% per year

 Numerous new technologies and applications entering
POCT (eg, molecular methods, MRSA)

IVD Market R. Sutherland, Jan 2010
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Point-of-Care Testing Guidelines

« ASTO04-A2—Glucose Monitoring in Settings Without Laboratory
Support; Approved Guideline—Second Edition (under revision; will be
published as POCT13)

« (C30-A2—Point-of-Care Blood Glucose Testing in Acute and Chronic
Care Facilities; Approved Guideline—Second Edition (under revision;
will be published as POCT12)

« H49-A—Point-of-Care Monitoring of Anticoagulation Therapy;
Approved Guideline

« POCTO01-A2—Point-of-Care Connectivity; Approved Standard—
Second Edition

« POCTO02-A—Implementation Guide of POCTO01 for Health Care
Providers; Approved Guideline

« POCT04-A2—Point-of-Care In Vitro Diagnostic Testing; Approved
Guideline—Second Edition (under revision)
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Point-of-Care Testing Guidelines

« POCTO05-A—Performance Metrics for Continuous Interstitial
Glucose Monitoring; Approved Guideline

« POCTO07-A—Quality Management: Approaches to Reducing
Errors at the Point of Care; Approved Guideline

« POCT08-A—Quality Practices in Noninstrumented Point-of-
Care Testing: An Instructional Manual and Resources for
Health Care Workers; Approved Guideline

« POCT09-A—Selection Criteria for Point-of-Care Testing
Devices; Approved Guideline

« POCT10-A2—Physician and Nonphysician Provider-Performed
Microscopy Testing; Approved Guideline—Second Edition
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Guidelines in Development

« POCTO06—Guidelines on the Impact on Glucose
Measurement When Different Sample Types Are Used

« POCT14—Point-of-Care Testing for Infectious Disease

« POCT15—Emergency and Disaster Point-of-Care Testing

fCLIN[CAL AND LABORATORY 42
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Potential Projects

* Noninvasive monitoring
* Oral POCT

« Cost and advantages of POCT vs testing in main
laboratory (a report)




Companion Products for
POCT Documents

« POCTO7—Addressing errors in point-of-care
testing (reference guide)

« POCT08—Quality control troubleshooting (flow
chart)

« POCTO08—Corrective action report (quick guide)

« POCT08—AQuality control log sheet (quick guide)

« POCT09—Instrument selection (worksheet)

= Clinical needs assessment
= Testing system specifications

@fc LLLLLLLLLL LABORATORY 44
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POCTO7 Companion Product

Addressing Errors in Point-of-Care Testing

This Quick Reference Guide Includes:
l.

* Patient Preparation for the Test
= Sample Collection and Handling

CLINICAL AND
LABORATORY 2.

ﬁ, STANDARDS + Operator related
INSTITUTE® * Reagent related

+ Sample related
* Device related

* Communication related
* Data management related

WWWIW.CLSLORG
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POCTO08 Companion Pro

Quality Control Troubleshooting Row Chart
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POCT10-A2, Physician and
Nonphysician Provider-Performed
Microscopy Testing; Approved

Guideline—Second Edition
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General Information

« Safety — personal protective equipment, hand
hygiene, workspace disinfection, medical waste,
and chemical safety

* Microscope — operation and maintenance

« Quality assurance — training and competency of
the provider, procedure manual, QC, proficiency
testing, and accreditation




Procedures Included in POCT10-A2

* Fecal leukocyte examination

* Fern test

* Nasal smears for inflammatory cells

 Pinworm examinations

» Postcoital, direct, qualitative examinations of
cervical mucus

« Qualitative semen analysis

* Urine sediment examination

* Wet mount preparations and potassium hydroxide
(KOH) preparations

@fc LLLLLLLLLL LABORATORY 49
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Consistent Layout of Procedures

* Principle

* Materials

« Specimen collection

» Testing procedure
 Quality control

* Reporting results
 Limitations of the procedure




Appendixes in POCT10-A2

* Microscopic components of urine sediment

* Microscopic components in vaginal fluid and KOH
preparations

Ectoparasites

List of figures and tables




Updates to POCT10-A2

* A reorganized and more comprehensive section
(Section 14) for wet preparations, identifying
differences between wet preparation for vaginal
and nonvaginal procedures

* Representative pictures (or images) for as many
procedures as possible, to facilitate training
programs using this document as a teaching tool

« To complement the inclusion of so many images,
the creation of Appendix C to help the reader
identify and locate the images within the
document

@fc LLLLLLLLLL LABORATORY 592
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POCT10-A2 Companion Products
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ecklists

Provider-Performed Microscopy Training Checklist:
Use for Initial or Renewal Competence/Validation

« Cumulative trainin p—

Empliyas Marme: Ernipleiyoe | dentification #:;

 Employee training e ——

PPM test

Circla roke of employee: aszisting! parfarming

Instructlons: Obsarvar (i, trainar/preceptorimanagar writas in YES, MO, ar MR in frant of gdll: where competenos
has been demanstrated:

I Can locate palicy/pracedurs; has read policy/ pracadure far this PPM Bt

L Can oollectfazsemble all equipment, reagants,and supplie: neadad far thiz PPM @20

3. Krnowes callection and starage requiremants for both patient spaciman: and products reagentazuppliag
usad in thiz PPM test; iz able to recanstitute or otherwise prepare and prooass patient samples and
products reagents.

4+ Able ta parform quality contral if the rale iz 4 parform the PPM test able toassidt in partarmanos

of quality oanthal if the role iz toazsit but not parform the FRM tast

5. Enows corractive action to tale and how to document unacoeptable quality cantral.

b Reparts cammunicates,and documents patient ©2t results and interprefations acoording ta palicy.
7. FKnowsappropriate PPE towear to parform orasist in parfarming this PPM tast.

& _ Cthar:

I will follow all palkcles and standa rds as required at this facllby:

Employee Sig DATE i i
Tite:
Observer ( Tralner Valldator): DATE ! !
Tida:

Rt i emploges ik or e mmpeten ik oz determined i retention policy

Ahbrey Etions: kLA ot app licab le; PPE pereonal protective equiprrent; PR preoviderpe sormmed rictossopy.

Source: CLS| docurnent POCTI0-AZ, Physician and Maonphpsician Provider -Per formed Microsoopy Testing;
@ Approved Guideline—Secand Cditian.
J
@Cliricd wed Laborsory Sardirds Fethute All rights rezerved warwds.org Fage 1 afi
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* Proficiency testing exception

* Microscope maintenance log

response form

Proficiency Testing Exception Response Form

{For use for microscopic PT only)

Leacaticn: Respane dae

PT pragram: Medical director far tasting:

Test parformed

Unaroaprabla result reportad:

Acoaptable result:

Analysis of unacceptable result:

Clerlcal Error Yes | Mo Yes | No
Misunderstond ar did not read history On the part of the reviewer
Onthe part of the parson performing the test On the part of the FT pravider

Investigative ActlonsTaken: Include a detailed outline of invectigations in addition toabova. Ay shadad
answer above must be specifically addrested.

Actlons Taken to Prevent Recurrence: Include any training/retraining izsues, changes to pracedures, review
of atlagfrefarence materials, ate.

FInal Assessment and Concluskons as ta Source of Error: Assessment: Pleass answarthe folkmwing
question ¢pacifically: If this had bean a patiant sample, how would this ermor kave impacted the care of the
patient? Conclusians: random error training issue, FT materal,ete,

Directar sigratura: e

Abbreviztion: FT, proficiency testing.

Approved Guidelne—Second Edition.

J

a Source: CLE document POCTIO-AZ, Physician and Monphpsision Provider-Per formerd Misroseoy Testing:

@ <liricd wd Laborory Sandards kethne All rightsrasered warw.dd.org Fage 1of1
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Wall Charts

* Microscopic components in urine sediment
* Microscopic components in vaginal fluid and KOH
prepa rat|0nS Microscopic Components in Urine Sediment &r

« Ectoparasites
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ocedures

Nasal Smears for Inflammatory Cells (Also Known as “Nasal Smear for

“NasalWhite Blood Celk,” and “Nasal Smear for Granule cytes')

u L Datails relted t materals (ie, supplies, equipment, and reagents), specimen colle ction, specimen
handling, quality contral,and limitations of this pracedure can be found in Section 9, Masal Smears far
Inflammatory Callz,in CLE dacumeant POCT 1O,

Testing Procedure
(17 T prapara tha smaar, transar a sampla of the produsad mueus with a cotton swab onto a ghee
. micrascape slide hbeled with the patient’s name and a unique identifier:
[Z4) A thin smear i assantal & simple tact s to chaclc whathar standard print can be read through the
smeared material. Place the slide cvar standard print If the print can still be read through the slide,

the prep is acoaptable far staining. |dentifying elements of ozliular detail will be dificutt to determine
if tha smearis oo thick

for inflammatory cells

41 Stain the smear using eithera cammercially prepared “Wright- Giermsa stain or a Hanzel stain.
MNOTE: Commerrial 9t are readify availablke for the rapid ¥yright- Giemsa stain tachnique and
n n include instructions far use along with rekrencas.
o l l rI n e S e d I m e n t (5) Micrasoapically @<amine the smear for czllular camponents. ¥Yith kiw-potwat £Canning, male raugh
qualitative oaunts by approximating the average numberaf palymarphanuckar cell:. Detarmine
whetherthe kulecyter seen are neutraphils areasinaphils.
&) Meutraphils are recognized by their ssgmented or kbulated (two 12 five lobed) nucki connectad
u u by a thin fikmeant of ch . The abund ytoph ie pale pinlk ar cakatass and cantains
mary fine, lilac-oolored, reutraphilic granules. Easinaphils are recognized by their bright arange-red,
e Xa I I I I n at I O n S spherical granules. Thate is typically a bilobed nucleus ssparated by a thin filement, but accasionalty

mare than twa lkobes may be ssen. The granules are larger than neutrophilic granules.

(7] ¥vright-Giems blexadstaing may yield bluish granules in ecsimaphils, while the granuks will appear
bright red uzing a Hansal etain, and the neutraphilz and muoous debrizwill havaa blua cokar (zae

« Wet mount and

Reporting Results

Repart the pressnce ar abasnce of easinaphils and neutrophils

KOH preparations e

o~ ﬂ
’?’ . I A Newtrophlks and Ecsinaphlls In
Masal Smear(40x). (Courte sy of the
\‘ Uniarsity of Texas Medical Branch).
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Summary

« CLSIl is an internationally recognized, consensus-based
standards organization that produces a large number of
documents and related materials.

 Document development is a highly organized, systematic
process involving a balanced approach by all
stakeholders.

 QMS improve laboratory practice.

 Documents are applicable in laboratory standardization,
preparation for inspection and accreditation, and in
improving the quality of results and patient care.

« POCT documents can provide guidance as well as tools to
help create and maintain a comprehensive program.

fCLIN[CAL AND LABORATORY 58
STANDARDS INSTITUTE®



How to Contact CLSI

« Web: www.CLSlI.org
« E-mail: customerservice@clsi.org
« Customer Service: 1.610.688.0100

« David Sterry
o dsterry@clsi.org
e Phone: 484.588.5942




Thank you.

//CLIN]CAL AND LABORATORY
STANDARDS INSTITUTE®




